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1. IlepeyeHb KOMIIETEHIUI, (POPMUPYEMBIX IHCUHUIITHHOMN

oowenpogpeccuonanvuvix (OIIK)

Kon u HanMeHOBaHKE
obmenpodeccHoHaATBHON
KOMITCTCHITHH

WNuaukarop 1oCTHKEHUs 00ImenpodecCuOHaIbHON KOMITETCHIIUU

OIIK-1. Criocoben
HCIIOJIb30BAaTh OCHOBHBIC
Ounosornueckue, PU3nKo-
XUMHAYECKHE, XHMUYECKHUE,
MaTEeMaTHYECKH METOJIbI JIJIs
pa3paboTKH UCCIeTIOBAHUN
AKCIEPTHU3bI JICKAPCTBEHHBIX
CPEICTB, H3TOTOBIICHUS
JICKapCTBCHHBIX MPENapaToB

U1 5 onk-1. IIpuMeHsieT OCHOBHBIE METO/IbI (PU3UKO-XUMHUYECKOTO
aHaJIM3a B U3TOTOBJICHUH JIEKAPCTBEHHBIX NIPENapaToB.

U] onk-1-2. TlpuMeHsieT OCHOBHBIC (DU3UKO-XUMHUYECKHE U
XUMHYECKHE METO/IbI aHATN3a I Pa3paboTKu, HCCISIOBAaHUN 1
IKCHEPTU3BUICKAPCTBEHHBIX CPEICTB, JIEGKAPCTBEHHOTO
PACTHTEIHHOTO CHIPhSI U OMOJIOTHYECKIX O0BEKTOB.

HJT onk-1-3. IlpumeHsieT OCHOBHBIE METOABI (PH3UKO-XUMHUYECKOTO
aHaJIM3a B U3TOTOBJICHUH JIEKAPCTBEHHBIX MPENapaToB.

HJT onk-1-4. llpumeHsieT MaTeMaTUYECKUE METOIbI 1
OCYIIIECTBIISIET MAaTEMAaTUYECKYIO 00pabOTKy JaHHBIX,
MOJTYYEHHBIX B X0JI€ Pa3pa0bO0TKH JICKAPCTBEHHBIX CPEJICTB, a
TaKX€ UCCICIOBAHUI U DKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB,
JIEKAPCTBEHHOT'O PACTUTEIBLHOTO CHIPhS U OMOJIOTHYECKUX
00BEKTOB.

npogheccuonanvnuix (I1K)

Kon n HaumeHoBaHMe
IPOeCCHOHATBHON KOMIIETECHIINT

Nunukatopsl gocTikeHns MpoheCCHOHATTBHON KOMITETEHITUN

IIK-5. Cniocoben
N3roTaBJINBATH J'IeKapCTBeHHI)IC
npenapaThl ¥ IPUHUMATh
y‘IaCTI/Ie B TCXHOJIOTHUU
MPOM3BOJICTBA TOTOBBIX
J'IeKapCTBeHHI)IX CpC)ICTB

H/T niks-1. TIpoBOAUT MEPOIIPUATHS 10 MOJTOTOBKE pabodero
MECTa, TEXHOJIOTHIECKOI0 000pyAOBaHNUS, JIEKAPCTBEHHBIX U

BCIIOMOT'aTEJIbHBIX BEIIECTB K M3TOTOBJICHHUIO JIEKAPCTBEHHBIX
MIpEnapaToB B COOTBETCTBUH C PEENTAMU UM TPEOOBAHUSIMHU

U1 n1x-5-2. VI3roTaBnmMBaeT JIEKapCTBEHHBIE MIPENIApaToB, B TOM
4HCIIe, OCYLIECTBIIsAs BHYTPUANITEYHYIO 3arOTOBKY U CEpUMHOE
M3TOTOBJIEHUE B COOTBETCTBUM C YCTAHOBJICHHBIMU NPABUIAMUH
C YY4E€TOM COBMECTUMOCTH JIEKAPCTBEHHBIX U BCIIOMOTATEIIbHBIX
BEILECTB, KOHTPOJIUPYS Ka4YECTBO HA BCEX CTAIUAX
TEXHOJIOTMYECKOI0 MpoLecca.

HJ] nix-5-3. YnakoBbIBaeT, Mapkupyet u (1im) Odopmiiser
W3TrOTOBJICHHBIE JICKAPCTBEHHBIC TIPEIapaThl K OTITYCKY.

U1 nk-s-4. Peructpupyet gaHHble 00 U3TOTOBICHUU
JIEKapCTBEHHBIX MPENApaToOB B yCTAHOBICHHOM MOPSIKE, B TOM
YHUCIIE BEAET NPEAMETHO-KOJIMYECTBEHHBIA y4ET IPYIIII
JIEKapCTBEHHBIX CPEJCTB U APYI'UX BEILECTB, IOIEKALIUX
TaKOMY y4eTy.

HJT ix5-6. [IpoBouT moa00p BCITOMOTATEIILHBIX BEMIECTB
JIEKApCTBEHHBIX ()OPM C yUETOM BIIUSHUS
OuodapmalieBTHIeCKIX aKkTOPOB.

U1 n1x-5-7. TIpoBOANT pacyeThl KOJIMYECTBA JIEKaPCTBEHHBIX
CPEJICTB ¥ BCIIOMOTaTEeIbHBIX BEIIECTB AJIsi IPOU3BOJICTBA BCEX
BUJIOB COBPEMEHHBIX JIEKAPCTBEHHBIX (HOPM.




2. Buabl OLEHOYHBIX MATEPHAJIOB B COOTBETCTBUH ¢ (POPMHPYEMBIMH KOMIETEHIMAMHU

HaumenoBanue Bupl 0O11eHOUHBIX MAaTEPHUAIIOB KOJIMYECTBO 3aJJaHHI
KOMIIETEHIINHU Ha 1 KoMIeTEeHUH IO
3aaHus 3aKpbITOTO TUTIA 25 ¢ 3TajlIoOHaMU OTBETOB
OIK-1 3aiaHust OTKPHITOrO THUMA:
Bompocsr mist cobecenoBanus, 75 ¢ 3TaTIOHaMH OTBETOB
CuTyallMOHHBIE 3a7a4H
3agaHus 3aKpbITOTO TUTIA 25 ¢ 3TajloOHaMU OTBETOB
TIK-5 3aaHust OTKPBITOrO THUIA:
3ajaHus Ha JIONOJIHEHUS, 75 ¢ 3TanoHaMH OTBETOB
CuTyallMOHHBIE 3aa4H

OIIK- 1:

3aoanusn 3aKpsimozo muna:

3ananue 1. Mnctpykuus: BeiGepure oiuH NpaBUIbHBIA OTBET.

B cootBerctBuu ¢ TpeboBanusmu crateu '@ XV «llopomku» pa3Mep 4yacTHIl, €CId HET JPYTHX
YKa3aHUM, JOJDKEH OBITh

A. 6onee 160 mm

b. He 6onee 160 Mmxm

B. e 6omee 0,01 MM

I'. 1-50 mxm

Ipasunvnviti omeem: b. He 6onee 160 Mxm

3ananue 2. MncTpyknus: Beibepure o 1H MPpaBUIIbHBIN OTBET.

Crioco0, mpy KOTOPOM BELIECTBA B MPOIKUCH BBITUCAHBI B KOJIMYECTBE Ha OJHY /103y C YKa3aHUEM
4ucia 103, Ha3bIBACTCS

A. pa3nenuTeNbHBIM

b. sxcTeMInopajibHbIM

B. pacnipenenuTenbHbIM

I'. Heno3upoOBaHHBIM

Ilpasunvrwviti omeem: B. pacnpenenuTeabHbIM

3ananue 3. MHCTpyKIMs: Beibepure O1H MPaBUIIBHBIN OTBET.

[lpu pa3penuTenbHOM crocobe BBIMKUCHIBAHUS JO3MPOBAHHBIX JIEKAPCTBEHHBIX (OpPM Macca
BEIECTBA HA OJIHY 103y

A. paccCUMTBIBAETCS IYTEM JI€JICHMSI BBITMCAHHON MacChl Ha YUCIIO 103

b. paccuuThIBaeTCs IyTEM YMHOKEHHsSI BBIITMCAHHOM MAacChl Ha YHCIO J03

B. paccuuTsIiBacTCs IIyTeM JI€I€HUS BBIITMUCAHHON MAcChl Ha YUCIIO IIPUEMOB

I'. yka3ana B penente

HpaBLl]ZbellZ omeem: A. PacCUUTBIBACTCA ITIYTEM JACIICHUA BBIIIMCAaHHOM MacChl Ha YHCIO J03

3ananue 4. Unctpykus: Beibepute oauH NpaBUIbHBIN OTBET.

OTtHocuTenbHAs TOTEPS BELIECTBA IIPU U3MEIBYEHNUHN B CTYIIKE

A. oOpaTHO MPONOPIIMOHATHHA BEIMUNHE a0COFOTHOM MOTEPH BEIIECTBA

b. aBigercs MocTOSHHON BETMYMHON U HE 3aBUCUT OT MAcChl U3MEIBYAEMOI0 BEILIECTBA
B. mpsimo nponopiinoHalibHa Macce U3MelbYyaeMoro BellecTBa

I'. oOpaTHO nmpornopuroHaIbHAa Macce U3Melb4aeMOoro BellecTBa

Ilpasunvnoiti omseem: I'. 0OpaTHO NPOMOPIMOHATBHA MAacCce€ HW3MEbuaeMOro BEIIECTBa




3amanue 5. UnacTpykmus: Berbepure oguH npaBUIbHBINA OTBET.

Crnioco0, nmpu KOTOPOM BelIeCTBa B MPOMUCH BBHITUCAHBI B KOJMYECTBE HA BCE O3Bl C YKAa3aHUEM Ha
CKOJIBKO J103 UX CJIEYET pa3esiuTh, Ha3bIBAETCS

A. J103UpOBaHHBIM

b. pazpenurensHbIM

B. pacnpenenutensHbIM

I'. Heno3upoOBaHHBIM

Ilpasunvhuiti omeem: b. paznenuTebHbIM

3ananue 6. Muctpyknus: Beibepure o1H MpaBUIIbHBIN OTBET.

[lepBbIMM MpU U3TOTOBJICHUH MOPOUIKOBOM MacChl U3MEbUYAIOT JICKAPCTBEHHBIE BEIIECTBA
A. yMeroIpe Majioe 3HaUCHUE HACHIITHON MAaCChI

b. BeImmcaHHbBIe B MEHBIIIEH Macce

B. kpacsmue

I'. TpyaHOM3MENBUaEMBbIE

Ilpasunvnwviti omeem: I'. TpyagHOU3MEIbYAEMBIE

3ananue 7. UncTpykuus: BeiGepure oiluH MpaBUIBHBIN OTBET.

H3menbueHne u cMelMBaHue MOPOITKOB HAUMHAIOT, 3aTUPast MOPHI CTYIKU BEIIECTBOM
A. ¢ MaJoll HaChIITHOM Maccou

b. amopduBIM

B. nuanuddpepenTHRIM

I'. MenkokpucTaIM4eCKUM

Ipasunvuwviii omeem: B. uHmudGepeHTHBIM

3ananue 8. MncTpykuus: Beibepute oauH MpaBUIIbHBIN OTBET.
B acentudeckux yCIOBUSX W3TOTaBIMBAIOT TTOPOIIKH

A. U1 HOBOPOXKICHHBIX

b. ¢ HApKOTUYECKUMH BEIIECTBAMH

B. c nonydabpuxaramu

I'. ¢ kpacsmuMu BemecTBamMu

IIpasunvroiti omeem: A. Nji1 HOBOPOKIEHHBIX

3ananue 9. MHcTpykuus: BeibepuTte oauH MpaBUIIBLHBIN OTBET.
BTopeiM B CTynKy IpH M3rOTOBJIEHUH MOPOIIKOB MOMEIIAIOT
A. uanuddepeHTHbIE BellecTBa

b. neutsime BemecTsa

B. BemecTBa 1Mo MPUHIMITY «OT MEHBIIETO K OOJIBIIEMY»

I'. Bce ocranbHEIE.

Ipasunvrolii omeem: B. BemecTBa 1Mo MPUHITUIY «OT MEHBIIETO K OOJBIIEMY»

3ananue 10. UHcTpykuus: Beibepure olMH MpaBUIbHBIA OTBET.
Jnst mogbopa CTynKu HeoOX0MMO

A. Maccy JIeKapCTBEHHOTO BEIECTBA Ha BCE JI03bI

b. Maccy o6mryro moporika

B. maccy o1HOM 10381

I'. neueOHyI0 pa3oByIO 103y

Ipasunvuviti omeem: b. maccy 0011yI0 OPOIIKa



3amanue 11. UncTpykius: BeibepuTe ouH MpaBUIbHBIN OTBET.

Lenbro BBeIeHUS] H30TOHUPYIOIIMX ar€HTOB B COCTAB IVIa3HBIX Karleib SBIISCTCS

A. TIOBBIIIICHHE OMOJOTMYECKON JOCTYIMHOCTH (papMareBTUYEeCKUX CyOCTaHIIMA

b. ycrpanenue yyBcTBa TMCKOM(OPTA IPU HHCTHILUISIIHIX

B. mpenotBpaineHue pa3BuTHs MUKPOOPTaHU3MOB B IIPOIIECCE MCIIOJIb30BAHUS TI1a3HBIX Kareib
I'. ymenbiienue no6ouHsIx 3P PEeKToB hapMaleBTUYECKUX CYOCTAHIIHIMA

IIpasunvuviti omeem: b. ycTpaneHne 4yBCTBa JUCKOM(OPTA MPH MHCTUIUIALUAX

3amanue 12. UHcTpyKius: BeibepuTe ouH MpaBUIbHBIN OTBET.

OcHoBHBIM (POPMOOOPA3YIOLTMM MaTEPUATIOM AJI IPOU3BOJICTBA KAICYJl SBISETCS
A. mapadun

b. metunuenntonosa

B. Bock

I'. xenartun

Ilpasunvrwviii omseem: I'. )xenatun

3ananue 13. Uuctpykuus: Beibepute oauH NMpaBUIbHBINA OTBET.
CB00OOIHOIUCTIEPCHBIE CUCTEMBI XapaKTEPU3YIOTCS

A. OTCyTCTBHEM B3aMMOJICHCTBUS MEX]ly YACTHIIAMU JUCTIEPCHOU (a3bl
b. Hanuumem B3anMOIEHCTBHUI MEXTY YaCTULIAMU TUCTIEPCHOM (a3l

B. TBeprodazHbIM B3auMOIeHCTBUEM

I'. ynpyromaacTu4HbIM B3aUMOACHCTBUEM

Ipasunvnuviti omeem. A. OTCYTCTBUEM B3aUMOAECUCTBUS MEK/Y YaCTUIIAMU JTUCIIEPCHOM (a3bl

3ananue 14. Unctpykuus: Boeibepure ouH NpaBUIbHBINA OTBET.

B kauectBe (QuIBTpyOIIEro MaTepuaia IpU HM3TOTOBJICHUH PACTBOPOB 3AIIMIICHHBIX KOJUIOHIOB
UCTIOJIB3YIOT

A. 1BOITHOM cloit Mapiu

b. 6e3305bHYyI0 (pUIBTpOBaTBHYIO OyMmary

B. 6ymary ¢punsTpoBangbHyro 11000r0 copTta

I'. cyxoil TaMIOH BaTbl

Ipasunvnwviti omeem. b. 6€33051bHYI0 QUIBTPOBAIbHYIO OyMary

3ananue 15. UucTpykuus: Beibepute oquH MpaBUIIbHBIN OTBET.

[TokazaTenem kKauecTBa MOPOIIKOB, KOTOPBIM KOHTPOJIIUPYET aCCUCTEHT, SIBJISIETCS
A. OTKJIOHEHHE B Macce

b. HaceimHas MIOTHOCTH

B. onHOpoaHOCTH

I'. pactBOpUMOCTB

IIpasunvuoiii omeem: B. 0oTHOPOTHOCTH

3ananne 16. MacTpykums: BeibepuTte oauH NpaBUITBHBIA OTBET.

@DaKkTOpOoM, OKa3bIBAIOIINM 3HAYUTEIHHOE BIMSHUE Ha BHICBOOOKICHUE JIEKAPCTBEHHBIX BELIECTB M3
Ma3ei U CYIIIO3UTOPUEB, SABISAETCSA

A. THUI OCHOBBI

b. Bux ynakoBku

B. cnioco0 xpanenus

I'. meTon ananusa

IlpasunvHoiti omeem: A. TUII OCHOBBI



3amanue 17. UncTpykius: BeiOepuTe ouH MpaBUIbHBIN OTBET.

BceromorarenbHbie  BeIIeCTBA, INPUMEHSIONIMECS Ui IOBBILIEHUS PAacTBOPUMOCTH  IUIOXO
PacTBOPUMBIX JICKAPCTBEHHBIX BEUIECTB, HA3BIBAIOT

A. >3Mynbpratopbl

b. nmposnoHraTopsr

B. pa3pbeixnurenu

I'. comoOunu3aropsl
Ipasunvuviti omeem: I'. cOMIOOUIN3ATOPEI

3ananue 18. MHcTpykuus: BeiOepute oaMH NpaBUiIbHBINA OTBET.
K kpacsuiim nekapcTBeHHBIM BEIIECTBAM OTHOCUTCS

A. nepmaron

b. xcepodopm

B. srakpuauHa yakrar

I'. mportapron

Ipasunvrwviii omeem: b. kcepodhopm

3ananue 19. Uncrpykuus: BeiOepute oauH paBUiIbHBINA OTBET.
[To 06BeMy JO3UPYIOTCS KUAKOCTH

A. xnopodopmM, 3pup MeTUITMHCKAN

b. rmuuepun;

B. Boza ounieHHast, CHpon caxapHbIi

I". Macio BazenmHOBOE

Ipasunvnviti omeem: B. Bola OUUILEHHAs, CUPOI CaXapHBII

3ananue 20. Unctpykuus: Beibepute oquH MpaBUIIbHBIN OTBET.

[Topoiku ¢ MEHTOJIOM, TUMOJIOM WJIH KaM(OpOU yrakoBBIBAIOT B KaICYJIbI
A. )KeIaTUHOBEIC

b. napadunupoBanHbie

B. Bomiensie

I'. nepramenTHbIE

IIpasunvnoviti omeem: I'. nepraMeHTHbIE

3ananue 21. MacTpykuus: BeibepuTte oauH NpaBUIIBHBIA OTBET.

Tun nucnepcHoON CUCTEMBI, COAep Kalllel BOAY OYUIIEHHYIO, TAJIBK, IUHKA OKCUJ, 3TAHOJI, [IMLIEPUH
A. smyInbcust

b. cycnensus ruapo@oOHBIX BellecTB

B. cycniensus ruapouiabHbIX BEIIECTB

I'. pactBOp

IIpasunvuwiti omeem: B. cycrieH3ust ruiIpoQUIbHBIX BELIECTB

3ananue 22. MHCTpyKIMs: BeiOepuTe 0MH NpaBUIIbHBIN OTBET.
He momyckaercst cTepuiin3aius paCTBOPOB 00bEMOM

A. 6onee 1 nutpa

b. menee 1 nutpa

B. 6onee 500 mn

I'. 6omee 100 M

IIpasunvnoiii omeem: A. 6onee 1 nutpa



3amanue 23. UncTpykmus: BeiGepute ouH NMpaBUIIbHBIN OTBET.
BsizkuMm pactBopuTEneM SBISETCA

A. 1ouMekcupg

b. xnopodopm

B. Boga msaTHas

I'. macno nepcukoBoe

Ilpasunvhoviti omeem: I'. Maciio IEpCUKOBOE

3amanue 24. UncTpykius: BeiOepuTe ouH MpaBUIbHBIN OTBET.

Halyxanue npu kOMHATHOM Temmeparype, a 3aTeéM pacTBOPEHHE MPU HArpeBaHUU MPOUCXOIUT MPHU
M3rOTOBJICHUH PAaCTBOPOB

A. 3TaKkpuaMHa JlaKTaTa

b. nerncuna

B.xenatuna

I'. konnaprona

Ilpasunvhoiti omeem: B. xenaruna

3aganne 25. MHcTpyknus: BpiOepuTe OAMH TPaBWIBHBIA OTBET. PEXHM JKCTpaKIUHM IPH
W3TOTOBJICHHH BOJIHOTO U3BJICUCHHUS [IBETKOB POMAIIIKH

A. HarpeBaHue Ha BOJsIHOM OaHe 15 MuH, oxnaxaeHue He MeHee 45 MuH

b. HarpeBanue Ha BoAsiHOM OaHe 15 MMH, OXJaXKJI€HUE MCKYCCTBEHHOE

B. HarpeBanue Ha BoasHOM 6ane 30 muH, oxnaxaeHue 10 Mux

I'. pesxuM X010 JHOTO HACTaWBaHUS U (PUIBTPOBAHUE 0€3 OTKUMAHUS

Ilpasunvhoiti omeem: A. HarpeBaHHe Ha BOJIHON OaHe 15 MUH, OXJIaKIeHue He MeHee 45 MUH
3aoanusn omkpvimozo muna:

3anmanue 26. Borpoc ms cobecenoBanusl.
JaiiTe onpesiesieHHe KOMIIOHEHTY JIGKAPCTBEHHOTO cpeicTBa - DapMarieBTHUeCKas CyOCTaHIIHS

Ilpasunvnwviii omseem:

dapmaneBTHUYECKas CYOCTaHIMSI - JIEKAPCTBEHHOE CPEACTBO B BHJE OJHOTO MM HECKOJIbKUX
oOnanaromux (apMaKoJIOTHYECKOM aKTUBHOCTBbIO JEHCTBYIOIIMX BEUIECTB BHE 3aBUCUMOCTH OT
IIPUPOJIBI MPOUCXOXKIEHUS, KOTOPOE IPEJHA3HAYEHO AJIs1 IPOU3BOJICTBA, U3TOTOBJICHHUS JIEKAPCTBEHHBIX
IIPEnapaToB U onpeaenseT ux 3p(HeKTUBHOCTb.

3amanue 27. Bonpoc ms cobecenoBaHusl.
JlaiiTe ompeseneHne BCIIOMOTATEIbHBIX BEIIECTB, MPUMEHSEMbIX B M3TOTOBJICHUHU JIEKAPCTBEHHBIX
pernapaToB

IIpasunvuoiii omeem:

BcnomoratenbHble BeleCTBa - BEIIECTBA HEOPraHUYECKOTO WM OPraHUUYECKOro IMPOUCXOXKIACHUS,
WCITOJIB3YEMBIE€ B MPOIIECCE MPOU3BOJCTBA, U3TOTOBJICHHS JIEKAPCTBEHHBIX MPENapaToB IS MPUIAHUS
UM HEOOXOAMMBIX (PU3UKO-XUMUIECKUX CBOHCTB
BCIIOMOTATEJIbHBIE BEIECTBA - BEIIECTBA HEOPTaHWYECKOTO HWJIM OPTraHWYECKOTO IMPOUCXOKICHHUS,
HCIIOJIb3YEMbIE€ B IMPOIIECCE MPOU3BOACTBA, U3TOTOBJICHUS JEKAPCTBEHHBIX MpPenaparoB s MpUIaHUs
UM HEOOXOIMUMBIX (PU3UKO-XUMUYECKUX CBONCTB

3anmanue 28. Bonpoc mis cobecetoBaHusl.
OxapakTepu3yiTe, Mo KaKUM METPOJIOTHUECKUM MapaMeTpaM BEChI SBIISIOTCS TOJTHBIMHU K paboTe

IIpasunvuoiii omeem:



Y CTOHYHUBOCTD - CIIOCOOHOCTH BECOB, BHIBEIICHHBIX M3 COCTOSIHUSI PAaBHOBECHS, BO3BPAIIATHCS ITOCIIE
4-6 xone0aHU K IEPBOHAYATIBLHOMY TOJIOKEHHUIO. Y CTOWYUBOCTD MPSMO MTPOTOPIIMOHAIbHA

pPAcCTOSIHHUIO OT TOYKH ONOPBI JI0 IIEHTPA TSDKECTH BECOB. Y CTOMYMBBIE BEChI OOCCIIEUMBAIOT
OBICTPOTY 103UPOBAHMSI I10 Macce.

BepHocTh - CIIOCOOHOCTH BECOB IIOKa3blBaTh IPABHJIBHOE COOTHOLIEHHE MEXIy Maccoi
B3BEIIMBAEMOI0 Te€Jla M Maccodl CTaHJapTHOrO TIpy3a-pa3HoBeca. Bechl BEpHBI IIpU  YCIOBHH
PABHOIUIEYECTH KOPOMBICIA, CUMMETPHUYHOCTH IUIEY KOPOMBIC/IA, PAaBEHCTBE MAacChl Yallek.
BepHocTb onpenensercs B3BEIIMBAHUEM CTaHAAPTHOTO 3TAJIOHHOTO I'py3a.

ITocTOSIHCTBO IOKa3aHWM - CIIOCOOHOCTh BECOB IIOKAa3bIBATh OIMWHAKOBEIE PE3YIIbTAThI IIPHU
MHOT'OKPAaTHBIX OMPCACIICHHUAX MACChI TCJId, IPOBOAMMEBIX HAa BECaX B OAHUX M TCX KC YCIIOBUIX. Ha
ITOCTOSTHCTBO ITOKAa3aHMI BECOB BIIHSCT PacCIIOIOKCHHUEC rpaHeﬁ IIpU3M (OHI/I JOJI>KHBI OBITE CTpOro
HapaJIJIGJIBHBI), a TaKKC HaJIMYHUC TPCHUA B IIOJABHKHBIX KOHTAKTax BCCOB. OHpGI[CJI?IIOT
ACCATUKPATHBIM B3BCHIMBAHUEM OJJHOI'O M TOI'O K€ CTAHAAPTHOI'O I'pys3a.

qYBCTBI/ITeJH)HOCTI) - CHOCO6HOCTI> BECOB IOKA3bLIBATh HAJIWYKWE MHUHUMAILHOU PpasHULbI MCKAY
rpy3amH, JIe)KallMMU Ha Yanikax. YyBCTBHTEIBHOCTh BECOB MPSMO IPOIOPLIHUOHATIBHA JITTHHE TIeYa
KOPOMBICJIa U 00PaTHO MPOIOPIIMOHATIBHA Macce KOPOMBICIIA, HArPY3Ke BECOB (Macce Yalliek, rpysa,
neperpysa), BeIM4MHe MPoruda KOPOMBICTIa, PACCTOSHUIO OT TOYKH OTIOPBI IO IIEHTPA TSKECTH.

3amanue 29. Bonpoc mis cobecenoBanus.
HazoBure ciocoObI 103upoBaHus B (apMaIleBTHUECKON TEXHOJIOTHH.

Ipasunvnwiti omeem:
B ¢dapmaneBTuueckoli TEXHONOrMM TPUHATHI 3 crocoba MO3UPOBaHUA: MO Macce, Mo o0beMy U
KaIUISIMH.

3anmanue 30. Bonpoc mms cobecenoBanusl.
JlaiiTe XapaKTepUCTUKY CIIOCOOY JTO3UpOBaHMs B (DapMalleBTHUECKON TEXHOJOTHH - JO3MPOBAHUE
0 Macce

Ilpasunvnwviii omeem:

Jlo3upoBaHue 1o Macce - TEXHOJIOTHYecKast CTaausl JeJIeHns 001Iei Macchl IEKapCTBEHHOTO Mpemnapara
Ha JI03bI, IPOIMCAHHBIC BPAUYOM.

Jns m3MepeHusi Macchl TEN HCIONB3YIOT BeChl. B amTeuHo#l MpakTUKe MPUMEHSIOT B OCHOBHOM
PBIYAKHBIE BECBI, KOTOPHIE TIO3BOJISIOT YCTAHOBUTEH MAacCy

Tela Ha OCHOBAaHWUU CpaBHEHHS €€ C STAJIOHHBIMH MaccamMH (TUpSIMH WM pasHoBecoMm). [lo
METPOJIOTHYECKAM XapaKTePUCTHKAM alITeYHbIC PYYHBIC H TAPUPHBIC

(penenTypHbI€) BECHl — 3TO TEXHUYECKHE BECHI 2-T0 KJIacca TOYHOCTH.

Jlo3upoBaHue o Macce OCHOBAHO Ha UCIOJIb30BAaHUHU (DM3HUYECKUX 3aKOHOB

BEPHOT'O B3BEIIMBAHUS, KOTOPOE OOECHEUYUBAETCI COOTBETCTBUEM OCHOBHBIX  METPOJIOTHYECKHX
XapaKTePUCTHK BECOB U COOJIOICHUEM MTPABWIT IKCILTYaTaI[H H3MEPUTEITHHBIX MPUOOPOB

[To macce mo3upYIOT: KUPHBIE U MUHEpPaJIbHbIC Macia, MNIUIEPUH, TUMEKCH, TTOTUITUICHTITUKOIN
(MOMUATUIICHOKCHUIBI), CHUIIMKOHOBBIE JKUIKOCTH, d(hup, xmopodopm, a Takke: OCH3MIOSH30aT,
Banuaoy, BUHUIUH (Oanb3am [llocTakoBckoro), Aeroth Oepe30BBIN, UXTHOI, KUCIOTY MOJOYHYIO,
Maciia 3pUpHBIE, CKUITHIAP, METUJICATUITIIIAT, HUTPOTJIUIICPUH, IIEPTHIPOITb.

3amanue 31. Borpoc miist cobecenoBanus
Kakue pacTBopuTENnu MCHONB3YIOTCS B U3TOTOBJICHHUH JKUIKUX JEKApPCTBEHHBIX (OpM U TpeOOBaHUS,
HpeI{’BfIBJ’IerMBIe K HUM

IIpasunvuoii omeem:
ITo mpupone pacTBopuTens >KUIKUE JEKapCTBEHHbIE (OPMBI: BOAHBIE HEBOJHBIE (TJIMLEPUHOBBIE,
MacIIsiHbIE, CIIUPTOBBIE).



K nucnepcuoHHBIM cpeiaM MpeIbsBISIOTCS BEICOKHE TPEOOBaHUsI, OHU
JIOJKHBI:

e 00JIagaTh PaCTBOPSIONICH CIIOCOOHOCTHIO UM 00ECTIEYMBATh IOCTHKEHUE

®  ONTUMAIBHOW JUCIIEPCHOCTH;

e o0ecreynBaTh OMOJIOTUYECKYIO TOCTYIHOCTH JIB;

®  HE MOJBEPraTbcs MUKPOOHOW KOHTAMUHAIINH;

e  OBITh XUMHYECKH UHAU(PHEPEHTHBIM, OMOJIOTHIECKH OC3BPEIHBIM;

®  UMETh ONTHUMAJIbHBIC OPTaHOJICTITHYECKUE CBOICTBA;

®  OBITh SKOHOMHYECKHU BBITOIHBIM.

3anmanue 32. Bompoc anst cobecenoBanus
JlaiiTe onpeeneHne pacCTBOPUMOCTH M Ha30BUTE (haKTOPBI, BIUSIOIINE HA PACTBOPUMOCTD

Ilpasunvruviii omseem:

DU3UKO-XUMUYECKON XapaAKTEPUCTUKOM ITPOLECCA PACTBOPEHHUS SIBIISCTCS

pPacTBOPUMOCTh. PaCTBOPUMOCTD - 3TO KOJIMYECTBO pacTBopuTels, pactopsitomiee 1,0 JIB npu
temriepatype 20 °C.

@DakTOpPBI, BIUAIOIINE HA PACTBOPUMOCTb:

e Ilpupona pactBopurens: 1. Ilonspubsle. XapakTepu3yroTcsi BEIUYUHON JUIOIBHOTO MOMEHTA
U HAJMYUEM aKTUBHBIX (PYHKIMOHAIBHBIX TPYyNN (BOJAa OYHINEHHAs, CIHPT STHIIOBBIN); 2.
Henonsipuble pactBopuTenn. XapaKTEpHU3YIOTCS HHU3KOW JHUAJIEKTPUUYECKON IOCTOSIHHOM
(pacTuTENnbHBIE U MUHEPAJIbHBIE MaCIIa).

e Ilpupoga JIB. 3aBUCUT OT IPOYHOCTH KPUCTAININYECKON CTPYKTYPHI.

e Temmeparypa: 1. JIB, pactBopsitoniyecss TMpud HU3KOM  Temmeparype  (KambIus
mmnepodocdar, kampius ruapokapOonar); 2. JIB, pacTBopsrommecs TpU  BBICOKOM
temneparype (pypanivg, O0pHast KUCJIO0Ta, STAaKPUINHA JIAKTaT).

e UucroTta HCXOOHBIX BEHIECTB, Hanuuue B JIB NOCTOpOHHHMX mNpUMEcEed IOHUKAET
PacTBOPUMOCTb.

e [IpucyrcrBue Ipyrux BELIECTB.

3ananue 33. Bompoc ans cobecenoBanus
[aiite onpeneneHre KOHUEHTPUPOBAHHBIM PaCTBOPAM

Ilpasunvnwviii omeem:

KoHueHTpupoBaHHBIE PACTBOPHI — ATO 3apaHEE U3TOTOBJIEHHBIE PACTBOPHI JIEKAPCTBEHHBIX BEUIECTB
OoJiee BBHICOKOM KOHIICHTpPAllUM, Y€M KOHIICHTpAIMs, B KOTOPOW STH BEIIECTBA BBHIMUCHIBAIOTCS B
pernentax. KOHIEHTpUpOBAaHHBIE PACTBOPHI MpeIHA3HAYEHBI [JIs OBICTPOrO M KAaYeCTBEHHOTO
W3TOTOBJICHHS KHJIKUX JIEKAPCTBEHHBIX CPEJICTB.

3anmanue 34. Bormpoc mist cobecenoBanus
HazoBure o0mire mpaBuiia H3roTOBJICHUS PACTBOPOB BEICOKOMOJIEKYIISIPHBIX BEIIECTB

IIpasunvuviii omeem:

PacTBOpBl  BBICOKOMOJIEKYJSIPHBIX — BEIIECTB  M3TOTABIMBAIOTCS  MAacCO-OOBEMHBIM  METOJ0M
(HampuMep, pacTBOPHI METCHHA, JKeIaTHHA) WK 110 Macce (HampuMmep, pacTBOPHI Kpaxmaia, 3(hupoB
LEJUTIONO03bI).

Jliss pacTBOpeHHUs OrpaHMYEHHO HAOYXalOUIMX BBICOKOMOJEKYJISPHBIX BELIECTB HCIIOJIB3YIOTCS
TEXHOJIOTHYECKHE MprueMbl HaOyXaHHsd M HarpeBaHusl (HaImpHUMep, PacTBOPHI JKeNaTHHA, Kpaxmala)
WIN OXJIQXIEHUS (HalpuMep, pacTBOP METHIILEIITIONO3bI).

3ananue 35. Bompoc ans cobecenoBanus
HazoBuTe o01Ime mpaBuiia H3rOTOBJICHUS PACTBOPOB HA HEBOHBIX PACTBOPUTEIISIX

IIpasunvhoviti omeem:
PacTBOpBI Ha BSI3KHMX U JIETyYUX PAaCTBOPUTENSIX (KpOME CHUPTOBBIX PACTBOPOB) M3rOTaBIMBAIOTCS
no Macce. OOmias Macca omnpezensieTcs CYMMHUPOBAaHHEM BCEX MHIPEAMEHTOB, BXOJAIIMX B



JICKapCTBEHHYIO (hOpMY.

[Ipy M3rOTOBICHWM PACTBOPOB HA BS3KUX M JIETYYHX PACTBOPHUTENAX HEMOCPEACTBEHHO B CYXOH
(1akoH IS OTIIyCcKa JO3MPYIOTCS JIEKAPCTBEHHBIE CPENICTBA, BCIIOMOTATENBHBIC BEIIECTBA, 3aTEM
OTBEIIMBAETCS WM OTMEPUBAETCSI PACTBOPUTEITH.

[Ipy wuCHONB30BAHWMHU BSI3KUX PACTBOPUTENICH TPUMEHSIETCS HAarpeBaHUE C Y4YETOM (PH3UKO-
XMMHYECKUX CBOMCTB JIGKAPCTBEHHBIX CPE/CTB.

CriuproBBIe PACTBOPHI M3TOTABIMBAIOTCS MAcCO-OObEMHBIM METOAOM. YKa3aHHOE B pelente WiIn
TpeOOBaHWU KOJIWYECTBO STHJIOBOTO CHHPTA JOJDKHO COOTBETCTBOBATH OOBEMHBIM EIMHHIAM
U3MEpEHUsl.

[Ipu oTcyrcTBMM B peuente WM TPeOOBaHMM YKa3aHHWA O KOHLEHTPAIMM STHIOBOTO CIHPTa
UCIOJIb3YETCsl 3TUIO0BbIN ciupT 90%.

3amanue 36. Borpoc mst cobecemoBanus
HazoBuTe 001mne npaBuiia H3roTOBJICHUS PACTBOPOB 3aIIMIIECHHBIX KOJIJIOUOB

IpasunvHuiti omeem:

PacTBOpBI 3alllMIEHHBIX KOJUJIOMIOB MPOTaprojia, Kojuiaprosia, UXTHOJIA HU3TOTaBIMBAIOTCS Macco-
00BEMHBIM METOIOM.

PactBopbI mpoTaprona U3roTaBiIMBaOTCs MyTEM PACCHINIAHUA €r0 Ha TOBEPXHOCTh BOJbI OUUIIICHHOU

Y OCTaBJICHUS JI0 TTOJIHOTO PACTBOPEHHS.

PacTBOpBI KOJLTaproia U3roTaBIUBAIOTCS C MIPEABAPUTEIIBHBIM €r0 U3MEJIbUCHUEM U CMEIIIMBAHUEM C
BOJIOW OYMIIIEHHOM.

Konnounnneie pacTBopsl PUIBTPYIOTCA Yepe3 00e3301eHHbIE OyMaXkHbIE UM CTEKIISTHHbIC (DUIIBTPHI.

3amanue 37. Bonpoc miis codecenoBaHms
[Tepeuncnure 0COOEHHOCTH U3TOTOBIICHUS Ma3eit

IIpasunvuwviii omseem:

[lo Tuny paucnepcHBIX CHUCTEM Ma3d MOTYT OBITh TOMOTEHHBIMH (CIUIaBBI, PacTBOPBHI),
reTepOreHHbIMHU (CYCIIEH3MOHHbIE U AMYJIbCHOHHBIE) U KOMOMHHUPOBAaHHBIMH.

B 3aBHUCHMMOCTH OT KOHCHCTEHTHBIX CBOICTB Ma3M MOJPA3JENsAIOTCS Ha COOCTBEHHO MasH, Ielly,
KPEMBI, TaCThl U TMHUMEHTBHI.

Maszu usroraBiMBaroTcs Mo macce. [lomycTumble OTKJIOHEHHUs B OOIIed Macce Mas3eil yka3zaHbl B
tabmune 3 OPC.1.8.0001 - «JlexkapcTBeHHBIE MTpenapaThbl aTeUHOro u3rotoieHus» '@ XV

Masu U3roTaBIMBaOTCS B CMECUTENSIX WIIH B CTYTIKE.

JUis  m3roToBieHMsT Maszed HUCHOJNb3YIOTCS BCIOMOTaTelIbHBIE BEIIECTBA: Ma3eBble OCHOBBI,
KOHCEPBAHTbI, aHTHOKCU/IAHTHI, aKTHBATOPHI BCACHIBAHHUS.

Ma3seBasi OCHOBa JOJDKHa oOecneunBaTh MpOSBIEHHE CcHelM(UUECKOd aKTUBHOCTH MasH, He
Hapymarth (QYHKIIMH KOKH, HE BBI3BIBATh AJUIEPTUUECKUX PEAKIIHA, HHBIX TTOOOYHBIX ACHCTBUI.
Ma3su, BBOAMMBIE B IOJIOCTH Teja, HAHOCHMbIE Ha OOIIMPHBIE PAaHbl U 0XKOTOBbIE NOBEPXHOCTH,
W3TOTABJIMBAIOTCS B ACENTHYECKUX YCIOBHUSX.

3ananue 38. Bompoc ans cobecenoBanus
Uro Takoe Tputypanusa? Korma u ¢ kakoii 11ebi0 €€ UCIOIB3YIOT?

IIpasunvuviii omeem:
Tputypanuss — mopomKkooOpa3Hasi CMeCh SIOBUTOTO WJIM CHJIBHOICHCTBYIONIETO BEIIECTBA C
uHM(HEepeHTHBIM HAMIOJTHUTENIEM (Yallle ¢ MOJIOYHBIM caxapoM) B cootHomeHusx 1:10 nim 1:100.

Tputypanuu UCHOIB3YIOT, €CJIH SJ0BUTOTO WM CHIIBHOJIEHCTBYIOMIErO BemecTsa Boinucano 0,05 r
Y MEHEE Ha BCIO [TOPOIIKOBYIO Maccy.

Hcnonp3oBanue TpuTypanuii BbI3BaHO ABYMs IPUUMHAMMU:

- HEBO3MOKHOCTh OTBECUTH C JOCTATOYHOM TOYHOCTHIO HaBECKy BellecTBa maccor menee 0,05 r Ha
PYYHBIX OJJTHOTPAMMOBBIX BECAX;



- HEBO3MOXKHOCTh PAaBHOMEPHOT'O paclpeie]ICHUs] MaJIOro KOJIMYECTBA BELIECTBA CIUCKA, Y KOTOPBIX
nposepsitorcss BPJl u BC/] B o6mieii macce mopomka. VMcnonb3oBanue TpuTypanuu o0ecreuynBaeT
PaBHOMEPHOE PACIIPEIEIEHUE MAJIOr0 KOJIMYECTBA SJOBUTOIO WM CUIbHOJAEHCTBYIOIIErO BEIIECTBA
B 00111e#l Macce MOPOIIKa U TOYHOCTh JO3UPOBAHUS

3amanne 39. Borpoc ns cobecemoBanus

[lepeuncnure oO0s3aTenbHBIE BHUABI BHYTPHANITEYHOTO KOHTPOJIA KadyecTBa JICKAPCTBEHHBIX
IIPEnapaToB, U3rOTOBJICHHBIX B anTeke. /lanTe uX XapakTepuCTUKY.

Ilpasunvnwviti omeem:

Bunel BHyTpuanteuHoro koHtposs yreepxkaeHbl B OPC.1.8.0001 - «JlexkapcTBeHHbIE Ipenaparbl
antegyHoro wusrotoBieHus» ['® XV. Bcee JIC, uU3roToBieHHBIE B amnTeKe, IOJBEPrarOTCs
OBA3ATEJIbHO: nucbMeHHOMY, OpraHOJIENITUYECKOMY KOHTPOJIIO, KOHTPOJIIO IIPH OTITYCKE.

1. [TucbMeHHBIH KOHTPOJIb.

[Ipu M3roTOBJIEHMHU JIEKAPCTBEHHBIX MPENApaToB, B TOM YHCJE MO peuenTaM W TpeOOBaHHIM, a
Takke B BUAEC BHYTPHANTEYHOW 3aroTOBKH, 3alOJHSETCA MAclOPT MHCbMEHHOTO KOHTPOJIS.
KoHTposap 3axitouaeTcss B MPOBEPKE COOTBETCTBUS 3alMCEd B MAcCHOPTE MUCbMEHHOI'O KOHTPOJISA
Ha3HAYeHUsIM B pELENTe WM TpeOOBaHUHU, MPaBUIBHOCTH IPOU3BEAECHHBIX pacyeToB. Eciamu
MPOBU30POM-AHAIUTUKOM TPOBEICH IMOJHBI XUMUYECKHH KOHTPOJb KadyecTBa HM3TOTOBJICHHOTO
JIEKapCTBEHHOI'0 IIpernapara, TO Ha NaclopTe MNHUCbMEHHOTO KOHTPOJS IIPOCTABIIAETCS HOMEpP
XUMHYECKOT0 aHAJIM3a U TOJIMUCH IPOBU30PA-aHAIUTHKA.

2. OpraHonenTH4YEeCKUl KOHTPOJIb.

3axirodaeTcsi B IIPOBEPKE JIEKAPCTBEHHOI'O IpernapaTa Mo BHEUIHEMY BHJY, 3alaxy, OJHOPOJHOCTH
CMEIIUBAHUS, OTCYTCTBUIO MEXaHMUYECKUX BKIIIOUEHUH B KUJAKHUX JIEKapCTBEHHBIX Gopmax. Ha Bkyc
IPOBEPSIOTCS BEIOOPOYHO JIEKApCTBEHHBIE (DOPMBI, MpeaHazHaueHHbIe s aeTeil. OJHOPOAHOCTD
MOPOIIIKOB, TPUTYpAIii TOMEONaTHYEeCKUX, Maces, CUPOIIOB, Ma3ei, CyNIO3UTOPUEB MPOBEpseTCS
BBIOOPOYHO Yy Kaxaoro ¢apmaieBra (IpoBU30pa) B T€UEHHE pabOYero JHS C y4eTOM BCEX BMJIOB
U3TOTOBJICHHBIX  JICKApCTBEHHBIX  (opM.  Pe3ynmpTaThl  OpPraHONENTUYECKOTO  KOHTPOJS
PErUCTPUPYIOTCS B JKypHaje PpErucTpaluy pe3yabTaTOB OPraHOJENTHYECKOro, (pU3M4YEecKoro Hu
XUMUYECKOTO KOHTPOJISI JIGKAPCTBEHHBIX IMPENaparoB, W3rOTOBJIEHHBIX [0 pelentaMm Ha
JIEKapCTBEHHbIE IpenapaThl, TPEOOBAHUSAM MEIUIMHCKUX OpraHU3aliil U B BUIE BHYTPUANTEUHOMN
3aroTOBKHM, KOHIICHTPUPOBAHHBIX pPACTBOPOB, TPUTYpalMi, CHOUpPTAa OSTUIOBOTO H (HaCOBKHU
JIEKapCTBEHHBIX CPEJICTB.

3. KonTpons npu otmycke.

Bxroyaer mpoBepKy COOTBETCTBMSI: YHAKOBKM JIEKAPCTBEHHOIO IpernapaTa (pU3MKO- XMUMHUYECKUM
CBOICTBaM, BXOJSIINX B HETO JICKAPCTBEHHBIX CPEACTB; YKa3aHHBIX B pellenTe Ui TpeOOBaHUU 103
HapKOTUYECKUX CPEJACTB, ICHUXOTPOMHBIX, CHUJIbHOJACHCTBYIOIIUX BELIECTB BO3PACTY IMALMEHTA;
PEKBU3UTOB pelenTa, TpeOOBaHMS CBEICHHUSAM, VYKa3aHHbBIM Ha YHaKOBKE HW3TOTOBICHHOTO
JIEKapCTBEHHOI'0 IpernapaTa; MapKUpPOBKHU JIEKAPCTBEHHOI'O IpernapaTa TpeOOBAaHUAM, YKa3aHHBIM B
«TpeboBaHUsAX K MapKUPOBKE H3rOTOBJICHHBIX JIEKAPCTBEHHBIX MpenapaToB i1 MEIULUHCKOTO
PUMEHEHUSD.

[Ipu BBISBIEHUHM OAHOTO W3 YKa3aHHBIX HECOOTBETCTBUM M3TOTOBJIEHHBIN JIEKAPCTBEHHBIN Mpenapar
HE MOJUIEKUT OTITYCKY.

3amanue 40. Borpoc miist cobecenoBanus

VKaXuTe MakCHMalbHBIH 00beM HWHBCKIIMOHHBIX H I/IH(I)YSI/IOHHBIX pacTBOpPOB, I[OHyCTPIMBIﬁ JJIA
CTCpUIIN3allhU.

IIpasunvhoviti omeem:

B cootBerctBU ODC.1.0006 «CTepunbHbIe JEKapCTBEHHBIE MpenapaThl alTEYHOTO U3TOTOBJICHHUS
I'd XV «He momyckaroTcsi crepuiu3anysi pacTBOpoB oObeMoM Oosiee 1 nuTpa M MOBTOpHAs
CTepUJIN3alUsl UHBEKIIMOHHBIX U HH(PY3HOHHBIX PACTBOPOBY.



3ananue 41. CutyaunoHHas 3a1aua

B anteky ropoga O. oOpartwicss MyX4YWHA C PEIENTOM, BBITUCAHHBIM HA PEIENTYPHOM OJIaHKE
dbopmbl Ne 148-1/y-88, opopMiieHHBIM B COOTBETCTBUH C TPEOOBAaHUSIMU HOPMATHUBHBIX JOKYMEHTOB.
Perienit Ob11 ¢ TOMETKOH «Statimy, COAepkKall CISIYIOITYIO TPOIHCH:

Rp.: Procaini hydrochloridi 1,0

Benzocaini 2,0

Spiritus aethylici 70%- 80 ml

M.D.S. Brupats B KoJIeHO 2 pa3a B JICHb.

B anreke wumeercs crupt oStunoBbii  70%. IlpoBu3op-TeXHOJOr TOCIEe MpeABapUTEIHHON
(dapManeBTUYECKON HKCIEpPTU3bl M TAKCHPOBKM COOOIIMI MAlMEHTy, YTO AacCHCTEHT 3abouedn,
MO3TOMY JICKQpPCTBEHHBIN mpenapar OyAeT TOTOB TOJBKO depe3 ABa JHsA. [I0CKOIbKY MalMeHT He
3ax0TeJ ’KJaTh TaK J0JIT0, MPOBU30P-TEXHOJIOT MPEJIOKUI 0OpaTUTHCS B OTAEN Oe3pelenTypHOro
OTITYCKa 32 JICKQPCTBEHHBIM MIPEMapaTOM-aHaJIOrOM U TIOMOT C €T0 BBIOOPOM.

[Ipumeuanue:

[MnotHocth 95% crmpta 3THIOBOro = 0,8114 1/cM3. KYO HOBokamua 0,81 mu/r, KYO anecre3una -
0,85 ma/r.

1. Ilepeuncnute TpeOoBaHus K oOQopmIeHHIO pelenta © OTIHYCKy JITaHHOTO
JIEKapCTBEHHOTI'O Ipernapara.

2. Kak Bbl cunraere, mpaBOMOYHO JH TPEUIOKEHHE MPOBU30PA-KOHCYIbTAHTA O 3aMEHE
JIEKapCTBEHHOI'0 IIpenapara’?

3. [IpoBenute papmMareBTHYECKYIO IKCIIEPTHU3Y JAaHHOW  MpOoMHCH caenaiite
HE0OXO0IUMbIE PACUETHI.

4. O0ocHYyITE TeXHOJIOTHIO H3TOTOBJICHUS JAHHOH JIEKapPCTBEHHON (POPMBI.

5. YkaxuTe 0co0eHHOCTH 0()OPMIICHHUS K OTITYCKY JaHHOM JIEKapCTBEHHON (OPMBL.

IIpasunvnviii omeem.:

1. CnupT STWIOBBIM OTHOCUTCS K JIEKAPCTBEHHBIM IIpenapaTraM, MOJUIEKAllMM IIPEeIMETHO-
Konm4yecTBeHHOMY ydery (mpukaz M3 P® ot 22.04.2014 r. Ne 183H, mocranoBnenne ot 29.12.2007
r. No 964), ciiCOK S0BUTHIX BEIIECTB.

B coorserctBun ¢ Ilpukazom MunucrepcrBa 3apaBooxpaHeHust Poccuiickoir ®enepanum ot
24.11.2021 Ne 10941 "O6 yrBepxnaenun Ilopsaka HazHaueHHs JIEKapCTBEHHBIX IMpenaparos, Gopm
peuenTypHbIX OJIaHKOB Ha JIEKapCTBEHHBIE Mpenaparsl, [lopsaka odhopmieHus: yka3aHHbIX OJIaHKOB,
UX ydeTa U XpaHeHHs, popM OGIaHKOB PEeLEenTOoB, COJEpKaIlUX Ha3HAYCHHE HAPKOTUYECKUX CPEJICTB
WIM TICUXOTPOMHBIX BemlecT, llopsaka X M3TOTOBIEHUS, paclpeaeseHusl, perucTpaluuy, yuera u
XpaHeHus, a Take [IpaBun odopmiieHuss 6JaHKOB PEeLENTOB, B TOM 4Hcie B (OpME AJIEKTPOHHBIX
JOKYMEHTOB'CITUPT OSTHIIOBBIM BBHIMHMCHIBAECTCS Ha penentypHoM Onanke (opmber Ne 148-1/y-88,
KOTOPBINA JOJDKEH COEPIKATh:

- 1. PenentypHnsiit 61ank gopmbl Ne 148-1/y-88 numeer ceputo u Homep.

2. Ha penentypHoMm OnaHke B JIEBOM BEpXHEM YIJy MPOCTaBIsAETCS INTaMI Jie4eOHO-
npOo(UIAKTUYECKOTO YUPEXKIEHUS C YKa3aHHEM €ro HaMMEHOBaHMsI, ajpeca U TenedoHa.

3. B rpadax "®.N.0. GonpHOro" u "Bo3pact" yka3blBaroTCs MOJHOCTHIO (haMMIIUs, UMsI, OTUYECTBO
00JbHOTO0, €r0 BO3pacT.



4. B rpade "Anpec wim N MenumuHCKONW KapThl amMOyJaaTopHOro OOJBHOTrO" yKa3bIBaeTcs ajpec
MecTa )KUTEJIbCTBA 0OJBHOTO WIIM HOMEP MEIUIUHCKON KapThl.

5.B rpade "®.N.O. Bpaua" yka3pIBatOTCs MOTHOCTHIO (PaMUIIHSL, UMsI, OTUYECTBO Bpaya.

B rpade "Rp" yka3wiBaeTcs:

Ha JIATUHCKOM SI3bIKE MEXIyHapOJHOE HENMAaTEeHTOBAHHOE HAaWMEHOBAHHE;

JI03UPOBKa JIEKapCTBEHHOT'O IIpenapara;

Ha PYCCKOM SI3bIKE YKA3bIBA€TCS CIIOCOO MPUMEHEHUS JIEKapCTBEHHOTO CPENICTBA.

Penent moamuceiBaeTcss BpauoM U 3aBepsAETCs €ro JUYHOW meuyaTbro. J(OMOJMHUTENBbHO peuent
3aBepseTcs NevaThio JIe4ueOHO-TIPoPHIIaKTHUECKOTo yupexxaenus "y pernentos".

[IpoBepsiercs BbICIIAsk pa30Basi M BBICIIAS CYTOYHAS J03bI.

Ecnn HeoO0XxonuMo MpeBbllIeHUE BbICHIEH pa3oBOM 103bl, TO Bpad yKa3blBaeT 103y IPOMMCHIO U
CTaBHUT BOCKJIMIIATEIbHBIN 3HAK.

Cornacno [Ipukasy Munsapasa Poccuu ot 24.11.2021 N 10931

"O0 yrBepxaeHun IIpaBuil OTIycKa JIEKApCTBEHHBIX IpPENapaToB Ul MEAULMHCKOTO NMPUMEHEHUS
anTEeYHBIMH OPTraHU3ALMSIMU, WHAUBUIYAIbHBIMU MPEANPUHAMATEISIMHI, UMEIOIIMMHU JIMICH3UIO Ha
OCyILEeCTBIIEHHE (PapMalleBTUYECKON AEATENbHOCTH, MEIULIUHCKUMHU OpraHU3alysMHU, UMEIOLMMU
JHIEH3UI0O Ha OCYHIECTBICHHE (apMaIeBTUYECKONH JEATEIBHOCTH, M HUX 000COOJICHHBIMHU
nojpasjiesieHusiMi (aMOys1aTopusiMH, (perbAepcKUMU U (eIbIIIepCKO-aKyIIepCKUMU TyHKTaMH,
LEeHTpaMu (OTIeNeHUAMH) o0LIel BpaueOHOM (CeMEeMHOM) MPAaKTUKH), PACTIONOKEHHBIMU B CEIbCKUX
IIOCEJIEHUSAX, B KOTOPBIX OTCYTCTBYIOT alTe4yHble oOpraHu3anuu, a Takxe I[IpaBun otmycka
HAapKOTHYECKUX CPEICTB M IICUXOTPONHBIX BEIIECTB, 3apErHCTPUPOBAHHBIX B  KAdyeCTBE
JIEKapCTBEHHBIX MpPENapaToB Uil MEIULIMHCKOTO NPUMEHEHUS, JIEKapCTBEHHBIX IPErnapaTtoB s
MEIUIIUHCKOTO MPUMEHEHHUsI, COACPIKAIINX HAPKOTUYECKHE CPEICTBA M TICUXOTPOIHBIC BEIIECTBA B
toM uucie [lopsaka oTmycka anTeuHbIMU OpPraHU3aLMsIMU UMMYHOOHOJIOIMYECKHX JIEKAPCTBEHHBIX
npenapaToB” OTHYCK STHJIOBOTO CHHPTa MPOWU3BOAUTCS IO PELENTaM, BBIMCAHHBIM BpadaMHu C
HAJMUCBIO «JlJ1s1 HAJIO)KEHUST KOMIIPECCOB» (C yKa3aHHMEM HEOOXOJIUMOI0 pa3BeeHUs C BOJOW) UM
«ys 06paboTKu KOXm» — 10 50 TpaMMOB B YHCTOM BHJIE; 110 PELIENTaM, BBHIIIMCAHHBIM BpayaMH Ha
JIEKapCTBEHHYI0 NPOMHMCh HMHIUBHIYaJbHOIO H3roToBieHHs, — A0 50 rpamMmmoB B cmecu; IO
perenrtam, BBIMMCAHHBIM BpauyaMH Ha JICKAPCTBEHHYIO MPOMUCH WHAWBUIYAIBHOTO U3TOTOBICHHS, C
Hajanucelo «[lo crnenuanbHOMY Ha3HAYEHMIO», OTAEIBHO 3aBEPEHHOM MOANUCHIO Bpaya M MeYaTbio
71e4eOHO-TTPOMITAKTUYECKOTO yupexkaeHuss «Jlims pemenToB», misi OONBHBIX C XPOHUYECKHM
TedeHueM 6ose3Hu — 10 100 rpaMMoB B cMecH U B YCTOM BHJIE.

Cpok neiictBus penenta coctasnsieT 15 queil. Penent ¢opmbr Ne 148-1/y-88 xpanurcs 3 roaa.

2. B nanHoM ciydae mpoBU30p-TEXHOJIOT HE MPaB B TOM, 4TO u3rotonieHue JII1 oTknaapiBaercs
Ha 2 pabouux nHs. Perentsl ¢ moMeTkoi «statimy» JOJDKHBI OBITH OTOBapeHBI B TeueHue 1 pabouero
nus. Hasnawenue JIII Bpadyom oOCyLIeCTBISCTCS, YYWUThIBas WHAMBHyalbHbIE OCOOEHHOCTH
00JBHOTO.

3aMeHUThH JIEKApCTBEHHYIO NMPOIUCh HA AHAJIOTMYHBIN TOTOBBIN JIEKAPCTBEHHBIN MpernapaTr MOKHO
TOJILKO ITOCTIE KOHCYIBTAIUH (PapMarieBTHIECKOTO CIIEIIHATIICTa C BPAYOM.

3. IIK

JIuueBas cropoHa

Procaini hydrochloridi 1,0

Benzocaini 2,0

Spiritus aethylici 70% 80 ml

Voour.= 82,51 ml

TITIK
Ob6opoTtHas CTOpOHA
X=80m*70%/95%=58,9mn
V=58,98mi;

m=V*p

m=58,9*0,8114=47,79r
OOmmit  o00pem 80 M
Boruncnsiem % cyxux BemecTB



3,0-80

X —100 x=3,75>3%

IpUpOCT 00bEMA, KOTOPBIN Ta&T HOBOKAWH
KY0=0,81

0,81*1,0=0,81 M

IpUPOCT 00bEMA, KOTOPBIN 1aET aHECTE3UH
KY0=0,85

0,85%2,0=1,7 mn

Vobur.: 80+0,81+1,7=82,51 mn

4. [Tockonpky naHHas JieKapcTBeHHas (opma MpeacTaBiseT coOoil CIHUPTOBOM pacTBOp, TO,
cornacHo npukazy M3 P® ot 22.05.2023 1. Ne 2491 «O0 yTBep»/IeHUU NPaBUI H3TOTOBICHUS U
OTITyCKa JIEKapCTBEHHBIX MPENapaToB AJIsi MEIUIIMHCKOTO MPUMEHEHHUS allTeYHBIMU OPraHU3aIUsIMH,
UMCIOIIMMH JIMIICH3UI0 Ha (DapMaleBTHYECKYIO NIESTeNbHOCTY», PAacTBOP H3TOTABIMBAIOT MAacCo-
00BEMHBIM METOIOM.

HenocpenctBernHo B cyxoil (pyiakoH a1 otmycka oTBemuBarT 1,0 T nmpokanHa ruapoxsiopuaa u 2,0
OeH30KanHa, PABHOMEPHO pacIipeesissi MOPOIIKHU 1o THY (iiakoHa.

JHanee Bo ¢iakoH ormepuBarT 58,96 mi ciupra 3TUI0BOrO 95%, MoMy4eHHOro no TpeboBaHUIO, U
23,04 mu Bonbl ounmieHHOW. [lepemMemmBarOT 10 OJHOTO pacTBopeHus. O0mmii 00beM pacTBopa ¢
y4eTOM MpupocTa o0bemMa IpU pacCTBOPEHHUH JIEKAPCTBEHHBIX BellecTB paBeH 82,51 mi. OTkiIoHEHHE
B 00bEME MPEBBIIIAECT HOPMY JIOIYCTUMOTO OTKIOHEHUS (+/- 3%), 9TO YyYMTHIBAIOT NMPH KOHTPOJIE
pacTBopa.

YKynopuBarT pe3NHOBON MJIH IIACTMACCOBOM MPOOKOW M HABUMHYHUBAIOIICHCS KPBIIIKOH.

O opMISIOT K OTITYCKY.

S. Cornacno mpukazy M3 PO or 22.05.2023 1. Ne 2491 «OO0 yTBEpKICHHH IPABHI
W3TOTOBJICHHS U OTIYCKa JIGKAPCTBEHHBIX MPEMapaToB AJIsi MEIUIIMHCKOTO MPUMEHEHUS alTeYHbIMU
OpraHu3alMsIMKM, WMCIOIUMH JIMLIEH3WI0 Ha (apMaleBTHUECKYI0 JESITEIbHOCTB», IaHHAs
JeKapcTBeHHas ¢opma odopmiseTcss K OTIYCKY OCHOBHOM 3TukKeTkoW «HapykHoe», Ha KOTOpoi
JIOJKHO OBITH YKA3aHO:

- HauMMEHOBaHME anTe4yHoll opranumsamuu win DO.UM.O. MHIMBHIYanbHOrO NPEANPUHHUMATEIS,
UMEIOILET0 JUIEH3HIO Ha (apMalleBTUYECKYIO AEATEIbHOCTb;

- MECTOHAaXO)X/IEHHWE AaNTeuyHOM OpraHuM3alud WM MecTo (apMaleBTHUECKOH JesITeIbHOCTH
WMHAWBUAYAJIBHOTO IPEAIPUHUMATENS;

- HOMep pelernTa (MPUCBAauBAETCs B AlITEKE);

- ®.1.0. naumeHra;

- HAMMEHOBaHKE WJIM COCTAB JIEKAPCTBEHHOI'O IIPErnapara;

- crnoco0 MpHMEHEHHs JEKapCTBEHHOro mpemnapara (Hapy»KHOe), BUJ JEKapCTBEHHOH (HhopMbl
(pactBop);

- IOJIpoOHOE oNMHcaHue croco0a MPUMEHEHUs (BTUPATh B KOJIEHO 2 pa3a B JICHb);

- 1aTa U3TOTOBJICHUS JIEKAPCTBEHHOIO IIpErapara;

- CPOK TO/IHOCTH JIeKapcTBeHHOro npenapata («['ogen 10___ »);

1IeHa JIEKapCTBEHHOI'O IIpernapara;

npenocrepexxenne: «XpaHuTh B HETOCTYITHOM JJIsL JI€TeH MECTe».

JlononHuTENbHBIE STUKETKH: «XPAaHUTh B MPOXJIAAHOM MecTey», «XpaHUTh B 3allMIICHHOM OT CBETa
MecTe». BeinucbiBaeTcsi CUTHATYypa.

3ananue 42. CuryannoHHas 3aaada

B anTeky oOpaTwiics MyXYWHA C MPOCHOOH H3rOTOBUTH JICKAPCTBEHHBIM IMpenapar Mo PerenTy
Bpaua:

Rp.: Infusi radicis Althaeae 180 ml

Natrii benzoatis 4,0

Misce. Da.



Signa. ITo 1 cTosoBoit n0XxKe 3 pas3a B ICHb.
[Tpumeuanue: KYO narpus 6enzoara = 0,6 mi/r; nomyctumbie OTKIOHEHHS it o0bema oT 150 mo
200 mut = 3%.

1. [TpoBenute papmaneBTUUECKYIO SKCIIEPTU3Y MPOIUCH PELeTTa.

2. [IpoBenuTe pacu€Tbl 1 0OPMUTE JUILEBYIO CTOPOHY MACHOPTa MUCbMEHHOTO KOHTPOJIS.

3. [IpennokuTe TEXHOJOTUIO U3TOTOBJIEHMS JIEKAPCTBEHHOI'O Iperapara U3 JIEKapCTBEHHOIO
PacTUTEIBLHOTO ChIPbSL.

4. Odopmurte 1ekapcTBEHHBIN Mpenapar K OTITYCKY.

S. IIpoBenuTe OLIEHKY KauecTBa U3TOTOBIEHHOTO JIEKAPCTBEHHOIO IIperapara

IIpasunvhuiii omeem:

1. AHaJu3 1MoKa3bIBACT:

- KOMITOHEHTHI POMHUCH COBMECTHMBI;

- mpermapar 0JDKEH ObITh BRITUCAH Ha Oyianke perenta Gopmbr Ne 107-1/y;

- emecTs, nomrexkamux ITIKY u HEO ner;

- IIpOBEpKa 703 He TpeOyeTcsl.

[Ipenapat U3roTaBiIUBaTh MOKHO.

2. O6opoTHas cTopoHa:

Pacuer kopneit anres: 180: 20=9,0.

Kpacx=1,3

C yuerom Kpacx.: 9x1,3 = 11,7 r

Boxast ounmennoii: 180x1,3 = 234 mn

Harpus 6enzoara: 4,0

Ipupoct o6bema (KYO = 0,6 mi/T) = 0,6 i/t x 4,0 = 2,4 M

Jomnyctumble oTkIIOHEHHS B 00beMe (/- 2%) = 180 mx2%/100% = 3,6 ma 6onbie 2,4 mi
CrnenoBaTenbHO, MPUPOCT 00bEMA YKIIABIBACTCS B JOITYCTUMBIE OTKJIOHEHUS

Jlunesas cropoHa:

Hara Ne peuenta

Radicis Althaeae 11,7

Aquae purificatae 234 ml

Natrii  benzoatis 4,0

Voobmr - 180 wmn

[TpurotoBun (MOAMKCH)

[Iposepuin (moamnuce)

3. [TockombKy B pelienTe He YKa3aHO KOJMYECTBO KOPHS ajlTesi, HACTOU roToBST 5%
KOHIEHTpaLUH.

YuuteiBass 0COOEHHOCTH CHIPbSI U TO YTO CJIHM3b alTes HE OTKUMAIOT U3 CBIPhS, MPU U3TOTOBICHUU
UCTIONB3YIOT PACXOJHBIA KOO(QPHUIMEHT [T CHIPhs U BOJBI, paBHBIN 1,3.

bepyt 11,7 r cbipbs u 234 mu1 Bozbl ounnieHHoN. HactauBanue nmpoBogsaT B TeueHue 30 MUHYT npu
KOMHAaTHOW TemIepaType Ipy NePUOIUUECKOM MepeMeINBaHHUH.

[Tocne HacrauBaHus U3BIEUYeHHE (UIBTPYIOT, HE OTXKHMas CHIPbs, Yepe3 JABOWHOI CIOi Mapiu ¢
MOJIJIOKEHHBIM BaTHBIM TaMIIOHOM B MEPHBIN LIMJIMHAP U MPOMBIBAIOT ChIPbE BOAON OYMILEHHOM,
OBOIS 00BeM m3BiIeueHus 10 180 Mir.

OtemmBator 4,0 r Harpust O€H30aTa, pPAacTBOPSIOT B MPOMWIBTPOBAHHOM HACTOE, XOPOIIO
HepeMEeIIUBAIOT, [TOCIIE Yero elie pa3 GUiIbTpyroT Bo (hIaKoH A OTIYCKA.

4. ®nakoH OpaH)XEBOTO CTEKJIAa YKYMOPHUBAIOT TIUIOTHO IIJJACTMAcCOBOM  MPOOKOH ¢
HAaBMHYMBAIOLIEHCS KPbIIKO. HaknenBaroT OTaeNbHBIA peIEnTypHbI HOMEP U ATUKETKY.

Ha stukerkax nans odopMieHHs JEKapCTBEHHBIX NpenapaTroB, U3TOTOBJIEHHBIX [JIsl HACEJICHUS,
JIOJDKHO OBITh YKa3aHO:

a) HaVMEHOBAaHUE anTeYHOU opranmzaiuy, @O.JM.O0.  uHAUBHUIYaTHHOTO
NpeANpUHUMATEINS, UMEIOLIET0 JHUIIEH3UI0 Ha (papMalleBTHUECKYIO 1S TebHOCT;



0) MECTOHAXOXKIACHUE  alTe4HOM OpraHu3alliil Wi  MecTo (apMaleBTHYECKON
NESITebHOCTH WHANBUYAIBHOTO MPEIPUHUMATES;

B) HOMep penenTa (rnpucBauBaercs B anteke); r) ©.M.0. nauuenra;

J1) HAUMEHOBAHME WJIM COCTAB JIEKAPCTBEHHOTO Npernapara;

e) CIOCOONPUMEHEHHUSI JIEKApCTBEHHOTO npenapara  («BHyTpeHHeey), BUJI
JeKkapcTBeHHOU (popmbl («MUKCTYpay);

) IOpoOHOE oNrcaHue crocoda MpUMeHEHHs (11 MUKCTYp: «110 1 ¢T J1ojkke 3 pas3a B ICHbY);
3) laTa U3rOTOBJICHUS JIEKAPCTBEHHOT'O Mpenapara;

M) CPOK TOJHOCTHU JIeKapcTBeHHOTro mpemnapata («l'ogeH no»);

K) IIeHa JIEKApCTBEHHOIO Tpenapara;

1) IpeaocTepekeHne «XpaHUTh B HEJOCTYITHOM JJIs IeTeH MecTey.

Jiis MUKCTyp 00s3aTenbHbl JONOJHUTENbHBIE 3TUKETKU «llepen ymorpebieHuneM B30anTHIBATHY,
«XpaHUTh B MPOXJIAJHOM U 3aIIUIIEHHOM OT CBETa MECTEM.

TeKcT ITHUKETOK J0JKEH OBITh HalledaTaH TUIOTPAaCKUM CIIOCOOOM Ha PYCCKOM SI3BIKE.

CocTaB JlekapCTBEHHOTO IIpernapaTa MUIIETCS OT PYKU WM HAHOCUTCS LITAMIIOM.

Cpok xpaHeHHs — HE 0oJiee 2 CYTOK.

Odopmnenne cornacHo TpeboBanusaM npukaza M3 P® or 22.05.2023 1. Ne 2491 «O0 yTBEpkIeHUU
IPaBWJI WU3TOTOBJIEHUS U OTIYCKA JIEKAPCTBEHHBIX IPENapaToB JUIsi MEAMIIMHCKOIO NPUMEHEHHS
anTEeYHbIMHU OPraHU3aLUIMU, UMEIOIIMMH JTUIEH3UI0 Ha (hapMalleBTUUECKYIO ACSITEbHOCTD)

S. AHanu3 AOKyMEHTaluu. MMermuics penent, nacnopT MUCbMEHHOTO KOHTPOJISI U HOMEpP
JIEKapCTBEHHOM ()OPMbI COOTBETCTBYIOT.

WHrpenneHTsl COBMECTHMBI, pacueThl cleflaHbl BepHO. IpaBMIIBHOCTD YHMakoBKH W O(OpPMIICHUSI.
O0beM (rakoHa OpaHKEBOTO CTEKJAa COOTBETCTBYET OOBEMY JEKapCTBEHHOW (opmbl, mpodka
HYXXHOTO Ka4eCTBa 00eCIeUnBaCT FrepMETHYHOCTh YKYIIOPKH.

OpranonenTH4eckuii KOHTPOJIb. MoouHO-0emnas KUAKOCTh CO CIa0bIM 3aIIaXOM.

O6bem nexapctBeHHOU (hopmbl 180 + 3,6 M1, YTO COOTBETCTBYET HOPMaM JIOIYCTUMBIX OTKJIOHEHUMN
(£ 2%) no OPC.1.8.0001 - «JIekapcTBEeHHBIE IpEMAapaThl AaITEUHOT0 U3roToBiieHUs» ['D XV.

3ananue 43. CuryalioHHas 3agada

B anteky oOpatumiics My)XuuMHa ¢ NpPOCcbOON M3rOTOBUTH JIEKAPCTBEHHBIN Npenapar Mo penenty
Bpaya:

Rp.: Solutionis Furacilini 1:5000 — 200 ml

Da. Signa. TTomockanwue.

1. ITpoBeauTe papmaneBTHUECKYIO SKCIIEPTU3Y MTPOIUCH pelerTa.
2. OdopmuTe macnopT NUCbMEHHOT'O KOHTPOJISI, PACCUUTANTE KOJIMYECTBA UHTPEIUEHTOB.
3. [TpenyioxxuTe ONTUMATIBHYIO TEXHOJOTHUECKYIO CXEMY U3TOTOBIICHHS JIEKapCTBEHHON (HOpMBI

Ha OCHOBE YMEHHS HCIIOJIb30BaThb HopMaTHBHBIE TOKyMeHTHI (H/l) ¢ yuéTtoM (pu3MKO-XMMHYECKUX
CBOIMCTB JIEKAPCTBEHHBIX 1 BCIIOMOTaTENIbHBIX BEILIECTB.

4. Odopmurte 1eKapcTBEHHYIO POPMY K OTITYCKY.

5. IIpoBenuTe OLIEHKY KauecTBa U3TOTOBJIEHHOT'O JIEKAPCTBEHHOI'O IIpernapara.

IIpasunvuviii omeem:

1. AHanu3 MoKa3pIBaeT:

- BBIMMCAH PAcTBOP TPYIHOPACTBOPUMOTO JIEKAPCTBEHHOTO BEILECTBA C OCOOBIM CilydaeM
pacTBOpeHUS;

- mpernapar J0JKeH ObITh BbIMKMcaH Ha 6maHke perenta Gpopmbl Ne 107-1/y;

- Bemects, momiexkamux [TIKY u HEO uer;

- IIpOBEpKa 7103 He TpeOyeTcs, Tak KaK pacTBOP JJIsi HAPYKHOTO IPUMEHEHUSI.

[IpenapaT U3roTaBIUBATh MOKHO.

2. O6opoTHas CTOpoHa:



OypanunuHa: 004 T
Harpus xmopuga: 1,8 r
Boast ounmennoii: 200 min
Voo —200 mi

.HI/ILIeBaﬂ CTOpOHAa:

Hara Ne peuenra
Aquae purificatae 200 ml
Natrii chloridi 1,8
Furacilini 0,04

Voo -200 MII

[TpuroroBui (MOAIUCH)

[IpoBepuin (moamnuce)

3. PacTBOpBI pypannianHa TOTOBAT HA M30TOHHMYECKOM pacTBope HaTpus xiopuna 0,9%.

PactBopumocTs ¢ypanununa B Boxe paBHa 1:4200, mosToMy aisi YCKOpPEHHS 3TOTO Ipoliecca
UCTIOJIB3YIOT HarpeBaHue.

B noncraBky ormepuaror 200 M1 BoABI OUMINIEHHOW, Ha Becax oTBemuBarT 1,8 r HaTpus xmopuaa
U pacTBOPSIOT B MOJCTaBKE C BOJOW. 3aTeM Ha OTHCNBHBIX (I KpacsIiIuX BEIIECTB) Becax
oreemuBaroT 0,04 r ¢pypammmaa u go6asisroT k 0,9% pacTBopy HaTpus XJIOpHIA.

HarpeBatror Ha BonsHOW OaHe sl pacTBOpeHus ¢ypammianHa. [locie oXiIaXmaalT pacTBOp H
(GUIBTPYIOT BO (JIAKOH UIS OTITYCKA.

[TpoBepsitoT Ha OTCYTCTBUE MEXAHUYECKHUX MPUMECEH, YKYITOPUBAIOT U O(POPMIISIOT K OTITYCKY.

4. ®nakoH OpaH)XeBOTO CTEKJIA YKYNOPUBAIOT IUIOTHO IIJIACTMAcCOBOM  MPOOKOM ¢
HaBUHYHUBAIOIICHCS KPBIKOI. HakjenBaroT HOMep penenTa u 3TUKETKY.

Ha »tukerkax s ohopMIIEHHUS JEKApCTBEHHBIX IPEIapaToB, M3TOTOBJICHHBIX IS HACEICHUS,
JIOJDKHO OBITh YKa3aHO:

a) HalMEHOBAaHUE anTeYyHOU opranusanuu, ©.1.0. VHJIMBUYaJIbHOIO
HpeANpUHUMATEINS, UMEIOLIET0 JUIIEH3UI0 Ha (papMalieBTHUECKYIO 1eTeIbHOCT;
0) MECTOHAXOXKJIEHUE  allTeYHON OpraHu3alliil Wi  MecTo (apMaleBTHYECKON

NesITebHOCTH WHANBUYAIbHOTO MPEIIPUHIMATEIS;
B) HOMep penenTa (rmpucBauBaetcs B anteke); T) @.1.0. nanuenTa;

J1) HANMEHOBAaHME WJIM COCTAaB JIEKAPCTBEHHOTO Mpernapara;

€) crocod MpuMeHeHus JiekapcTBeHHOTo npenapara («Hapyxuoe»);

k) MoApoOHOe omucaHue croco0a MpUMEHEHHs (JUIsl MOJOCKaHUsS ropia); 3) JaTra U3rOTOBJIEHUS
JIEKapCTBEHHOI'0 IIpernapara;

M) CPOK I'OJJTHOCTH JIEKapCTBEHHOTO npenaparta («['oJieH 10»); K) IIeHa JeKapCTBEHHOI'O Mpernapara;
) mpeocTepekeHne «XpaHuTh B HEJOCTYITHOM JUIS IETEH MecTe».

TekcT 3THKETOK JOJKeH ObITh HameuyaTaH TUNOrpadckuM crnocoboMm Ha pycckoM s3bike. CocTaB
JIEKapCTBEHHOTI'0 Iperapara MUIIeTcs OT PyKH UM HAHOCUTCS IITaMIIOM.

Cpok xpaHeHus — He OoJee 2 CyTOK.

Odopmiienne cornacHo TpeboBaHusaM npukaza M3 PO ot 22.05.2023 r. Ne 2491 «O0 yTBepkaeHUU
IIPaBWJI M3TOTOBJIEHUS U OTIYCKa JIEKAPCTBEHHBIX IPENapaTroB JUIsl MEAUIMHCKOIO MPUMEHEHMS
anTeYHbIMHU OpPraHU3alUsIMU, UMEIOIIMMHU JIUIEH3UIO Ha (JapMalleBTUYECKYIO J1eATEIbHOCThY.

5. AHanu3 JOKyMEHTauu. Mmermuiics penent, nacnopT NHUCbMEHHOTO KOHTPOJISI U HOMEpP
JeKapCTBEHHON (OpMBI COOTBETCTBYIOT, pacueThl caenanbl BepHo, I[IIIK Beimmcan BepHoO.
[TpaBUIBHOCTD YIaKOBKU n odopmienus. OObeM (¢akoHa OpaHKEBOIO  CTEKJa

COOTBETCTBYET 00bEMY JIeKapCTBEHHOM (GopMbl. PacTBOp yKymopeH IMIIOTHO.

Opranonentuieckuit KOHTpoIb. [Ipo3padnblil kenTHIN pacTBOp, 0€3 3amaxa ropbKOroBKyca.
MexaHuueckue BKIIFOYEHHS OTCYTCTBYIOT.

O6bem pactBopa 200 + 2 MJ, 4TO COOTBETCTBYET HOpPMAaM JIOMYCTUMBIX OTKJIOHeHu# (+1%) mo
O®C.1.8.0001 - «JIekapcTBEeHHBIE IpEMAapaThl AITEYHOTO U3rOTOBIEHU» ['D XV,



3ananue 44. CutyaluroHHas 3a7a4a

B anteky oOpaTuiics MaluenT ¢ perenToM, BEIIMCAHHBIM Ha PEenTypHOM OJaHKe (popMBI
Nel07-1/y, cnemyromiero cocrana:

Rp.: Ephedrini hydrochloridi 0,6

Sol. Procaini (Novocaini) 1%-100 ml

Dimedroli 1,0

Acidi ascorbinici 2,0

Misce. Da. Signa: mo 10 M1 Ha HHTAJISIIHIO.

IIpoBusop HPOTaKCHPOBAII peLenT BBILEIPUBEACHHOMN IPOIUCH, BBIJAJ MMAlUECHTY
KBHUTAHIIMIO U TIEpEIall PEIeTT Ha U3rOTOBJICHHE JIKAPCTBEHHOTO Mperapara.

[Ipumeuanue:

KVYO s¢penpuna r/x=0,84 mu/r, KYO nookauna = 0,81 mui/r, KYO numenpona=0,86 mi/r,
KVYO kucnorst ackopouHoBoi=0,61 mi/r.

1. K kakoii papmakoTepaneBTHUECKON TpyIIe OTHOCHTCS d(eapuH?

2. Kakne apmakonornyeckre 3¢(GexTsl st Hero xapaktepHel? B u€m cocTOuT 0COOEHHOCTD
IPUBBIKaHUA K 3hepuHy?

3. Cnenaiite HeoOXoAMMbIE pacu€Thl, HEOOXOJUMBIE JUISI M3TOTOBJICHUS JIEKAPCTBEHHOTO
npenapara 1o npoIucH peLenTa, i IPUBEAUTE ONTUMAaIbHbIN BAPHAHT TEXHOJIOTHH.

4. Kakum BuaaM BHYTpHUANTEYHOIO KOHTPOJIS KadyecTBa HEOOXOJUMO U  II€JIeCO00pa3HO
HOJBEPrHYTh JaHHbIH JIeKapCTBEHHBIH Npenapat?

S. KaxoB nopsiiok yuéra peuenTypsl B antexe?

Ilpasunvnviii omeem.:

1. DdeapuH OTHOCUTCS K TPYHIIE aIPCHOMUMETHKOB HETIPSIMOTO IEHCTBHS (CHMITATOMUMETHK).
2. B ocHoBe MexaHu3ma aeiictBus DdeapuHa JEKUT CIOCOOHOCTh BBI3bIBATH BBICBOOOXKICHHE
HOpaJpeHaIMHA W3 pE3ePBOB B aJPEHEPrHYECKUX CHCTEMaxX M TOPMO3HTH OOpaTHBIA 3axBaT
HOpaJIpeHaIMHa, B CBSI3U C YeM YCHJIMBAIOTCS 3((eKThl pazapakeHus aJpeHepruyeckux HEepBOB, a
TaKXKe TOTEHIMPYETCsl IeWCTBHE BBOAMMBIX HM3BHE KaTexoimamMuHOB. K DOdenpuHy BO3HHKaeT
ObICTpoe MpUBBbIKaHKE (TaxHuuIakcus) Npu MOBTOpHOM BBeaeHHH (uepe3 10 - 30 MuHyT), KOTOpOE
CBSI3aHO C MPOTPECCUPYIONIUM CHUKEHHEM 3aI1acoB B BAPUKO3HBIX YTOIIIECHHUIX HOPaIpEeHAINHA.

3. Rp.: Ephedrini hydrochloridi 0,6

Sol. Procaini (Novocaini) 1% 100 ml

Dimedroli 1,0

Acidi ascorbinici 2,0

Misce. Da. Signa: mo 10 M1 Ha MHTAJISIHIO.

Hopwma otnycka saeapuna rugpoxiopuna 0,6 r He mpeBblilieHa, OH HaxoauTcs B anTeke Ha [IKY.

O06opoTHas CTOpOHA pelenTa:

Ephedrini hydrochloridi 0,6 (mects nenurpammos)

JlaTa

Beiman:

[Tomyuwn:

[TacmopT NUCEMEHHOTO KOHTPOJIS

O6opoTHas cTopoHa

% TBepmpix BemectB = 0,6+1,0+1,0+2,0/100x100% =4,6%, wuyto Oombie 3%
CnenoBarenbHO, HEOOXOAUMO Y4eCTh MPUPOCT 00BEMaA NMPU PACTBOPEHUU TBEPABIX BEIIECTB
KYO s¢enpuna r/x=0,84 ma/r

KVYO nosokanna = 0,81 mir/r

KYO mumenpona=0,86 mu/r

KVYO kucnorsr ackopounoBoii=0,61 M/t



Bojp! ounIeHHOH’

100 mu - (0,6 x 0,84 ma/T) - (1,0 x 0,81 mu/T) - (1,0 x 0,86 mur/T) - (2,0 X 0,61 Mi/T) = 96,61 M
JIuuesas cropona

Jara

Ne penenra

Aquae purifcatae 96,1 ml

Ephedrini hydrochloridi 0,6

Procaini (Novocaini) 1,0

Dimedroli 1,0

Acidi ascorbinici 2,0

O6muit 06beM 100 M

[Ipurorosui

[IpoBepun

Otnyctui

B moxacraBky otmepuBaroT 96,1 Mi Boabl ounnieHHOH. Ddeapuna ruapoxiopun 0,6 T oTBemMBacT
IIPOBU30P-TEXHOJIOT B IPUCYTCTBUM M3TOTaBIMBAIOIIETO JIEKAPCTBEHHBIN MPENapaT, 0 YeM JIeJIaeTCs
3anmmMch Ha 00OPOTHOM CTOpPOHE perenTa. PacTBOPSIOT €ro B OTMEPEHHOM 00BEME BOJIBI OUHIIICHHOM.
3aTeM MoclieIoBaTeIbHO B 3TOM ke mojcTaBke pactBopsitor 1,0 r HoBokauHa, 1,0 r numenpona u 2,0
I' KUCJIOTHI aCKOPOMHOBOM, MEPEeMEIIMBAIOT U (PUIBTPYIOT Yepe3 MPOMBITHIA BaTHBIM TaMIIOH BO
¢1akoH IS OTITyCKa TEMHOTO CTEKJIa (MHIPEIUEHTHI IPOMUCH CBETOUYBCTBUTEIBHBI).

Ortuketku: «HapyxHoe», «XpaHuUTh B MPOXJIAAHOM, 3aIIUIIEHHOM OT CBETa MECTe», «XPaHUTh B
HEJOCTYITHOM JIJIs1 IETEN MECTEe», BhIMHUCHIBAETCS «CUTHATYpay.

Jlo otmmycka 601bHOMY JICKAPCTBEHHBIH Tpenapar XpaHUTCs B 3alUparonemMcs mkrady.

4. ODC.1.8.0001 - «JIexapcTBEeHHBIE TpeNapaThl AITEYHOIO U3roTOBIEHU» ['O XV

Buasl BHYTpHanTeyHOTO KOHTPOJS 0O0si3aTenbHbIE UIsI JAHHOTO JIEKAapCTBEHHOIO TIperapara:
MUCHbMEHHBIN, OPraHOJENTHYECKHA, KOHTPOJIb Mpu oTmycke. K 1enecooOpa3HpIM BUAaM KOHTPOIIS
OTHOCSITCS ONIPOCHBIN U (PU3UUYECKU.

S. Bce moctynuBiiMe B anTeKy peUEenThl MPOBEPSIOTCS HA MPaBUIBHOCTh MX HAMHCAHUS U
0 OpMIIEHHUS, U PETUCTPUPYIOTCS:

a) B PEIENITYPHOM KypHAale;

0) B KBUTAHIIMOHHOM KOMIUIEKTE, & UMEHHO MO KOpEIIKaM KBUTAaHIIMOHHOTO KOMILICKTA.

3/1ech yUYUTHIBACTCSA KOJMUYECTBO U CTOMMOCTh aMOyIIaTOPHBIX PEIETTOB.

ExenHeBHO STH JaHHBIE B KOHIIE CMEHBI WM pabodero mHs mepeHocarcs B «KypHan yuera
peuenTypb»

3ananue 45. CutyannoHHas 3aja4da

CryneHTy, MpOXOAsIIEMy MPOU3BOACTBEHHYIO MPaKTUKY B anTeke ropojaa N, ObLIO0 mMpeanokeHo
U3TOTOBUTH TPENapar Mo MPOIUCH:

Bosemu: Menrona 0,3

Odenpuna runpoxiopusaa 0,05

Jlanonmna 5,0

Bazenuna 10,0

Cwmermnraif, mycTh OYJET cliesiaHa Masb.

Jaii. O6o3Haub. Ma3sb i1 HOCa.

1. [IpuBeauTe AUCIIEPCOTOTUUECKYIO XapaKTEPUCTUKY JIEKAPCTBEHHOT'O Mpernapara.
2. VYkaxxute 0cOOEHHOCTH BBEACHUS (PapMalieBTUUECKUX CyOCTaHIIMI B OCHOBY.
3. Hanumute ¢popmyny Menrona. M3 kakoro J1eKapcTBEHHOTO PACTUTEIBHOTO ChIPbs MOJIyYaroT

MEHTON? HpI/IBeJIPITe JIJAaTUHCKUEC W PYCCKUEC HAaA3BAaHUA CBIPbA, MNPOU3IBOJALICIO PpPaCTCHUA U
cemeiictBa. Kakum MCTOAOM II0JTYy4Yar0T 3(1)1/1pHoe Macio?



4. N3 Kakoro JeKapCTBEHHOTO PACTUTENBHOTO CBHIPhS MOJIyYaloT 3(eapuHa THAPOXJIopHa?
[lpuBeauTe NaTMHCKUE M PYCCKHE HA3BAaHUS ChIPbs, MPOM3BOAALIETO pacTeHus u ceMmeiictBa. K
Kakoil rpymnmne Ouonormuecku akTuBHBIX BemiecTB (BAB) otnocutcs adenpun? Hamummure ero
dbopmyiry, 0OOBSICHUTE CTPOCHUE.

S. K xakomy THUIly OCHOB OTHOCUTCSI OCHOBA IIPUBEJIEHHOIO IIpenapara?

Ilpasunvruviii omseem:

1. Jannas nexkapcTBeHHass Qopma - CBOOOJHOIMCIEpCHAs TETEpOreHHas CHCTeMa C
YIPYTOBS3KOM JUCIEpCHOHHON cpenoil. KomOumHHMpoBaHHAsh Mas3b, COYETAIOMIas Masb-PacTBOP
(MEHTOJT) ¥ Ma3b-3MYJIbCHIO (3 eApUHA TUAPOXIOPHI).

2. Crioco® BBeZIeHHUs JIGKAPCTBEHHBIX BEUIECTB B OCHOBY 3aBUCUT OT CBOWMCTB JIB M OCHOBBI
MeHToJT pacTBOPSIIOT B PACIUIaBIICHHOM Ba3elIMHE MpU TemrepaTrype He Boime 40-45° C. Ddeapuna
THJIPOXJIOPHU JJIsl OKa3aHUSI TEPANEeBTUUECKOTO JEHCTBUS JIOJKEH OBITh PacTBOpeH B Boxe. Boma
HAXOJHUTCS B COCTaBe KOMIIOHEHTa OCHOBBI — JIAaHOJIMHA BOJHOTO, cocrosimero u3 70% maHoianHa
0e3BoiHOTO W BoAbl. Takum oOpa3om, 3denpuH pacTBOpsitoT B 1,5 M BOABI OYHUIICHHOH U
SMYIBIUPYIOT 3,5 T JIaHOJIMHA OE3BOIHOTO.

3. nonydaroT 3 d3(upHOro Macia MSAThl MepeyHor. dS(upHOE Macio MOJydyalT U3
CBEKECOOPaHHOTO CHIPhSI METOJIOM MIEPErOHKHU C BOASHHBIM apoM.(Metonlmmu 2)

Mentae piperitae folia —MsaTbI TepeyHON THCThS

Menta piperite- msita nepeuHast

Lamiaceae-ryoorBeTHbIC

4.3¢enpuna TUAPOXJIOPU MOJIY4arOT u3 11o0eros adenps XBOILIEBOM.
Ephedrae equisetinae cormi - ITo6eru adheapsl XBOIEBOI

Ephedra equisetina -Ddeapa xBoreBas

Ephedraceae- Cem. Ddenaposbie

Ddeapun- aaKoIOn]] C a30TOM B OOKOBOM 11enH(0e3reTepoInKIia)

5.B npomnucu conepxkutcst AuduiIbHas OCHOBA!

Bazenmun otHocutrcs (rmapodoOHas ¢daza) K yrIIEBOAOPOIHBIM OCHOBaM,

JAHOJIUH - K BOCKaM (3MyJIbraTop), BOJOCOIEp KA TU(PHIBHBIA KOMIIOHEHT,

BO/Ia OUMIIeHHAs (TUIpodUIbHAs)

3anmanue 46. CuryarioHHas 3a1a4a

B anrexy obpatuiics nanueHT «PUTOLIEHTpa» C PeenToM:
Rp.: Foliorum Sennae 3,0

Corticis  Frangulae 6,0

Aquae purificatae ad 250 ml

Extrahe.

Misce. Da. Signa: [Tpuaumarts mo 1 ct. 1. 3 pas3a B JeHb.

HpOBI/I30p'T€XHOHOI‘ MMPOTAKCUPOBAJI PCUCHT IO BBIIIC HpHBeI[eHHOﬁ IIPOIMUCH, BbIAAJ MAOUCHTY
KBUTAHIOUWIO U MEPpCaa]I pCUCIIT Ha U3TrOTOBJICHHUC.

1. VYkaxxute 0COOEHHOCTH TEXHOJIOTHH MHOTOKOMIIOHEHTHOT'O BOJIHOTO U3BJICUEHUSI.
2. YKa)XuTe CPOKU FOJHOCTH JaHHOIO IIpernapara.
3. HazoBute chlpheBble HCTOUYHUKU JHCTHEB CEHHBI U KOPBI KPYIIUHBI (JIATUHCKHUE U PYCCKUE

Ha3BaHMs). Kakue OMONIOrMYecKH axkTHBHBIE BEIECTBA COJAEPIKATCS B JaHHBIX BHIAX CHIPbs?
VYkaxute ux papMakoIOruyeckoe JeiicTBHE.

4. Onuimmre yciaoBHs XpaHEHUS U3TOTOBJIEHHOTO NIpenapara.

5. JlomycTMO JIM MCIIONIB30BAaHNE KOHLEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX CPEACTB
IIPY U3TOTOBJICHUU BOJHBIX W3BJICUEHUH U3 JIEKAPCTBEHHOTO pacTuTeNbHOro chipbs (JIPC)?

IIpasunvhoviti omeem:



1.BoaHble W3BJICYEHHS] U3 JIGKAPCTBEHHOTO PACTUTEIBHOTO CHIPhs, TPEOYIOIIET0 OJWHAKOBOTO
peXuMa SKCTPaKLUHMH, OOYCIOBICHHOTO (PU3UKO-XHUMUYECKUMHU CBOICTBAMH JEUCTBYIOIIMX H
COITYTCTBYIOIIMX BEIIECTB PACTEHU, U3rOTABIMBAIOT B OJHOM HH()DYHAMPHOM CTakaHe 0e3 ydyeTa
aHATOMO-MOP(OJOTUYECKON CTPYKTYphl ChIphsi. OOBEM BOIBl OYHILEHHON pPacCUUTHIBAIOT, C
UCTIOJIb30BAaHUEM COOTBETCTBYIOMUX KO(D(PHUIIMEHTOB BOIOTIOTIONICHHUS.

MHOTrOKOMIIOHEHTHBIE  BOJHBIE M3BJCUEHUS U3 JIEKAPCTBEHHOT'O PACTUTEIBHOTO  CHIPhS,
TPEOYIOIIETO PA3JIMYHBIX PEXKUMOB SKCTPAKIUU, M3TOTABIMUBAIOT Pa3ACNIbHO, HCHOIb3YyS JUIs
9KCTPaKIMU MAaKCUMAaJIbHO BO3MOKHBIM 00bEM BOJIbI OUUIIIEHHON, HO HE MEHEE YeM JECATHUKPATHBIN
M0 OTHOIICHUIO K MAacCe ChIPhSI.

2.JlanHOE BOJHOE M3BIIEYEHUE TPEOYeT pa3HBIX PEKHMOB IKCTPAaKUUU. M3 THCTHEB CEHHBI TOTOBAT
HACTOM € MOJIHBIM OXJIAXKIEHHUEM, U3 KOPHEN KPYIINHBI — OTBap 0€3 OXJIaKICHUS.

B coorBerctBum ¢ mpukazom M3 P® ot 22.05.2023 1. Ne 249 «OO0 yTBep:KIECHHH NpPaBUI
U3TOTOBJICHUSI U OTITYCKa JIEKAPCTBEHHBIX MPENapaToB JJIs MEIUIIMHCKOTO MPUMEHEHUS allTeYHbIMU
OpraHu3alUsIMH, UMCEIOIUMH JIMICH3UI0 Ha (HapMaleBTHUECKYIO NESATEIBHOCTHY» CPOK T'OJHOCTH
HACTOEB M OTBApOB HE Ooiiee 2 CyTOK

3.Cassia acutifolia — xaccust ocTpoIUCTHAs, aHTPALIEHIIPOM3BOIHbBIE — ceHHO3uabl A u B. Frangula
alnus — xkpymuHa OJBXOBHIHAS, AaHTPAILCHIIPOM3BOAHBIE — (paHrynapo3un, (QpaHrysvH,
bpaHryna’MoIuH.

Oxka3bIBatoT c1aduTENbHOE IEHCTBUE.

4.B cooterctBuu ¢ TpeboBanusimu ODC.1.4.1.0018 «Hactou u otBapei» ['® XV xpanenue
HACTOEB U OTBAPOB OCYILECTBIISIETCS TP TemriepaType oT 2 A0 8°C, B 3alIUIIIEHHOM OT CBETa MECTE.
5.B coorBerctBHM ¢ ODPC.1.4.1.0018 «Hactom m otBapel» ['® XV npu U3roTOBJICHHH BOJIHBIX
u3pneueHnii w3 JIPC He jomyckaercs WCHOJNB30BAHWE KOHIEHTPHPOBAHHBIX PAaCTBOPOB
JICKapPCTBEHHBIX CPE/ICTB.

3ananue 47. CuryalioHHas 3aa4a

B anTeke ropojackoil KIMHHYECKOH OOJBHHIBI TOTOBWJIM PACTBOP TIFOKO3bI M30TOHHMYECKHU IS
UHQY3HH.

B accucreHTCKON-acenTHYECKON 3aKOHUMIIACh CYOCTaHIMs TioKo3bl. dapmaieBT, paboTaromuil B
aCeNTHYECKOM OJIOKE, IOMPOCHIT KOJUIETY IMPUHECTH U3 aCCUCTEHTCKOM IITAHTJIAC C TITIOKO30M.

1. Jlaiite onpeneneHue pacTBOPOB I HHPY3Hil.

2. llepeuncnute TOMOIHUTENbHBIE TPEOOBAHUS K MH(Y3UOHHBIM PacTBOPaM, U3TOTABINBAEMbIM

B alTeKax.

Onuenute neiictBus gpapmarieBra. OTBET 000CHYHTE.

VYkaxuTe 0COOCHHOCTH TEXHOJIOTUH PACTBOPOB TIIFOKO3bI ISl UHBEKINI U UHPY3Hil.

5. VkaxuTe MakCUMaJbHBbIH 00bEM MHBEKIIMOHHBIX ¥ MH()Y3MOHHBIX PACTBOPOB, JTOMYCTUMBIHA
JUTSL CTEPUIIN3ALINN.

~ow

Ilpasunvnwviii omeem:
1. PactBop mna uHOy3uit (cormacHo O®PC.1.4.1.0007.15 «JlekapcTBeHHBIe (OpMBI IS
napeHTepaibHoro npumeHenus» ['® XV) — BomHbI pacTBOp JIsi BHYTPUCOCYIUCTOTO BBEICHHS
oobemoM 100 M u Gonee.
2. B cootBerctBuu ¢ TpeboBanusiMu OPC.1.0006 «CrepuibHble JIE€KapCTBEHHBIE NpEnapaThl
anteyHoro wusroropieHus’» ['D XV, NOMOTHUTETBHBIMH TpPEeOOBAHUSAMM JJISI W3TOTOBJIEHHBIX
MH(QY3UOHHBIX  PAaCTBOPOB  SBIAIOTCS: H30TOHUYHOCTh, HW3O0THJPHUYHOCTb, H30MOHUYHOCTD,
U30BSA3KOCTbD.

N3rotoBneHHble MHbEKIIMOHHBIE U UH(DY3HOHHBIE PaCTBOPHI TOJIKHBI OBITH:

. CBOOOIHBI OT MEXaHUYECKHX MPUMECei;
. MIPO3PAYHBL;
. CTaOUJIbHBIL,
. CTCPUJIBHBL

® AIlIMPOrCHHBI.



3. B cootBerctBun ¢ '@ XV 1151 M3rOTOBIEHUS! HHBEKIIMOHHBIX ¥ UH()Y3MOHHBIX MPENapaToB
UCIONB3YIOT CYOCTaHLIMM, NPOMICANINE HWCHOBITaHUS Ha OaKTepHalbHblEe HHAOTOKCHHBI WJIU
nuporenbl. K cyOCTaHIIUsAM, WCIOJB3YEMBIM JIJIsi M3TOTOBICHHS JICKAPCTBEHHBIX MPENapaToB s
BHYTPEHHET0 UM HAapY»KHOTO MPUMEHEHUs, JaHHbIe TpeOOoBaHus He MpeabsaBistoTcs. [loatomy onun
HE MOT'YT OBITh HCIIOJB30BAHBI JJII U3TOTOBJICHUS PACTBOPOB IS MHBEKIIUN WA HHPY3UH.

4, Hcnonp3yercs crabminzarop mnpu npurotosieHun (Cradunmuzartop Beiibenst 5 % ot obuero
00bemMa HE3aBUCUMO OT KOHLIEHTPALUH).

B coorBerctBum ¢ O®C.1.0006 «CtepuibHble JEKapCTBEHHBIC Mpenaparbl  anTeYHOro
uzrorosneHusn» ['® XV, pacTBOpPHI ITIOKO3b6I HEOOXOIUMO CTAOMIIM3UPOBATh PACTBOPOM  KHCIIOTHI
xyopucroBogopoaroi 0,1 M u Harpus xmopunoMm. HeoOxoaum mepecueT rIFoKO3bl 0e3BOAHON Ha
[UIIOKO3Y BOJIHYIO C YYETOM BJIQKHOCTH.

3.HeoO6xonumMo TpoBepsATh KOJIMYECTBEHHOE COJAEp)KAaHHE TJIOKO3BI /0 W IOCIE CTePUIM3ALUU.
CopepxaHue TJIIOKO3bI JOJDKHO OBbITh oOAuHakoBO. HeoOxomumo coBepuiaTh MPOBEPKY Ha
OTCYTCTBHE MEXaHMUYECKHUX BKIIOYEHMH 10 W mocie crepuwin3auuu. [IpoBepky coBepiiaroT Ha
yepHOM (poHe.

5. B coorBerctBun ¢ O®C.1.0006 «CrepuibHble JIEKQpCTBEHHBIC TMpEMapaThl AanTeYHOIO
uzrotoieHus» '@ XV «He nmomyckatorcs crepunuzanusi pacTBopoB obdbemoM Oosiee 1 nutpa u
MOBTOPHAS CTEPHIIM3ALNSA UHBEKIMOHHBIX U UH(Y3MOHHBIX PACTBOPOBY.

3ananue 48. CuryalionHas 3agada

B MYHUIUMIIAJIBHYIO aIlITCKY ropoaa N O6paTI/IJ'IaCB JKCHIIMHA C pCHCIITOM OT Bpadad- HCBPOJIOIa Ha
W3rOTOBJICHHE MUKCTYpHI KBatepa is e€ pedeHka 3 JIeT 1Mo CIeAYIONISH MPOTIHCH:

Rp.: Infusi rhizomatis cum radicibus Valerianae ex 10,0

Infusi foliorum Menthae ex 4,0- 200ml

Coffeini-natrii benzoatis 0,4

Natrii bromidi 3,0

Magnesii sulfatis 0,8

M.D.S. Ilo 1 crosoBoii n0oxKe 3 pa3a B ICHb.

1. [IpuBenuTe YaCTHYIO TEXHOJIOTHIO U3TOTOBJICHHSI MUKCTYphI KBartepa.

2. Hanummre nuiieByo u 000pOTHYIO CTOPOHY MAcMopTa MUCbMEHHOTO KOHTPOJIS.

3. VKaXuTe STUKETKH U TPEeAYNpEAUTENIbHBIC HAIAIMUCH, HEOOXOIWMbIe g OGhOPMIICHUS
dakoHa g OTIyCKA.

4. Vkaxure papmakosiornueckoe aeicTere MUKCTypsl KBarepa.

5. [Ipennoxxute ananoru MUKCTYpbl KBatepa s nereit 3 et U3 anTeuHOro acCOPTUMEHTA.

Ipasunvhwiii omseem:

1. N3roroBiaeHre MHOIOKOMIIOHEHTHBIX BOAHBIX M3BJICUEHHUI U3 CBHIPbS, COJEPIKAIIEr0 OHY U
Ty K€ TPYIIy OMOJIOTMYECKMX AKTHBHBIX BEIECTB, HE3aBUCHUMO OT T'MCTOJIOTMYECKON CTPYKTYpHI
TOTOBSIT OJTHOBPEMEHHO.

W3Bneyenus u3 kopHeBuil U kopHeii Banepuansl (KBII = 2,9) u mucteeB matel (KBIT = 2,4) rotoBsT
OJIHOBPEMEHHO, TaK KaK TpeOyeTcsi OIMHAKOBBII pexXUM dKCTpakUuu. Bosibl B TaHHOM ciy4yae OepyT:
200 + (10,0%2,9) + (4,0x2,4) = 238,6 mu = 239 mi.

H3rotoBneHHoe wu3BIeYeHUEe (GUIBTPYIOT B mojacTaBKy, pactBopsitoT 0,4 r kodewHa- HaATpus
6enzoata, 3 r Harpus Opomuna, 0,8 T Maruus cyib(ara Ipu NEpeMEeIMBaHUN U (QUIBTPYIOT BO
(bIakoH I OTIyCKa.

2. Ob6opotHas cropona [ITK

KBII kopHeBui ¢ kopHsaMu Basiepuansl = 2,9 KBII nucteeB Mt = 2,4

Bogpt ounmiennoit: 200 + (10,0 x 2,9) + (4,0 x2,4) = 238,6 mur = 239 mn

JInuesas cropona I1IIK

Harta Ne penenta



Rhiz. cum rad. Valerianae 10,0

Fol. Menthae 4,0

Aquae purificatae 239 ml

Infusi rhiz. cum rad. Valerianae et fol. Menthae ad200mi

Coffeini-natrii benzoatis 0,4

Natrii bromidi 3,0

Magnesii sulfatis 0,8

V =200 ml

[IpuroroBui (moamnuco)

[IpoBepuin (moanuce)

3. CormacHo mnpukazy M3 P® ot 22.05.2023 r. Noe 249 «OO0 yTBEpKIECHUU TIPABUI
M3TOTOBJICHHS U OTITYCKa JICKAPCTBEHHBIX MPENapaToB i MEAUIIMHCKOTO IPUMEHEHUS allTeUHbIMU
OpraHu3aIsIMH, UMEIOIMMU JINLEH3UIO Ha (hapMalleBTUUECKYIO AEITeIbHOCTD)

Ha ¢rakoHe aiist OTIycKa JOKHBI OBITh CICIYIOIINE STUKETKH:

«Mukctypa», «BHyTpeHHEE».

[IpenynpenurenbHbie HAUCH:

«XpaHuTh B mpoxiagHoM Mmectey». «llepen ymoTpeOiieHneM B30anTHIBaTh». A TaKKe YKa3bIBalOT
HOMED perenTa.

4. Muxkcrypa KBarepa oOnamaer cemaTUBHBIM JeiicTBHEM. 3a cHET COJepKaHUs cyibdaTa
Maraust MUKCTypa KBarepa o0maiaeT mpoTHBOCYIOPOKHBIM dPHEKTOM.

Hcnone3yeTcss mpu HEBpPO3ax pa3HOM JTHOJNOTHH, JIETKOM ¢dopMe HEBpaCTeHHH, KOTOpPas

CONIPOBOXKIAETCS ~ TPEBOTOH,  CTpaxoM,  TOBBIICHHOH  yTOMIISIEMOCTbIO,  OECCOHHHIIA,
BEreTOCOCYAUCTAask JUCTOHUSI.
S. TeHnoTeH AeTCKUil (HEBPOTUYECKHE U HEBPO3OIOA00HBIE PACCTPOICTBA, COMTPOBOKIAIOIIUECS

MOBBIIICHHOW BO30YIMMOCTBIO, Pa3ApaXKUTEIBHOCTBIO, TPEBOTOW, HApPYIIEHWEM TOBEICHUS U
BHUMAaHMSI, BEr€TATUBHBIMHU PACCTPOMCTBAMHU).

I'matnme  (pasnuyHble  QYHKIMOHAIBHBIE H OpPraHWYecKUe 3a00JICBaHUS HEPBHOW CHCTEMBI,
COMPOBOXKAAIOIINECS  TMOBBIMIEHHON  BO30YIUMOCTHIO, 3MOIMOHANBHOM  HECTaOMJIBHOCTHIO,
CHIDKEHHEM YMCTBEHHOW pabOTOCIOCOOHOCTHM W HApyIICHHEM CHA: HEBPO3bI, HEBPO30MOAOOHBIC
COCTOSTHUS ¥ BET€TOCOCYIUCTAsl IUCTOHUSI U JIp. ).

Hopmukung (roMeonmaTHYEeCKUW TMpenapar CrnocoOCTBYeT HOpPMaIM3alldd JETCKOTO0 CHa U
00JpCTBOBaHUs, yCTpaHseT OECCOHHHUIlY, TPEBOKHOCTb, TMOBBIIIEHHYIO  BO30YAMMOCTH,
Pa3IpaxuTETHHOCTD, IJITAKCUBOCTD).

3anmanue 49. CuryarioHHas 3a1ada

B antexy moctynui penent Ha U3roTOBJIEHUE JIEKAaPCTBEHHON (DOPMBI IO MPOTTUCH:
Rp.: Dibazoli

Papaverini hydrochloridi ana 0,02

Sacchari 0,3

M.f. pulv.

D.t.d Ne 10

S. ITo 1 nopomky 3 pa3a B IeHb BHYTpb.

1. JlaiiTe TeopeTHueckoe 000CHOBAHNE BBIITMCAHHOM JIEKAPCTBEHHOU (hopMe.

2. N3noxuTe cTannu TEXHOJIOTHYECKOTO MPOIEeCcca N3rOTOBIICHUS JIEKAPCTBEHHON (DOPMBI.

3. OdopmuTe nacnopT MMCbMEHHOT'O KOHTPOJISI HA IAHHYIO JIEKAPCTBEHHYIO (POpMY (JIUILIEBYIO U
000pOTHYIO CTOPOHBI).

4. [IpuBenuTe HOPMATHBHO-TIPABOBBIE AKTHI MO M3TOTOBJICHUIO JIEKAPCTBEHHOM (GOpPMBI H
OLIEHKY Ka4eCTBa N3TOTOBJIECHHOTO IIOPOIIIKA.

5. [Tepeuncnure TpeGOBaHMS K OGOPMICHHIO PEIENTOB M OTIMYCKY JaHHOTO JIEKAPCTBEHHOTO
nperapara.

IIpasunvuoiii omeem:
1. Breimucana TBepnmas nekapcTBeHHas (opma — TOPOIIOK CJIOXHBIA, TO3UPOBAHHBIA s



BHYTPEHHET0 IPUMEHEHUSI, BBIMMCAH PacIpeIeIUTENbHBIM ClIOCO00M. IHIpeAMEeHThl COBMECTHMBI.

2. Jluba3on w mnanaBepuHa TUAPOXJIOPUA SBJISIOTCS CHJIBHOICHCTBYIOIIMMHU BELIECTBAMH,
Tpebyercs nmposepka n03 BPJ/1=0,2 BC/1=0,6 P/1=0.04 C/1=0.12 du6a3on BP/1=0,05 r. P/ =0,006 r
BC1=0,15 r C/1=0,1 r Beibupaem ctynky Ne4 ,na BP-5 oTBemmBaem caxapa 3.0,3aTupaeM UM Mopsbl
CTYIIKH, TaK Kak OH sBnsiercs nHauddepentusim Bemectsom .Ha BP- 1 orBemuBaem 0,2 aubazona u
0,2 mamaBepuHa TUAPOXJIOPHAA, TMOMEIIAeM B CTYINKY M OJHOBPEMEHHO H3MeENbuaeM, a jajee
CMEIIMBAEM CO BCEM KOJMYECTBOM caxapa CO CTEHOK CTYNKH. 0 IOJYy4YEHHUS OJHOPOJHOIO
nopoiika. I[IpoBepsieM KayecTBO MOPOIIKOBONW MAacChl: HAJABIMBAEM IIECTUKOM, IMPU 3TOM B
yrayOleHnH He JOJDKHO OBITh OnecTsammx BKparuieHuid. [lopomkoByro Maccy no3upyem mo 0,34 Ha

10 1o3. YnakoBbIBaeM B BOLIEHBIE WK Napa@uHUpOBaHHbIE Karicyibl. [Topomiku ckiaapiBaem mo 3-5
LITYK ¥ IOMELIAEM B ITAKET.

3. OdopmiisiemM TUIEBYIO CTOPOHY HacropTa nucbkMeHHoro koutposs (ITTIK):

[Hara pen. Ne

Saccharum 3,0

Dibazolum 0,2

Papaverinihydrochloridum 0,2

Mob6m. = 3,3 m; =0,33 Ne 10

[TpuroroBui:

[Iposepuin:

O6opotHas ctopona I1I1K:

Mpu6azona=  0,02x10= 0,2

Mmnamnag. rugpoxi. = 0,02x10=0,2

Mcaxapa=0,3%10=3,0

Mob6m= 0,2+0,2+3,0= 3,4

M1=3,4:10= 0,34

4.00C.1.8.0001 - «JlexkapcTBeHHble mpemaparbl — anteyHoro  usrorosieHus» [d XV,
O0®C.1.4.1.0010.15-«ITopouiku» I'd XV, ODC.1.8.0005- «HecrepuibHble JE€KapCTBEHHbIE ITPeNapaThl
anTeYHOTO M3TOTOBJIICHUS B BHUJAE TBEPAbIX JiekapcTBeHHBIX (opm» ['d XV, Ilpukaz M3 PD ot
22.05.2023 1. Ne 2491 «OO0 yTBepKI€HUU MPABUI U3TOTOBJICHUS U OTIYCKA JIEKAPCTBEHHBIX MPEMapaToB
JUISL  MEIUIMHCKOTO MPUMEHEHMsI aNTeYHbIMM OpraHu3alusM{, WMEIOIMMHU JIMLEH3UI0 Ha
(apMaleBTUYECKYIO AEATEIbHOCTb)

Onenka kaueTna:

-IIpaBuIbHOCTH yMakoBKUM U OGOPMIICHHS: TOPOILIKM YIIaKOBaHBI B BOIIEHBIE KAICYNBI C y4ETOM
($u3-X1M CBOMCTB.

-OpraHoJjenTu4eckuii KOHTPOJIb: IBET O€JIbIi, BKYC TOpPbKOBaTHIHM, 03 3amaxa.

-OJTHOPOAHOCTH MOPOLIKOB: BU3YAJIbHO HE OOHAPYKUBAETCS OTJEJIbHBIX BUJAUMBIX YacCTHIL.
-[IncbMeHHBIN KOHTpOJBL 3aKirouaeTcss B npoBepke coorsercTBusa 3anuced BIIIIK u Ha penenre,

a TaKKe B MPaBUIILHOCTH IIPOU3BEIEHHBIX PACUETOB.

Ha IIIIK yka3siBaroT naty, Ne penenra

-KoHTponb npu oTIycke COOTBETCTBUSL:

. YnakoBKH - PU3UKO-XUMUYECKIM CBOMCTBAM,

. 103 — Bo3pacty 00IBHOTO,

. daMUIUM ¥ WHUIMAIOB OOJILHOTO HA pELeNTe, B CUTHAType, ATHKeTKe, Ne Ha perente,
CUTHATypEC, OSTUKETKE,

. OdopmieHne TeKapCTBEHHOTO CPEACTBA B COOTBETCTBUU C JCUCTBYIOIIMMH MPHKA3aMU:

JIOJDKHA OBITh HAKJIEEHAa COOTBETCTBYIOIIAs STUKETKA, MOJYEPKUBAIOIIAs LBETOM o0yt (opmy
Ha3HAYCHUS
-JlononauTensHO (pu3nUecKuil 1 OIPOCHBIN)

5.B cootBerctBuM ¢ [lpukazom MunuctepctBa 31paBooxpanenus Poccuiickoit denepanuu ot
24.11.2021 Ne 10941 "OG yrBepxnenun Ilopsinka Ha3HaueHMs JIEKAPCTBEHHBIX MpenapaTos, Gopm
peuenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Mpernapatsl, [lopsaka opopmiieHns yka3aHHBIX OJIaHKOB,
UX y4yeTa U XpaHeHHs, (opM OJaHKOB PELENTOB, COJACPKAIUX Ha3HAUEHHE HAPKOTHUYECKUX CPEJICTB
WIM TICUXOTPOIHBIX BeulecTB, [lopsiika UX W3rOTOBJIECHHUS, paclpeiesieHusl, perucTpaiuu, yuera u
XpaHeHus, a Takke [IpaBun opopmieHus OJaHKOB PEIENTOB, B TOM 4YUCIE B (OpPME IEKTPOHHBIX
JIOKYMEHTOB" NTaHHBIM Mpenapar BBINUCHIBAETCA Ha penentypHoM Omanke ¢opmbl Ne 107-1/y. Ha



OllaHKe CTaBUTCSA IITAMI MEAWIIMHCKOW OpraHW3alliud C yKa3aHuWeM ajpeca W TenedoHa, gara
Bbimucky, @.1.0. manuenTa 1 MEIUIIMHCKOTO PAaOOTHHUKA YKA3bIBAETCS MOJHOCTHIO, B Tpade Bo3pacT
YKa3bIBAETCS KOJMYECTBO IMOJHBIX JIeT. B rpade «Rp» yKkaspiBaeTcs: Ha JIATUHCKOM SI3BIKE
HauMmeHoBanue JII1 (MexayHapoaHOE HEMaTEeHTOBAHHOE WM TPYMIMPOBOYHOE, JTHOO TOPrOBOE), €ro
JO3UPOBKA, KOJMYECTBO; HA PYCCKOM HIIM PYCCKOM W HAIIMOHAIBHOM SI3bIKaX CHOCOO MPUMEHEHUs
JIEKapCTBEHHOT0 Tpernapara. Pemnent, moanuceiBaeTcss MEIUIIMHCKAM PaOOTHUKOM M 3aBEPSETCS €ro
JIMYHOHN MeYaThlo.

3ananue 50. CuryaronHas 3agada
B anTeky mocTymnui penent Ha U3TOTOBIICHUE JIEKAPCTBEHHOW (DOPMBI 110 TIPOTTUCH:

Rp: Sol. Pilocarpini hydrochloridi 1% - 10,0
D.S. I'mazubie kamm. [To 2 karum 3 pas3a B IeHb B 00a ri1a3a.

1. JlaiiTe TeopeTHYecKOe 000OCHOBAaHHUE BBIMMMCAHHOM JIEKAPCTBEHHOU (hopme.

2. W3noxure craguu TEXHOJOTHYECKOTO MTPOLIecca U3TOTOBIEHUS JIEKAPCTBEHHOU (DOPMBI.

3. OdopMuTe macmopT NUCbMEHHOTO KOHTPOJIS Ha TAaHHYIO JIEKAPCTBEHHYIO0 popMy (JIMLIEBYIO U
000pPOTHYIO CTOPOHBI).

4. [Tepeuncnure TpeGoBanus K 0HOPMIICHUIO peLIeTiTa Ha JaHHBIN JIEKApCTBEHHBIH Mpemnapar.

S. KoHTposib 1ipu OTITyCKE N3TOTOBJICHHBIX JIEKAPCTBEHHBIX MPETIAPaTOB.

Ipasunvnviti omeem:

1. Bremucana rma3Has JiekapcTBeHHas ¢opMa B BUAE BOJHOTO MCTUHHOTO PacTBOPA,
IpelHa3HaYeHHas! JUIsl MHCTWLISIUY B IJ1a3. ['J1a3Hble Kamiiu OTHOCATCS K JIEKapCTBEHHBIM (popmam
MECTHOTO IMPUMEHEHHUs. B cocTaB BXOAUT NMUIIOKapIIMHA THAPOXIIOPH]T — SIOBUTOE BELIECTBO, HO TAK
KaK JIEKapCTBEHHas popMa NpeHa3HaueHa JJisl Hapy>KHOTO IIPUMEHEHUS, 103bl HE ITPOBEPSIEM.

2. ['OTOBAT B acenTUYECKUX YCIOBUSX.

HsroroBnenue

CrepunbHbIM HWIMHAPOM OTMepuBaeM 10 M1 BOJIbI OUMIEHHON ¥ IPUMEPHO MOJIOBUHY NIEPEINBAEM
B mnojcTaBky. lIpoBuszop-texHosor mno TpeOoBaHHIO (QapMaleBTa I0OClie IMPOBEPKH pPacyeToB
orBemmBaeT 0,1 nmuiaokapnuHa TUAPOXJIOPHAA HA Becax AJiA SJOBUTHIX BEIIECTB B MPHUCYTCTBHH
(dapmalieBTa Ipy JBOIHOM KOHTpOJIE pPa3HOBECA U HA/ANKCH Ha LITaHTJIace.

[Iepenocut nunokapnuHa rupoxyaopu B nojacraBky. Ha Becax orsemmuBaem 0,07 Hatpus xsopuna,
IIEPEHOCHM B TIOJACTaBKy. PacTBopsiemM mnwiokapnuHa THUIPOXJIOPUI W HATPUS XJIOpUI TpPH
NepeMeIIMBaHNM W TIONYYEHHBIH pacTBOp (QUIbTpyeM uepe3 JBOMHON OyMaxHblil (QuibTp,
MPOMBITHIN BOJIOM OUHMIEHHON B ¢akoH sl oTmycka. Uepe3 3TOT ke (QuibTp QuiIbTpyem
OCTaBIIUICS 00BEM BOJIBI OUUIIIEHHON. DIaKOH 3aKphIBA€M PE3NHOBOM MPOOKOit

Kontpouns JIO

OTmaroT KamiMm Ha KaueCTBEHHBIM M KOJMYECTBEHHBIM aHalW3, IPOBEPSIOT HA OTCYTCTBHE
MEXaHUYECKUX BKIIFOUECHHM.

Ykynopka

®makoH ¢ PacTBOPOM YKYIOPHBAIOT PE3MHOBOM MTPOOKOW M METALTUYECKUM KOJIMTAYKOM TIOJ
oOkatky. Crepunusytot npu 120°C B TeueHue 8 MUHYT.

Odopmienne K OTIyCKy

@®nakoH O(QOPMIIAIOT ITHKETKOM PO30BOro IBeTa Ui TJIA3HBIX Kalejdb, Ha KOTOPOH YKa3bIBalOT
HoMepa anteku, penenta, ®MO OGonbHOro, crnocod npumenenus. Cpok rogHoctd 30 CyTOK.
HakneuBaroT npeaynpeauTenbHble STUKETKU: «XPAaHUTh B MPOXJIAJHOM M 3alIUIICHHOM OT CBETa
mecTey», «CTepuiibHO», «OO0paIaTrbcsi ¢ OCTOPOKHOCTBIO», «XPAHUTh B HEAOCTYMHOM OT JeTel
MECTe».

3. [IIK nunesas cropoHa

Hara Ne penenra

Aqguae purificatae 10 ml

Natrii chloridi 0,07
Pilocarpini hydrochloridi 0,1
V=10 ml



Sterilisatum! 120 °C - 8 mu=n.

[IpuroroBuin

[Iposepui

[ITK oGopoTHas cTtopoHa

1,0 nuitokapnuHa ruApoxiaopuaa sksuBaeHTeH 0,22 HaTpusl XJI0pHuaa

KomnuectBo NaCl, Heobxoaumoe st n30ToHHpOoBaHus 10 M1 BOJBI.

0,9 NaCl wuzoronup 100 mi BoabI

kommyectBo  NaCl, HeoOxomumoe s jgou3oToHMpoBaHus 1% pacTBopa MHMJIOKAapIIMHA
TUAPOXJIOPHIA.

0,09 -0,022 = 0,068 » 0,07 r

[Munokapnuna runpoxnopuga 0,1 r

Bongp! ouniniennoii 10 mi

OO0mmit 0o6vem 10,0 mi

4. [Munokapnuna rugpoxiopus He nomiexut [IKY u BeimuchIBaeTcsl Ha pelenTypHOM OJiaHKe
dopmer 107-1/y B cootBerctBum ¢ Ilpmkazom MunucTepcTBa 31paBooxpaneHust Poccuiickoi
Oenepannu ot 24.11.2021 Ne 1094n "OO6 yrBepxknenun llopsaka Ha3HauYeHUs JIEKApPCTBEHHBIX
npenapaToB, GOpM peLenTypHbIX OJaHKOB Ha JIEKapcTBEHHBIE mpemapatsl, [lopsaka odopmienus
YKa3aHHBIX OJIaHKOB, UX ydeTa M XpaHeHus, (opM OJIaHKOB PEIENTOB, COJAEPKAIINX HAa3HAYCHHE
HapKOTUYECKUX CPEJCTB WM ICUXOTPOMHBIX BellecTs, [lopsiaka uX U3roTOBICHUS, paclpeieIeHMs,
perucTpanuu, ydeta u XxpaHeHus, a takxke [IpaBun odopmiaeHus G1aHKOB PELeNTOB, B TOM YHCIE B
dbopmMe PIEKTPOHHBIX JOKYMEHTOB"

OO0s3aTenbHbIC PEKBU3UTHL: IITAMI MEIUIIMHCKON OpraHu3aliy ¢ yKazaHueM HaMMEHOBaHUs, ajipeca
u TenedoHa, nara Beimucku peuenta, PUO wmexn.pabotHuka (monHocthio), ®MO mnaunmenra
(MOTHOCTBIO), BO3pPACT MalMeHTa (KOJIWYECTBO MOJHBIX JieT), HauMmeHoBaHue JIII Ha maTmHCKOM
a3bike 10 MHH nnu rpynnupoBoyHOMY HaMMEHOBAHUIO, @ B CIIy4ae UX OTCYTCTBHUS IO TOPIrOBOMY
HAaUMEHOBAHMIO, JTO3UPOBKA, KOJIM4eCcTBO, crmocol® mpumenenus JIII, moanuce u nuyHas mnedyaTh
MEAMIMHCKOTO paboTHHUKA. J[0OMOIHUTENbHBIE PEKBU3UTHI HE IPELYCMOTPEHBDI.

S. CornacHo TtpeboBanusim  ODC.1.8.0001 - «JlekapcTBeHHBIE mpenaparbl aNTEYHOI'O
n3rotosieHus» ['@ XV KOHTPOIIO IIPU OTIYCKE JIEKAPCTBEHHBIX MPENApaTOB IOABEPrarOTCs BCE
U3TOTOBJICHHBIE JIEKAPCTBEHHBIE MpenapaTbl, B paMKax KOTOPOIrO IMPOBEPSIETCS COOTBETCTBHE: a)
YIIAaKOBKU JIEKapCTBEHHOTO IHpernapara (PU3MKO-XMMUYECKUM CBOWCTBAM, BXOJSIIUX B HEro
JIEKapCTBEHHBIX CPEJICTB; 0) yKa3aHHBIX B pelLeNTe WU TpeOOBAaHUM /103 HAPKOTHYECKUX CPEJICTB,
IICUXOTPOIHBIX, CUJIBHOJCHCTBYIOIIMX BEILIECTB BO3PACTy MAIMEHTa; B) PEKBU3UTOB pELEITA,
TpeOOBaHUS CBEIECHUSAM, YKa3aHHBIM Ha YIAaKOBKE M3TOTOBJIIEHHOTO JIEKAPCTBEHHOI'O Ipemnapara; T)
MapKUPOBKH JIEKAPCTBEHHOI'O Ipenapara TpeOoBaHUsAM. llpy BBISBIEHMHM OIHOTO M3 YKa3aHHBIX
HECOOTBETCTBMI M3TrOTOBJIEHHBIH JIEKapCTBEHHBIH Mpenapar He MOAJISKUT OTIIYCKY.

3amanne 51. CutyannoHHas 3aada

B peunenTtypHO-IpOM3BOJACTBEHHBIH OTAENT aNTEKH MOCTYNMJ PELENT, COJAEpKallUil CIIEIYyIOIyIo
MPOIIHCH:

Rp.: Infusi rad. Althaeae 200 ml

Natrii benzoatis 3,0

Sirupi simplicis 20 ml

Elixiris pectoralis 4 ml

M.D.S. TTo 1 necepTHOM ToXKKe 4 pa3a B ICHb.

[Tocne ¢apmaneBTUYECKON HSKCIEPTH3bl W TAKCHPOBKHU pEIENTa MPOBU30P-TEXHOIOT MOPYUUIT
M3TOTOBUTH JIEKAPCTBEHHBIN IpenapaTr MojioioMy (apMmaleBTy, KOTOPbI pacTBOPUI B MOJCTaBKE B
170 mu Boasl ounieHHO# 20 T' CyXOro 3KCTpaKTa-KOHIIEHTpATa KOPHS aiTes, MpoQUILTPOBAll Yyepes
TaMITOH BaThl BO (priakoHn, mo6asmn 30 ma 10% pactBopa HaTpusi 6eH30aTta, 4 MII IIUKCUPA TPYTHOTO
u 20 M1 cupona caxapHOro, MepemMenias, MPOBEepU Ha OTCYTCTBHE MEXAHMYECKUX BKIIOUEHUH U
0(QOpMUII K OTIYCKY 3TUKETKOW «MHUKCTypay,

«BHyTpeHHee» ¢ NmpeaynpeauTeIbHbIMU HAAMUCAMU: «XPaHUTh B MPOXJIATHOM, 3AUIUIIEHHOM OT
cBerta Mmecte», «llepen ymorpebieHueM B30aNThIBaTh», «XpaHUTh B HEJOCTYIIHOM MJisi JieTei



mMecTe». OdopMHUI MAacmOpT MUCEMEHHOTO KOHTPOJs. [IpoBH30p-TEXHOIOT MOCIE MHCHMEHHOTO,
(GU3NIECKOT0 W ONPOCHOTO  KOHTPOJISI  CAeNal  BBIBOA, YTO  HACTOM  HM3TOTOBJICH
HEY/IOBJICTBOPUTEIHHO, U PEKOMEHI0BAJl M3TOTOBUTH HOBBIH.

[Ipumeuanue:

KVYO narpus 6enzoara = 0,6 M/t

KVYO cyxoro skcTpakra koHueHnrpara aires = 0,61 mi/r;

K pacx. = 1,3 miu/T; tonmycTuMbie OTKJIOHEHUS 1715t 00bema cBbime 200 v - 1%.

1. HazoBuTe BO3MOXKHBIE BApHAHTHI U3TOTOBJIEHUS JAHHOTO JIEKAPCTBEHHOIO IIpeTapara.

2. CornmacHsl 1 Bbl ¢ BBIBOJOM IPOBH30pa-TEXHOJOra, 4YTO IIpenapaT H3rOTOBIEH
HeynoBieTBoputenbHo? OtBer aprymentupyiite. Odopmute 000pPOTHYIO CTOpPOHY TacmopTa
nucbMeHHoro koHTposts (I1T1K).

3. [IpuBenuTe mNpaBUIbHYIO TEXHOJIOTMIO W3TOTOBJIEHUS JIEKAPCTBEHHOrO IIpernapaTra IIo
PELENTYPHOM IPOIKUCH C UCIIOIB30BAHUEM CYXOI'0 DKCTPAKTa-KOHLIEHTPATA aJITes.

4. VYkaxure 0COOEHHOCTH M3TOTOBJICHHS JIEKAPCTBEHHOTO Iperapara 1o JaHHON perenTypHOR
IIPOIIUCH C UCIIOJIB30BAHUEM JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPbsl — KOPHEH aJITesl.

S. Odopmure obopotHyto U nuneByto cropons! [IIIK Ha naHHBIN JeKapCTBEHHBIN IMpemnapar,
M3TOTOBJICHHBIN U3 JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPbS.

IpasunvHuviti omseem:

1. BoaHoe u3BiIeUCHHE MOKHO M3TOTOBHTH M3 JIEKAPCTBEHHOTO PACTHTENBHOTO CHIPBS WM C
UCTIOJIb30BAHUEM CYXOT'0 SKCTPAKTa-KOHIICHTPaTa KOPHEH anresl.
2. Cornacen(na). BonHoe u3BieueHue U3 KOpPHEW anTes MPU OTCYTCTBUM YKa3aHUS MAaccChl

CBIpbsI ClIeZlyeT I'OTOBUTh B cooTHouleHuu 1:20, To ecth HykHO B34Th 10 I CyXOro skcTpakra-
xonueHrpara (1:1). Hapymen mnopsaok no0aBieHUS XHIKUX JICKAPCTBEHHBIX cpeicTB. OO0bEM
oOumii onpenenst mo perentypHoit nponucu. O6veM obmwmit = 200 ma + 20 ma + 4 v = 224 mi.
[Ipupoct 06BEMa OT pacTBOPEHHsI CyXOro IKCTpakTa — KoHmeHnTpara anres = 10,0 x 0,61 mu/r = 6,1
mi. JlomycTuMble OTKIIOHEHHS ig AaHHOTO oobeMa = 200%x1%/100% = 2 mu. CrienoBaTelbHO,
HEOOXOUMO Y4YeCTh IPUPOCT 00BEMA OT PACTBOPEHHUS CYXOro 3KCTpakTa KoHUeHTpara. O0beM
KOHIIEHTPUPOBAaHHOTO pacTBopa HaTpus 6en3zoata = 3,0x10 = 30 mi. O6seM Bogs! = 200 mi - 6,1 ma
-30 M1 = 163,9 M.

3. B nojcTraBke B paCCUNTAaHHOM KOJIMUECTBE BOABI OUMILEHHON pacTBOPSIEM PacTBOPsEM CyXOH
JKCTPaKT-KOHILIEHTpAT ajiTes, PUiIbTpyeM uepe3 TaMIOH BaThl B OTHYCKHOMU (iakoH, nobasisem 30
mi 10% pactBopa Hatpus O6eH3zoaTa. B oTnenbHOM mojactaBke cMemmBaeM 20Mi1 caxapHOTO cUporna
u 4 wmn rpyaHoro onukcupa. Bo  ¢uakoH mo0aBiseM YacTAMH [IPH  [TOCTOSTHHOM
nepeMeluBaHUU.,[IPOBEPSIOT Ha OTCYTCTBUE MEXaHUYECKUX BKIIOUEHHH, 0OPMIISIOT K OTITYCKY.

4. Oco0OeHHOCTH W3rOTOBJEHUS JNaHHOW JeK. ¢popmbl u3 JIPC: a) HacToil rOTOBAT XOJOIHBIM
crioco0oM 0e3 HarpeBaHusi, HACTAUBAIOT ITPU KOMHATHOH TemnepaTtype 30 MuH. 0) anTelHbli KOpeHb
TI0CJI€ W3BJICUCHHSI HE TMOJBEPraeTcsi OT)KUMaHHUIO, YTOOBI B TOTOBYIO CJIM3b HE IMOMall KpaxManl U
KJIETOYHBIE 3JIeMEHTHI; B) coryiacHo ['D HacToil ToToBAT B cooTHommeHuu 5:100; 1) yuuThbIBasi, 4yTo
HAcTOM roToBAT 0e3 oTkuManus, '@ pexomenayer Ha 100min Hactos OpaTh 6,5 cbipbs U 130 mu
BOJBI, T.€ yuuThIBaTh Kpacx=1,3.

5. Ob6opotras cropona IIIIK: V obmuit = 200 mn + 20 M + 4 mm = 224 mn macca
JeKapCTBEHHOTO pacTtuteiabHoro cbipbs = 10,0 x 1,3 mu/r = 13,0 06BEM Boab! ountienHoit = 200 mu

x 1,3 ma/r = 260 M nmpupocT 06beMa OT pacTBOpeHUs1 HaTpus Oenzoara = 3,0 x 0,6 mu/r = 1,8 mu
JOTYCTHMbBIE OTKJIOHEHUS JUIsi JaHHOTO 00beéMa = 224 mn X 1%/100% = 2,24 M, clieqoBaTelbHO
IpUPOCT 00bEMA OT PACTBOPEHUS HATpHs O€H30aTa HE YUUTHIBAIOT.

JIuuesas cropona IIIK:

Hara  Pement  Ne

Radicis Althaeae 13,0

Aquae purificatae 260 ml

Natrii  benzoatis 3,0

Sirupi simplicis 20 ml

Elixiris pectoralis 4 ml

V obmmii = 224 ma +/- 2,24 mn



IToamucwu.
3amanue 52. CuTyanoHHas 3a1a4a

B penentypHO-NpOU3BOJCTBEHHBIH OTIEN aNTeKU MOCTYMHJI PELENT, COIACpkKAIIUi CIIEeIYIONIIYIO
HPOIHUCH:

Rp.: Dibazoli 0,004

Papaverini hydrochloridi 0,02

Theobromini 0,2

M.f. pulv.

D.t.d Ne 10

S. Ilo 1 nmopomky 2 pa3sa B 1€Hb.

[IpoBu3op-TexHOIOT TOCHEe (DapMaANEBTUYECKONW JKCHEPTU3Bl pelenTa W TAKCUPOBKH IMOPYUUIT
W3rOTOBUTH JICKAPCTBEHHBIH Ipermapar MOJIOJOMY (GapMareBTy, KOTOPBIH clenan HeoOXOIMMbIe
pacu€Thl, U3rOTOBUJI MOPOIIKOBYIO CMECh, O()OPMHUII MACHOPT MHUCHMEHHOTO KOHTPOJI U OTAa] Ha
npoBepky. lIpu KonMM4YecTBEHHOM aHanM3e OBbUIO YCTAHOBJICHO, YTO COJIEp)KaHHE Iu0a3ona B
MOpomKax HEC YKIAAbIBACTCA B JOITYCTHUMBIC HOPMBI OTKJIOHEHUH.

[lpoBeneHue OMPOCHOTO KOHTPOJS TI0Ka3ajlo, 4YTO (apMmaleBT H3MeIbumi B crynke 2,0r
TeoOpomMuHa, momectuia B cTynky 0,04r aubaszosna, u3menbuui, cmemman, 1o6asuwn 0,2r namaBepuHa
THJIPOXJIOPH/IA, U3MENBYMI U CMEIIAN JI0 OJHOPOIHOCTH. [IpOBH30P-TEXHOJIOT CIeall BBIBOJI, YTO
IMMOPOIIKH U3TOTOBJICHBI HCYTOBJICTBOPUTCIIBHO, U PECKOMCHAOBAJI U3ITOTOBUTH UX BHOBbD.

1. JlaiiTe XapakTepUCTHKY JIEKapCTBEHHOU (hopme, TpUBEIEHHOH B IMPOIKCH.

2. CoracHbl I Ber ¢ BBIBOJOM MIPOBU30PA-TEXHOJIOTA, YTO
IpenapaT U3roTOBJIEH HEYAOBIETBOPUTENBbHO? OTBET apryMeHTHPYHTE.

3. Uro Takoe Tputypanusa? Koraa u ¢ Kakoil LIeJIbIO €€ UCIIONb3YOT?

4, Kak BBIOMPAIOT pa3BeieHUE TPUTYPALMH [TPH U3TOTOBJICHUH MTOPOIIKOB?

5. [IpuBeauTe NpaBUIBHYIO TEXHOJIOTHIO H3TOTOBIICHHUS TIOPOIIKA MO IPOMHUCH.

Ilpasunvrwviii omseem:

1. B peuenTe BblucaH CIOXKHBIA JO3MPOBAHHBIA MOPOILIOK JJIsl BHYTPEHHEro NpuMeHeHus. B
cootBercTBUU ¢ OPC.1.4.1.0010.15 «Ilopomkn» I'®d XV, mopomku - jekapcTBeHHas Qopma,
cocTosAlasl M3 TBEPABIX OTAEIbHBIX CYXHX 4YacTUL[ pPAa3JIMYHOM JAHUCHEpCHOCTH, o06Jaaaromias
CBOMCTBOM chiltydecTH. (OCOOEHHOCTh M3rOTOBJIEHUS CBs3aHA C COJEpKaHHEM auba3zona B
konmyectBe MeHee 0,05 © Ha BCIO TOPOIIKOBYIO MacCy, 4YTO HE IIO3BOJISIET OOECIeYuTh
OJTHOPOJTHOCTH CMECH M TOYHOCTbH €0 JI03UPOBAHMUS.

2. Ha, cornacha. [Ipenapat npuroToBieH HEYAOBIETBOPUTENIBHO, TaK KaK KOJINYECTBO 11U0a301a
Ha BCio Maccy nopoimika 0,04 ato meree yem 0,05, mo3TOMYy Hasl0 OBLIO UCIIONIB30BATH TPUTYPALHIO
(1:10).

3. Tputypauus — nmopourkoodpasHasi CMeCh SJOBHTOTO WIIH CHIIHOJCHCTBYIOIIErO BEIIECTBA C
uHM(p(HEepeHTHBIM HAMOJHUTENEM (Yallle ¢ MOJIOYHBIM caxapoM) B cooTHomeHuax 1:10 nim 1:100.

TpuTypannu HCIONB3YIOT, €CITU SIIOBUTOTO WJIM CHIIbHOJIEHCTBYOIIEro BemecTsa Boimucano 0,05 r
Y MEHEE Ha BCIO [TOPOIIKOBYIO Maccy.

Hcnonp30BaHue TPUTYpaIyil BBI3BAHO IBYMS IPUUMHAMMU:

- HEBO3MOYKHOCTb OTBECHUTD C JOCTATOYHOW TOYHOCTBIO HAaBECKY BellecTBa Maccoil menee 0,05 r Ha
PYUYHBIX OJTHOTPAaMMOBBIX Becax;

- HEBO3MOXXHOCTb PAaBHOMEPHOI'O pACIpPENEICHMs] Majoro KOJMYECTBAa BELIECTBA CIUCKA A WIH
cucka b B oOmeit mMacce mopomka. Mcmonp3oBaHue TpUTypamuu 00eCIeuynBaeT paBHOMEPHOE
pacripesielieHie Majoro KOJIMYEeCTBa SIJJOBUTOTO WJIM CUJIBHOAEHCTBYIOLIETO BELIECTBA B OOLIEH
Macce MOpoIIKa ¥ TOYHOCTh T03UPOBAHMUSL.

4. Bri0op pasBeneHus TPUTYpPALMU 3aBHCUT OT MacChl SAOBUTOIO MIIM CHIIBHOJIEHCTBYIOIIETO
BELIECTBA Ha BCE J03bI Nopolka. Eciau BemecTsa Beimucano B koaudectse 0,01-0,05 r, ucnons3yrot
tputypauuto 1:10, menee 0,01 r — Tputypanuro 1:100.

5. B crynke m3menbuaror 2,0 r TeoOpomuHa, 100aBisf0T M u3MenbdaoT 0,2 r mamnaBepuHa



THJIPOXJIOpHIa (COOTHOIICHHWE HWHTrpeaneHToB He mnpesBbimaer 1:20), 3arem noGammsior 0,4 T
tputypanuu aubazona (1:10), Bce cMmemHMBarOT 10 OJHOPOAHOCTH. IIpOBEpPSAIOT OJHOPOIHOCTH
cmecu. [losupyror mo 0,26 r uyuciom 10 U ymakoBHIBAIOT B BOIIEHBIE WM NapadUHHUPOBAHHBIC
KaIcyJibl 1 KOpoOKy miu nakeT. OGopMIIIOT K OTIYCKY.

3amanue 53. CuTyanroHHas 3a1a4a

B penentypHO-pOM3BOACTBEHHBIN OTIEN ANTEKH ITOCTYINWI PELENT, COACPXKAIIMH CIEAYIOUIYIO
IIPOIIKCH:
Rp.: Laevomycetini 2,5

Acidi salicylici 1,0

Spiritus aethylici 70 % 50 mu

M.D.S. Ilpu rHOWHUYKOBBIX 3200JIEBaHUIX KOXKH.
[TpoBU30p-TEXHONOr MOCE IMPEIBAPUTEIBHOM  (apMaleBTUUECKOM HKCHEepTH3bl U
TAaKCUPOBKU MOPYYMJI U3TOTOBUTH JIEKAPCTBEHHBIN Mpemapar MojoioMy ¢apmaneBty. ToT caenan
HE00X0AuMBbIe pacuyé€Thl, U3TOTOBHJI PacTBOp MO JAHHOW MPONMUCH, O(GOPMUI JIMLEBYIO CTOPOHY
IIaCIIOPTA MUCbMEHHOT0 KOHTPOJIS M OTJAJ IIPOBU30PY-TEXHOJIOTY Ha IIPOBEPKY.
[Ipu mpoBeneHNUU OMPOCHOTO KOHTPOJIS BBIICHWIOCH, YTO (hapMaleBT M3TOTOBHII JIGKAPCTBEHHYIO
¢dopMy B acCHCTEHTCKON KOMHaTe. B cTymKy moMmecTus JIEBOMHUIETHH, KHCIOTY CAJIMLUIOBYIO U
m3Menbumil. [IpomsBen paszOamieHue sTaHosa, cmemaB 36,5mn 96% crnupra u 13,5Mi Bozbl
OYMILEHHOM. BHeC 1Mo 4acTsiM BOAHO-CIIMPTOBYIO CMECh B CTYIIKYy, cMeman. PacTBop nepeHec BO
¢u1akoH Ju1s oTITycKa TeMHoro crekia. Odopmui sTukeTkoit «HapysxHoey,
«XpaHUTh B NPOXJAJZHOM MeCTe», «XpaHUTh B 3alIMILNCHHOM OT CBETa MeCTe», «XpaHUTh B
HEJIOCTYIHOM JuIs JieTell Mecte». Ha obopote penenta ykazan yd€THOE KOJIMYECTBO CIIUPTA, BHITUCAT
curHatypy. [IpoBH30p-TEXHOIIOT CAENa BBIBO, YTO IPENapaT U3rO0TOBJIEH HEYAOBIETBOPUTEIIBHO.

1. JlaiiTe XapakTepUCTHKY JEKapCTBEHHOH (Gopme, mpuBeAeHHON B peuentypHoil nponucu. C yem
CBsI3aHbl 0COOEHHOCTH €€ U3rOTOBJICHUS U 0()OPMIIEHUS K OTIYCKY?

2. CormacHpl 1M Bbl ¢ BBIBOJOM IHPOBH30pa-TEXHOJIOTA, 4YTO IIpernapar M3rOTOBJIECH

HEYIOBIETBOPUTENbHO? OTBET apryMEHTHPYHTE.

Kak paccuntbiBatoT ¢pakTuyeckuii 00beM pacTBOpa U KOJIWYECTBO CIUpTA AJisl yuéTa?

[TpuBennTe NPaBUIBHYIO TEXHOJIOTHIO PACTBOpA MO AAHHOM MPOIMCH.

[lepeuncnure COUPTOBBIE PACTBOPHI, BBIITyCKaeMble (hapMalieBTHUECKON MPOMBIIUIEHHOCTbIO (HE

MeHee TPEX).

g w

Ilpasunvuviii omeem:

1. B penente mnpomnucaHa jkujkas JeKapcTBEHHas gopma Il HApy>KHOTO NPHUMEHEHUs —
CIIUPTOBOM pPAacTBOp CJIOXKHOTO COCTaBa, HE BBIIYCKAEMBI IPOMBIIUIEHHOCTHI0. CIMpPTOBBIE
pacTBOpBI TOTOBSIT MaccO-OOBbEMHBIM CIIOCOOOM MpsIMO BO (DJIakOH JUIsl OTIYCKa, TaK Kak

pacTBOPUTENb — JIeTydast )KUJIKOCTh. OCOOEHHOCTH M3TOTOBJICHHUS CBSI3aHBI C HATMYUEM B TIPOMTUCH
AHTUOMOTHKA, HEBOJHOTO JIETY4ero pacTBOPUTENS, a TakKe SIBJICHUS  KOHTPAKIIHH,
COMpPOBOXKAAIONIEr0 pa3zbaBieHue sSTaHona. OdopmieHHe K OTHYCKy OOYCIOBJIEHO MpeIMEeTHO-
KOJIMYECTBEHHBIM YYETOM CIIUPTA STUIIOBOTO.

2. Ha, cormacHa(eH). M3roroBieHue HEYIOBIECTBOPUTEIHHOE TO CIEAYIOIUM TMPUIHHAM.
Hanmnume B mpommcu aHTHOMOTHKA — JICBOMHIICTHHA OOYCIIOBJIIMBAET WM3TOTOBJICHHE Ipernapara B
ACENTHYECKUX YCIOBUSX. DTAHOI SIBISIETCS JIETYYUM PACTBOPUTENIEM, MIOATOMY H3-3a MOTEPh €ro He
clemyeT MoMeniaTh B CTYINKY, a TOJBKO - BO (UIaKOH It OTIycKa. [IpomnucanHpie JeKapCTBEHHBIS
BEIIIECTBA JIETKO PACTBOPUMBI B 3TaHOJIE U HE TPeOYIOT m3MenpdeHus B ctymnke. [Ipu pazbaBneHun
CIMpTa HAOMIOAACTCS SBJIICHUE KOHTPAKIMH, (CyMMa 00b€MOB MCIOJIB30BAHHOTO KPETKOTO CIUPTA U
BOJIbI OYHILIEHHOW TOMKHA OBITH OombIrie 50 M).

3. dakTudeckuii 00beM JAHHOTO CIIHPTOBOTO pacTBopa Ooibire 50 M, 9TO 00YCIOBICHO
pacTBOPEHHEM TBEPJBIX BEUIECTB, CyMMapHOE COJAep)KaHHe KOTOpbIX mpeBbimaeT 3%. OO0bem
pacTBopa CKJaJAbIBaeTcsi U3 o00beMa CHUpTa 3TUJIOBOIO U MPOU3ZBEACHHUH MacChl KaXJ0TO
JIEKapCTBEHHOTO BEIECTBA Ha ero kod(pQuimeHt yBenudyeHus oObema. Maccy HCIOIB30BaHHOTO
CIIUPTa YYETHOW KOHIIEHTPAIIMU OTPAKAIOT Ha 000OpOTE perenTta B COOTBETCTBUU ¢ AaHHBIMH (I'D



XV) uinu maccy CnupTa y4YeTHON KOHIIGHTPAlMM HAaXOIAT MyTEeM YMHOXKEHHUS ero oObema Ha
mioTHOCTE. B mannoit JI® ornymeno 29,45 criupra strnoBoro 96%.

4. B acenTuueckux yciaoBHSX B CTEpUIIbHBINA (DJIAKOH ISl OTHYCKa U3 CBETO3AIUTHOTO CTEKJIa
MOMEIIAIOT OTBEIIEHHOE KOJUYECTBO JICBOMUIIETHA U CATHUIIMIIOBOM KUCIOTHL. B MEepHOM IuuHIpe
IpoBOIAT pa3daBieHue Bogon 96% coupra 10 nomxydenust 50 mu 70% cnupra, KOTOPBI BHOCAT BO
dnakon nns ormycka. DIaKoOH YKYNOPHUBAIOT, JIEKapCTBEHHBIE BEIIECTBA PACTBOPSIOT IPHU
B30anThIBaHUU. KOHTPOIMPYIOT MOJHOTY PAacTBOPEHUS U OTCYTCTBHE MEXAaHWUYECKHX BKIIFOUCHUH.
O opMIISIOT K OTITYCKY.

S. PactBop kucnotel canmumiioBoit 1 wim 2%, pactBop kuciaotsl 6opHoit 3%, pactBop Hoxaa 5%,
pactBop @ypanununa 1:1500, MenoBaszuu u ap.

3amanne 54. CuTyanoHHas 3a1a4a

B peuentypHO-ITpOM3BOACTBEHHBIN OTAEN ANTEKU IMOCTYNHI PEUENT, COAEPM AIIUI CIEIYIOLIYIO
MPOIIHCH:
Rp: Anaesthesini 1,5

Methyluracili

Sol. Vitamini E oleosae 5% ana 5,0

Ol. Helianthi ad 100,0

M. D. S. Jlinsg TaMnoHOB.
[IpoBuU30p-TEXHOJIOT TIOC]IE MpPENBAPUTENILHON (hapMalleBTUUECKON 3KCHEPTHU3bl U TaKCUPOBKHU
MOpPYYMJI M3TOTOBHUTH STOT JICKAPCTBEHHBIN mpemapar Moioaomy (apmaneBty. Tor caeman
HEOOXOUMBIE PacuéThl, OBICTPO M3TOTOBHII JIEKAPCTBEHHYIO (opMy, 0OPMIII JIMIEBYIO CTOPOHY
MacropTa MUCbMEHHOI'O KOHTPOJIS U OTJaj MPOBU30PY-TEXHOJOTY Ha mpoBepKy. [lpu npoBenenuun
OMPOCHOTO KOHTPOJISI BBISICHWIOCH, 4TO (hapMameBT MOMecTWa BO (akoH Juisi oTmycka 1,5
aHecte3uHa, 5,0 metwiypanuia, 5 mi pactsopa Butamuna E u 100,0 noaconneynoro macna. @iaakoH
YKYIIOPWJI U HAarpen Ha BOZASHOHN Oane. JlekapcTBeHHBIN mpenapaT oOpMIIT K OTIIYCKY 3TUKETKOMH
«HapyxHoe». [IpoBu3op-TexHonor caenan BBIBO/I, 4TO npenapar M3TOTOBJICH
HEYJI0BIIETBOPUTEIIBHO.

1. Kakas nexapctBeHHas ¢opma npuBeaeHa B nponucu? OxapakTepu3ynTe €€ Kak JUCTIEPCHYIO
CUCTEMY.

2. B dem cocrout mpaBmwio mpod. HllepsaruHa,  ucnoiap3yemoe  Opu  (OPMHUPOBAHUU
CYCIIEH3MOHHBIX CUCTEM?

3. CornacHsl 1 BBl ¢ BEIBOJIOM ITPOBU30pA-TEXHOJIOTa, YTONIPENIapaT  HM3TOTOBJICH

HEYJOBJIETBOPUTEIBHO? OTBET apryMEHTUPYNTE.

KakoBa panyioHanbHasi TEXHOJIOTHS JIEKApCTBEHHOU (hOpMBI?

Kakue BHIBI BHYTPHAIITEYHOIO KOHTPOJISI HUCIOJIB3YIOTCA IPHU OLICHKE KadyecTBa JTAHHOTO

npenapara?

o &

Ilpasunvnwviii omeem:

1. B peuente npomnucana gekapcTBeHHas (opMma sl HAPYKHOTO IMPUMEHEHHUs CII0KHOTO
cocTaBa, KOMOMHUPOBAHHBIN JIMHUMEHT, TaK KaK MaclIHbII pacTBOp BuTaMuHa E cMemmBaercs

C IOJICOJIHEYHBIM MacioM, AHECTE3UH PacTBOPUM B IOJACOJHEYHOM Macie 1:50 (romoreHHas
cucrtema), Metuypamui He paCTBOPUM B Maciie U 00pa3yeT CyCleH3HIO.

2. «/Ins  momydeHMsT TOHKO M3MEJNBUEHHOIO JIEKAPDCTBEHHOI'O  BEUIECTBA IPU €0
JTUCIIEPrUPOBAHUU PEKOMEHIYETCSl J00aBISATh PacCTBOPUTENb B MOJOBUHHOM KOJUYECTBE OT MacChl
M3MEJIbYAEMOT0 JIEKAPCTBEHHOT'O BEILIECTBAY»

3. Ha, cornacHa(en). I3roToBieHne HEYAOBIETBOPUTENBHOE TI0 CIEIYIOIIUM IPUYHHAM.
Macnsubsiii pactBop BuTamuHa E no3upyercs mo macce BO (pylakoH Ui OTIyCKa, €ro He
ClIeZlyeT HarpeBaTh, YTOObI HE CHUXKATh CTaOUIBHOCTb.

AHECTE3WH U METUJIypalliiia MpeABapUTENIbHO HY)KHO U3MEIbUYUTh U PAaCTBOPUTH, MOJIYYUB U3 HEe
IyJIbIY.

HyxHo mpoBecTu pacueT KOJIMYecTBa Macia IMOACOIHEYHOTO C y4eTOM TOrO, YTO JIeKapCTBEHHas
¢dopma m3roraBnuBaercs mo macce (mpukaz M3 P® ot 22.05.2023 r. Ne 249u «O06 yTBepKIeHUU
IPaBWJI M3TOTOBJIEHUS M OTIYCKa JIEKAPCTBEHHBIX IPENnapaTroB JUIsl MEAULIHUHCKOIO MPUMEHEHMS



anTeYHBIMH OPTaHU3AIUAMU, UMEIOIIMMH JIMICH3UIO Ha (hapMaIleBTHUECKYIO ICSITCIBHOCTDY).

[Ipu otmycke mpemapaT JOHKEH OBbITh CHAOXEH JOMOJHUTEIBHBIMU TPEeAYHpeIUuTeIbHBIMU
HAJUCAMU: «XPAHUTH B MPOXJIATHOM, 3aIIUILEHHOM OT CBETa MECTE,

«Ilepen ynorpebiaeHnem B30aNTHIBATh, «XPAHUTH B HEAOCTYITHOM JUISI IETEH MECTe.

4. s Hadanma B CTYNKYy B3BeMIMBAKOT W gobaBisitor 1,5 AnecresmHa u 5,0 MeTwinypammia,
U3MEJBYAIOT, 3aTeM M0 npaBuiy JleparuHa g00aBisiOT B NOJOBUHHOM KOJIHYECTBE OT BCEH MAaCCHI
B3BEILIMBAEMbIX BEIIECTB, OCHOBBI Maciia [lonconneunoro, T.€. Ha 6,5 oOmIel Macchl MPUXOAUTHCS 3
MJI OCHOBBI, JOOABJISIFOT B CTYIIKY M moMemunBaroT, 100-3 mi-5 Ma=92, nanee 100aBISIOT OCTAIbHBIC
92 M1 Macia oICOJTHEYHOT'O U TOJIBKO B KOHIIE JOOABJISAIOT pacTBOp BUTamuHa E. 3areM momemaror
Bce B OTnyckHOM ¢uakoH. Odopmisiem stukerkoit «Hapyxknoe» um «llepen ymorpebiaeHueM
B300NTaTh», «XpaHUTh B HEIOCTYITHOM JJIs IETEH MecTe»

S. CornacHo OPC.1.8.0001 - «JlexkapcTBeHHbIE IpenapaThl aITEYHOTo U3rotosiaeHus» ['d XV
periaMeHTHPOBAHBI

O0s13aTenbHbIE BUABI KOHTPOJIS:

. IIUCbMEHHBIH KOHTPOJIb (MpOBEpPKAa COOTBETCTBUS 3alMCeld B IAaclopTe IHUCBbMEHHOIO
KOHTPOJIS TIPOIKCH B PELiENTe, IPABUIBHOCTH ITPOU3BEICHHBIX PAaCYETOB);

. OpPraHOJIEITUYECKUI KOHTPOJIb (ITPOBEpKa M0 MOKa3aTessiM OMKMCAHUE — BHEIIHUI BHJ, IBET,
3amax, OTCYTCTBHE BUIMMbBIX MEXaHWYECKUX BKIFOUCHHN);

. KOHTPOJIb TpPHU OTHYCKE (COOTBETCTBHE VYIAKOBKH (PU3UKO-XMMHUYECKHM  CBOHCTBAM

BXOJIIINX JICKAPCTBEHHBIX BEIIECTB, HOMEpa Ha pELEeNTe W HOMepa Ha OJTHUKEeTKe, (amuimum
0OJBPHOTO HA KBUTAHIMH, (HaMUIMM HA STUKETKEC W PEIENTe WIM €ro KOIHH, KOMUH pEeleNTOoB
MPOIKUCSAM PELIETITOB).

B kauecTBe BRIOOPOUYHOTO KOHTPOJIS MOKET OBITH IPOU3BEICHBDI:

. OIIPOCHBII
. buznvecKuit
. XUMHUYECKUMN

3amanue 55. CuTyanroHHas 3a71a4a

B penenTypHO-TIpOM3BOJICTBEHHBIA OT/AET aNTEKH TOCTYIHJI PEIENT, COJCPIKANIHI CIICIYIONIYIO
MPOIHUCH:

Rp.: Dimedroli 2,0

Acidi salicylici 5,0

Lanolini

Vaselini ana 50,0

M.D.S. Mas3b 1s pyK.

[TpoBU3Op-TEXHONOT TOCTE MPEABAPUTENHHON (hapMalleBTUYECKON HSKCHEPTU3bl U TaKCHUPOBKH
MOPYYHIT H3TOTOBHUTH ITOT JICKAPCTBEHHBIN MpernapaT Moo IoMy (apMaIieBTy.

Tor cneman HeoOXoIuUMBbIE pPacy€Thl, OBICTPO K3TOTOBHJ JIEKAPCTBEHHBIN MpemapaT MO JAaHHOMN
MPOIUCH, O(POPMHUIT JIMIIEBYIO CTOPOHY TMACIOpTa MHUCHMEHHOTO KOHTPOJSI W OTAANl TPOBU30PY
TEXHOJIOTY Ha MPOBEPKY.

[Ipu mpoBeneHUM OMPOCHOTO KOHTPOJS BBIACHWIOCH, YTO (papMarieBT momecTrsl B (HaphopoByrO
YalKy JaHOJIHH 0€3BOHBIN, Ba3eTIMH M HArpell CMECh Ha BOJSHOW OaHe 0 paciaBieHus. B crymke
U3METBYMIT JUMEIPOS M KUCIOTY caluuuioBylo. BHec B crynky cmech u3 (gaphopoBoil yamiku.
Cmemian v niepeHec Bo (prakoH OpaHKEBOTO CTEKIA. YKYMOPHI U OPOPMUI K OTIYCKY dTUKETKON
«HapyxxHoey, mpeaynpeauTeabHON HaIITUCKIO:

«XpaHUTh B MPOXJAJHOM, 3AIIUIICHHOM OT CBETa MecTe», «XpaHWUThb B HEJAOCTYITHOM JJs JeTel
MecTe». [IpoBH30P-TEXHOJIOT clieiall BBIBOI, YTO Ma3h H3TOTOBJICHA HEYIOBICTBOPUTEIILHO.
[Ipumeuanue: pacTBOpUMOCTh aumMenposna B Boje 1:0,35,

JIOMyCTUMBIE OTKJIOHEHHs B Macce Ma3u cBbiie 100,0 cocrasistor +/- 2%.

1. KakoBsl 001111e nmpaBuia BBEICHUS JIEKAPCTBEHHBIX BEIIECTB B Ma3€BbIE OCHOBBI?

2. Uro Takoe KOMOMHHPOBaHHBIE Ma3n?

3. OxapakTepu3yiTe MpUBEICHHYIO B IPOMUCH Ma3b KaK JUCIIEPCHYIO CUCTEMY.

4, Cormacuel 1 BBl C BBIBOJOM TPOBH30PA-TEXHOJOra, YTO TMpernapar H3TOTOBJICH

HEYJOBJIETBOPUTENBHO? OTBET apryMEHTUPYHTE.



5. IIpemioxuTe ONTUMAIBHBIM BApUAHT TEXHOJIOIMY U3TOTOBIICHHUS JIEKAPCTBEHHOTO IIpenapara
1o npuBeneHHON mporucu. OGopMuUTe IUIEBYIO CTOPOHY MacrnopTa muchbMeHHoro KouTpodis (ITT1K).

Ilpasunvruviii omseem:

1. JlekapCTBEHHBIC BEIIECTBA BBOJSAT B Ma3eBble OCHOBBHI B COOTBETCTBUU C HX (PHU3HKO-
XHUMUYECKHUMU

CBOMCTBaMM:

€CJIM JIEKapCTBEHHBIC BEIIECTBA PACTBOPUMBI B OCHOBE, TO BEIIECTBA JIMMOPUIBHOTO XapakTepa
pacTBOpSIIOT B PACIUIABIICHHOW OCHOBE;, BeHIeCTBA THAPOQPHIBHOTO XapakTepa pPacTBOPSIOT
HEIOCPEICTBEHHO B OCHOBE WJIM B MUHUMAJIbHOM KOJINYECTBE BOJIBI;

€CJIN JICKApPCTBEHHBIC BEIIECTBA HEPACTBOPUMBI HA B OCHOBE, HH B BOJIC, TO OHH

BBOJISATCS TI0 THUITY CYCIICH3UH C YYETOM CojepKaHus TBepAon ¢asbl: 10 5%, ot 5% mo 25%,

6omee 25%;

€CJIM JICKapCTBEHHBIC BEIIECTBA PACTBOPUMEI B BOJIC, HO HEPACTBOPUMBI B OCHOBE, TO UX

PacTBOPSIIOT B BOJIE C MOCIEIYIOIIMM dMYJIIUPOBAHUEM KOMIIOHEHTAMH OCHOBBI.

Cyxue W TYCThIe 3KCTPAKThl IPEABAPUTEIBLHO PACTHPAIOT C PaBHBIM KOJWYECTBOM CIIUPTO-BOJIHO-
IJIMLEPUHOBON CMECH.

2. KomOuHMpOBaHHBIE Ma3W — 3TO COYETAHUE HECKOJIBKUX THIIOB JIUCIIEPCHBIX CHCTEM,
00YCITOBJICHHOE Pa3IMIHBIMU (PU3HKO-XMMHYECKUMU CBOHCTBAMHU JIEKAPCTBEHHBIX BEIICCTB HPA3HBIM
CrocoO0OM UX BBEICHHUS B OCHOBY.

3. B penente mpormcaHa Msarkas JiekapcTBeHHas (Gopma s HapyKHOTO NMPUMEHEHHS -
rereporeHHasi KOMOMHUPOBAaHHAs Ma3b, COCTOSINAS U3 AIMYJIbCHOHHOM Maszu (AMMEIPOJ IMocie
pacTBOpeHUs B BOJIE 00pa3yeT Ma3b-3MYJIbCUIO) U CYCIICH3UOHHOMN Ma3u (CAIMIIMIIOBAs KUCIIOTA).

4, Ha, cornacua(en). U3rotoBneHue HeyA0BIECTBOPUTENHHOE IO CIEIYIOIIUM MPUYHHAM.
HeoOxoauMocTH B IUIABJICHUHA OCHOBBI HET.

CopepxaHue KHCIOTHI CaJIHMIMIOBOM B Ma3u COCTaBiseT MeHee 5%, MOITOMY €€ HYKHO
U3MEIBYHTH 10 MpaBwity [lepsruHa co BCIIOMOTaTEeNbHOW KHIKOCTBIO POJICTBEHHOW OCHOBE -
Ba3CJIMHOBBIM MAacJIOM B KOJIMYECTBE Y2 OT MAacChl M3MEIbYaeMOTO JICKAPCTBEHHOI'O BEIIECTBA.
Jlumenpon HEOOXOAMMO MPEABAPUTEIHHO PACTBOPUTH B BOJIE OYHIICHHOHM C YYCTOM
pPacTBOPUMOCTH.

5. B cTynky moMemnaroT OTBEMIEHHOE KOJIMYECTBO CATHITHIIOBOW KHCIOTHI, U3METBYA0T C

Ba3eIMHOBBIM MaclIoM (MIPUOTU3UTENHHO 2,5 T).

[To gactsim 106aBISIOT Ba3eNNH, CMEIIUBAIOT 10 OAHOPOJHOCTU. OTOABUTalOT Ma3b Ha

Kpai CTYIIKU.

B ocBoOoauBIIyIOCS CTYNKY OTBEMIMBAIOT AUMENPOJ, pacTBOPsitoT B 0,7 MJI BOJBI OUMIIEHHOM,
HOJYYEHHBIH PAaCcTBOP SMYJIbIUPYIOT JIAHOJIMHOM BOAHBIM 10 OOpa3oBaHMs OAHOPOJHOM Macchl.
CMemmBaloT CyCIIeH3UOHHYIO U AMYJIbCHOHHYIO Ma3b.

[TocnenoBaTenbHOCTh M3TOTOBJIEHUS! CYCHIEH3MOHHONW U 3MYJIbCHOHHOHN YacTeil KOMOMHUPOBaHHOM
Ma3d HE SBISIETCd MNPUHUUIHNAIBHOM (Takke BEpHBIM BapUAaHTOM TEXHOJOTHHM  SIBISETCA
U3rOTOBJICHHUE B MIEPBYIO OYEPEIb IMYJIbCUOHHOM yacTu Ma3n).I'0TOByI0 Ma3b NMepeHoCsT B OaHKY U
O(QOPMIISIIOT K OTITYCKY.

JInnesas cropona I1IK

Jara

Penent Ne

Acidi salicylici 5,0

Olei Vaselini 2,5

Vaselini 50,0

Dimedroli 2,0

Aquae purificatae 0,7 ml gtts. XIV

Lanolini hydrici 50,0

m o6mas = 107,0 +/- 2,1
Ioamucwu.
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B penentypHO-npoM3BOACTBEHHBIN OTIEN aNTE€KU IMOCTYMWJI PELEenT, COACPXKAIIUi CIeAYIOUIYIO
IPOIUCH!

Rp.: Natrii benzoatis 2,0

Liquoris Ammonii anisati 5 ml

Sirupi sacchari 5 m

Aquae purificatae 180 ml

M.D.S. ITo 1 cr.;1. 3 pa3a B I€Hb.

[IpoBu30p-TEXHOJIOT TMOCHE NPEABAPUTEIBHON (apMaIlleBTUUECKONW AKCHEPTH3bl U TAKCHPOBKH
MOPYYMJ U3TOTOBUTH 3TOT JIEKAPCTBEHHBIH Mpenapar ¢papMalieBTy.

Bo ¢umakon mist ormycka ormepuBatorT 160 mi Boasl ouminenHod, 20 ma 10% pactBopa HaTpus
Oenzoara (1:10), 5 mur cupora caxapHOro u B TOCIEAHIO OYepeab - 5 MJI HallaThIPHO-aHUCOBBIX
Karesnb. CMEIunBaioT, YKyIopuBaroT, 0OPMIIIOT STUKETHOM

«BHyTpeHHee.

1. JlaiiTe olleHKY JiekapcTBeHHOH dopmbl. O1ieHuTE AeUCTBUS hapMalieBTa.

2. KaxkoB anroputm elicTBHI MpOBU30pa MO U3TOTOBIICHUIO TAHHOW JICKapCTBEHHON (hOpMBbI?
3. B cooTrBercTBHEM ¢ KakuMu TpuKazamu MuH3npaBa Poccum TOMKEH COOJIIONATHCS
CaHUTAPHBIN PEXKUM MTPU U3TOTOBICHUH MPOMHCH?

4. O6ocHyiiTe OLIEHKY KaueCcTBa JIEKapCTBEHHOT'O Tpernapara.

5. Ykaxute GpapMakoTepaneBTUYECKOe AeHCTBHE MPOIUCH.

IIpasunvroviti omeem.:

1. Beinucana okuakas JiekapcTBeHHas (opma I8  BHYTPEHHEro IPUMEHEHUS,
IpeCcTaBistomas coo00i KOMOMHUPOBAHHYIO CUCTEMY: UCTUHHBIN pacTBOp HaTpus OeH30aTa U
CYCIIEH3MI0, ITOJIyY€HHYI0 KOH/IEHCAllMOHHBIM METOAO0M (HAIIaThIPHO-aHUCOBbBIE KAIUIN).

@dapManeBT HEBEPHO BBEJ HALIATBIPHO-aHUCOBBIE KAIlIU, T.K. IPY TAKOM BBEICHUU HA IIOBEPXHOCTH
U CTeHKax (hJaKoHa MOSBISIFOTCS MacisHBIC TSITHA, a B AaJbHEWIIEM KPYITHbIE KPUCTAIIIBl aHETOJIA
(KOMIIOHEHT aHMCOBOro Macia). HamaTelpHO-aHMCOBBIE KaIUIM Iepe] NOMEIleHHUEM BO (hIakoH
HEOOXO/IMMO CMEMIATh C CaXapHBIM CHPOIIOM HIIM C PaBHBIM KOJIMYECTBOM MHKCTYPHI, BO (DJIaKOH

N00aBIIATh YAaCTSIMU MIPU MOCTOSHHOM INEpeMeIInBaHuK. B 3TOM ciydae moiydaercsi TOHKas B3BECh
a”eToJa.

2. IIpn cMemmMBaHUM HAIIATBIPHO-AaHUCOBBIX Karmenb, cocTosmux u3 2,81 r Mmacia
aHucoBoro, 15 M pactBopa ammuaka, 10 100 ma cniupTa, ¢ BOAHBIMH PacTBOPaMH BBIAEISAETCS

HE PacCTBOPUMBIN B BOJIE KPUCTAIUTMUECKHII aHETOJI.

Amneron sBisercss ruApo(OOHBIM BEIIECTBOM U HYyXAaercs B crabunmsarope. [ng Toro, yToObI
UCKJTFOUYUTH BO3MOKHOCTB TIPHIIATIAHHSI aHETOJIAa K CTeHKaM (JIakoHa, B

OTJIEJIbHOM CTaKaHYMKEe CMEIIMBAIOT MJI CAXapHOI'0 CHPOIa U 5 MJI HaIlIaTBIPHO-aHUCOBBIX

KareJb.

CMmech yacTAMU IpU HEepeMElIMBaHUM J00ABISIOT K PacTBOPY B CKISHKY Ui OTIYCKA.
TaTenbHO MEPEMENINBALOT.

[Tpu oTcyTCcTBUU B MPONKMCH CUPOIOB HAIIATHIPHO-AHUCOBBIE KAIlJIM OCTOPOXKHO

NO0ABIISIOT K MUKCTYPE TaK, YTOOBI KHJIKOCTh HE IOoTaa Ha TOPIIBIIIKO (paKoHa.

@®nakoH YKYyNOPHMBAIOT IJIOTHO IJIACTMAacCOBOM MPOOKOHM ¢ HaBMHYMBAOUIEHCS

KPBIIIKOM.

CornacHo npukazy M3 PO ot 22.05.2023 r. Ne 2491 «OO0 yTBepKJIeHUU MPaBUJI U3TOTOBJICHUS U
OTITyCKa JIEKAPCTBEHHBIX MPENapaToB Il METUIIMHCKOTO MPUMEHEHHs alTeYHBIMH OpraHU3aLUSIMH,
UMEIOIIMMHU JTUICH3HUIO Ha (papMarieBTUIECKYIO ICATEIBHOCTEY, OPOPMIISIOT 3THKETKAMHU:
«BHyTpenHee», «XpaHHUTh B MPOXJAJHOM U 3alUIIEHHOM OT CBETa MecTe», «XpaHWUTh B
HEJOCTYITHOM JUIs ieTeit Mectey, «llepen ynorpebieHuemM B30aNThIBATh.

3. [Tpukaz M3 P® ot 22.05.2023 1. Ne 249u «OO0 yTBEp)KIEHUH NPaBUI W3TOTOBICHUS U
OTITyCKa JICKAPCTBEHHBIX MPETapaToB ISl MEIUIIMHCKOTO IPUMEHEHUST alTeYHBIMU OPTaHU3AIMSIMHA,
UMEIOIMMHU JIUIEH3UIO Ha (papMalleBTUUYECKYIO 1eSTEIIbHOCThY

[TocranoBneHue [ 1aBHOTO TOCYIaPCTBEHHOTO caHUTapHOTO Bpada PD ot 24 mexabps 2020 r. Ne 44
«O06 ytBepxnaenun canutapubix npasuin CII 2.1.3678 - 20 "CanuTapHO-31HIEMHOJIOTHYECKUE
TpeOOBaHUS K AKCIUTyaTallidl MMOMENICHNH, 3/IaHHi, COOPYXEeHUH, 000pyIOBaHHUS M TPAHCIIOPTA, a



TaKXe yCJIOBUSAM JIEATENBHOCTH XO3SIMCTBYIOIUX CYObEKTOB, OCYIIECTBIISIONIUX MPOJIAXKy TOBApOB,
BBITNOJIHEHHE pabOT WK OKa3aHUE YCIIyT»

[epen HayanoMm paboTh pabovast MOBEPXHOCTD CTOJIA U PYKH (hapMarieBTa

00pabaThIBalOTCSl PaCTBOPOM JIETMHHA, BEChl MIPOTUPAIOTCS PacTBOPOM Iepekucu Bogopoja. [locne
U3TOTOBJICHHS TPOMKCH BECHI MIPOTUPAIOTCS CTEPUIIBHOM OJJHOPa30BOi MapneBoil canderkoil. Takxke
CTEpUJIbHOM OJIHOPa30BOM can(eTKONH MNPOTHPAIOT TOPJBIILIKM IMITAHIIACOB. XpaHEHHE B arTeke
paszpemraercsi B COOTBETCTBHH ¢ mpukazom oT 13.11.1996 r. Ne377

«O0 yrBepkaeHHHM TpeOOBaHMU K OpraHU3alMM XPAaHEHUS B aNTEUHBIX YUPEKICHUSIX
Pa3IUYHbIX IPYII JEKAPCTBEHHBIX CPEACTB U U3AEINI METUIIMHCKOTO Ha3HAYEHUS».

4, O®C.1.8.0001 - «JlexkapcTBeHHbIE mpenapaTbl anTEYHOTO M3TOTOBICHUs» [D XV
peraaMeHTHpyeT

00s13aTeNbHbIE BUJIBI KOHTPOJIS:

- NUCbMEHHBI KOHTPOJIb (IIPOBEPKAa COOTBETCTBUS 3aIMCEM B NACIOPTE MUCHBMEHHOI'O KOHTPOJISA
IPOIKUCH B pelenTe, MPaBIIbHOCTH MPOU3BEACHHBIX PAaCUeTOB);

- OpPraHoJIENTUYECKUI KOHTPOJIb (IPOBEPKA 110 MOKA3aTeNsAM ONMCAHNE — BHEIIHUIN BUJI, LIBET, 3aIax,
OTCYTCTBHE BUJIMMBIX MEXaHUUYECKUX BKIIOUCHUI);

- KOHTPOJIb TPU OTITyCKE (COOTBETCTBHE YIAKOBKH (H3UKO-XMMHUYECKHM CBOMCTBAM BXOISIINX
JICKapCTBEHHBIX BEILECTB, HOMEpa Ha peLenTe M HoMepa Ha JTUKETKe, (pamuiuu OOJBHOTO Ha
KBUTAHLIMM, (PaMHUIUM HA STHUKETKE M peUenTe WIM €ro KOMHM, KOMHUHM pEelenToB IIPOMHUCIM
PELENTOB).

Ananuz JIOKYMEHTAIUH.

Peuent BbImucaH nmpaBuibHO.

WHrpenueHTsl COBMECTUMBI.

[TaciopT NMCbMEHHOTO KOHTPOJISL COOTBETCTBYET PELIETITY.

[IpaBUABHOCTH YHAKOBKH U OPOPMIICHHUS.

O06beM (¢1akoHa TEMHOTO CTEKJIa COOTBETCTBYET KOJMUYECTBY cycreH3uu. DiakoH YKYIIOpEH
IJIOTHO.

Odopmrnenne coorBercTByeT mpukazsy M3 PO ot 22.05.2023 r. Ne 249u «O0 yTBepKII€HUU MPaBUIT
M3TOTOBJIEHUS U OTITYCKa JIEKAPCTBEHHBIX MPENapaTroB A MEAUIMHCKOIO MPUMEHEHUS alTeUHbIMU
OpraHu3alUsAMH, UMEIOIUMHU JIMIIEH3UIO Ha (papMalleBTUUYECKYIO 1€ATEIbHOCTh)
Pecycnennupyemocts. CycneH3usi BOCCTaHaBIMBAaET PaBHOMEPHOE paclpeesieHne

YacTHI] 110 BceMy 00beMy NpH B30aITHIBAHUU B Te€UEHHE 15 CeKyHI.

OpHOpoHOCTE YacTuIll auctiepcHor ¢azpl. O6bemM MukctTypbl 190 mur + 3,8 M1, 9TO COOTBETCTBYET
HOpMaM JOMYCTUMBIX OTKIOHEeHUH (£2%) (ODC.1.8.0001 - «JlekapcTBeHHBIE TIpeMapaThl aTEUHOTO
usrotoBieHus» ['® XV).

5. Kodeunn-benzoar Hatpust npumeHsoT npu 3a0071€BaHUAX, COMPOBOXKIAIOIIUXCS YTHETEHUEM
(GYHKIMI LEHTpaJbHOM HEPBHOM CHCTEMBl U CEpJEYHO-COCYAMCTOM CHUCTEMBI, TUIIOTEH3UH,
aCTEHHYECKOM CHHJpPOME, IIPU CHa3Max COCyJ0B FOJIOBHOTO MO3ra (MUTPEHb), PU TOJIOBHOU 60mH (B
KOMOMHAIIMU C IPYTUMHU JIEKapCTBEHHBIMU CPEACTBAMM, HAIPUMEP, KUCIOTONAlETUIICATUIIIOBOM).
[IpenapaT Ha3HayalOT NMpPU HEOOXOIUMOCTH MOOWJIM3ALIMK PE3EPBOB OpPraHM3Ma, JAJs TOBBIIIECHUS
NICUXUYECKON M (pu3nueckolt paboTOCOCOOHOCTH, ycTpaHeHUs coHiuBocTu. Y nerel Kodeun-
bensoar HaTpus npUMEHSIOT IIpU SHYpE3E.

HamarsipHo-anucoBble kamiy. B koMmiekcHO# Tepanuy B KayecTBe OTXapKUBAIOIIErOCPEICTBA IIPU
BOCTIQJIUTENBHBIX 3a00JI€BaHUSAX BIXATEIbHbBIX MyTEH.

AHHCOBOE Macjo ToOcje MOMNaJaHus B OpPraHU3M OKa3blBaeT CTUMYJIUpYIOIIEe BO3ACHCTBHE Ha
CEKPELUI0 OPOHXHMATIBHBIX XKeJe3.

Taxxe 3TO BEIIeCTBO CTUMYIUPYET MPOLIECCHl MUIIEBAPEHUS U SBISETCS HEIUIOXUM AaHTHCENTHKOM,
OTJIMYHO Pa3KUKAET MOKPOTY.

HamartbipHo-aHucOBblE Kallld MOTYT MPUMEHSTbCS JUIs JIeYeHHsl BIaxHoro kamuis. OHu
CTUMYIUPYIOT 3(PPEKTUBHO OYMIEHHE OPOHXOB, AKTUBU3UPYIOT MPOLECCHl Pa3KIKEHHs BI3KOM
MOKpPOTBI, YTO CIHOCOOCTBYET €€ OTKAlUIMBaHHWIO, a TaKKe HE Jal0T Pa3BUTHCS CaMbIM Pa3HbIM
OCJIO’)KHEHUSIM U peLUIMBaM HEYTOB.

Kpowme Bcero npouero Takoe JIEKapCTBEHHOE CPEICTBO MTOMOTAET 3aKUBJICHHUIO

CIIM3UCTBIX B JIBIXaTEJIbHBIX MYTSIX.
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O06ocHyliTe MPaBWJIBHOCTh TEXHOJIOTHH Ma3H B YCIIOBUSX aNTEKH MO MPOIHCH:

Rp.: Ephedrini hydrochloridi 0,2

Camphorae 0,3

Streptocidi Sulfadimezini ana 1,0

Norsulfazol 1,5

Solutionis Adrenalini hydrochloridi 1:1000 guttas V

Lanolini 5,0

Vazelini 15.0

M. f. ung.

D.S.: Ma3s 1 Hoca.

[TpoBU30OP-TEXHONOT TIOC/IC TMPEABAPUTEIBLHON (HapMaleBTHUYECKOW JKCIEPTU3bl M TAKCHPOBKHU
MOPYYHIT U3TOTOBHUTH TOT JICKAPCTBEHHBIN mpenapar ¢hapMaiieBTy.

dapmareBT MNPUTOTOBWI Ma3b CIAEAYIOIIMM O0O0pa3oM: B CTYNKYy IOMECTHI KamMpopy U Kak
TPYAHOU3MEIIBYAEMOE BEILIECTBO M3MENbUYMI €€ B IMPUCYTCTBUM 3 Kalleidb CHUPTA, 3aTEM B CTYIKY
MOMECTHJI CTPENTOLH, CYIb(aaTuMe3uH W HOPCYJIb(azoa U MNPOAODKAN AUCHEeprupoBats ¢ 17
KalsiMu CIiipTa. K cmecu IMOPOIIKOB IIO6aBI/IJI IIOCJICAOBATCIBbHO JIAHOJIMH, BAa3€JIIMH U 5 kanenn
pacTBopa aJpeHalnHa Tuapoxyopuaa u sdenpuHa rugpoxyiopuga. ['0ToByro Ma3p MOMECTHI B
HIMPOKOTOpIyt0 OaHKy TeMHOro cTekia odgopmuB s>TukeTkol «HapyxkHoe», «XpaHuth B
3alllMIIICHHOM OT CBE€Ta MECTC), ((XpaHI/ITI) B HpOXJIaIlHOM MECTE», <<XpaHI/ITI) B HGI[OCTYHHOM JJIA
EeTEN MECTE.

1. JlaliTe OLEHKY NMPaBUJIBHOCTU U3TOTOBJICHUS MA3U U €€ XapaKTEPUCTHKY.
2. [IpuBeauTe KIaccU(PpUKAIUIO MA3EBbIX OCHOB C IPUMEpPaMH B COOTBETCTBUU C ['D.
3. [Ipennoxxure JEKapCTBEHHBIE PACTEHUS U CBIPbE PACTUTEIBHOIO M YKUBOTHOIO

MPOUCXOXKACHUSA JJsl TOJIyYeHHUs TMpenaparoB, MPOU3BOIHBIX (DEeHUTATKUIAMUHOB: OdenpuHa
TUAPOXJIOpUAA U AJpeHalnHa ruapoxyopuaa. Kakoe cbipbe HCHONIB3YyeTCs JUIsl MOJy4YeHUs
Ddenpuna? JlaiiTe XxapaKTEepUCTUKY ChIPbsl M MPOU3BOMASIINX PACTCHHM, KOTOPHI € SBISIOTCA €ro
HUCTOYHUKAMU.

4. [TpuBenure pacuéTel U OPOPMUTE JIMILEBYIO CTOPOHY MAaclopTa MHCbMEHHOI'O KOHTPOJIS
(TITIK).
5. Ha xakom penentypHoM Oi1aHKe BbITUCAH perenT?

Ilpasunvnwviii omseem:

1. dapManeBT He IPABIWIBHO U3rOTOBWII JAHHYIO Mas3b.

Hcxons 3 cBOWCTB AaHHBIX BELIECTB MOXKHO YTBEP)KIaTh, YTO Ma3b MO JAHHOM MPOMMCH SBISETCS
KOMOMHUPOBaHHON nucnepcHoil cuctemol. Takum o0pazom, sdenpuHa THAPOXJIOPHI HYXKHO
BBOJUTH B Ma3b 110 THUILy 3MYJIbCHH, KaM(pOpy — B BHJI€ Ma3HU-pacTBOpa, CylbpaHUIaMUIbl — I10
IpaBUIaM M3TOTOBJIEHUS CYCIIEH3MOHHBIX Mased ¢ cojlepkaHueM TBepaoi ¢a3el Oonmee 5 % oT
Macchl Ma3H. TexHoIorust MpuroToBieHus: kaMm(opy pacTBopstoT B 5,0 I pacIuIaBI€HHOTO Ba3elnHa
(mpu temnepatype He Bbime 50 °C). Ctpenrouns, cyibdaaiMe3nH U HOPCYIb(a3oa MOMEIAIOT B
MOJIOTPETYIO CTYNKY U JUCHEPTrUPYIOT B HNpUCYTCTBUM 1,8 T pacTBopa KamQopsl B Ba3eluHE (10
npaBuity JlepsruHa), 3aTeM J100ABISIOT OCTAJbHON Ba3elMH, MEpEeMEIINBAIOT U 00pa30BaBIIYOCS
Ma3b OTOIBUTAIOT HA Kpail CTyNKH. B 0CBOOOXKIEHHYIO CTYNKY MOMEMIAOT 3(eqpUH TUIPOXJIOPU],
pacTBOPSIIOT €0 B pacTBOPE apeHaIMHa TMIPOXJIOPUIA U K MOITYYEHHOHN KUAKOCTU MPUMEIINBAIOT
BHayaJie JIaHOJIMH, a 3aTeéM paHee NIPUTOTOBJICHHYIO CYCIIEH3HMOHHYIO Ma3b, MacCy TIHIATeIbHO
[EPEMELINBALOT.

2. TepaneBTudyeckoe AEWCTBHE Ma3edl BO MHOIOM OIIPENEISAETCS HCIOJB30BaHHOM Ma3zeBOM
ocHOBO. ['d naer kimaccuduKkalnio Ma3eBbIX OCHOB: JUO(UIBHBIE, THAPODUIbHBIE, THAPOPUITHHO-
IUNoQpHUIBHBIE.

K nunodunsHeIM OCHOBaM OTHOCSITCSL:

- YTJIE€BOIOPOAHBIE (Ba3€INH, CIIJIaBbl YIJIEBOJOPOJIOB);

- JKUpOBbIE (NMPUPOAHBIE >KUPBI, U UX CIJIaBBl C PACTUTEIbHBIMU MaclaMHU U KUPOMOJOOHBIMU
BCIIIECTBAMH ),

- BOCKH (BOCK ITYENTMHBIH, ClIepMalleT, JJAHOJIHH);

- CUJIMKOHOBBIE OCHOBBI.



K ruapoduinbHBIM OTHOCSTCS:

- TeJId BBICOKOMOJIEKYJISIPHBIX YIJI€BOJOB M OeNKOB (dQHpbl LEUII0N03bl, Kpaxmal, KOJUlareH,
JKeNaTHhH, arap);

- TeJIM HEOPTaHUYECKUX BELECTB (TIIMHUCThIE MUHEPAJIbl - OEHTOHHUT);

- renu CHUHTETHYECKUX BBICOKOMOJICKYJISIPHBIX COCMHEHUI (monmaTUIICHOKCH A,
MOJIMBUHWIMUPPOIINIOHA, TOJHAKPUIaAMH/IA);

- TeJIM MUKPOOHBIX MOJIMcaxapuaoB (ayba3uaan);

- pactBOpsI osturoddupos (90% onurosdupa-50 u 10% crnupTa STUIOBOTO).

K runpodunbHO-TUIOGUIBHEIM OTHOCSTCS:

- 0e3BO/IHBIE CILIaBBI JUMOMUIBHBIX OCHOB C AMYJbraTopaMu (CIJIaB Ba3eJIWHA C JIAHOJIMHOM WITH C
JPYTHUMHU 3MYJIbIaTOpaMHM), TaK Ha3bIBaeMble a0COPOLIMOHHBIE OCHOBBI;

- SMYJIBCUOHHbIE OCHOBBI TUIIA BOJIa/Macio (3MynbraTopsl co 3HaYCHHEM
rugpodunbHomunoduibHOro 6ananca I'JIb or 3 10 6);

- SMYJIbCUOHHBIE OCHOBBI THMa Macio/Boja (dMynbratopsl co 3HadeHuem [JIb 8-18, matpuensle,
KaJIMEBBIC, TPUITAHOIAMUHOBBIC COJIU JKUPHBIX KUCIOT, TBUH-80).

MaseBasgs ocHOBa oOecliednBaeT HaIeKalUi 00bEM Ma3H, HeoOXoIuMble (HU3MKOXUMUYECKUE
CBOWCTBA, KOHIICHTPALIMIO JIEKAPCTBEHHBIX BEIIECTB U TEPATICBTUYECKYIO aKTUBHOCTh Ma3H

3. Dobenpun u ero auacrepeomep mnceaoddenpun coaepxarcs (0,5-2%) B pasauuHbIX BHIAX
adenpsl, cemeiicta a¢enposnix (Ephedraceae).

[IOBEI' D®E/IPbI (TPABA XBOMHUKA) - CORMUS EPHEDRAE

Ddenpa xBomesas - Ephedra equisetina Bge.

Cem. Ddenpossie - Ephedraceae

Borannyeckas xapakrepuctuka. MHOIOJ€THUI ABYZOMHBIN I'YCTOBETBUCTBIM KYCTapHUK C TOJCTHIM
cepbIM CTBOJIOM BbICOTOW A0 1,5 M. BerBu nepeBsiHUCTBIE, TOJICThIE, HANpaBICHbI BBEPX.
PenynupoBaHHble JTUCTbs MPEJCTABIEHB! IUIEHYATBIMU KPACHOBATO-KOPUYHEBBIMU 0Opa30BaHUSMHU.
[BeTku pazaenpHONonbie. Ha olHUX KycTax pa3BUBAIOTCS )KEHCKHE COLIBETHS, HA IPYIHX MYXKCKHE.
MyXCKHe KOJIOCKH >eNToBaThle, MOYTH HIapoBuiHbIe. JKeHckue Kojocku 3eseHoBatele. [lmon -
JIO’KHAs MSICUCTAsl KEJITOBATasl WJIM KpacHOBATas LIMIIKO-Aro/a.

Xumuueckuii coctaB. Bo Bcex opraHax pacteHusi cozaepxarcs aikamounst: |-adempun, d-
nceBoddenpuH. Hanbospiee KOIMUECTBO ATKAIIOWI0B HAXOAUTCS B 3€JIeHBIX BeToukax (10 3,5%).
Taxoke comeprkaThes 1yOuIbHbIE BEIIECTBA, ACKOPOMHOBAs KUCIIOTA.

XapakTepUCTUKA ChIPbs: YIEHUCTbIE HEOJIPEBECHEBIINE MPYTOBUIHBIE C MEXIOY3IUSIMHU BETBU
JUIMHOM 110 30 cM, CBETJIO-3€JIEHOT0 1[BETA.

Haubonee mupoko DdenpuH npuMeHsieTcs Npu JISYeHUH 3a00J1eBaHUi aJuIepru4ecKoro Xxapakrepa
(OpoHxmanbHas acTMa, KpallMBHUIA, BA3OMOTOPHBIM HACMOPK U JIp.).

[TpypoHBIM HMCTOYHHMKOM IIOJyYEHHUS aJpPEHAIMHA U KOPTUKOCTEPOMIOB CIIY)KAaT HAAINOYEUHUKH
KPYITHOTO POraToro CKOTa U CBUHEH.

4. JIuuesas ctopoHa

Jara Ne peuenta

Camphorae 0,3

Vazelini 15.0

Streptocidi 1,0

Sulfadimezini 1,0

Norsulfazol 1,5

Solutionis Adrenalini hydrochloridi 1:1000 guttas V

Ephedrini hydrochloridi 0,2

Lanolini 5,0

Mo06- 24,0

[TpuroroBun (moOANUCH)

[IpoBepun  (moamUCH)

Otnyctun  (IOANHUCH)

O6opoTHass ~ cTOpOHA

Kampopa 0,3

Bazemunu15,0

Crpenrouup 1,0



Cynbdanumesns 1,0

Hopcynbdazon 1,5 %rts.daser= (1,0+1,0+1,5)*100%/ 24=14,5% caenoBareapbHO H3MEIbYacM B
NPUCYTCTBUH PaCILIaBICHHOWOCHOBBI

PactBopa kamdopsi(mio npasuiy depsiruna) (1,0+1,0+41,5) * 15=1,8

Ddenpun 0,2

PactBop Anpenanuna 1:1000 5 kar.

Jla"onuu 50
Mo6mm=0,3+15,0+1,0+1,0+1,5+0,2+5,0=24,0

S. B coorBerctBuum ¢ Ilpukazom MunucrepcrBa 3apaBooxpanenus Poccuiickon denepauuu ot

24.11.2021 Ne 1094n "O6 yrBepknenun Ilopsinka HazHaueHUs JIEKAPCTBEHHBIX MpenaparoB, Gopm
pEelEenTYpHBIX OJIAHKOB Ha JIEKAPCTBEHHBIC Tpenaparsl, [lopsaka opopmiieHns yka3aHHBIX OJIAHKOB,
uX y4yeTa U XpaHeHusi, GopM OJaHKOB PEIENTOB, COJEPKALIINX HA3HAYEHUE HAPKOTHUECKUX CPENICTB
WJIM TICUXOTPOIHBIX BellecTB, [lopsiaka ux WM3rOTOBJICHUS, paclpeiesieHUs], PeTUCTpaluu, y4eTa u
xpaHeHus, a Takxke [IpaBun odopmiieHus: 61aHKOB PELENTOB, B TOM 4ucie B (opMe AJIEKTPOHHBIX
JIOKYMEHTOB'"

OTmycKy 1o penenrtaM, BBIMMMCAHHBIM Ha penenTypHbIXx Onankax (gopmbl N 148-1/y-88, momiexar
KOMOWHHPOBAHHBIE JIEKAPCTBEHHBIC TIpemapathl, cojepKamme: d>(PeapuHa THUAPOXJIOPHI B
KoJinuecTBe, mpeBbimaromieM 100 mr, u 70 300 Mr BKIIOUUTEITHHO

3ananue 58. CuryalryionHas 3agada

Mononomy crenuaiucty ObUIO MPEANOKEHO HW3rOTOBUTH MpemapaTr MO CISAYIOUIeH MpOMuUCH:
Bo3bmu:

Kamdopsr

MenTona noposny no 1,0

Macna BazeanHoBoro 25,0

Cwmeraid. [laii. O003Haub. YIIHBIC KAILIH.

®dapMaleBT MOMECTHII B OTITYCKHOU (hi1akoH kKaM(opy ¢ MEHTOJIOM, HECMOTPSI Ha 00Pa30BABIIYIOCS
KUJKYI0O CMECh J00aBHJI Ba3eauHOBOE Macio. PiIakoH yKyHoOpuil IJIaCTMAcCCOBOM MPOOKOH ¢
HABUHYMBAIOIICHCS KPBIIIKONH U Havall opopMIISITh K OTIYCKY. EMy ObLIIO clieinaHo 3amedanue.

1. bruta nmu nonymena omuoka dpapmaneBTom?

2. Kak yuuThIBaeT TeXHONOr (U3MKO-XMMHUYECKHE CBOWCTBA MOHOLMKIMYECKHUX TEpPIIEHOB
(MeHToJIa, BamuAoda, TEPIUHTUIpATa) U OMIUKIMYECKHX TEepHeHOB (kamdopsl U OpomMKaM(popbl)
IPY U3TOTOBJICHUH JIEKAPCTBEHHBIX MPENapaToB B pa3IMYHbIX JEKAPCTBEHHBIX (opMmax?

3. [Tonnexxar 7u Kakue-muOO M3 YKa3aHHBIX B NIPONUCH JIEKAPCTBEHHBIX IpenapaToB
IIPEIMETHO- KOJINYECTBEHHOMY YYETY B anreke?

4. KaxoBbl yc10BUsI XpaHEHHUS ATHX JIEKAPCTBEHHBIX BEIIECTB U MPaBUiIa UX J03UPOBAHUS?

5. [IpemioxxuTe MpaBUIBHBINA BApUAHT U3TOTOBJICHUS JIEKAPCTBEHHON (DOPMBI.

IIpasunvhoviti omeem.:

1. beima pomymiena ommOka B u3roToBieHWW. Brimucana JI® Ha HEBOJAHOM MacClSTHOM
pactBopuTene. MeHTou ¢ kampopoit 00pa3yroT IBTEKTUYECKYIO CMECH.
2. MeHnTon, Banuaoj, TepnuHTHApaAT, Kamdopa, Opomkamdopa - HepacTBOPUMBIE B BOJIE,

CIIUPTO- U JKUPOPACTBOPUMBIE COEAMHEHNUS. 3roTaBIMBalOT C BBILENEPEUNCIEHHBIMY BELIECTBAMU
CIEyIOIIMEe JIEKApCTBEHHBbIE (OPMBI: TOPOWIKU (OCOOEHHOCTh TEXHOJIOTUU TOPOIIKOB C
TPYAHOM3MENbYAEMBbIMU BEIIECTBAMH — IMPHUMEHEHHE CIHpTa STHIOBOrO MM 3(pupa B KauecTBE
BCIIOMOTaTeNIbHO >KUAKOCTH), HEBOJHBIE PACTBOPHI (M3rOTABJIMBAIOT BO (UIaKOHE AJis OTIIyCKa,
pacTBOpeHHe MPOU3BOJIAT IIPU HArPEBAaHUM Ha BOJSHOW OaHe, B cIydae MCIIOJIb30BAaHUS HENETY4ero
pacTBOPUTEIS, NIPU MIEPEMEIIMBAHUY B CIIydae UCIIOJIb30BAHUS JIETYUEro pacTBOPUTEIS), CYCIIEH3UU
(M3rOoTOBJIEHUE AMCIIEPCUOHHBIM MM KOHJIEHCALIMOHHBIM METO/aMH), Ma3u (00pa3yromuics Tl -
Ma3u-pacTBOPBI, T. €. CILIABJIAIOT C OCHOBOI).

Kunkne nexdopMbl TOTOBIT MO THUIY CYCIEH3HM, T.K. TEPIEHbI 00JIaJalOT PE3KO BhIPAKEHHBIMU
ruApoPOOHBIMU CBOMCTBaMH, CTAOMIM3UPYIOT *kenato3oil 1:1. TepnuHruapat obnagaeT HE pe3KO
BBIPQ)KEHHBIMU TUAPO(POOHBIMH CBOMCTBAMH, MO3TOMY KOJHUYECTBO KEJIaTO3bl JOKHO OBITH B 2
pasa MeHsblue, 1.€. 1:0,5



3. He mnomnexar (Ilpukaz MunsapaBa Poccum ot 22.04.2014 Nel83u "OO6 yTBepxkIeHUH
MepeyHsl JIEKApPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO NPUMEHEHHS, TMOJIeKAIIUX MPEIMETHO-
KOJIMYECTBEHHOMY yueTy")

4, VYKka3zaHHble BeLIECTBA OTHOCATCA K MaxyyuM BemiecTBaMm. CorsacHo mnpukazy Ne706H,
naxy4yue JIeKapCTBEHHbIE cpeicTBa ((apmaneBTHUECKHE CYOCTAaHIIMM Kak JIeTydyhe, TaK U
MPAKTUYECKH HeleTydre, HO o0Ja/aloliue CUIbHBIM 3allaxoM) CIEAYyeT XpPaHUTh B FepMETUYECKU
3aKpBITOM Tape, HEMpOHUIAeMO# ais 3amaxa. B oraenbHOM mikady A Haxy4dyuX BEIIECTB.
Jo3upyroT ykazanuele JIB Ha pyuHBIX Becax, BBIIECICHHBIX ISl pabOThI C MaXy4YMMHU BEIIECTBAMHU.
Jo3upyrot no macce.

5. OtBemmBaem 25,0r Ba3eIMHOBOrO Macia B BhIMapUTENIbHYIO YamKy. HarpeBaeMm Ha BOJsSHOM
6ane 10 40 C. B cxistHKY 111 oTiycka oTBemuBaeM 1,0r kam¢opsl U pacTBOpsieM B MOJOBUHHOM
KOJIMYECTBE BA3€JIMHOBOIO Macia. B BhIMapUTEIbHYIO YalIKy C OCTaBIIEHCA YacThiO Ba3eJIMHOBOIO
macna fob6asiseM 1,0r meHtona (T. K. MEHTOJ JIETy4dee BEIIECTBO €ro HEOOXOAWMO pacTBOPSTH B
IpeBapUTEIbHO HArpeToM Macjie AJig TOro, 4TOoObl CHHU3UTH NHOTepH BellecTBa). [lomyueHHbIi
pacTBOp MEPEHOCUM B CKIIIHKY 15 OTIycka. OpopmisieM K OTIYCKY.

[TITK\/Tata HOMEp perernTa

Camphorae 1.0

Mentholi 1.0
Olei vaselini 25.0
Moo = 27,0

3amanue 59. CuryaronHas 3aqada

AnTeka TOJydWJia SKHIKHN OSKCTPAKT-KOHIIGHTPAT KOPHEBWI C KOpHsAMHU Basmepuansl (1:2).
CTyneHTy-pakTUKAHTY OBLIO MPEAI0KEHO U3TOTOBUTH IperapaT 1Mo MpOMHCH:

Bo3bmu:

Hacros kopueBum ¢ kopHsimu Basiepuanbl 180 mun Kodewmna natpus Genszoara 0,6

Hatpus 6pomupa 1,0

Hacroiiku TpaBbl yCThIpHHKA 5 MIT

Cwmemnaii. [ait. O603Haub. [To 1 cronoBoii noxkke 3 pa3a B I€Hb.

1. MoxeT 11 ObITh UCIIOJIb30BaH MOJIy4YE€HHBIN SKCTPAKT AJIsl U3TOTOBJIEHUS MUKCTYPhI?

2. Kakylo KOHCYJIbTaTHMBHYIO NOMOIIb MOET OKa3aTh CTYAEHT-IPAKTHUKAHT OOJbHOMY INpHU

OTIIyCKe Tpemnapara’?

3. Kakue coBpeMeHHBIE JIE€KaPCTBEHHBIE npernaparsl  CMHOHUMBI WM QHAJIOTHU
MOJKET IPEIOKHUTH CTYIEHT-IIPAKTUKAHT BMECTO JIaHHOTO Mpemnapara’?

4. [Ipennoxxute ONTUMANIBHBIN BApUAHT TEXHOJIOTUN N3TOTOBIEHUS.

S. JlomyckaeTcsi 1M MCIOJIb30BaHNWE KOHIIEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX CPEICTB

IMpU U3TOTOBJICHUH BOAHBIX HU3BJICUCHUM U3 pPaCTUTCIIBHOT'O CLIpI)H?

IIpasunvhviti omeem.:

1. CornacHo I'® XV: BoaHble M3BJIEYEHHUS] MOTYT OBITh M3TOTOBJIEHBI IIyTEM PACTBOPEHUSI B
BOJE€ CTaHJAPTU30BaHHBIX CYXMX WM JKMAKMX OKCTPAKTOB-KOHLEHTPAaTOB, B3fATBIX B
COOTBETCTBYIOUIMX KoJudecTBax 1o oTHomeHuto K JIPC (1:1 wmm 1:2).

Cornacao O®C.1.4.1.0018 «Hactou u orBaps» '@ XV: npu U3roTOBICHUM BOAHBIX H3BIICUYEHUI
UCIIONIB3YIOTCSl CTaHAAPTU30BAaHHBIE CyXHe W JKHJKHE dKcTpakThl. CyXxue CTaHIapTHU30BaHHbBIE
9KCTPAKThl BBOJATCS B cocTaB XKuAkuX JID mo mpaBuiaMm pactBopeHus mnoporukoobpasusix JIC, a
JKUJIKHE - TIO TIPaBHIIaM JT00aBiIeHus cnuptocoaepxkamnux JIC.

Cornacio TtpebOoBanusM HJI MUKCTYpy MOXHO HPHUIOTOBHTH C HCIIOJIb30BAaHHEM JSKCTPaKTa-
KOHIIEHTpaTa.

2. CTyneHT ImpakTHKaHT MOXET OKa3aTh KOHCYJIbTaTHMBHYIO MOMOIIL IO MpaBHJaM MpuUeMa U
peXUMY JA03UPOBaHUS MUKCTYpHI (1o 1 ¢T 11 3 pasza B ieHb), XpAaHEHUIO €¢ B JJOMAIIHUX YCJIOBUAX
(XpaHUTB HYXKHO B ITPOXJIQJHOM, 3alUIIEHHOM OT CBETa MECTE; XpPaHUTh B HEAOCTYITHOM JIs IeTel
MecTe; TMeped TNpPUMEHEHHEM B30alThiBaTh, IO BONPOCAM MPUMEHEHHUS U COBMECTHMOCTH
JIEKapCTBEHHBIX IpernapaTroB, UX B3aMMOJAEHCTBHIO ¢ muilei (B mepuos npuMeHeHHs MOXXET ObITH



MOBBIIICHHAS] COHJIMBOCTh, TIOOTOMY CIIEyeT BO3JCP)KUBATHCS OT YIPABICHUS aBTOMOOWIIEM, T.K.
U3MEHSETCS CKOPOCTh PEaKIIUH. )

3. Hoso-naccut (pactBop 1u1st mpuema BHYyTpb), KapanoBaneH (kamim uist IpueMa BHYTPb).

4. MukcTypy MOXKHO MPUTOTOBHUTD, UCIIONIB3Ys SKCTPAKT-KOHIIEHTPAT BajepuaHbl KuAkui 1:2 u
KOHIICHTPUPOBAaHHBIE PACTBOPHI MPOIMUCAHHBIX JICKAPCTBEHHBIX cpeacTB. KonmnyecTBO KOpHEBUIN ¢
KOpPHSIMM BajepuaHbl MpU OTCYTCTBUM YyKa3aHUW B peuente OepyT, B COOTBETCTBUU C
O®C.1.4.1.0018 «Hacrou u orBapei» '@ XV B cootHomenun 1:30, To ectsb 6,0 r, cemoBaTenbHO,
AKCTpaKTa-KOHLIEHTPATa BaJepUaHbI KUAKOrOo - 1:2 =12 mu.

OO6umit 06beM MukcTypsl 185 mi. IlpoBepsieM pa3oBy0 M CYTOYHYIO 103bl KodenHaOeH30aTa
Hatpus. KonnyectBo mpuemoB 185 mur: 15 mui= 12,3=12.

Kodeunna-6enszoara narpus: PJ 0,6:12 =0,05 BP =0,5; CJ 0,05x3= 0,15 BCH =1,5. Jlo3a He

3aBbIIICHA.

Bo ¢makon mist ormycka orMmepuBaioT 157 M Boabl, S mi pactBopa HaTpus Opomupaa (1:5), 6 M
pactBopa ko(euna-6enzoara Hatpus (1:10), 12 M KHAKOro 3KCTpaKTa KOHIIGHTpaTa KOPHEH U
KOPHEBUII BAJICPHAHBI U 5 MJI HACTOMKH TPAaBbI IMyCTHIPHUKA. MUKCTYPY 0(OPMIISIOT K OTITYCKY.

S. B cooterctBun ¢ OPC.1.4.1.0018 «Hactou u orBape» ['® XV npu U3roroBiIeHUH BOIHBIX
U3BJICUCHUI W3 JIGKAPCTBEHHOTO CBIPbS, HE JOMYCKAETCS HCIIOJIb30BAaHHE KOHIICHTPUPOBAHHBIX
pPacTBOPOB JIEKAPCTBEHHBIX CPEJICTB.

3amanue 60. CuryanmonHas 3aqada Ne4 |

[Tpu U3rOTOBJICHNY Mperapara 1o CJASIYIOIIEH MPOIUCH:
Bos3pmu:

Harpus 6enzoara

Hatpust canumiata moposry 1o 3,0

HarmatbipHO-aHHCOBBIX KaIeab 5 M

Bons! ouniniensoi - 150 mi

Cwmemraii. [lait. O603naub. [To 1 cronoBoii noxke 3 pa3a B JICHb.

CTyneHT-IPaKTUKAaHT OTMEPUI B IIUPOKOTOPIYIO MoAcTaBKy 150 Mi1 BOIBI OYMILEHHOM, OTBECHI B
Hee 1o 3,0 r HaTpus OeH30aTa W HATPHUS CaJMLUIATa W, B30aJThIBas A0 IOJHOTO PacTBOPEHMS,
J00aBHJI B MOJICTABKY HAIlaThIPHO-aHUCOBBIE Kariu 5 Mi. [IpoduibTpoBan yepes3 phIXJiblii TaMIIOH
BaThl, IPOMBITHIN BOJIOM, BO (hiakoH 1jsi oTmycka. EMy Obuio chenaHo 3amedaHue 00 OTCYTCTBUU
npodeccuoHaIn3Ma.

[Ipumeuanue:

B anteke mMmeroTcsl KOHIIEHTPUPOBAHHBIE PAacTBOPHI: HaTpus Oen3oarta - 10%, HaTpus camuuuiara -
10%.

JlomycTiMBble OTKIIOHEHHS /IS IAHHOTO 00beMa COCTaBISIOT +/- 2%.

1. Kakoit Tun nmucnepcHoit cucteMsl 00pa3yeTcst IpH MPaBUIbLHOM U3TOTOBJIEHUH?

2. Crnenaiite pacu€rsl U O(OpPMHUTE JHIEBYIO CTOPOHY MNAcnopTa MHCbMEHHOIO KOHTPOJIS
(TITIK).

3. [IpennoxxuTte oNTUMaNIbHBIN BApUAHT TEXHOJIOTHH U3TOTOBJICHHUS.

4. Ilepeuncnure BB BHYTPHANTEYHOTO KOHTPOJSA IPH OTIIYCKE JAHHOTO JIEKApPCTBEHHOIO
npemnapara.

5. Kak nomxken ObITh 0popMIIeH penapaT K OTIYCKY U3 alTeKu?

Ilpasunvuviii omeem:

1. [Tpu mpaBUIIEHOM U3TOTOBIICHUH 00Pa3yeTcsi SIMYIIbCHSI.
2. Ob6opotHas cropona ITIK:

V o6mumit = 155 M.

V pactBopa Hatpus O6enzoara = 3,0 x10 = 30 mu

V pactBopa HaTpus canunuiara = 3,0x 10 = 30 ma

V Boabl ounnienHon = 155 mut - 30 mut - 30 Mot - 5 vt = 90 M
Jomnyctumble oTkioHeHus - 155 x 2%/100% = 3,1 wmn



Jluuesas cropona I1I1K:

Jara

Pentenit Ne

Aquae purificatae 90 ml

Sol. Natrii benzoatis 10% (1:10) 30 ml
Sol. Natrii salicylatis 10% (1:10) 30 ml
Lig. Ammonii anisati 5 ml

V oOmuii = 155 M +/- 3,1 M

[Hoamwucwu.

3. H3roraBnuBaeM MHKCTYpPY C MCIOJIb30BaHHE KOHIEHTPUPOBAHHBIX PACTBOPOB, MO3TOMY
MOYKHO TOTOBUTH Cpa3y BO (hjlaKoHe JJIs OTITYCKa.

Bo ¢unakon g ormycka otmepuBaroT 90 mi ounineHHo# Boasl, o 30 ma 10% pacTtBopoB HaTpus
OeHzoaTa W HaTpHsl canuuuwiata. B neHTp ¢iakoHa NpH MOCTOSIHHOM IE€PEMEIIMBAHUU TOHKOM
CTpPYIKOI 100aBIISAIOT 5 MJT HAILIATBIPHO-aHUCOBBIX Karelb.

4. [TucbMeHHBIH, OPraHOIENITHIECKUH, OIPOCHBIH, (PU3NIECKUH.

5. ®nakoH ykynopusatoT. OQopmiisioT B cOOTBETCTBUU € TprukazoM M3 PD ot 22.05.2023 r. No
2491 «OO0 yTBEp)KIEHUU IpaBUJI HU3rOTOBJIEHHUA M OTIYCKa JIEKAPCTBEHHBIX IpENapaToB JUIs
MEAMIIMHCKOTO  MPUMEHEHUS  aNTeUYHbIMH  OpraHu3aldsIMH, HUMEIONIMMH  JIMICH3UI0  Ha
(apMalLeBTUYECKYIO AEATEIbHOCTD) ITUKETKOM, nMeroleil Ha 0enoM (pOHE CUTHANIBHBIN I[BET B BUE
3eNIeHOro Tojsl (AJi1 BHYTPEHHEro MpUMEHEHUs) ¢ HaamucsaMu: «BHyTpeHHee» u «MHUKCTypa», ¢
YKa3aHUEM:

a) HAMMEHOBAHMSI alITEYHON OpPTaHU3AlINH;

0) MECTOHAXO0K/JICHUS allTeYHOW OpraHu3aluy;

B) HOMEpa pelenTa;

r) ®.1.0. nanuenra;

€) cocTaBa JeKapCTBEHHOTO Tpernapara;

) MOAPOOHOTO OMKCaHus crocoba mpuMeHeHus (o 1 cTonoBoit tokke 3 pa3a B JICHB),

3) JaThl U3TOTOBJICHUS JIEKAPCTBEHHOTO Mpernapara;

1) CpOKa r'OIHOCTH JIEKAPCTBEHHOTO Npenapara;

K) LIEHBI JIEKapCTBEHHOTO Mpernapara.

JI71st MUKCTYp HaKJIEMBAIOT ONOJHUTENbHbIE TPENYPEAUTENbHbIE HAAUCH:

«XpaHUTh B IPOXJIATHOM MECTE», «XPaHUTh B 3AIIMUILEHHOM OT CBETA MECTEY,

«Ilepen ynorpebneHuem B30aIThIBaThy» U 00g3aTeNIbHAs IPEyNpEAUTEIbHAS HAITUCH!

«XpaHUTh B HENOCTYITHOM JUIsl IETEN MECTE».

3anmanue 61. CuryannonHas 3agada

B anTexy moctymnui penent:

Bo3sMmu: xkucnotsl ackopounoBoii 0,1

ButamuHa P 0,075

caxapa 0,13 r

Cwmemaii, 4ToObI TOTYYHIICS TTOPOIIOK.

Jaii Takux g03 Ne 12,

O603Haub: 0 1 mopomiky 3 pasa B JICHb.

B anreky uepes nBa aHs ¢ xanoboit oOpatuics 60IbHON, YTBEPKIAIOIIUH, YTO 10 JaHHOMY PELETy
eMy OBUI BBIJJaH WCIOPYCHHBIH ITOPOIIOK TEMHOTO IBeTa. J[UpEeKTOp amnTeKd, W3YYHB MaCIOPT
MUCHEMEHHOTO KOHTPOJISI, YOS AHIICS B BEPHOCTH TEXHOJIOTUM U3TOTOBJICHHUS IperapaTta.

1. Kakue pa3bsicHeHHsS Aall TUPEKTOp anTeKd MAlMeHTy M KaKue 3aMeuyaHUs BBICKa3all
MIPOBHU30pPaM-TEXHOJIOTaM, BbIJaBaBUINM Mpenapat 60JbHOMY?

2. Uro sBRSETCS] MPUYMHON OTCHIPEBAHMSI M PACIUIABICHUS CMECH MOPOIIKOOOpa3HBIX
BEIIECTB?

3. B codueranmm ¢ KakuMH eIIe BEMIECTBAMU AacCKOPOMHOBAas KHUCIOTa JaeT

OTCHIPEBAIOIINE CMECH?
4. YKaKuTe MyTH YCTPaHEHUSI HECOBMECTUMOCTH B IAHHOM CITy4ae.



5. Kakue coBpeMeHHbIE JIEKapCTBEHHBIE mnmpenaparsl CHHOHUMBI WU
aHAJIOTH MOKHO MPEUIOKUTh BMECTO 3TOTO MOPOLIKa?

Ilpasunvruviii omseem:

1. [Ipu xpaHeHUU MOPOIIKOB JAHHOI'O COCTAaBa B MOMEILIEHWU C OTHOCUTEJIBHOW BIAXKHOCTHIO
40-45%, oHM He M3MEHSIOT CBOMX CBOWCTB Ha MPOTsKeHHH S5 cyTok. [Ipu Oonbliel BIaXHOCTH
IOPOILKH OTCHIPEBAIOT U TEMHEIOT. [Ipu oTIycKe MOPOIIKOB IPOBU30pAM CIIEOBAIIO IPELYIPEAUTD
00JLHOTO 0 HEOOXOAUMOCTH XPAHUTh UX B CYXOM MECTE.

2. OTcpipeBaTh CMECH MOTYT 3a CYET YBEIMYCHUS WX TUTPOCKONUYHOCTH, OOpa3oBaHUs
JBOMHBIX COJIEM C MEHBUIMM COJEpPKAHUEM BOJIbI, BBIACICHUS KPUCTALIM3AMOHHON BOJABI MpHU
BBEJICHUM B CMECh KPHUCTAUIOTHAPATOB, BBIACICHUS BOJbI MPHU PEAKIUU HEUTpaIu3alud WU
00pa3oBaHMsl TUTPOCKOMUYHBIX MPOAYKTOB. Ha cKOpoCTh OTChIpEBaHUSI CMECU BIHUSIOT BJIAXKHOCTH
MCXOJIHBIX MHTPEIMEHTOB, JJIUTEILHOCTh MEPEMEIINBAHUSA U CTECIICHb UX M3MEIbUYCHUS, YIIaKOBKa,
OTHOCHUTEIIbHAsl BIQXXHOCTh BO3[yXa IOMELICHHUS, B KOTOPOM H3rOTaBIMBAETCS JIEKAPCTBEHHAs
dopma, u npyrue GpaxTopsl.

3. ACKOpOMHOBAs KUCIIOTA JA€T OTCHIPEBAIOIINE CMECH B COUETAHUU C BEIIECTBAMU HIETIOYHOTO
Xapakrepa:

TEMUCAJIOM, 3Y(UUIMHOM, HATPHUS TUIPOKApOOHATOM, a TaK)KE HUKOTHMHOBON KHUCIOTOH, KOTOpas
IPUTATUBAET BJIAry U3 BO3JyXa.

4. [TpoBu30Op MOMKEH BHIOpaTh COOTBETCTBYIOIIYIO YIMAKOBKY (BOIICHBIC WU IEpPraMeHTHBIC
Karcylsibl), O(QOPMHUTH JICKAPCTBEHHBIM Mpenapar COOTBETCTBYIOIIUMH MPEAYIPEIUTSIIEHBIMU
ATUKETKAMU U MPEayNpeauTb OOJLHOTO 00 YCIOBUAX XPaHEHHUS.

[1o cornacoBaHuIO ¢ BpauoM MHIPEIUEHTHI MOKHO OTIYCTUTh OTJIEIBHO.

5. AckopytuH, Tpokcepytun (TaOneTku).

3ananue 62. CuryarionHas 3agada

B antexy ropoma H. oOparuicsi moceTuTens ¢ pelenToM, BBIMUCaHHBIM B Topoie X. Pement
BBINKCAH Ha perentypHoM omanke popmel Nel07-1/y, uMeeT Bce OCHOBHBIE PEKBU3UTHI:

Rp.: Sol. Natrii bromidi 2%- 100 ml

Codeini phosphatis 0,2

T-rae Valerianae

T-rae Leonuri ana 5 ml

M.D.S. Tlo 1 gecepTHoii 10%Ke 3 pa3a B ICHb.

[IpoBu30Op mNpUHSIT peuent, acCUCTEHT H3TOTOBWJI JICKAPCTBEHHBIM IMpemnapar, MPOBU30P €ro
ormycTuil. B KoHIIe pabodero qHs, OCYIIECTBIISAS MPEIMETHO-KOTUYECTBEHHBIN YUET IEeKapCTBEHHBIX
MpenaparoB, 3aBEAYIOMIUNA allTeKOW YBUIEN MPUHATHIN MpoBU30opoM perent. OH caenan mpoBU30PY
3aMcYaHue.

[Ipumeuanue:

Cornacno BP/I kogenna docdara = 0,1; BCJ[ = 0,3. HEO koneuna ¢ocdara = 0,2.

B anTexe mmeercs 20% KOHIICHTPUPOBAHHBIA pacTBOp HaTpusi Opomuaa. JlomycTHMbIE OTKIIOHEHUS
B 00beMe cBhie 50 mo 150 mur cocraBnsior +/-3%.

1. Ha kakoMm OnaHke M COTJIaCHO KaKOMY HOPMAaTHMBHOMY JTOKYMEHTY BBIIHCHIBA€TCS
JTaHHAasl MPOMUCH?

2. [Tepeunciure TpeboBaHUS K O(GOPMIICHHMIO pelenta M OTHYCKYy JaHHOTO
JIEKapCTBEHHOTO TIperapara.

3. [TpoBenute (apmaneBTHUECKYIO OKCIEPTU3y JaHHOM MpONMUCH U CcAeJaiTe
HEOOXOAMMBIC PACUETHI.

4. O06ocHyiiTe TEXHOJIOTHIO U3TOTOBIICHHS JAHHOM JIeKapCTBEHHOM (DOPMBI.

5. VYkaxxute 0coOeHHOCTH OQPOPMIIEHHUS K OTITYCKY JJaHHOM JIeKapCTBEHHON (POPMBI.

IIpasunvuoii omeem:
1. JlaHHAast IPOMKCH, COJEpIKaIas KOJACHH, BBIMMCHIBAETCS HA pPelenTypHOM OnaHke ¢opMbl Ne
148-1/y-88.



CornacHo npuka3dy MuHucrepctsa 3apaBooxpaHeHust Poccuiickoit @enepanun ot 24.11.2021 Ne
10941 "O6 yrBepkaenuu [lopsimka Ha3HAYEHUS JICKAPCTBEHHBIX MPEMapaToB, (popM perenTypHBIX
ONaHKOB Ha JIeKapCTBeHHbIe mpemnapathl, [lopsaka odopmieHus: yKa3aHHBIX OJIAHKOB, UX y4eTa H
XpaHeHUs, (GopM OIaHKOB pELENTOB, COAEPKAIIMX Ha3HAuUCHHE HAPKOTUYECKUX CPEICTB MU
IICUXOTPONHBIX BeulecTB, llopsaka WX M3rOTOBIIEHUS, paclpeAciieHUs, PETUCTpalluu, ydeTa Hu
XpaHeHus, a Take [IpaBui odopmiieHuss 6JaHKOB PELIENITOB, B TOM YHCIE B (JOPME 3IEKTPOHHBIX
JOKYMEHTOB", OTIIYCKY IO pelenTaM, BBITMCAHHBIM Ha pelenTypHBIX OnaHkax ¢opmbl Ne 148-1/y-
88, noanexxaT KOMOMHUPOBAHHBIE JIEKAPCTBEHHBIE IIPENapaThl, CoJepKallue KOJEUH WU €ro COJlu
(B mepecueTe Ha YMCTOE BELIECTBO) B KosinuecTBe 10 20 Mr (Ha 1 103y TBEpAOH JieKapCTBEHHOM
¢dopmbl) unu B koimuectBe A0 200 mr (Ha 100 mut wim 100 T KuAKON JekapcTBEHHOW (HOpMBI IJIst
BHYTPEHHEIO IPUMEHEHUS).

2. Ha peuentypaom 6nanke 148-1/y-88 momkHbI OBITH CIEYIOIINE PEKBU3HTHI:

. LITaMI MEAMLMHCKONW OpraHM3aluu (C yKa3aHMEM I10JIHOTO HaWMMEHOBAaHUS MEJULUHCKON
OpraHu3aiyu, ajapeca, TeaedoHa);

. cepusi U HOMEp peLenTypHOro OJaHKa;

. JaTa BBITUCKH PEIIeTITa;

. @O nauueHTa NOJHOCTHIO, BO3PACT;

. Homep MennuuHCKON KapThl;

. ®UO Bpaua (denpamiepa) NOIHOCTHIO;

. HanMeHoBanue JIC Ha JaTHHCKOM si3bIKe (MHAMBUAYabHAS MPOIUCH) 110 MEKIYHAPOIHOMY
HEMaTeHTOBAaHHOMY HAUMEHOBAHHUIOC YKAa3aHUEM KOJIMYECTBA, JO3UPOBKH U CII0COOA IPUMEHEHHUS;

. MOJANKCh M JIMYHAs TedaTh Bpada ((enpamepa);

nevyath MEIULMHCKON opraHuzauuu «Jlins penenToBy.

[IpoBepsieTcs BbICIIAs pa30Basi v BhICIIAst CyTOYHAS JIO3BI.

Ecnu HeoOXxoauMo MpeBBIICHHE BBICIIEH Pa3oBOM J03bI, TO Bpay YKa3bIBAET J03Y IMPOIHUCHIO U
CTaBHUT BOCKJIMIIATEIbHBIN 3HAK.

Hopma ornycka mpoBepsieTcs, B KOMOMHHPOBAHHBIX JICKAPCTBEHHBIX Ipenaparax, COJACpKaIIux
KOJICHH (COJIM KOJIeWHA) HOpMa OTITyCKa KoaenHa He 6onee 0,2 T.

Cpok nericTBus perenta Ha 6manke popmbl Nel48-1/y-88 cocraBnser 15 nHei.

Penient xpanuTcst 3 rOa B anTeKe, IMOCKOJBKY JIEKAPCTBEHHBIN TpernapaT MOMISKUAT MPeaMETHO-
KOJINYECTBEHHOMY yueTy. boJbHOMY BbITaeTCs CUTHATYPA.

3. JlaHHBIN cOoCcTaB MPOMUCU HECTAHAAPTHHIN (HEODUITUATILHBII).

KoMMoHeHThI MPON1CcH COBMECTUMBI.

Hopma eauHoBpemMeHHOr0 oTmycKka ais KojeuHa (ocdaTta Ha OJJMH PELENT He JOJKHA MPEBBIIATh
0,2r.

[TpousBoasAT MpoBEPKY 103 CHIIBHOIEHCTBYIOIIETO BemecTBa (kojenHa docdar):

- 00wt 00beM sekapcTBeHHOM popmbl 100 Mt + 5 Mt + 5 mut = 110 mut;

- kosmyectBo mpuemoB 110 mur / 10 mor = 11,

- pa3oBas 103a kozenHa ¢ocdara 0,2 / 11 npuemos = 0,018;

- cyrounas fo3a 0,018 x 3 =0,054.

BhICIIAsl pa3oBasi qo3a kojeuHa ¢ocdara ans B3pocnbix 0,1, Beicmias cyrounas no3a0,3.

BbIBOJ: 103BI HE 3aBBIIICHBI.

[Tpon3BOIMM pacueT KOJMYECTB JICKAPCTBEHHBIX BEIIECTB!

Koneuna ¢ocoara 0,2;

Hatpus 6pomuna 2,0;

V KOHIIEHTPUPOBAHHOTO pacTBOpa HaTpust Opomuaa = 2,0 x 5 =10 mu;

V Boas! ountenHo = 100 mi - 10 M1 = 90 mum;

Hacroiiku Banepuansl 5 M

Hacroliku nyctelpHuka 5 M

OO6uwmit 00beM MUKCTYpbI 110 mi1.



N3menenne ob1ero oobema KHUIKOH JeKapCTBEHHOH (HOPMBI IPU paCTBOPEHUH MOPOLIKOOOPA3HBIX
JIEKapCTBEHHBIX BEUIECTB HE YUUTHIBAETCS, TaK KaK OHO YKJIAJbIBACTCSI B OTKJIOHEHUS, JOIYCTUMbIE
B 001eM 00beMe KUAKHUX JIEKAPCTBEHHBIX (POPM MpPU M3TOTOBICHUU MACCO-00BEMHBIM METOIOM, B
cootBercTBUU ¢ ODC.1.8.0001 - «JlekapcTBeHHBIE MpenapaThl alTeYHOro U3rotoBieHus» ['G XV
Jonyctumble oTkiIoHeHHs B 00beme = 110 min X 3%/100% = 3,3 mu.

4. [Tockonbky paHHas JieKapcTBeHHas ¢opma NpeacTaBiseT coOoi BOAHBIM pacTBOp, TO,
cornacHo npukazy M3 P® ot 22.05.2023 1. Ne 2491 «OO0 yTBepKIE€HUH NPaBUI M3TOTOBJICHUS U
OTITyCKa JIEKapCTBEHHBIX MPENapaToB Al MEAUIIMHCKOTO MPUMEHEHUS aTeUHbIMH OpPTraHU3alUsIMU,
UMCIOIIMMH JIMIIEH3UI0 Ha (hapMaleBTHUECKYIO NESTEIbHOCTBY, PAaCTBOP H3TOTABIMBAIOT Macco-
00BEMHBIM METOIOM.

B nepByto ouepenp oTMepuBarOT B oACTaBKY 90 MI1 BOJbI OUUIIIEHHOW, B KOTOPOU pacTBopsaroT 0,2
kogenHa (ocdara, MOIy4EHHOTO MO O(GOPMIIEHHON OOOPOTHOHM CTOpOHE perenta y MpPOBH30pa-
TEXHOJIOTa, OTBEYAIOILIETO 32 XPaHEHHUE SAOBUTHIX U CTOSIIMX HA MPEIMETHO-KOJIUYECTBEHHOM yUeTe
JIEKapCTBEHHBIX BEIIECTB.

[lepemennBaroT 10 OJHOTO PaCTBOPEHUS.

3areM pacTBOp (QMIBTPYIOT BO (hJIakOH AJisi OTHyCKa 4Yepe3 BaTHBIA TaMIIOH, MPeIBApPUTEIHHO
IIPOMBITBIM BOJON OYUILEHHOM.

Henocpeacrsenno Bo ¢uakon s ormycka orMepuBaioT 10 mi 20% KOHLIEHTPHPOBAHHOTO PacTBOpa
HaTpus OpomMua, 3aTeM J00aBISIOT IO 5 MJI HACTOHKHM MYCTHIPHUKA U HACTOWKH BaJepHAHBI.
YkynopusaioT (hJakoH IMIacCTMAcCOBOM MPOOKO 1 HABUHUYMBAIOIICHCS KPBIIIKOH.

O¢opMISIOT K OTITYCKY.

S. CornacHo mnpukazy M3 P® or 22.05.2023 r. Ne 2491 «OO0 yTBEepkAECHUU TPABUI
W3TOTOBJICHHS M OTITYCKA JICKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO TPUMEHEHUS alTeUHBIMH
OpraHu3alMsIMK, WMCIONMMH JIMIEH3UI0 Ha (apMaleBTHUYECKYI0 JCATEIbHOCTB», JlaHHAs
JeKkapcTBeHHas: popma opopMIisieTcss K OTIIyCKY OCHOBHOW ITHKETKOW «BHyTpeHHee», Ha KOTOpPOH
JIOJKHO OBITh YKa3aHO:

- HauMEHOBaHWe anrte4yHod opranmzamuu wm O.M.0. MHAMBHAYATBHOTO NPEIIPUHUMATEINS,
MMEIOIIETO JIUICH3HIO Ha (papMaIleBTUYECKYIO AEATEIbHOCTD;

- MECTOHAXOXJCHHE aNTeYHOW OpraHW3ali WIH MeCTO (apMaleBTHUECKONW AESITeIbHOCTH
WH/IMBUIYAILHOTO TTPEIIPUHIMATEIS;

- HoMmep peuenta (mpucBaumBaercs B anrteke); @.M.O. manumeHTa, HaMMEHOBaHHWE WJIM COCTaB
JIEKapCTBEHHOTO TIpernapara; cnocod MpUMEHEeHHs JEKapCTBEHHOTO Iperapara (BHYTpEHHee), BHI
JeKapcTBEHHOH GOpMbI (MUKCTYpA);

- IOJIpOOHOE OIMHKCaHuE crocoda MpUMEHEeHUs (11 MUKCTYp: «10 1 gecepTHOM JIoKke 3 pa3 B JI€Hb
JIO €IIBI»);

- JlaTa M3TOTOBJICHHUS JIEKAPCTBEHHOTO TIpenapara;

- CPOK TO/IHOCTH JIeKapcTBeHHOro npenapata («l'ogen no__ »);

- [IeHa JICKapCTBEHHOTO TIperapara; mpeaocTepekeHne «XpaHuTh B HEAOCTYITHOM IS IETEH MecTe».
JlonoHUTENbHbBIE ITUKETKU: «XPaHUTh B MPOXJIAJHOM MecTe», «XpaHUTh B 3alUIIEHHOM OT CBETa
mectey, «Ilepea ynorpebiieHnem B30anThIBaTh». BhIUChIBaeTCSA CUTHATYpA.

3anmanue 63. CuryarioHHas 3a1a4a

B anrteky ropona C. obpaTmiach EHIIMHA C PELENTOM, BBINHCAHHBIM Ha PELENTYpHOM OJlaHKe
dopmbr Ne 148-1/y -88, odopmiieHHBIM B COOTBETCTBUM C TpeOOBAaHHUSIMH HOPMATHUBHBIX
JIOKYMEHTOB:

Rp.: Ephedrini hydrochloridi 0,02

Dimedroli 0,03

Glucosae 0,3

M.ut fiat pulvis

D.t.d. Ne 30.

S. IMo 1 nopomky 3 pasa B JIcHb.

IIpumeuanue:



Ddenpuna r/x: BPJI = 0,05, BCI = 0,15. Jumenpon: BPJI=0,1, BC/ = 0,25.
Hopwma ennnoBpemenHoro otnycka 3¢eapuna r/x = 0,6.
Jomyctumblie oTkIIoHeHHs B Macce moporikoB ot 0,3 mo 1,0 cocraBnsitor 5%.

1. Ha kakoM OmaHke M COTJIaCHO KaKOMY HOPMAaTHBHOMY JTOKYMEHTY BBIIHCHIBACTCS
JaHHasl PONUCH?

2. [Tepeuncnure TpeboBaHMs K 0(OPMIICHUIO pelenTan OTIIyCKY JTAHHOTO
JIEKapCTBEHHOT'O Iperapara.

3. [TpoBenuTe GapMarneBTUISCKYIO IKCIIEPTU3Y NaHHOM MPOHCH, 0pOPMHUTE OOOPOTHYIO
CTOPOHY pelenTa 1 caenaiiTe Heo0X0AUMBbIE PACUETHI.

4, OO06ocHYyHTe TEXHOJOTHUIO U3TOTOBJICHUS JaHHOM JIEKAPCTBEHHOU (DOPMBI.

S. VYkaxure 0COOCHHOCTH 0(POPMIICHUS JAHHOW JIEKAPCTBEHHOW (DOPMBI K OTITYCKY.

Ilpasunvruviii omseem:
1. Jannas mponwuch, coaepxamas 3(eapruHa TUAPOXIOPH, BBHITUCHIBACTCS HAa PELENTYPHOM
osmanke dopmbl Ne 148-1/y-88.
Cormacio mnpuka3y Ilpukasom MunucrepcrBa 3npaBooxpaHeHuss Poccuiickoit ®exepauuu OT
24.11.2021 Ne 1094n "O6 yrBepxkaenuu llopsiaka Ha3HAaYeHHs JIGKAPCTBEHHBIX Mpenaparos, Gopm
penenTypHbIX OJAaHKOB Ha JIeKapCcTBEHHBIE mpenapatsl, [lopsaka opopMieHns yKa3aHHBIX OJIAHKOB,
UX y4deTa U XpaHeHus, (opM OJaHKOB PELENITOB, COAEPKALIUX Ha3HAUCHHE HAPKOTHUECKHUX CPE/ICTB
WIN TICUXOTPOIIHBIX BeulecTB, [lopsiaka MX M3TOTOBJICHUS, PACIPEENICHUs, PErUCTPpalui, y4eTa u
xpaHeHus, a Takxke [IpaBun odopmiieHns GIaHKOB PEIENTOB, B TOM 4Yucie B (OpMe AIEKTPOHHBIX
JOKYMEHTOB"  KOMOMHHpPOBAHHBIE JICKAPCTBEHHBIE  Mpemapartsl, coaepkamme  ddeapuHa
ruApoxyIopua B koaudecTe, npepbimatomeM 100 mr, u 1o 300 mr BximrountensHo (Ha 100 mur nmm
100 r XuaKo#l JeKapcTBEHHOW (OPMBI Ui BHYTPEHHETO TNPUMEHEHHUS) M JIEKapCTBEHHBIC
npemnapartsl, cojepxaiire 3peapuHa TUAPOXIOpUA B KoiuuecTBe 10 50 Mr BriarouutenbHO (Ha 1
7103y TBEPJIOM JIEKapCTBEHHOM (POPMBI), BRIMUCHIBAIOTCS Ha Omankax (opmbl Ne 148-1/y-88.
2. Ha peuentypaom 6nanke 148-1/y-88 nomxHbI OBITH ClIEAYIONINE PEKBU3UTHI:

mTamMn  MEIWUIUHCKOW  opraHm3anmuyd (C  yKa3aHHEM IIOJIHOTO  HAaMMEHOBAaHUS
MEUIIMHCKOW OpTraHu3aInu, aapeca, TenedoHa);
cepusi 1 HOMEp peLenTypHOro 0J1aHKa;AaTa BBITUCKHU PEIenTa;
®UO nanpueHTa NOIHOCTHIO, Bo3pacT; Homep MEANIIMHCKON KapThl;
@O Bpaya (¢penpamepa) NOITHOCTHIO;
HanMmeHoBaHue JIC Ha JTaTMHCKOM sA3bIKe (MHIMBHyalbHAs MPOIKCH) M0 MEXIYHAPOTHOMY
HETIaTeHTOBAaHHOMY HaWMEHOBAaHUIOC YKa3aHMEM KOJMYeCTBa, JO3UPOBKH M crocola
MPUMEHEHUS;

® TOJNNKUCH W JIMYHAs TedyaTh Bpada ((enpamepa); medaTh MEAUIMHCKONW opraHu3ammu «Jlims

PEILETITOBY.

[TpoBepsieTcst BhICIIas pa3oBasi M BbICIIAsA CYTOUHas J03bl. ECM HEOOX0IUMO MpEBbIIEHUE BBICIIEH
Pa30BO¥i 103bI, TO Bpad YKa3bIBAET 103y MPOMHCHIO U CTABUT BOCKIIUIIATEIBHBIN 3HAK.
Cpok neiictBus penenra Ha Onanke ¢popmbl Nel148-1/y-88 cocrasuser 15 nueil. Peuent xpanurcs 3
rojia B anTeKe, JIGKApCTBEHHBIN TpenapaT IMOJISKUT MPEIMETHO-KOJIMUYECTBEHHOMY YUETY.
PexomeH10BaHHOE KOMUYECTBO 3(eApuHa TUAPOXJOpHUIA B IMOPOLIKAX IS €AUHOBPEMEHHOTO
oTmycka 6ompHOMY, cornacHO [Ipuka3sy MunuctepcTBa 3apaBooxpanerus Poccuiickont denepamnmm
or 24.11.2021 Ne 1094n "OO ytBepxnenun Ilopsiika Ha3HayeHHs JEKApCTBEHHBIX IIPENaparos,
GopM perenTypHBIX OJIAaHKOB Ha JIGKAPCTBEHHBIC Tperapathl, [lopsaka opopmiieHUs yKa3zaHHBIX
ONMaHKOB, WX YydeTa W XpaHeHHs, ¢GopM OJIAaHKOB pELENTOB, COAEPXKAIIMX Ha3HAuUCHHE
HApKOTHYECKUX CPEJICTB WIIH IICUXOTPOITHBIX BelecTB, [lopsiaka MX M3rOTOBIICHUS, pacpeeTICHHUS,
perucTpanmy, yuera u xpaHeHus, a takxe [IpaBun opopmiaenus O6JaHKOB pelenToOB, B TOM YUCIE B
dopMe 2IEKTPOHHBIX JOKyMeHTOB"cocraBiseT 0,6 T, MOCKONBKY MmO JaHHOW mpormcu Ha 40
MOPOUIKOB Macca 3denpuHa ruapoxyopuaa coctaBut 0,8 r u perent He coIEpKUT 0coOble OTMETKU



O BO3MOXHOCTHU YBCIIMUCHUSA HOPMBI CAMHOBPCMCHHOI'O OTITYCKa, HGOGXOIII/IMO YMCHBIIUTL YUCIIO
103 110 30, He U3MEHSST KOHIICHTPAIIMHU JISKAPCTBEHHBIX BEIIECTB B MPOITUCH.
Cpoxk netictBus penenra Ha Onanke popmbl Ne148-1/y-88 cocrasmsier 15 queid.

Penent  xpanmurcs 3 roma B anTeKke,  JIGKAPCTBEHHBIM  Mpemapar  MOAJICKUT
MPEAMETHOKOJINYECTBEHHOMY YUCTY.
3. Brmucan tBepaas JI® — cioxHbI JO3UPOBAHHBIA MOPOMIOK JAJIi BHYTPEHHErO NMPUMEHEHHUS

pacnpenenutenbHbIM criocobomM. B coctaB JI® BxomuT BemecTBO — 3¢eApUHA THAPOXJIOPHU,
nojjiexaniee IpPeIMETHO-KOJUYECTBEHHOMY Yy4YeTy U s KOTOpPOro OmpejelieHa HopMma
€/IMHOBPEMEHHOTO OTITYCKa.

JlaHHBII cOCTaB MPOMKMCH HECTAaHAAPTHBIN (HEO(PUIINATBHBI).

KoMIoHEHTHI PONKCH COBMECTUMBI.

J103b1 CHJIBHOJCUCTBYIOUIMX BEIIECTB (3(enpuHa TUAPOXJIOPUI U JUMEIPOJ) HE 3aBbIIICHBI.
Ddenpuna r/x

P/1=0,02 BPJ =0,05

CA=0,06 BCA=0,15

Humenpon

P1=0,03 BP1=0,1

C=0,09 BCA=0,25

Hopma enmuHOBpeMeHHOTo OTIycKa ajis 3denpuHa TUAPOXJIOpHIAa HA OAWH PEUENnT HE IO0JDKHA
npeBbiath0,6 T.

[To nmamno¥ mpommcu Ha 30 mopomkoB Macca 3deapuHa ruapoxiopuaa cocrasut 0,6 T.
gIeI0BaTEIbHO HOpMa €IMHOBPEMEHHOT0 OTITyCKa HE MPEBBIIICHA.

OO6opoTHAast CTOpPOHA PELIeTITA:

Ephedrini hydrochloridi 0,6 (irects aerurpaMMoB)

[ara

Brigan

[Tomyunin

[TpousBoauM pacdeT Macc JIEKapCTBEHHBIX BEILIECTB Ha BCE JAO3bI:

Ddenpuna ruppoxmopun 0,02 x 30 = 0,6

Humenpon 0,03 x 30=0,9

I'mroxo3a 0,3 x 30=9,0

O6mas macca uHrpeaueHToB Ha Bce 10361 0,6 + 0,9 + 9,0 = 10,5

Passecka 0,35 Ne 30
JlonycTuMble OTKIIOHEHHS B Macce mopouikoB = 0,35%5%/100% = 0,02
4, [TocKONbKY MHTPEIUEHTHI CJIOKHOTO IOPOIIKA BBIMHCAHBI B PAaBHBIX KOJIHYECTBAX (MEHeEe

gem 1:20), mepBOHA4YaIbHO B CTYNKE PAacTHPAOT UHIM((EPEHTHOE BELIECTBO, BHIMHCAHHOE B
0oJIbIIIEM KOJTHUYECTBE (TIII0KO03a).

B ctynky Ne 6 nomemntaroT 9,0 T110K03b1, 3aTUPAIOT MOPHI U BBIHOCAT Ha KaIcCyiy.

B crynky mnonydaror no odopmieHHOW OOOpOTHOW CTOpPOHE pelenTa y HpOBHU30PATEXHOJIOra,
OTBEYAIOLIETO 3a XpaHEHHE SAOBUTBHIX M CTOSIUMX Ha MPEAMETHO-KOJUYECTBEHHOM YYeTe
JIEKapCTBEHHBIX BemecT, 3deapuna ruapoxiopun (0,6), M3MenpyarOT, OTBENIMBAIOT JTUMEIPOI
(0,9), u3MeNbYarOT U CMENIUBAIOT.

B xon1e yacTaMu MpuOaBIsAIOT IIIOKO3Y C KaIlCyJibl U CMEIMIUBAIOT 10 OJHOPOAHOCTH.

Hanee cmech pa3BemnBaioT Ha 30 MOPOIIKOB, YIAKOBBIBAIOT U OPOPMIISIOT K OTITYCKY.

5. CornacHo M3 PO ot 22.05.2023 r. Ne 2491 «OO0 yTBepkJE€HUU MpPaBUJI U3TOTOBJICHUS U
OTITyCKa JICKApPCTBEHHBIX MPENapaToB AJs MEIUIIMHCKOTO IPUMEHEHUs aTeYHBIMU OPTaHU3aIMsIMU,
UMEIOUIMMH JIMIIEH3UI0 Ha (apMaleBTHYECKYIO0 JAESITEeIbHOCTb», JaHHas JieKapcTBeHHas (opma
oopmIsieTcss K OTIYCKY OCHOBHOM 3THUKETKOM

«[Topoukuy» unu «BHyTpeHHee» Ha KOTOPOHl TOJIKHO OBITh YKa3aHO:

- HauMEHOBaHHWe anTe4yHoi opraHuzaunu wim O.M.O. HHAMBUIYATBHOTO NpPEANPUHUMATEINS,
MMEIOLIET0 JIMIEH3UIO Ha (hapMalleBTUUECKYIO I€ATEeIbHOCTD;

- MECTOHAXOXXJICHHE aNTeYHOM OpraHu3aly WIM MeCTO (apMaleBTUUECKONH AEATeIbHOCTH
WH/IMBUYAJILHOTO TIPEIPUHUMATEIIS,



- HoMep peuenTta (npucBauaercs B anreke); @.J.0. nanuenra;

- HAMMEHOBaHKE WJIM COCTaB JIEKAPCTBEHHOT'O IIperapara;

- Croco0 MPUMEHEHUs JICKApCTBEHHOI'O Ipernapara (BHyTpeHHee, Hapy»XHOe, Ui MHBEKLIUN), BUA
JIeKapCcTBEHHOU (hOpMBI (TIIa3HBIC KAIUIH, Ma3b U T.11.);

- MOJPOOHOE OMHCaHUE CIOoco0a MPUMEHEHUS («IJIS TIOPOIIKOB: MO__ TMOPOIIKY__pa3 B JICHb
__ enmy);

JaTa U3TOTOBJICHUS JIEKAPCTBECHHOTO TIperapara;

CPOK T'OJTHOCTH JIEKapCTBEHHOTO npenapara («['oaeH 10 »);

LIEHA JIEKaPCTBEHHOr'0 Ipemnapara; MpeaoCTEPEKEHNE «XPAHUTh B HEAOCTYIIHOM I IETEH MECTE».
JlononHuTenbHAs STUKETKA: «XPAHUTh B IMPOXJIAJHOM MECTE», «XPaHUTh B 3alUIICHHOM OT CBETa
MecTe.

3ananue 64. CuryarioHHas 3a1a4a

B AIlITCKY MOCTYNHJI pCUCIT HAa U3rOTOBJICHHUEC CYIIIO3UTOPHECB 11O IIPOIIMCH:
Rp.: Papaverini hydrochloridi 0.1
Coffeini 0,3
Butyroli g.s.
D.t.d. N 10 S. ITo 1 cBeue 2 pa3a B 1eHb.
CoTpyOHHK anTeKH ONpEAeN, 4TO O0BEM THE3[ CYIIO3UTOPHOH (OpMBI oOecrednBaeT

nojsyuyeHue cBedel maccoi 3,0 r. VYuurbiBas o00beM, Koropblii 3aiimyr 1,0 r mnanaBepuHa
ruapoxiopuaa, 3,0 T kodewHa, ObUIa paccuuTaHa macca Oyrupona 27,24 T (s manaBepwHA
rugpoxiopuaa 1/Ex = 0,63, mist kopeuna 1/Ex = 0,71).

[Tpy M3rOTOBJICHUH CYIIIO3UTOPHEB COTPYIHHUK TIATENIbHO m3Menbuni 3,0 T kodenna u 1,0 r
narmaBeprHa THAPOXJIOPUAA C YACThIO pacIuiaBiIeHHOro Oyrupona. [lamee dactsamu J100aBHI
MOJTYOCTHIBIYIO PACIUIABJICHHYIO OCHOBY, TIATEIBHO MEPEMEIIa U Pa3iiil CYIIO3UTOPHYIO MacCy
B (DOPMBI.

1. IlpaBuiBHO M OBLTH CHIETAHBI PACYETHI JEHCTBYIOIIUX M BCIIOMOTATEIIBHBIX BEIIECTB?

2. [lpuBeauTe TEXHOJIOTHIO M3TOTOBIICHUS CYNTIO3UTOPHEB HA TUAPOPOOHBIX OCHOBAX METOJIOM
BBUIMBAHMS.

3. Uto Takoe 0OpaTHBII 3aMECTUTENbHBIN KOA(PDUITUEHT U KOT/Ia OH UCTIONB3YETCS?

4. TTo kaKuM MOKa3aTeIsIM POBOIUTCS OIIEHKA Ka4eCTBa CYITIO3UTOPUER?

5. [TosicHuTe MOpsAI0K BHINMMCHIBAHMS PEIENTa HA JaHHYIO MPOMKCH U OTIycKa o Hemy JIIT.

Ipasunvuwviti omeem.:

1. CoTpynHUK BEpHO CJIeIall pacyeThl JICHCTBYIOIIMX U BCIIOMOTATEIBHBIX BEIIECTB IMOCKOJIBKY:

[TanaBepuna rugpoxiopuna 0,1x10=1,0 Kodenna 0,3x10 = 3,0 %

TBEpIBIX BemecTB 6osee 5% (13,3%) — 0,4 (o6mias macca TBepabIX BemecTB. — 3,0

X -100,0 X=13,3%,

CJIEIOBATEILHO YYUTHIBAEM OOpaTHBIE 3aMECTUTENbHBIE KOA(D(DHUIIMEHTHI ISl TAHHBIX BEIIECTB

Bbytupona 27,24

[TanaBepun rugpoxiopua 3amemaet 1/Ex = 0,63x1,0 = 0,63

Kodeun 1/Ex =0,71x3,0 = 2,14

Pacuér xomuuectBa bytupona: 3,010 - (0,63 + 2,14) = 27,24.

2. VI3roToBiieHNE CYNIO3UTOPHEB HA THAPOPOOHBIX OCHOBAX COCTOUT U3 CIEAYIOIIUX CTAIHMA: -
MOJITOTOBKA JICKAPCTBEHHBIX BEMISCCTB M OCHOBBI 3aKIFOYACTCS B M3MEIIbUYCHUH KOMITOHEHTOB HJTH
caMOii OCHOBBI, a 3aTeM CIUIaBJICHHMH KOMIIOHEHTOB WM pACIUIABICHUU CaMOW OCHOBBI;
MpeIBAPUTEIILHOC M3MEITbUCHHE OCHOBBI 00JierdaeT e¢ JIO3UPOBAHHE W YCKOPSIET PACIIaBJIICHUE; -
W3TOTOBJICHHE CYMITO3UTOPHON MacChl: KOMIIOHEHTBI OCHOBHI PACIUIABIISIOT B BHIIAPUTEIHLHOM YalllKe
C y4eTOM WX TeMIIepaTyphbl IUIaBJICHUS — BHadayie Oojiee TYTOIUIABKHE, 3aTeM ¢ Oojiee HHU3KOH
TEeMIepaTypoil miuaBineHus. He cienyer OCHOBBI AMUTENBHO HAarpeBaTh, YTO MOXKET NPUBECTU K
SIBIICHUSAM TIOJTUMOpP(GHU3Ma U M3MEHEHHUIO TeMIIepaTyphl TUIaBJIeHUS. Temieparypa HarpeBaHUs HE



noykHa mpeBbimaTth 45-50°C. JlekapcTBeHHBIE BemlecTBa B THAPOGOOHBIE OCHOBBI BBOJST B
3aBHCHUMOCTH OT HUX (PU3UKO-XUMHUYECKUX CBOMICTB, COIIACHO OOILEMPHUHATHIM TEXHOJIOTUYECKUM
npaBwiaM. [IpuroTtoBieHHas IS  BBUIMBAHHUS ~ CYNIIO3UTOPHAs  Macca JIOJDKHA  OBITh
MOJTYOXJIAX/ICHHOM BO M30exkaHue 00pa3oBaHUsl IYCTOT U AJis oOecreueHus: OHOPOJHOCTH, TO €CTh
OXJIAKJAIOT Maccy 0 TEMIEPATyphl, OJIM3KOHM K TeMreparype e¢ 3acThiBaHus. J[03upoBaHrE MacChl
u ¢opMupoBaHue cymnmno3utopueB. Ilpu ucCnonp30BaHWM METOJa BBUIMBAHUS 3Ta ONEpaIus
OCYIIIECTBIISIETCS OAHOBPEMEHHO. [IpUTOTOBIIEHHYIO MacCy 3aJMBAIOT B PA3bEMHBIC CYITO3UTOPHBIC
dbopMbI, BBINOIHEHHBIE W3 MeTallla, WIM IUlacTMaccoBble. Bo n30exaHue NMpuiiMmaHus Macchl K
cTeHkaM (opMbl THe31a (POpPMBI MPEABAPUTENBHO JOKHBI OBITH CMa3aHbl MBUIBHBIM CITUPTOM —
rupoiibHas CMa3Ka, a Takke oxJaxaeHbl. Ilocme pasnmuBa B (QOpMBI HX IOMENIAIOT B
XOJIOMMIBHUK JUIsl OBICTPOTO 3acThIBAHUS CYIMIO3UTOPUEB, YTOOBI MPEAYNPEAUTh OCAXKICHUE
B3BEIICHHOU (a3bl Ha KOHIE cBeud. [locie 3acThIBaHUS Pa3beUHSIOT Pa3bEMHbBIE YacTH (GOPMBI U
0CBOOOXKIAOT cymnmno3utopuu. [loncymumBaioT Ha BO3JIyXe HECKOJBKO MHHYT. YTaKOBKa U
o OopMIICHHE K OTITYCKY OCYIIECTBIISICTCS COTIIACHO TPEOOBAHMSIM HOPMATUBHOMN JIOKYMEHTAIIUH.

3. Ilpu mpUroTOBIEHUM CYNIO3UTOPHEB Ha THAPO(POOHBIX OCHOBAX HEOOXOIMMO IPOBECTH
pacyeT KoiudecTBa OCHOBBI. IIpu m3BecTHOM 00BEMe THe3na (GOpMbI YUHMTHIBAIOT TNpsMor Exx
3aMECTUTENBHBIA KOI(PPUIIUSHT, KOTOPBIA IOKA3bIBAET KOJWYECTBO JICKAPCTBEHHOTO BEIECTBA,
3aHUMAIOIIEr0 TOT K€ 00beM, uTo M 1 T KUPOBOM OCHOBHI ¢ IIoTHOCTHIO 0,95. OOGparHBIN
3aMECTUTENbHBIA KOA((UIMEHT HCIOJIB3YETCSl TPH pacderax B ClIydae COJNEPKAHUS TBEPIBIX
BemectB 5 u Oonee %. Ha mpaktuke ymoOHO TMONb30BaThCcsi OOpPATHBIM 3aMECTHTEIBHBIM
kodpdunmentom 1/Ex, KOTOpBI paBeH KOJMYECTBY >KMPOBOH OCHOBBI, 3aHMMAIONIMNA 00BEM
paBHBIN 00bEMY | T IeKapCTBEHHBIC BEIIECTBA.

4. OneHka KavyecTBa CYIMIO3UTOPUEB IMPOBOIUTCS IO CICAYIONIMM IMOKA3aTeNsIM: - HAIMINE U
MPaBUIBHOCTh OOPMIICHUS JOKYMEHTAIINH, - TPABUILHOCTH O()OPMIICHUS JIEKapCTBEHHOM (OPMBI K
OTITYCKY, - OJIMHAKOBasi JopMa CYMIIO3UTOPHEB, OJHOPOTHOCTh MACChl — OMPEACISAIOT BU3yadbHO Ha
MPOJOJIBLHOM Cpe3€ M0 OTCYTCTBHIO BKPAIUICHUH, - CPEIHIOI MAcCy OMpEeNAioT B3BemuBanueM 20
cymmo3uropueB ¢ TouyHOCThIO 70 0,01 r, OTKIOHEHHWE B Macce CYNIO3UTOPHEB HE JOJDKHO
NpeBbIATh 5%.

5. JlaHHas TpONHCH BBIMHCHIBaeTCS Ha peuentypHoMm Omanke ¢opmsl Ne 107-1/y. Penenr,
BBIMMCAHHBIN Ha perentypHoM Omanke ¢popmel Ne 107-1/y, nelictBurenex B TeueHue 60 aHei co aHs
BeIMKChbIBaHUA. Penent ormaercs BMmecte ¢ JIII ¢ oTmeTkol Ha penente, 4ro JEKapCTBEHHBIN
npenapar OTHYILIEH, JaTol OTHycka W moamnucelo (apmpaborHuka. Ilpum  BbIMMChIBAHUU
MEIUIUHCKIM pAaOOTHUKOM DPELENTOB Ha TOTOBbIE JICKAPCTBEHHbIE MpenapaTbl U JIEKApCTBEHHBIE
npenaparsl MHAUBUAYAIbHOIO M3TOTOBJIEHUS MAIMEHTaM C XPOHUYECKUMHU 3a00JIeBaHUSMU Ha
peuentypHbIx Omankax ¢gopmbl Ne 107-1/y pa3periaercst ycTaHaBIMBaTh CPOK JIEHCTBHS peliernTa B
npeenax 10 OJHOTO roja U NMpeBbIIaTh PEKOMEHIyeMOe KOJIMYECTBO JIEKApCTBEHHOTO Ipernapara
JUTSL BBITUCBIBAHUS HA OJIMH pPELENT, ycTaHOBIeHHOe mpukazoM M3 P® ot 14.01.2019r. Ne1094n «
OO0 yTBepkJIeHUH MOpsAKa Ha3HAUYEHUS JIEKapCTBEHHBIX IpenapaToB, (popM perenTypHbIX OJIaHKOB
Ha JIEKapCTBEHHBIE MIpenapaThl, Nopsaka ohOpMIICHUs yKa3aHHBIX OJaHKOB, X YyueTa U XPaHEHUs.
[Ipn BBIMUCBIBAHMM PELIETITOB CPOKOM JO OJHOIO rojia MEIWLMHCKUNA PaOOTHHK JIeTaeT MOMETKY
«[TareHTy ¢ XpOHHYECKUM 3a00JIeBaHMEM», YKa3bIBAET CPOK JEHCTBUS pelenTa U NepuOJUYHOCTh
OTIIyCKa JIEKapCTBEHHBIX IpenapaToB M3 AaNTeYyHOH OpraHuM3allud WM HWHAWBHUYaJIbHBIM
IpeANpUHIMAaTENIEM, UMEIOIUM JIMIEH3UI0 Ha (apMaleBTUYECKYIO JEsITeIbHOCTh (EXEeHEeNbHO,
€XKEeMEeCSIYHO U WHbIe MEPHOJIbl), 3aBepsSeT 3TO yKa3aHHE CBOEW MOJIMCHIO W JIMYHOW MeYaTbio, a
TaK)Ke NI€YaThi0 MEIUIIMHCKOW opranuzauuu «/ns penentosy.

3anmanue 65. CuryarioHHas 3agada

B anTeky mocTynui penent Ha U3rOTOBJICHHE Karelb TJIa3HbIX 10 MPOTHCH:
Rp.: Sol. Kalii iodidi 3% - 10 mi

D.t.d. Ne 30

S. I'ma3uble Kamim.



CoTpyIHUK anTeKd B AaCENTUYECKUX YCIOBHUSAX B CTEPHJIBHYIO IOJICTAaBKY OTMEpPHJ BOAY
ounnieHHylo, orBecun Ha BCM-20 9,0 r kamus fioguaa, noBen odbem pactBopa a0 300 mi Bomoi
ounnieHHOH. [IpoBen nmonHbIi XuMUYeckuil ananu3 pactsopa. PactBop npoduiibTpoBal ¢ HOMOIIbIO
¢mibTpoBanbHOM ycTaHOBKM 1O 10 mMi Bo ¢uakon mis otmycka Ne 30. DiakoHBI ¢ pacTBOPOM
YKYIOPHJI CTEPUIIBHON PE3UHOBOM MPOOKOI, MPOBEPHII HA OTCYTCTBUE MEXAHUYECKUX BKIFOYCHHI.
YKynopu KOJIMagyKoM TI0JT 00KaTKy, MPOMAPKUPOBAI U MPOCTEPUIIM30BAT IO aBiaeHueM mpu 120
°C B TeyeHuu 8 MUHYT. [IOBTOpHO ITpOBET KOHTPOJIb MTOCIIE CTEPUITU3ALINH.

1. Onenure aeiicTBUs cotpynnuka. [lepeunciure TpeOOBaHUS, IPEABIBISEMbIE K TIa3HBIM
KaIUIsIM.

2. Kak B yclIOBUSIX aniTeYHOr0 MPOU3BOICTBA 00ECTIEUUBACTCS TPEOOBAHHUE CTEPHIIBHOCTH?

3. Kak nocturaercst odecriedeHrue OTCYTCTBUSI MEXaHUYECKUX BKIIFOUCHHI B TITa3HBIX KATUIsX?
4, O6ecneyeHne KoM(GOPTHOCTH TIa3HBIX Karellb, TPeOOBaHHUS.

5. [TosicHuTe NOPSIIOK BHIMUCHIBAHMS PELIENITa HA JAHHYIO MIPOMUCH U OTITYCKA 110 HEMY

Ilpasunvnuviti omeem:
1.ITocnenoBaTenbHOCTH A€CTBUIA BepHA. TpeOoBaHus, MPEIbIBISEMbIE K TTIa3HBIM JIEKAPCTBEHHBIM
dbopmam:
- CTEPUIILHOCTb;
- CTaOHMJIbHOCTB;
- IPOJIOHTUPOBAHUE JICHCTBUS;
- KOM(pOPTHOCTH IPUMEHEHUS;
- OTCYTCTBUE MEXAaHUYECKUX BKIIFOUCHUH.
2.CTepuIIbHOCTb TJIA3HBIX KaIelb JOCTUTAETCS IYyTEM MIPUTOTOBIICHHS UX B ACETITUYECKUX YCIOBHUSIX
U TIPUMEHEHUEM OJTHOTO U3 CIIOCOOO0B CTEPHUIIN3aLUU, TPpUHATOrO ['O.
3. CymiectByeT 2 criocoba o0ecneueHrs OTCYTCTBHS MEXaHUYECKUX BKIIFOUCHUH B ITa3HBIX KATUISX.
3.1. I'maznbie kammm QUIBTPYIOTCS Yepe3 CTEKISIHHBbIE, OyMaXKHbIe WM MeMOpaHHbIE (QUIBTPHI C
OJTHOBPEMEHHOM cTepuim3anueil. i JoCTiKeHns KeTaeMoro KauecTBa CIOb3YIOT TIIATEIFHOE
bunbpTpoBaHUE Yepe3 JIydIlue copTa GUIBTPOBAIBLHON OymMaru W JUIMHHOBOJIOKHUCTYIO BAaTy WIIH
cTeKIsHHBIA QuibTp Ne 3 (mpu ucnosb3oBaHUM NpHOOpa A (PUIBTPOBAHUS TIa3HBIX Kallesb C
nocienyrouei Gpacopkoil mpu cepuitHOM NMPOU3BOCTBE B AlITEYHBIX YCIOBUSAX).
[Tockonbky npu GUIBTPOBAHUU MPOUCXOAAT OOJIBIINE MOTEPH, a ITO OTPAXKAETCA HA TOYHOCTU
KOHIeHTpanuu JIB B TNIa3HBIX Kamiisx, OCOOEHHO MpH OYEeHb HU3KHX KOHIeHTparusx JIB,
npruOeTraroT K UCIOJIB30BAHUIO KOHIICHTPUPOBAHHBIX PACTBOPOB.
HopMmb! 1onycTUMBIX OTKJIOHEHHUH B 00beMe TIa3HbIX Kamellb He JOKHO npeBbimats 10% — npu
o0wveme pactBopa 5-10mm, u 8%- npu o6beme 11 10 20Ma
3.2. IlpuroTroBiieHre TIa3HBIX Kaleidb U3 PaCTBOPOB KOHIIEHTPATOB.
4. MHorue Tia3HbIe KaIluld BBI3BIBAIOT MPH WHCTHUIALUN HETIPUSTHBIE ONIYIIEHHS, U B OOJBIINHCTBE
cilyyaeB JUCKOM(pOPTHBIE SBJIECHUSI 00YCIOBIEHBI HECOOTBETCTBUEM 3HaueHui pH n ocMoTHueckoro
JIABJICHUS TJIa3HBIX Kamellb 3Ha4eHuI0 pH 1 0CMOTHYECKOMY JTaBJICHHUIO CIE3HOH KUAKOCTH. B HOpMe
CJI¢3HAasl KUJAKOCTh M IUIa3Ma KPOBM HMMEIOT OCMOTHYECKOE JaBJICHHE, PABHOE OCMOTHYECKOMY
JIABJICHUIO M30TOHUYECKOTO pacTBopa HaTpus xjopua (0,9%-uoro).
N30TOHNYECKUMH SBJISIIOTCS TJIa3HbIE Kallld, MMEIOLIHE TaKoe K€ OCMOTHUYECKOE JaBJIEHUE, YTO U
pacTBopel Hatpus xjopuaa B konneHtpammu 0,9% +0,2% t.e. 0,7-1,1% .Kamm wmwxe 0,7%
OKBUBAJICHTHOW  KOHIIEHTpallMM ToJUiekaT wu3oToHupoBanuto 10 0,9%  skBUBaneHTHOI
KOHIICHTPAIIUU HATPUS XJIOPHIA.
Jlisi M30TOHUPOBAHUS TJA3HBIX Karellb HCIONB3YIOTCS CIEAYIOIIUE BEIIeCTBA: HATPUS XJIOPHI,
HaTpus Cynbdar, OOpHas KHCIOTa, HATpusi HHUTpAT. KoIMYecTBO HM30TOHHPYIOIIETO BEIIECTBA
ONpeNeNIAI0T pacyeTHbIM IyTeM. PacdeTsl NPOBOJAT C HUCHOJb30BAHHEM H30TOHHYECKOTO
9KBHBAJICHTA 110 HATPHSI XJIOPUJTY.
I'ma3Hple Kamim, KOMIIOHEHTHI KOTOPBIX B COBOKYITHOCTH IOBBIIIAIOT OCMOTHYECKOE JaBJIECHUE
Karesb Bble 1,1% »KBUBaJIEHTHOW KOHILIEHTpAllMM HATPHS XJIOpUAa, HEOOXOIMMO paccMaTpUBAaTh



KaK CIelualbHble NPOMHMCH M TpPU OTHYCKE MNPEAyNpexaaTb OOJIBHOTO O HEOIAaronpusATHBIX
OIIYIICHUSAX. DTHU KaIlJId pa3penieHbl K MPUMEHEHHIO, OHU OKa3bIBAIOT Oosiee OBICTPBIM 3¢ (DEKT,
0Cc00EHHO aHTUMHUKPOOHBIH.

He M30TOHMPYIOT IIa3HBIE KaIUld KOJUIAproja, MpOoTaprojia, STAaKpUIUHA JIAKTaTa, TaK KaK HaTpus
XJiopung CUJILHBIN SJICKTPOJIMT U MOXKET BbI3BATh KOAr'yJIsIIHIO.

5. JlaHHast IPOTKCH BBIMUCHIBACTCS HA perentypHoM Oianke ¢popmer Ne 107-1/y.

Peuenr, Bemmucanubiii Ha perentypHom Osanke dopmbl Ne 107-1/y, aeiictBureneH B teuenue 60
JTHEW CO JHS BBIMKUCHIBAHUS.

Peuent ornaercs BMecre ¢ JIII ¢ orMerkon Ha penente «JIekapcTBo OTIyIIEHO», AATONW OTIyCKa U
MOANKCHIO (papMpabOTHHKA.

[Ipu BBIMHMCHIBAHUN MEIULIMHCKUM PAaOOTHUKOM PELENTOB Ha TOTOBBIE JIGKAPCTBEHHBIE MTPENapaThl U
JIEKapCTBEHHbIE Mpenaparbl HMHIUBUAYAJIbHOIO HW3TOTOBJIEHHS MalMEHTaM C XPOHUYECKUMHU
3a00JeBaHUAMU Ha peuenTypHbix Omankax ¢opmbl Ne 107-1/y paspemaercs ycTaHaBIMBaTh CPOK
JecTBUs pelenTa B Ipelesiax J0 OJHOro roja M IPEBHILATh PEKOMEHIYyeMOe KOJINYECTBO
JIEKapCTBEHHOTO Iperapara Juisd BBITUCHIBAHUS HA OJMH PEIeNT, YCTaHOBJIEHHOe Tpukaza M3 PO
Ne 1094 u or 24 mHos0ps 2021 1. «OO6 yTBEp)KACHWU TOPsAKA HAa3HAYEHUS JIEKAPCTBEHHBIX
npenapartoB, GOpM peLenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE IpenapaThl, Mopsaka o(GopMiIeHus
YKa3aHHbIX OJIaHKOB, UX ydeTa M XpaHeHMs, (popM OJIaHKOB PELENTOB, COJAEPKAIMX Ha3HAYCHUE
HapKOTHUYECKUX CPEACTB WJIU IICUXOTPOIHBIX BELIECTB, MOPSAIKA UX U3TOTOBIEHUS, PACIpECICHHUS,
perucTpanyy, y4era i XpaHeHHs, a TaKkKe MpaBuiI oQpopMIICHHS OJIAHKOB PELENTOB, B TOM YHCJIE B
(dopMe IIEKTPOHHBIX TOKYMEHTOB

3ananue 66. CutyannoHHas 3aaa4a

B MIPOU3BOACTBEHHYIO aNTeKy ropojaX. oOparuncst  OONbHOMN C perenTom
HaM3rOTOBJICHUE JIEKAPCTBEHHOU (DOPMBI cOoCcTaBa:

Rp.: Inf. herbae Leonuri 200 ml

Natrii bromidi 4,0

T-rae Valerianae 10 ml

M.D.S. Ilo 1 cm. nosrcke 3 paza 6 Oenbp.

1. VYkaxure 0cOOEHHOCTH XPaHEHUs JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPbs — MYCTBIPHUKA
TpaBbI.

2. VYkaxure 0COOEHHOCTH XPaHEHUS CIIUPTOBBIX HACTOECK.

3. VYkaxxuTe pexuM HacTauBaHUS Ha BOASIHON OaHe M OXJIaKJIE€HUS HACTOEB U OTBApOB.

4. [TpoBenuTe pacueTsl A U3rOTOBJICHUS JAHHOW JEKapCTBEHHOM (POPMBI € UCTIONIb30BaHUEM

JIEKapCTBEHHOI0 pactutenbHoro celpps (KB = 2,0) M HanummMre JMIEBYIO CTOPOHY MacmopTa
MUCbMEHHOTO KOHTPOJIS.

5. [TouemMy npu U3roTOBJIIEHUN BOJHBIX U3BJIEUEHUH U3 JIEKAPCTBEHHOI'O PACTUTEIBHOIO CHIPhS
HE HUCIONb3YIOT KOHIIEHTPUPOBAaHHBIE PACTBOPHI JIEKAPCTBEHHBIX BEIIECTB?

IIpasunvrviii omeem.:

1.ITycThIpHUKaA TpaBy XpaHAT B cooTBeTCTBUU ¢ TpeboBanusimMu ['d XV ODPC.1.1.0011.15
«Xpanenue JIPC u JIPIl» B rpymnme neKkapCTBEHHOI'O ChIpbsi OCHOBHOTO XpaHeHus. Tpasa
MYCTBIPHUKA JOJDKHA XPAHUTHCA B CYXOM, XOpOIIO IPOBETPUBAEMOM IIOMEIIEHWHU B IUIOTHOM
3aKpBITOM Tape NMpH OTHOCUTEIHHON BIaKHOCTH Bo3ayxa He Oosee 60 £ 5% B 3aBUCHMOCTH OT
cootBercTByMomen knuMatudeckor 30HbI (I, II, IIT u IVA). BoeicymieHHBIH MyCTBIDHUK XpaHAT B
TKaHEBBIX MEIIOYKaX, MaKeTax M3 IUIOTHOW OyMaru WiM B KapTOHHBIX KOpPOOKax B MPOXJIaTHOM,
3allMIIEHHOM OT MOTMaJaHus BJIaru MecTe.

Cornacno Ilpuka3zy Munzapascompazsutus PO or 23.08.2010 N 706H: HepacdacoBaHHOE
JIEKapCTBEHHOE PACTUTEIILHOE CHIPhE JOJDKHO XPAaHUTKCS B cyxoM (He Oonee 50% BraxkHOCTH),



XOPOIIO MPOBETPUBAEMOM MMOMEILEHUH B IIJIOTHO 3aKPBITOM Tape.

2.CornacHo TpebOoBanusM mpukaza oT 23.08.2010 r. Ne 706H «O06 yrBepxkaenun I[IpaBun
XPaHEHUsl JICKAPCTBEHHBIX CPEICTB», (hapMaleBTHUECKHUE CYOCTaHIMH, TPEOYIOIIHUE 3allUuThl OT
yIeTyuYMBaHUs U BBICBIXaHUS, B TOM YHCJIE COJEpI)KAIlIHUe JIETy4yhe PacTBOPUTENIH (B YaCTHOCTH,
CIIUPTOBBIC HACTOMKH), CIIEIYET XPAHUTD B MPOXJIATTHOM MECTE, B TEPMETHUYECKU YKYITOPEHHOU Tape
U3 HEMTPOHUIIAEMOT0 JUIsl JIETYYHX BEUIECTB MaTepualia, Kak B IEPBUYHOM, TaK U

BTOPUYHOM (TIOTPEOUTENBCKOIT) yITaKOBKE MPOU3BOIUTEIS.

3.HacramBanue Ha KUIISIIECH BOJSHON OaHE Il HACTOEB COCTAaBIsAET 15 MUHYT, /Il OTBapOB —
30 munyT. OXJaKACHNE IPU KOMHATHOM TeMIepaType COCTaBIISAET JIJIsl HACTOEB HE MeHee 45 MUHYT,
1151 oTBapoB — 10 MUHYT.

4. 1Ipu M3roTOBJICHUN HACTOEB U3 HECUJILHOJCHCTBYIOIIETO JIEKAPCTBEHHOTO PACTUTEILHOTO
CBIpbsl BOJIHBIE M3BJIEUEHUS TOTOBAT B cooTHOoWEHUH 1:10, Torna culpbs (U3MENIbYEHHON TPaBbl
nycThIpHUKA) HeoOxoaumo B3aTh 20,0 T, BObI A1 HacTauBaHus ¢ yuetoM KB: V Boabsl = 200 +
(20%2) = 240 (mmn).

JIuuesas cropona I1I1K:
Ne penenra, nara

Aquae purificatae 240 ml
Herbae Leonuri 20,0
Natrii bromidi 6,0

T-rae Valerianae 10 ml

Voobur =210 ml

[Ipurorosui:

[Tposepui:

5.B cirydae ucrosib30BaHus KOHIEHTPHUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX BEHIECTB 00HEM BOJIBI
OUHUIICHHON ClIelyeT yMEHBIIUTh Ha OOBEM KOHIICHTPUPOBAHHBIX PACTBOPOB, YTO MPUBEICT K
HapYIICHUIO COOTHOIIEHUS MEX/1Y ChIPbEM U TOTOBBIM BOJIHBIM M3BJIEUECHUEM.

3anmanue 67. CuryarioHHas 3a1a9a

B peuenTypHO-IpOU3BOACTBEHHBIH OTAEN AalTeKW MOCTYMWI PEIENT, COACPKAIIHACIC YOO
HPOTMHCh.

Rp.: Acidi hydrochlorici 3ml

Pepsini 2,0

Aquae purificatae 100ml

M.D.S. Buympennee. I[1lo 1 cmonogoti nosicke 3 pasza 6 denv nepeo eooll.

[TpoBu30p-TEXHOIOT MPOBEN (PapMaIEBTUYECKYIO SKCIIEPTU3Y PEIENTa U TOPYINIT H3TOTOBUTH 3TOT
JeKapCTBEHHbIM mpenapar monoaomy (apmaneBty. ToT chenan pacué€Tsl Ha OOpaTHOW CTOpOHE
nacropTa MUCHbMEHHOTO KOHTPOJISL, U3TOTOBHJI MHUKCTYPY, O(OpPMHUI JIMIIEBYIOCTOPOHY Macropra
NUCbMEHHOTO KOHTPOJI M OTJall MPOBU30PY-TEXHOJIOTY Ha mpoBepky. Ilpu mpoBepke macnoprta
NUCHbMEHHOTO KOHTPOJS W TPOBEACHUHM OIPOCHOTO KOHTPOJIS BBIACHHIIOCH, 4YTO (hapmareBT
U3TOTOBUII MUKCTYPY ClleAyromuM obpa3zoM. OH oTMepui B ojcTtaBky 70 Mi Bojsl, pacTBopui 2,0
[Nenicuna, mpoduabTPOBa BO (hIIAKOH /ISl OTIYCKa, IIPOKOHTPOIMPOBAT OTCYTCTBUE MEXaHHUECKUX
BKItoueHu#, nodasun 30 mu pactBopa Kucnotsr xnopucroBogopoanoit 1:10 (0,83%). ITposuszop-
TEXHOJIOT C/IeJIall BEIBOJ, YTO «MHKCTYpPa M3TOTOBIIEHA HEYAOBJIETBOPUTEIEHOY, YKa3all Ha OMIHOKA
U PEKOMEH/IOBAJ U3TOTOBUTHh MUKCTYPY 3aHOBO.

1. B uém 3axmouanacek GapmarieBTudeckas SKCIepTH3a MPOIUCH perenTa’?

2. CornacHsl 11 BbI ¢ BBIBOJJOM MPOBU30pa-TEXHOJIOIA, YTO JIEKAPCTBEHHBIN IpenapaT
U3rOTOBIIEHHEYIOBIIeTBOpUTENbHO? Kakue ommbku gonyctuin dpapmarent?

3. IIpuBenuTe pacy€Thl 110 JTAHHOW IIPOIHCH.

4. Kak JOJDKCH OBITh O(I)OpMJ'IeH nactopT MMCbMCHHOI'O KOHTPOJIA IO JaHHOMY peuenTy?



5. VYkaxwure, Kak 10JKHA ObITh 0pOpMIIEHA 3Ta MUKCTYpa K OTIIYCKY U CPOK €€ XpaHEeHHUS.

IIpasunvhuiii omeem:
1. Ilox papmarieBTHYECKOM SKCIIEPTU30M perenTa MOHMMAIOT OLIEHKY COOTBETCTBHUS MTOCTYIUBIIETO
B aNTEeKy pelenTta Ha JEKapCTBCHHBINH Mpenapar JACUCTBYIOMIMM pErjJaMeHTaM M0 MOPSIKY
Ha3HA4YCHMs] U BBINUCBHIBAHUA JICKAPCTBEHHBIX MPENapaToB U MOPAIKY OTIyCKa MX U3 aNTeKH.
dapmaneBTHYECKas HKCIePTH3a PEeIenTa 3aKII09aeTcs B IPOBEpKe:
- (hopMBI perienTypHOro 6anka (perent JoJKeH ObITh BhIKcaH Ha Omanke Nel107-1/y)
- (hapmaneBTHUECKOH ((PUBUKO-XUMHUECKOHN, XUMHUECKON U (hapMaKOIOTrHIeCKOH) COBMECTUMOCTH
MHIpeareHToB nponucH (JIB coBmecTrMbI)
- B [IPOBEPKE PA30BBIX M CYTOYHBIX /103 U MPUHAJUICKHOCTH BbIMKCAaHHbIX JIB K AelicTByOmMM
CIIUCKaM
Cpox aeiictBus 60 nueil. B antexe He XpaHUTCS.
2. JIIT u3roToBIEH HEYAOBIETBOPUTENIBHO, TaK KaK (hapMaleBT JOMYCTHII CYILIECTBEHHBIE OIIUOKH,
OTpa3UBIIKECS HAa €T0 KA4eCTBE: - HEBEPHO OIPe/IeTIeH 00hEM BOIbI OUUIIICHHOMN, OH JOJKEeH OBITh
paBeH 73 M, - HapylleHa I[OCIeI0BaTebHOCTh CMEIIMBAHUS WHIPEIUEHTOB MUKCTYpHI,
NPHUBOJIANIAST K HAPYHMICHUIO (apMaKOJIOTHYECKOW aKTUBHOCTH IMEINCHHA, 3aBHCsmeld ot pH; -
CJIEIOBAJIO K BOJIE I00ABUTH PACTBOP KUCIOTHI XJIOPUCTOBOIOPOJAHOM, 3aTEM PACTBOPHUTD IETICHH.
3. Pacuerer Voommii = 100 +3 = 103 mu
V pacTtBOpa KUCIOTHI XJopuctoBogopoanon 1:10 =3 x 10 = 30 mn
C nencuna no pernenty = 2,0 x100% : 103 = 1,94%
Cmax =3:0,61=4,9%, 3HauuT yBenuyeHne o0bEMa He YUUTHIBAIOT.
V Boabl = 103 — 30 =73 mu

4. TIIIK (nuneBas ctopoHa)

Hara Nepenernra

Aquae purificatae 73 ml

Sol. Acidi hydrochlorici diluti 0,83 %(1:10) 30 ml

Pepsini 2,0
Vob6ur.=103 ml + _ 3%
[Ipurorosui:
[Iposepuin:

5. OdopmieHue MHUKCTYpHl K OTIYCKY: OCHOBHas STHKeTKa “‘BHyTpenHee” mpenymnpenuTenbHbIe
HaaAnMucH “XpaHUTb B HEAOCTYIIHOM OT JAeTed Mecte”, “XpaHUTh B MPOXJIAJHOM MECTE H
3alllMIIeHHOM OT cBeTa mecte ~, «Ilepen ynorpebiaeHreM B30anThIBaThy», pelenTypHbIH HOMEpP, CPOK
xpaneHus 10 cyTok.

OcnoBanue: [Ipukaz M3 P® ot 22.05.2023 r. Ne 2491 «O0 yTBep:K/I€HUU MPaBUI U3TOTOBJIEHUS U
OTIIYCKa JIEKaPCTBEHHBIX MPENaparoB Uil MEIULMHCKOTO NPUMEHEHHUS allTEYHBIMU OpraHU3allUsIMH,
UMEIOUIUMHU JIMIEH3UI0 Ha ()apMalleBTUYECKYIO IE€ITETbHOCTD)

3anmanue 68. CuryarioHHas 3a1a4a
B penenTypHO-IpOU3BOJACTBEHHBIA OTIEN aNTEKH IMMOCTYIHI PELENT, COJISPIKAIIUN CIICIYIOIIYO

HPOINHUCE:
Rp.: Infusi herbae Adonidis 200 ml
Dimedroli 0,5

Natrii ~ bromidi 3,0
Tincturae Leonuri 10 ml
M.D.S. Buympennee. Ilo 1 cmonogoti nodxcke 3 paza 6 Oenb.

[TpoBu30p-TEXHOIOT MPOBEN (hapMalEeBTUUECKYIO IKCIIEPTU3Y PEIIeNTa U TOPYUYUIT U3TOTOBUTH ITOT
JIeKapCTBEHHBIN Mpemnapar MosiogoMy dapmareBTy. ToT caenan pacueTsl Ha 0OpaTHON CTOPOHE



MacropTa MUCbMEHHOTO KOHTPOJS, U3TOTOBUJI MHUKCTYPY, OGOpMUI JHIIEBYIOCTOPOHY TacmopTa
MUCHbMEHHOTO KOHTPOJI M OTJAJ MPOBU30PY-TEXHOJIOTY Ha mpoBepky. [Ipu mpoBepke macmopra
MUCbMEHHOTO KOHTPOJISI W MPOBEJIECHUM OIPOCHOTO KOHTPOJISI BBIICHUIIOCH, 4TO (hapMareBT
M3TOTOBHIJI MUKCTYPY cieayromumM oopazom. OH orMepua B moactaBky 160 mut Boabl, pactBopui 0,5
TUMENpoiia, MPOPMIBTPOBal BO (DIakoH sl OTIyCKa, 100aBwia 15 MIJI KOHIIEHTpara HaTpus
Oopomuza 1:5. B mocienHoow odepeab 1Mo 4acTsIM MpU NepeMemuBaiuy 100aBuit 40 M1 dKCTpakTa-
KOHIIEHTpaTa ropuiBeTa xuakoro 1:2 u 10 mi HacToiiku mycTeipHuKa. [IpoBU30p-TEXHONIOT caenan
BBIBOJI, YTO MHKCTypa H3TOTOBJICHAHEYJOBJIETBOPUTEIHHO, YKa3all Ha OLIMOKUM U PEKOMEHIO0BAJ
U3TOTOBUTH MUKCTYPY 3aHOBO.

1. B uem 3akimovanach hapmareBTHUecKas SKCIepTH3a MPOIKCH perenTa?

2. CornacHbl 11 BBI ¢ BBIBOJIOM MPOBU30pPA-TEXHOJIOTA, YTO JIEKAPCTBEHHBIN IIpemapar
U3rOTOBIICHHEYIOBJIETBOPUTENHHO? Kakue ommoOku gomyctui dpapmareBr?

3. [TpuBeauTe pacueTsl MO TaHHOW MPOITUCH.

4. Kak momxkeH 0bITh 0(hopMIIEH MacopT MTUCHbMEHHOTO KOHTPOJIS IO JAHHOMY pelenTy?
5. VYKaxure, Kak T0JDKHA ObITh 0(hOpMIICHA 3Ta MUKCTYpa K OTITYCKY M CPOK €€ XpaHCHHUSI.

Ipasunvroiii omeem:

1. ®apmarneBTHYECKAs IKCIIEPTU3A PEIICTITA 3aKIFOYACTCS B OMPEICIICHHE COOTBETCTBUS
MOCTYMHBIIETO PelenTa JeHCTBYIOIUM IPaBUIaM BBIMHUCHIBAHUS PELICTITOB.

Beimucan perenT Ha CI0KHYIO JKHAIKYIO JICKApCTBEHHYIO (DOpPMY JIJIsi BHYTPEHHETO IPUMEHEHUS -
mukctypa. ®opma 6manka Ne 107-1/y. Cpok neiictBus peuenta ot 60 CyTok 10 roja, B anTeke
XpaHuTcs 3 Mecsina

Konnentpanus BOJHOTO HM3BIEYEHHS B MPOIKCH perenta He yka3aHa. B coorBerctBum ¢ ['D
u3rotaBauBaloT B cooTHomennu 1:30. s m3roromieHus 200 mu HacTos HEOOXOAMMO B3ATH 6,7
CTaHJAPTHOTO CHIPHSI.

TpaBa ajoHHCa — CPEACTBO, UMEIOIICE OTpaHUYCHUE JO3UPOBOK. COJIEPIKUT CEPCUHBIC TITHKO3UIbI
TepMOIaOUIIbHbIC U CBETOYYBCTBUTEIILHBIC BEIIECTBA.

[Iposepxka no3: BP/I= 1,0 BCJ=5,0

200 mut: 15 Mo mpubnmsurensHo 13 mpueMoB

6,7:13 mpuemos=0,5

0,5*3=1,5

Jlo3b1 He 3aBbIlICHBI, AaHHYH JI® TOTOBUTH M OTIYCTUTH MOKHO.

Jumenpoi: no perenty PJ] = 0,04(0.5:13 mpuemos) CJI = 0,12(0.04*3)

BP1=0,1 BC/1=0,25

Jlo3bl He 3aBbiIeHbl. JJanHy10 JID rOTOBUTH MOXKHO.

2. JIIT m3roTOBICH HEYAOBICTBOPUTEIBHO, TaK Kak ()apMalleBT IOIYCTHJI CYIICCTBECHHBIC
OIIMOKH, OTPAa3UBIINECS HA €r0 KauecTBe: - HeBepeH 00beM 40 MIT SKCTpaKTa-KOHIIEHTpaTa aJJOHKCca
KUIKOro 1:2; ero cienoBaino B34Th 13 MII ¢ y4€TOM CTaHJAPTHOTO COOTHOIICHUSI HACTOSI TOPUIIBETA
1:30, - HeBepHO paccuuTaH 0OBEM BOJBI, TAK KaK HE YUYTEH 00BEM KOHIIEHTpaTa HaTpus OpoMuaa;
BOJBI CIeI0BaIO B3ATh 145 mi, a He 160 mi1.

3. Voommii = 210 ma

M npc =200 x 1,0 : 30 = 6,66

V skcTpakTa-koHIeHTpara 1:2 = 6,66 x 2 = 13,32 mu
V pactBopa Hatpus Opomuna 1:5=3,0 x5 =15 mn

C mumenpona no perenty = 0,5 x 100% : 210 = 0,24%
Cmax =1:0,86 = 1,2%, 3HauuT yBenuueHue o0bEMa HE YIUTHIBAIOT.
V Bomel =210 -10-15-13 =172 mn

4 IIIIK

Hara, Ne penenira

Aqguae purificatae 172ml

Dimedroli 0,5

Solutionis Natrii bromidi 1:5 15 ml



Extracti Adonidis fluidi standartisati 1:2 13 ml

Tincturae Leonuri 10 ml

OO6muii 06beM 210 M

[IpuroroBuin

[Iposepui

5. ®nakoH 1 oTIycka opaHxeBoro crekia Ha 200mt. OGopMHUTH K OTIYCKY OCHOBHOW 3TUKETKOM
C 3€JEHOM CHUTHaJIbHOM IOiocoM «BHyTpeHHee», «MUKCTypa», NONOJHUTEIBHON «XpaHUTh B
MPOXJIAJHOM U 3alIMILEHHOM OT cBeTa MecTey, «llepen ynorpebiaeHnem B30aIThIBaThy, «XPaHUTh B
HEJIOCTYITHOM Jyis AeTell Mecte». CpoK TOJHOCTH 2 CYTOK.

Ha o0paTHO#i cTOpoHE perernTa yKa3bIBaroT, YTO HCIIOJIb30BaH 3KCTPAKT-KOHIIEHTPAT BO H30ekKaHHe
HEJ0pa3yMEeHUN IPpU MOBTOPHOM OOpaieH!H (MUKCTYphI, H3rotoBieHHble u3 JIPC u skcTpakToB -
KOHIIGHTPATOB OTJIMYAIOTCS 110 BHEUTHEMY BHULY).

3anmanue 69. CuryaronHas 3aqada

B peuentypHO-IpOM3BOJICTBEHHBIA OTIEN ANTEKH NOCTYNWJI PEUENT, COACPKAMMUICICTYIONTYIO
IIPOIIUCH:

Rp.: Extracti Belladonnae 0,015

Anaesthesini 0,1

Magnesii oxydi 0,3

M.f. pulv.

D.t.d Me 20.

S. Buympennee. Ilo 1 nopowxy 2 pasza 6 oetbw.

[TpoBU30p-TEXHOIOT MPOBEI (hapMaIEBTHUECKYIO SKCIIEPTU3Y MPOIUCH M MOPYUYHIT U3TOTOBUTH 3TOT
JIEKapCTBEHHBIM TpenapaT MojogoMy ¢apmaneBTy. ToT cheman pacdeThl Ha OOpaTHOW CTOpOHE
nacropra MUCbMEHHOTO KOHTPOJIS, W3TOTOBWJI MOPOIIKOBYIO CMECh, O(OPMHUI JHIIEBYIO CTOPOHY
[IacIIOpTa IMCBMEHHOIO KOHTPOJIL M OTAANl IPOBU30PY-TEXHOJIOrY Ha npoBepKy. [Ipum mposepke
nacropTa MHCHbMEHHOTO KOHTPOJIS M TPOBEACHUM OMPOCHOTO KOHTPOJS BBICHUJIOCH, YTO
dapmareBT U3roTOBUJI MOPOIIKOBYIO CMECh CieayromuM odpazoM. B3eecun 6,0 maraus okcuaa u
3arep UM nopsl crynku. JJob6asun 0,3 cyxoro skcTpakTa kpacaBkuu 2,0 aHecte3nHa. V3menbumi u
CMeIall, IPOBEPHJI OJHOPOIHOCTh cMecH. [IpoBU30p-TEXHOJIOT Clenan BBIBOJ, YTO IOPOIIKOBAs
CMECh H3TOTOBJICHA HEYIOBJIETBOPUTENHHO, YKa3al Ha OMIMOKM U PEKOMEHIOBAT H3TOTOBHUTH
MIOPOIIKOBYIO CMECh 3aHOBO.

1. B uem 3aximouanach hapmarieBTHUECKas SKCIIEPTH3a MPOIUCH?

2. CornacHsl 11 BbI ¢ BBIBOJJOM MPOBU30pa-TEXHOJIOTA, YTO JIEKAPCTBEHHBIN Ipenapar
U3rOTOBIIEHHEY10BJIeTBOpUTENbHO? Kakue ommbku gonyctuin dpapmaient?

3. IIpuBenuTe pacyeTsl 110 JAHHOW IIPOIHCH.

4. Kak nomxen ObITh 0(hopMIIEH MacOpPT MUCBMEHHOTO0 KOHTPOJIS [0 JaHHOMY peLenTy?

5. B xakue OymakHble KamcCysbl ClI€AyeT YNaKoBaTh MOPOILIKH JJAHHOTO cocTaBa? YKaKuTe

YCJIOBUS U CPOK XpAaHCHHUA IOPOIIKOB.

IIpasunvrviii omeem.:

1. dapmaneBTHUECKast SKCIIEPTH3a 3aKII0YAETCs B IPOBEPKE:

COBMECTHUMOCTH MHIPEIUEHTOB - TUCIEPCHOHHON cpelbl (YBIaXXHEHHE MOPOIIKOOOPa3HOl Macchl,
BbIJIEJICHHE BOJbI U3 KPUCTAIIIOTHAPATOB)

Mmaccsl CB HopMaM eAMHOBPEMEHHOIO OTITYCKa

- yrcna BeinucanHbIX 103 (P u Cll)skcTpakTa KpacaBKu M aHECTE3HHA.

2.JIT1 n3roToBiieH HEYJOBIETBOPUTEIBHO, TaK KaK (papMaleBT TOMYCTUII CYILIECTBEHHbIE OIINOKH,
OTpa3MBILNECS HA €r0 KaYeCTBe:

- B pELIENTE HE yKa3aH BUJ DKCTPAKTa KpacaBKH, 3HAUUT [IOJIpa3yMeBacTCs I'yCTOM; €ClIu BMECTO
HETO UCTIOJIB3YIOT CyXOH AKCTpakT 1:2, ero macca noymkaa paBHAThcs 0,6, a He 0,3.



MOPBI CTYIKH CJIEIOBAIO 3aTePeTh HEOONBIINM KOJMYECTBOM MAarHus OKCHJIA, IPUMEPHO PaBHBIM
aOCOJIIOTHBIM TIOTEPSIM B BBIOPAHHOW CTYIKE, @ OCHOBHYIO €ro Maccy 00aBUTh B TOCIEIHIOIO
ouepelb, MOPUUSIMH TPU aKKypaTHOM IEepEMEIIUBAHUH, YTOOBI CBECTH K MUHIUMYMY TIOTEPH 3a CUCT
pacImbUICHHUS.

Ja, cornacHsl, MOTOMY 4TO (papMareBT TOMYCTHIT CIACAYIOIINE OIIUOKH:

¢dapmalieBT OTBECHJI CYXOW S3KCTpPakT KpacaBKM,a IO IpaBWJIaM HY)KHO OBLJIO OTBECHUTh T'yCTOM
IKCTPAKT KPACaBKH;

HEMPaBUILHO MPOU3BEN 3aTHUPAHUE MOP CTYNKHU (T.K. MarHusi OKcuja OOJIbIIE BCETO MBI 3aTHPAaEM
MOPBI CTYIKU UM, YYUTHIBASI YTO OH SIBJISICTCS MBUISIIUM BEIIECTBOM, 3aT€M JOOABIsIeM aHECTE3HUH U
B CaMYIO MOCJICAHIOI0 0Yepe/ib J00aBIsIeM I'yCTON SKCTPAKT KPACaBKH )

3. O6opoTHAas CTOpOHA:

OkcerpakT kpacaku rycroit (1:1): 0,015%20*1=0,3

Amnecresun: 0,1*20=2,0

Maraus oxcua:  0,3*20=6,0

Passecka: 0,015+0,1+0,3=0,415

Oo6mmas macca: 0,3+2,0+6,0=8.3

4. Jluuesas cropona I1I1K:

JHarta Ne penerira

Ex. Belladonnaesicci (1:1) 0,3

Anaesthesini 2,0

Magnesii oxydi 6,0

M1 = 0,43 uuciom 20

Mobiast = 8,3

[TpuroroBui (MOIIUCH)

[IpoBepun  (moamucs)

Otnyctun (MOAMUCH)

5. . DTH MOPOIIKH YIAaKOBEIBAIOT B BOIIEHBIC KAMCYJIbI, TAK KAK OHH 3aIIUIIAIOT MAarHUs OKCHJI OT
B3aMMOJICHCTBHSL C JUOKCHUAOM YIiepoAa BO3[AyXa, a CyXOMl OAKCTpakT - ¢ Biaroi (oH
TUTPOCKOINYEH).

Cpok xpanenus 14 cytok.

«XpaHUTh B CyXOM, MPOXJIATHOM, 3alIUIICHHOM OT CBETa MecTe, «XpaHUTh B HEIOCTYITHOM JUIS
JIETEU MECTe».

3ananue 70. CuryarionHas 3agada

B penenTypHO-IpOM3BOACTBEHHBIM OTJIEN ANTEKH MOCTYMHWI PELENT CO CIAEAYIOIIEH MPONUCHIO:
Rp.: Solutionis Natrii bromidi 3% - 200 ml

Tincturae Valerianae 10 ml

Tincturae Leonuri 10 ml

M.D.S. Ilo I cm. noacke 3 paza 6 OeHo.

[IpoBH30p M3rOTOBHII JIEKAPCTBEHHYIO (OPMY C HCIOIH30BAHUEM OIOPETOYHOW YCTAaHOBKU U
OTHYCTUJl TAIUEHTy, HO B CBS3M C OIPAHUYEHHBIM CPOKOM TOJIHOCTH 3KCTEMIIOpPAJIbHON
JIEKapCTBEHHON (DOPMBI MPEIOKUIT TOTOBBINA JIEKAPCTBEHHBIN TIpenapaT aHaJOTUYHOTO JACHCTBUS.

1. Kakumu HOpMaTUBHBIMU JOKYMEHTaMH PErJIaMEHTHPYETCSI U3TOTOBIIEHUE
JIEKapCTBEHHBIX ()OPM B aNITEUHBIX YUPESIKICHUAX?

2. KakoBbl mpenmyIiecTBa HCMOIb30BaHUS KOHIEHTPUPOBAHHBIX PAacTBOPOB B
TE€XHOJIOTMM MUKCTYP IO CPaBHEHUIO C UCIIOJIb30BaHNEM TBEP/BIX JIEKAPCTBEHHBIX BEILIECTB?

3. Onummre TEXHOJIOTHIO IPUTOTOBJICHHSI MUKCTYpBI IO BbIIIeyKa3aHHOHM nponucH. Kax
oopmIsieTcs K OTIYCKY U3rOTOBIIEHHAss MUKCTYpa? KakoB cpok ee ronqHocTu?

4. Kakum nefictBuem obmnanaet nanHas Mukctypa? Kakue roroBble JeKapCTBEHHbBIE

npenapaTrsl MPOBU30P MOXKET MPEAJIOKUTh IIPU HEBO3MOYKHOCTH M3TOTOBIEHHUS JaHHON
JKCTEMITOPATIbHON JIeKapCTBEHHOH (PopMBbI?



5. Kakue pekoMeHIau JOKHBI OBITh 1aHBI IPOBU30POM IIPU OTITYCKE CENaTUBHBIX
JICKapCTBEHHBIX ITPENapaToB?

Ilpasunvruviii omseem:
1. HopmaTuBHbBIE TOKYMEHTBHI:
[Tpukaz M3 P® ot 22.05.2023 1. No 2491 «OO0 yTBEp)KIECHUU TPABUJI M3TOTOBJIECHUS W OTITYyCKa
JIEKapCTBEHHBIX IpEnaparoB Uil MEIULIMHCKOrO IPUMEHEHHUs allTeYHbIMU OpraHMU3alUsIMMU,
UMEIOUIUMHU JIMIEH3UIO Ha (papMalleBTUYECKYIO I€ITEIbHOCTD)
[Tocranosnenue I'maBHOTO rocynapcTBeHHOro canuTapHoro Bpaua PO ot 24 nexabpst 2020 r. Ne 44
«O06 yrBepxkaenun canutapubix npasuwin CII 2.1.3678 - 20 "CaHuTapHO-31THUAEMUOIOTHYECKUE
TpeOOBaHUS K SKCIUTyaTalliu MOMEIIEHUH, 3JaHUi, COOpYKEHUI, 000pyI0OBaHUs U TPAHCIIOPTA, a
TaK)KE€ YCIOBUSM JI€ATEIbHOCTU X03SIMCTBYIOLUINX CYOBEKTOB, OCYIIECTBISIOIUX [IPOJIaXy TOBAPOB,
BBITNOJIHEHHE PabOT WK OKa3aHUE YCIyT»
2. KoHIIeHTpUpOBaHHbBIE pacTBOPhl — 3TO paboure pacTBOPHl JIEKAPCTBEHHBIX BEILIECTB B
oIpezeseHHO 0O0JIbLIEH KOHLIEHTPALUH, YEM ITH BEILIECTBA IIPOIUCHIBAIOTCS B pELENTaX, B pacyeTe
Ha COOTBETCTBYIOLIEE pa3BeICHHE BOJOW 0 YKa3aHHOW B pelente KoHueHTpauuu. [Ipumenenue
KOHLEHTPUPOBAHHBIX PAaCTBOPOB HMMEET PsJi MPEUMYILECTB IO CPAaBHEHHIO C M3TOTOBJIEHUEM
MUKCTYp W3 TBEPABIX BEIIECTB: CHUYKAETCSA TPYAOEMKOCTh, IOBBIIIAECTCA KAYECTBO U YCKOPSETCS
OTITYCK JICKQPCTBEHHBIX IIPENapaToB OOIBHBIM.
3. TexHonOorHs U3TOTOBIEHUSI MUKCTYPBI C UCIIOJIb30BAHUEM KOHIICHTPUPOBAHHOTO PACTBOPA.
OO0umit 06beM MUKCTYPHI - 220MJT.
U3 nero 30 M1 KOHLIEHTPUPOBAHHBIN pacTBop HaTpus Opomuaa 20%, mo 10 Ma HACTOEK BajJiepHaHbI
U mycTelpHuKa. Takum oOpaszom, Boasl motpedyercs 220-30-10-10=170 mut. [{ns u3roToBieHUs
pactBopa Bo (makoH 250mi TeMHOro crekia (HaTpus OpOMHI SIBISIETCS CBETOYYBCTBUTEIHHBIM
BElIECTBOM) oTMepuBatoT 170 mMi1 BOJbI JUCTHILIMPOBAaHHOM, C MOMOIIbIO OIOPETOUHON YCTaHOBKU
no3upyemM Bo ¢umakoH 30 MiI KOHLIEHTPHUPOBAHHOTO pacTBopa Hatpus Opommma 20% (1:5),. B
MOCJIEHIOI0 OYepe/lb OTMEPUBAET CIIUPTOCOAEPKAIINE HACTOUKH (B MOPSIIKE YBEIMUEHUSI KPEIOCTU
crupta): 10 M1 HacToiiku mycTeipHUKa U 10 M1 HacToMKHM Banepuanbl CMENINBAIOT, YKYIIOPUBAIOT,
opopMisIFOT K OT-TiycKy. OQOpMHUTH K OTIYCKY OCHOBHOW JTHKETKOH C 3€JICHOW CHUTHAJIBHOU
nosiocoil «BHyTpeHHee», « MHUKCTypa», JOTIOIHUTEIbHOW «XPAaHUTh B IPOXJIAAHOM U 3aILULIEHHOM
OT CBETa MECTE»,
«XpaHUTh B HEJTOCTYITHOM JIsI IETE MecTey.
"Ilepen mpuMeHeHHEM B30aNTHIBaTh"
CpoK roZJHOCTH 2 CYTOK.
4. lanHast MUKCTYypa 00J1aZlaeT ceJaTUBHBIM AeiicTBueM. [1o3TomMy B kauecTBe 3aMeHbI TPOBU30P
MOXET NPEeJIOKUTh Oe3pelenTypHble pPACTUTEIbHbIE W KOMOMHMPOBAHHBIE JIEKAPCTBEHHBIE
npenaparbl CeJaTUBHOTO JIeHCTBUS. JlekapcTBeHHBIE Mpenaparbl, CoAepiKallue MYCThIPHUK,
Basiepuany, naccudiopy, anbpa-0poM-130BaIepUaHOBYIO KHCIOTY H JIp.
5.Ilpenapar ycwiuBaer nedcTBUE ankoroyia W Apyrux BemiectB, yraeratomux [[HC. Bo Bpems
JICYSHMSI HE cIIelyeT yIoTpeOsTh aJIKOT0JIbHbIE HATUTKH, YIIPABIATh TPAHCIIOPTHBIMU CPEACTBAMHU
Y MEXaHU3MaMHU.

3anmanue 71. CuryaronHas 3agada

B aliTCKy ropoJaa H. O6paTI/IJ'IC$I NanuceHT C pPCEHCIITOM Ha IIPOIUCH HepMaTOHOFHHCCKOﬁ Ma3u
CICOYIOIIETro COCTaBa:

Rp: Dimedroli 0,5

Lanolini Vaseliniana ana 5,0

M.f. unguentum.

D.S. Hanocumo na nopasicennvie yuacmru KOX’CU.

HpOBI/IBOp MMPUHA pCUCIIT HA U3TOTOBJICHUC.



1. [IpuBenuTe onpenenaecHue Ma3el Kak JiekapcTBeHHOU Gopmel. [lepeuncnure
TpeOOBaHUs, IPEIBbABIIEMBIC K Ma3siM, UX KJIACCH(PUKALIHUIO.

2. Knaccudukanmst 1 mpuMepbl Ma3eBbIX OCHOB, UCIIOIB3YEMBIX JIJIS1 SKCTEMITOPAIBHOTO
U3TOTOBJIEHUS Ma3eil.
3. Oco0eHHOCTH BBEJICHUS JICKAPCTBEHHBIX BEIICCTB B Ma3eBbI€ OCHOBHI B 3aBUCUMOCTH

OT (PU3UKO-XMUMHUYECKUX CBOWCTB BBOJMMBIX BEIIECTB W MAa3eBBIX OCHOB MpPH H3TOTOBJICHUU
JEPMaTOJIOTUYECKUX Ma3ei.

4. OnuiyTe TEXHOJIOTHIO IPUTOTOBJICHHS Ma3H I10 BBIIICYKA3aHHOM MTPOIHCH.

5. Kak odopmiisiercst k oTImycKy U3roToBieHHas Ma3b? KakoB cpok roJHOCTH JaHHOM
JIeKapCTBEHHOU (HOpMBbI?

Ilpasunvruiii omeem:

1. Masu — 370 MATKas ekapcTBeHHas popma, peiHa3HaYCHHAs I HAHECEHUS Ha KOXY,
PaHbI U CIIU3UCTHIE 0OOJIOUYKH.
TpebGoBanus:

* Ma3u 10JDKHBI HIMETh MSTKYIO KOHCUCTEHIIUIO ISl YIOOHOTO HAHECCHUS UX Ha KOXY M CIM3UCTHIC
000J104KH ¢ 00pa30BaHUEM Ha IIOBEPXHOCTH POBHOM CIUIOIIHOM IJICHKH.

* s mOCTHXKEHUST HEOOXOAMMOTO TEpareBTUYECKOT0 3PQeKTa M TOYHOCTH JO3MPOBAHUS
JIeKapCTBEHHbIE BEIIECTBA B Ma3sIX JOJKHBI ObITh MAKCUMAJIBHO JUCIIEPTUPOBAHBI M PABHOMEPHO
pacrpeneneHsl 1o Bcei Macce JIGKapCTBEHHOTO CPE/ICTBA.

* Ma3u, KaKk 1 Jpyrue JeKapcTBEHHbIE (POPMBI, JOIKHBI ObITh CTAOUIIBHBI U HE COZIEPKATh
MEXaHUYECKUX BKIIFOYCHUH.
» CocTaB Ma3ell He 10JKEH U3MEHATHCS ITPU UCTIOJIb30BAaHUM U XPAHEHHH.

* KoHIleHTpanuu JIekapcTBEHHBIX BELIECTB B Ma3H JIOJDKHBI COOTBETCTBOBATh PELICTITYPE
COOTBETCTBYIOLIEH HOPMATUBHOMN IOKYMEHTALIUH.

Kinaccudukamnmu:

1) [To Ty AUCHEPCHOCTH: TOMOTE€HHbIE (CIUIaBbI-PACTBOPHI), T€TEPOreHHbIE
(cycrieH3MOHHBIE, YMYIIbCUOHHBIE) 1 KOMOMHUPOBAHHBIE.

2) B 3aBHCHMOCTH OT KOHCHUCTEHIIUH:

* )Kunkue (IMHUMEHTBI, CYCTICH3UH U OMYJILCUH);

* CoOCTBEHHO Ma3H C CoJIep:KaHuEeM CyCleH3MOHHOU (a3bl 10 25%

* Ma3u-nacThI-CyCIIeH3UH CCOJIEPKAaHNEM HEPACTBOPUMBIX JacTHIl Ooiee 25%.

3) Ilo Ha3HAUEHHMIO: IEPMATOJIOTUYECKHE, TIa3HbIe, Ha3aIbHbIC, YIHBIC, PEKTAIbHBIC, BATHHAIIBHBIC,
ypeTpasbHbIE.

4) Tlo ocHoBe: Ha rHAPO(UIBHOI, THIPOPOOHOIT, IMYIILCHOHHON, MHOTO(ha3HO OCHOBE.
- 110 (papMaKOJIOrMUECKUM TPYyIIaM:

AQHTUCENTHKH, MECTHbIE aHECTETHKH, TOPMOHBI, BUTAMUHBI, IPOTUBOTPUOKOBBIE CPEJICTBA,
aHAJIbT€TUKHU, aHTHOMOTHKHY U T.11.;

-110 00J1aCTH MPUMEHEHUS:

- * JlepMaTosioruyeckue.

- » Kocmernueckue.

- » CTOMaToNI0Orn4YecKue

- * PexTanbHbIC 1 BATMHATIBHBIE MA3H

- * [IpoTuBONapa3zuTapHbie Ma3H

- * Masu i1 nedeHus pa

- * ['ma3uble ma3u

- * Ma3u 1714 IedeHHs 0KOT'0B.

- * Masu u renu i Hoca.

- *Y1IHbIE Ma3H

- B 3aBUCHUMOCTH OT JHMCIIEPCHOCTH (a3:

- » ['omorenHsie

-  ['eteporennsie



2. OCHOBBI, HCIIOJIb3YeMble TMpPH  MPOU3BOJACTBE Maszed, MOAPA3ICNAIOTCS  Ha:
2.1.ruapodoOHbBIC: KUPOBBIE (JUMTOGUIBHBIE) (PUPOIHBIE KUPBI, PACTUTEIBHBIC Macla,
THJIPOT€HU3UPOBAHHBIC KUPBI U UX CIUIAB C PACTUTEIbHBIMUA MaclaMH U KUPOIOI00HBIMHU
BEIIIECTBAMH H JIp.);

- YII€BOAOPOAHbIE (Ba3eIHH, Ba3eIMHOBOE MACIIO, IETPOJIAT, napaduH, Hepe3rH U APYrue CIUIaBbI
YTJIEBOJIOPOIOB);

- CUJIMKOHOBBIE (3CHIJIOH-a3pOCUiIbHAsl OCHOBA U Ap.) U TIP.

2.2. TuipOo(pUIIbHBIE: I'eJId BBICOKOMOJIEKYJISIPHBIX YIII€BOJOB (3Pl LIEIUTH0JI03b], Kpaxmalla, arapa)
1 OenKoB (>KeJaThHA, KOJUIareHa u Jip.);

- TeJIM HEOPTAaHUYECKUX BEIIECTB (OCHTOHUTA);

- F€JIM CUHTETUYECKUX BBICOKOMOJIEKYJIIPHBIX COEAMHEHUH (IIOIMATUIIEHOKCH A,
NOJIMBUHMINMPPOIINIOHA, TOJIMAKPUIaMHIA) U JIp.

2.3. TuuIBHBIE:

- a0copOLMOHHBIE OCHOBBI — 0€3BOJIHBIE CIUTaBBI TUAPO(GOOHBIX OCHOB (CIIaB Ba3eInuHA C
samyasraropom T1, T2 wiu apyrumu smynbraropamn);

SMYJIbCHOHHBIE OCHOBBI THINA BOAA/Macio (KOMIO3ULMS BOJbl, T'MIPOGOOHONH OCHOBBI U
COOTBETCTBYIOIIETO IMYJIbraTopa, KOHCHCTEHTHAsI SMYJIbCHS BOJA/Ba3eNIMH U Jp.), pEKe Maciio/Boja

(KoMIo3MLKs JIMNO(UIBHBIX KOMIIOHEHTOB, 3MYJIBIaTOPOB U BOJbI, B KAayeCTBE 3MYJIbIaTOpOB
UCTIONB3YIOT HATPUEBBIC, KAJHEBBIC, TPHITAHOJAMHHOBBIE COJIM KHUPHBIX KUCIIOT, osmcopobat-80) u
Ap.

3. XXupopacTBopruMbIe JeKapCTBEHHbIE BemecTBa (KaMm(popa, aHeCTe3UH, MEHTOJ) MPEIBAPUTEIEHO
pacTBOPAIOT B paciulaBe JUNO(UIbHON OCHOBBI MM B JIMNO(UIBHBIX KOMIIOHEHTAX CIIOKHBIX
OCHOB.

BonopacTBoprMble JIeKapCTBEHHBIE BEIECTBA (COIM aIKAJIOMIOB M a30TUCTBIX OCHOBAaHUH, Kaus
Honun, rekcaMeTHUIIEHTETPAMUH U Ip.) pacTBOPSIOT B BOJE, ABJISIOLICICS COCTaBHOM 4acThiO Mas3u, a
3aTeM CMEIIUBAIOT ¢ 0cHOBOM. IIpu mpuroroBieHun Mazu Ha 0e3BOAHON OCHOBE JEKapCTBEHHBIE
BEIIECTBA PACTBOPAIOT B MHUHHMMAJIBHOM KOJIMYECTBE BOJIbl, SMYJBIUPYIOT C paBHON Maccoi
JaHOJIMHA ¥ CMEUIMBAIOT ¢ OCHOBOM. HepacTBopuMbIe B OCHOBE JIEKAPCTBEHHBIE BEIIECTBA, & TAKXKE
BOJIOPACTBOPUMBIE, HO MPOMHCAHHBIE B OOJBIIMX KOJMYECTBAX, MPEABAPUTEIBLHO H3MEIbYAIOT B
HauMeJIbYaiIlIni MOPOIIOK ¥ BBOAAT B Ma3H IO TUITY CYCIIEH3HIA.

Jleryune BemecTBa BBOJAT B COCTaB Ma3el B MOCIEAHIOIO OYEPEb IIPU TEMIIEPATYPE HE BBIILIE
40°C.
4. Ctanuu U3roTOBJIEHUS Ma3H.

1) Iox6op 1 MOATOTOBKA MOCY/IbI — HCMOIB3yeM CTyNKyY Ne 5, mecrT.

2) OTBemBaeM qUMeEApoI Ha Becax BP-1, momenaem B CTyIiKy.

3) B crynky MepHO# mpoOHpKo# mpubdasisieM 1,5 M1 BOJIbI OUHIIIEHHOM, pacTBOPSIEM AUMEIPOIL.

4) OtBemmBaeM Ha 3JICKTPOHHBIX Becax 3,5 JlaHOIHMHA OE3BOIHOTO, TOMEIIAEM B CTYIIKY.

5) DMysbrupyem (mepeMernBaeM MecToM B OJJHY CTOPOHY JI0 MOSBICHUS XapaKTEPHOTO
MOTPECKUBAHUS).

6) OTBelnBaeM Ha 3JIEKTPOHHBIX Becax 5,0 BaselnHa, MOMEIIaeM B CTYIIKY.

7) IepemeninBaeM coeP)KUMOE CTYITKU B TCUCHUE 2,5 MUHYT.

8) [lepeHocuM roTOBYIO Ma3b B OaHKY [UIs OTITYCKA.
5.0dopmiteHne K OTITYCKY: 3TUKeTKa «HapykHOoe» ¢ OpaHKeBOW CUTHAIBHOM MOJIOCOH,
JIOTIOJIHUTENIbHAS dTUKETKA «XPpaHUTh B MPOXJIAJHOM, 3AIIUIIEHHOM OT CBETa MECTE».

Cpok TOAHOCTH JTaHHOM JIeKapCTBEHHOHN (opMbl 14 CYTOK.

3amanue 72. CuryarioHHas 3aa9a

B MMPOU3BOJACTBCHHYIO AlITCKY AJI U3TOTOBJICHUS IMMOCTYITHII PECUCIIT CIACAYIONIETrOo COCTaBa:
Rp.: Sol. Calcii chloridi 5% - 200 ml

Glucosi 5,0

Natrii bromidi 3,0

Adonisidi 5 ml



M.D.S. Ilo 1 cm.nosicke 3 pasza 6 denv.

1. YkakuTe 0COOEHHOCTH XpaHEHHs B anTeke (apMaleBTUYECKUX CyOCTaHIUH, Comep KaluxX
KPUCTAJUTH3AIMOHHYIO BOY.

2. VYkaxure 0COOCHHOCTH XpaHeHHs (apMalleBTUYECKHX CYOCTaHLIMH, COIEpKAIUX JICTYy4He
PacTBOPUTEIIH.

3. JaiiTe XxapakTepuCTUKY KOHIICHTPUPOBAHHBIM pacTBOPaM JIEKApCTBEHHBIX BEIIECTB.

4, PaccunraiiTe 00beM BOJIBI OUUIIICHHOM ISt U3TOTOBJICHUS IAHHOM JICKapCTBEHHOM (hOpMBI B

CJIy4yae UCIOJIb30BaHUS KOHIICHTPUPOBAHHBIX PACTBOPOB (pacTBOp Kaibius xyuopuaa 50%, pactBop
rimoko3sl 10%, pactBop Hatpus 6pomuaa 20%).

5. [TpoBeauTe mpoBepKy 103 aJI0HU3UAA B TaHHOHU JeKapcTBeHHOH dopme, eciiu BP/I - 40 kar.,
BC/I - 120 kamn. B 1 M1 anorusuaa 34 karuim.

Ilpasunvruviii omseem:

1.Ilpuka3 Ne706H. JlekapcTBEHHBIC CpEACTBA, NPEACTABISIOMUE COOO0H (hapMalleBTHYECKHE
cyOcTaHIUM, CoJieprKalllie KPUCTAIUIM3ALMOHHYIO BOJY (KpPUCTAJUIOTUAPATHI), IPOSBIISIFOT CBOMCTBA
TUTPOCKOINUYHBIX BEIIECTB. XpaHEHHE KPUCTAUIOTUIPATOB PEKOMEHIYETCS OCYLIECTBISITh B
repMETUYHO YKYHNOPEHHOH YIAaKOBKE B COOTBETCTBHUM C TPEeOOBAHUSAMH, YKa3aHHBIMH B
(dapmakonenHoil cTaTbe WJIM HOPMATHUBHOM AOKyMeHTauuu. Kak mpaBuio, KpUCTaIOTUIPAThI
XpaHAaT npu Temnepatype ot 8 1o 15 °C u 0THOCUTENBbHOM BIaXKHOCTU BO3yxa He 6omee 60%.

2. [Ipuka3z Ne706H. JlekapcTBeHHBIEC CPEICTBA, MPEICTABISMIONINE COOOM PACTBOPHI U CMECH JIETYUUX
BEIIECTB, a TaK >K€ HOBOTAJCHOBBIC IpenapaTbl, TPeOyIOT CO3/JaHUS YCIOBHM XpaHEHWUs,
3allMIIAIOIIUX UX OT YJIETY4YMBaHMsS U BbICHIXaHUs. PeKoMeHAyeTcsi XpaHWUTh JIEKapCTBEHHBIE
CPEICTBa B IPOXJIAJHOM MECTE, B FTEpPMETHUUYECKN YKYIOPEHHOM YIaKOBKE U3 HEMPOHHULAEMbIX JUIS
yJIETYUMBAIOIIMXCSl BEIIECTB MaTepUAIOB WM B IMEPBUYHONM M BTOPUYHOU (IIOTPEOUTEIHCKON)
YIIaKOBKE B COOTBETCTBUU C TpeOOBAaHUSAMH, YKa3aHHbIMH B (apMakoNeHHON craTbe WU
HOPMAaTHUBHOM TOKYMEHTAIUU.

3. KoHueHTprupOoBaHHbIE PAacTBOPHI (KOHLEHTPAThl) — 3apaHee H3TOTOBJIEHHBIE PacTBOPHI
JIEKapCTBEHHBIX BELLECTB 00JI€€ BHICOKOW KOHIEHTPALMHU, YeM KOHIIEHTpALUs, B KOTOPOH 3TH
BELIECTBA BBIUCBIBAIOTCS B PELIENTAX.

KoHueHTpaTh! npeaHasHayeHsl Il ObICTPOTO M KaUe€CTBEHHOT'O U3TOTOBJIEHUS JKUIAKHX
JIeKapCTBEHHBIX (HOpM.

PexoMeHnyercss M3roTaBiIMBaTh  pPacTBOPBI-KOHIIEHTPAThl M3  BEIIECTB  TI'MTPOCKONMUYHBIX,
BBIBETPUBAIOIINXCS, COAEPXKAIUX 3HAYUTEIBHOE KOJUYECTBO KPHUCTAUIM3ALMOHHOW BOJBI.
PacTBOpBI-KOHIIEHTPATHl M3rOTABIMBAIOT IO MEpPEe HEOOXOIMMOCTH, C YUETOM CPOKa MX I'OJHOCTH.
KoHueHTprpoBaHHBIE PaCTBOPBI M3rOTABIMBAIOT MAcCO-0OBEMHBIM METO/IOM, B MEPHOI mocyze B
ACeNTHUYECKUX YCJIOBHUAX, UCIIOJIb3Ysl CBEXKEMOIYUEHHYIO BOAY OUYHMIIEHHYIO. B ciyuae orcyrcTBus
MEpHOM MOCY bl PACYET BOJBI OUUIIEHHOM MPOBOJAT C yueTOM K03 (ullneHTa yBearuueHust oo0bema
(KYO) nnm nnotHOCTH pacTBopa.

N3roToBneHHbIE PACTBOPBl  (QUIBTPYIOT, IOABEPTalOT IOJHOMY XHMHYECKOMY KOHTPOJIO H
IPOBEPSIOT HA OTCYTCTBUE MEXAHUYECKUX BKIFOUYEHUH.

[Tpy M3roToBIEHNH KOHIIEHTPUPOBAHHBIX PACTBOPOB ClIEAyeT U30eraTb KOHLEHTpAIUi, OJU3KHUX K
HACBILICHHBIM, TaK KaK MPH MOHWKEHUH TEMIIEPATYPbl BO3MOXHA KPUCTAJUIU3ALMs pACTBOPEHHOTO
BELIECTBA.

EMKOCTH ¢ KOHLIEHTpMPOBAaHHBIMH pacTBOpaMd O(GOPMISIOT OTHKETKAMH C  yKa3aHHEM
HAaUMEHOBAHMS M KOHLIEHTPALIMK PAacTBOpa, HOMEpAa CEPUU M aHaIM3a, JaThl M3TOTOBIIEHUS, CPOKa
TOJTHOCTH.

KoHueHTpupoBaHHbIE PACTBOPHI XPaHAT B XOPOIIO YKYIOPEHHBIX LITAHIVIACAX B 3ALIUIIEHHOM OT
CIIOJIHEUHBIX JIydel MecTe Ipu TeMIiepaType He Bbliie 35°C win B XOJIOJWIbHUKE IIPU TEMIIEpAType
3-5°C.

4. Boapl oumm. 200mm. - (20 + 15 + 50) = 115 wmn

I'moxo3sI (¢ BnaxxHocThio 10% konir. 1:10)- 5.0*10=50 mn

Konnenrpara kanbius xiopuaa 50% (1:2) = 10 * 2 = 20 ma



Konuenrpara natpust 6pomuaa 20% (1:5) =3 *5 =15 mn
Anonnsuna 5 mi
O6bem 205 mi

3ananue 73. CuryarioHHas 3aa4da

B mipon3BOACTBEHHYIO anTeKy MOCTYIHII PELENT Ha U3TOTOBJICHHE TJIA3HBIX KaIlelb:
Rp.: Sol. Atropini sulfatis 1% - 10 ml
M.D.S. I1o 2 xannu 6 KOHBIOHKMUBAILHBIN MEUIOK.

VYkaxuTe 0cCOOCHHOCTU XPaHEHHUS B allTeKe aTpoIiHA Cylbdara.

VYKaxuTe CpOoK XpaHEHUs JaHHOM JIEKapCTBEHHON (JOPMBI B alTeKe.

[Tepeuncnure TpeOOBaHUSA, IPEABABISIEMBIC K TIa3HBIM KaIlIsM.

PaccuuraiiTe KOIMUECTBO HATPHUS XJOpHUAA, HEOOXOIUMOE ISl U30TOHUPOBAHUS ITAHHBIX
TJIA3HBIX Kamelb (M30TOHUYECKUI SKBUBAJICHT aTPONHMHA CyIb(ara Mo HATPHUS XJIOPUIY COCTABIISET
0,1).

S. HenocraTkom ria3HbIX Kanesnb B BUJE BOJHBIX PACTBOPOB SIBISETCS KOPOTKUN MEPUOJL
neiictBusi. Kakum 06pa3oM MOKHO OCYIIECTBUTH MIPOJIOHTUPOBAHKE ACHCTBUS TTIa3HBIX Kare

el N =

IIpasunvhwiii omeem:

1. Atponuna cynbdar B cootBectBuu c IIII P® Ne 964 smusercs smoButbim JIC. CormacHo
TpeboBanusM npukaza Ne 706H ot 23.08.2010 «O6 yrBepxxkaenuu [IpaBui xpaHeHHs JT€KapCTBEHHBIX
CPEACTB» XpaHEHHE CHIBbHOJCHCTBYIOIINX U SIOBUTHIX JIEKAPCTBEHHBIX CPEJICTB OCYHIECTBISETCS B
MOMEIIEHUSX, OOOPYJAOBAHHBIX HWHXEHEPHBIMU U  TEXHUYECKUMH CPEACTBAMH  OXpaHbI,
AQHAJIOTHYHBIMA ~ TPEAYCMOTPEHHBIM  JIJISI  XpaHEHHWs  HAPKOTHUYECKUX W  IICUXOTPOITHBIX
JeKapCTBEHHBIX cpencTs, [Ipukazom M3 PO ot 26.11.2021 No 1103H.

AtponmHa cynb(ar XpaHAT B 3amuparonieMcs MeTaumdeckoM mkady wiau ceiide. B sTom ke
mkady(cerihe) HaxoaUTCS Bce HEOOXOAMMOE JIJIsl B3BEIIMBAHMS, OTMEPUBAHUS M CMEIIMBAHUA (
BECHI, Pa3HOBECHI, BOPOHKH, IMIIMHAPHI). Ha nBepuax mkada HeoOXOAMMO UMETh CITUCOK BEIIECTB C
ykazanueM BPJ[ u BC/I.

2. CornacHo ODC.1.0006 «CtepuibHble JeKapCTBEHHbIE IMpenaparhl alTeUYHOTO W3TOTOBIICHUS
['® XV xpaHeHME TIIa3HBIX Karelb B YCIOBUAX anTeku cocTabisieT 30CyToK.

3. K rma3HbIM Karisim MperbsIBISTIOTCS CIIEAYIOINE TPEOOBaHMS:

- CTEpUIIBHOCTB;

- OTCYTCTBUE MEXaHUYECKHUX TPHUMECEH;

- KOM(pOPTHOCTb;

- CTaOHMJIbHOCTB;

- IPOJIOHTUPOBAHUE JECHCTBHS.

4. Tak Kak M30TOHMYECKHI 3KBUBAJEHT aTpoNMHA cylb(dara 1o HaTpuio xjopuny cocrasiser 0,1,
ciefioBaTenbHO, 1 T arponuHa cynbdara skBuBaienteH 0,1 r Hatpus xjopuaa, rorga: 1,0 arponnna
cynegpara — 0,1 Harpus xmopuzaa, 0,1 atponuna cynbpara — X, X=0,01 natpus xnopuna. s
nonydeHuss 10 MJI M30TOHMYECKOTo pacTBopa HaTpus xjopuaa Tpedyerca 0,09 r Hatpus Xjopuia
(0,9% pactBOp), TOTAA IJIE MU30TOHUPOBAHUS JAHHOM JIEKAPCTBEHHOM (POPMBI HEOOXOIMMO 100ABUTH
0,09 — 0,01 = 0,08 r HaTpus xJIOpHUA.

[TITK O6opoTHas cTopoHa

Aguae purificatae 10,0

Atropini sulfatis 0,1

1*10/100=0,1



NaCl=0,09-(0,1*0,1) = 0,08

5. TIpostloHTMpOBaHHKeE TIA3HBIX KaIlellb BO3MOKHO ITPU TIOMOIIH BBEJCHHUS B COCTaB PacTBOpa
IPOJIOHTaTOPOB, MOBBIMIAONIKX BA3KOCTH PACTBOPOB.

B kadecTBe MPOIIOHTaTOPOB UCITOIB3YIOTCSL:

-metriernono3a(0,5-2%)

-rmoiuBUHIITOBBIN crupT (1,5%)

ITpostoHraTOpBI BKJIFOYAIOT B COCTAB IUIA3HBIX Karlejlb, €CIIM OHU U3TOTaBJIMBAIOTCS 110 CTAHAAPTHBIM
IPOITKCSAM HITH 0 YKa3aHHIO Bpaya.

Elie oHUM CIIocOO0OM MPOJIOHTHPOBAHUS ICHCTBHS TIIa3HBIX Karlejb SIBJISETCS BKIIOYCHHE B COCTAB
IIIa3HBIX Kallellb BI3KUX PACTBOPUTENICH, KOTOPBIC 3aMEIJISIOT OBICTPOE BBIMBIBAHHE JIEKAPCTBEHHBIX
BEIIECTB W3 KOHBIOHKTHBAILHOIO MeEIKa. B KauecTBe MOMOOHBIX KOMIIOHEHTOB IJIA3HBIX Karlelb
UCIIOJB3YIOT Macia (pahuHUPOBAHHOE MOACOTHEYHOE, TIEPCUKOBOE HITH aOPUKOCOBOE, PHIOHA JKHP).

3amanue 74. CuTyaniMoHHas 3a71a4a

B npousBozacTBeHHY10 anTeky ropojga X. oOpaTwiICs NAllMEHT C pEeUenTOM Ha U3TOTOBJIEHUE
Rp.: Inf. flores Chamomillae 100 ml

Inf. foliorum Menthae 100 mli

Natrii bromidi 5,0

T-rae Valerianae 20 ml

M.D.S. I1o 1 cmonosoti nodicke 2 paza  oerb 60 6Mopotl NOI0BUHE OHL.

1. VYKakure XapakTepHble MOP(HOJIOro-AMarHOCTHUECKUE IPU3HAKHU ChIPbsl POMALIKU alTeYHON
U MSThI IEPEYHOM, OCOOCHHOCTU XPAHEHUS IaHHOT'O ChIPbs B allTEKe.

2. VYkaxkuTe cpok XpaHEHUs JAHHOM JIEKApCTBEHHOU (JOPMBI B allTEKe.

3. KakoBa texnonorus HacroeB u3 JIPC, cogeprxkarero s¢pupHsle macina? KakoBa TeXHOIOTHs

MHOTOKOMIIOHEHTHBIX HAaCTOEB M3 JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPBS, TPEOYIOIIETo
OJIMHAKOBBIX YCIIOBUM 3KCTpaKUuu?

4. Cnenaiite pacyeTsl Ha OOOPOTHOM CTOPOHE MACMOpPTa MUCHbMEHHOTO KOHTPOJIS MJIs
U3TOTOBJICHUSI TAHHOW JIEKapCTBEHHOH (POPMBI U3 TIEKAPCTBEHHOTO PACTUTENBHOTO CHIphs (KB
[BeTKOB poMariku 3,4; KB nmuctbeB MaTH 2,4).

5. 3anoiHUTE JUIEBYIO CTOPOHY NMACIOPTa MUCHbMEHHOTIO KOHTPOJISL. YKaXUTE, [10 KAKOMY
MOKA3aTeNI0 MPOBOAAT (U3MUECKUNH KOHTPOJIb KauecTBa TOCIE W3TOTOBICHUS JaHHON
JIEKapCTBEHHOM (POPMBI, yKa3aB JOIYCTUMbIE HOPMbI OTKJIOHEHUI.

Ilpasunvnwviii omseem:

1.IlBetrkn pomamku: [lenpHple HIM 4YAaCTUYHO  OCHINABIIMECS LIBETOYHBIE KOP3UHKHU
MOJTYIIAPOBUIHOM UM KOHMYECKOH (opMbl. Kop3uHKa COCTOUT M3 KpaeBbIX A3bIYKOBBIX ECTUUHBIX
U CPEAMHHBIX 000EMOJIBIX TPYyOUaThIX IIBETKOB. L[BeTOn0OXKE rojoe, MenkosMuaToe, MojIoe, B Hayale
[BETEHUS IMOJIyIIAPOBUJIHOE, K KOHIYy - KOHHMYeckoe. OOBepTka KOpP3MHKU dYepenuTdaras,
MHOTOpsIHAs, COCTOSALIAs W3 MHOTOYMCIEHHBIX IPOAOJITOBaTHIX, C TYIBIMH BEpXYIIKaMUu U
HMIMPOKUMHU TUIEHYATHIMHU KPAsIMU JTUCTOYKOB.

Jluctess MATBHI: CBIpbE B BHJE KYCOUKOB JIMCTHEB Pa3nu4HOM (popmbl u pasmepom 1-10 mm, ¢
IpUMEChIO IIBETKOB U OyToHOB. Kpail nucTa nuipyaTsiii, ¢ HEPOBHBIMU OCTPHIMU 3yOramu. CHU3Y
0 KHMJIKAM BCTPEUAIOTCS pEIKHE MPUKAThIe BOJIOCKH U OJIECTSIIUE KENThIE JKEIe3KH, 3aMETHBIE 1101
JTyNnou. ApOMAaTHBIM 3amax yYCWIMBAETCS NPH paCTUPAHUU JIUCTbEB. BKyC XKryduil, NpsHBIN,
XOJIOIALIUH.

[[BeTKkM pOMAIIKHU U JIUCThSI MSATHl OTHOCATCA K 3(pUpOMACTUYHOMY CBIPBIO, 00JIaJAlOIEM 3amaxoM,
OHO JIOJDKHO XPAHMUTBHCS OTNENBbHO OT JPYTMX BHUIOB CHIPbS B XOPOUIO YKYIOPEHHOW Tape (B TOM
YHClIe TUIOTHO YKYTIOPEHHbIE MEIIKH, TIOKH, KUITbl TKAaHEBBIE).

2. CormacHo mnpukazy M3 P® ot 22.05.2023 1. Ne 2491 «OO0 yTBEp)KICHHUU MPABUI
W3TOTOBJICHMSI W OTIIYCKA JIEKaPCTBEHHBIX NPEMapaToB s MEIUIMHCKOIO NPHUMEHEHUs
anTEeYHBIMH OpPTaHU3ALMsIMU, UMEIOIIMMHU JIMIEH3UI0 Ha (PapMaleBTUUECKYIO AESTEIbHOCTHY
XpaHEHHE HACTOEB B YCIOBUSAX alITEKH COCTABISAET 2 CYTOK.



3. U3menpuennoe JIPC, nomenienHoe B MHQYHIUPKY, 3apaHee IporpeTyro B TedeHue 15 MunyT Ha
KU BOASIHOM GaHe, 001MBalOT HEOOXOIUMBIM KOJIMYECTBOM BOJIbl, IEPEMELINBAIOT, MJIOTHO
3aKpBIBAIOT KPBIIKOH (4TOOBI HE YJIETy4YHMBAIUCH d(UpPHBIE Macia) ¥ HACTAaWBAIOT HA KHITALICH
BOJIIHOW OaHe MpH mepemMelrBaHuU B TedeHue 15 muHyt. Ilo ncTeueHun yka3aHHOro BpeMEHU
U3BJICUCHHE CHUMAIOT C BOASHON OaHM M HACTAMBAIOT JIO0 MOJHOTO OXJIAXKJIEHHS NMPH KOMHATHOM
Temneparype 45 MUHYT.

MHOTOKOMIIOHEHTHBIE BOJHBIC u3BIedeHuss u3 JIPC, TpeOyromero OJMHAKOBOTO pPEKUMaA
9KCTPAKLIMU, IPUTOTABIMBAIOT B OJHOM MH(YHIUPKE, HE3aBUCUMO OT €ro TI'MCTOJOIMYECKOH
CTpyKTypbl. HacrauBanue npoBOaIT Ha KUMSIIEH BOASHON Oane B TeueHue 15 munyT. OXnaxxaaroT
IOJTHOCTBIO IIPH KOMHATHOM Temreparype.

4. TIK

OO6opoTHass  cTOpoHa

Berku pomariku 10,0

JIuctesa marer 10,0, T.x. mo 'd XV roroBum Hactou B coorHomenuu 1:10

Hatpus 6pomuna 5,0

Hacroitku Basiepuanb 20 mut

Bona ounennast s pomainku 134 Mo, T.k k03¢ . Bogororam. 3,4 (10*3,4+100) = 134 mn

Bopna ounmennas mist Marel 124 mut, 1.k ko3¢dd. Bogomormamnt. 2,4 (10%¥2,4+100) = 124 mu
O0111ee K0JI-BO BOJbI OUUIIEHHON 258 Ml

OO6muit 00bemM MUKCTYpBI: 220 M

s matpust 6pomuna KYO He ucrons3yercs, T.K MpOUET npucyTBus Bemectsa B JIO nmxe 3%:
5-220

X-100

X=2,2%

5. JInuesas cropona IITIK.

No penenira, nara.

Aquae purificatae 258 ml.

Flores Chamomillae 10,0.

Foliorum Menthae 10,0.

Natrii bromidi 5,0.

T-rae Valerianae 20 ml.

Voour = 220 ml.

[Ipurorosun.

IIposepuir.

®u3nyecKkuii KOHTPOJIb IPUTOTOBIEHHON JI€KapCTBEHHOMN (POPMBI IPOBOJAT O IOKA3aTEIIO

«O6muit 06bem». [Jlomyctumele otkioHeHuss mo OPC.1.8.0001 - «JlexkapcTBeHHbIE MpenapaThl
anrreyHoro u3roroBineHus» ['® XV cocrasistor +1% ornponucanHoro oobema 220 mi [217,8-222,2].

3ananue 75. CuryalioHHas 3agada

B peI_IeHTypHO-HpOI/ISBOI[CTBeHHHﬁ OTACI alTCKU MOCTyNHJI PpeucelT, COL[ep)I(aHlHI}'ICHCZLYIOLHy}O
MPOIHUCH:

Rp.: Zinci sulfatis 0,2

Acidi borici 0,3

Lanolini anhydrici 2,0

Vaselini  ad 15,0

Misce, fiat unguentum.

Da. Signa. /{ns cmasviéanus pyx.

[IpoBu3op-TeXHOJIOT MPOBEN MNpPENBAPUTEIbHYIO (ApMAIEBTUUECKYIO SKCIIEPTU3Y, TaKCHPOBKY,
nepean pelenT A U3rOTOBJICHUSI 3TOr0 JIEKapCTBEHHOI0 npenapara ¢papmaieBty. @apmareBT



c/enan Bce HEOOXOAMMBIE PAaCUeThl, M3TOTOBHJI Ma3b IO JAHHOH NPONMUCH, O(POPMUI JHIIEBYIO
CTOPOHY MAaclopTa MHUCBMEHHOTO KOHTPOJS M OTAAJ IPOBU30PY- TEXHOJOry Ha MpoBepky. [lpum
IPOBEICHUHN OMPOCHOTO KOHTPOJISi MPOBHU30P BBIICHWI, YTO (papMareBT MOMECTHI B IMOJOTPETYIO
CTYINKY IIMHKa OKCHJl M KHUCJIOTY OOpHYIO, TiiarenabHo u3Menbuua c¢ 0,25 r BazenuHa, 100aBHII
Ba3eIMH M JIAHOJMH O€3BOAHBIM NpU MEepeMENIMBAaHUU YacTsIMHU B 2-3 mpuema 10 00pa3oBaHHA
OJIHOPOJIHOM I10 BHEIIHEMY BUAY Ma3u. Ma3sp TIIATENbHO NepeMenian. Y IakoBajl BO B3BEILICHHYIO
CyXYIO IIHUPOKOTopiayto 6anky Ha 30,0 T ¥ ¢ MOMOIIBIO HEILTYIONIHOTO CKpeOKa MEepesioXui B Hee
Ma3b U3 CTYNKH. baHKy YKyNOpHJI KPBIIIKOH € MOIOKEHHON TIepraMeHTHO!N mpoktaakoi. OdopMu
aTUKETKOU: «HapyxxHoe. Ma3by; npenynpeauTesbHble HAAIIUCH: «XPaHUTh B IIPOXJIAJHOM MECTED,
«XpaHUTh BHEOCTYITHOM JJISl AETEN MECTE», OTAEIBHBINA PEUEIITYPHBIN HOMED.

[IpoBU30P-TEXHOJIOT CAeal BBIBOJ, YTO Ma3b U3rOTOBJIEHA HEYIOBIETBOPUTEIBHO U PEKOMEHJ0BAII
(apMareBTy U3roTOBUTH HOBYIO.

1. CornacHel 11 Bl ¢ BBIBOJOM IpOBH30pa-TEXHOJIOra, YTO Ma3b HM3TOTOBJICHA
HEYOBJIETBOPUTENIBHO U €r0 JalbHEeHIIMMU pekoMeHaanuusaMu? OTBeT apryMeHTHpyHTe

2. JlaiiTe KpaTKyIO XapaKTepUCTHKY JaHOJINHY O€3BOTHOMY.

3. [Tepeuncnure o0s3aTeNbHbIE BUIBI BHYTPHAIITEYHOI'O KOHTPOJS KayecTBA JIEKAPCTBEHHBIX
IIpEnapaToB, U3rOTOBJIEHHBIX B anTeke. JlaliTe X XapakTepUCTUKY.

4. dusnueckuii KOHTPob. HOpMbI JOITYCTUMBIX OTKJIOHEHUH U3rOTOBICHHOM Ma3u.

S. KakoB cpok roHOCTH U3rOTOBIIEHHO B aniTeKe Ma3u?

Ilpasunvnviti omseem:
1. Jla, Ma3b M3rOTOBJIEHA HEYIOBIETBOPUTEIBHO, T.K. (papMaIeBT AOMYCTUI OMIUOKU
IIPY U3TOTOBJICHUN MAa3H:
1) B perernte Boiltucan nuHKa cyabdar, papMarieBT JJsi U3TOTOBJICHUS Ma3H B3sUT IMHKA OKCH/I.
2) Jlyis n3MernpueHusl BEIIECTB MCIIOIb30Ball PACIUIABICHHBINA Ba3eIMH BMECTO Ba3EJIMHOBOTO Macla.
Boimucana Ma3p cycnensuoHHoro tuma. lluHka cynbdar pacTBOpUM B BOJE, HO B
JIepMaTOJIOTUYECKHE Ma3u BBOJIUTCS 110 TUITY CYCIICH3HH, YTOObI YMEHBIIUTH TOKCHYECKOE ICHCTBHE
Ha opranu3Mm. Kucnora G6opHasi pacTBopuMma B Bojie (pacTBOPUMOCTH 1:25), HO ANl pacTBOpEHUS
KHCIIOTHI OOpHOI TpedyeTcsi 60IbII0e KOIUYECTBO BOIBI, TOITOMY BBOJHMM B COCTaB Ma3H TAKXKe 110
Tuny cycnen3uu. Crocod u3MenbueHus BEIIeCTB B CYCIIEH3MOHHBIX Ma3siX 3aBUCUT OT MPOLIEHTHOTO
COJIep’KaHusl CyCIIEHANPYEMBIX BEILIECTB.
Ma3u U3roTaBIMBAaIOTCS B  KOHILEHTpAallMM IO  Macce
Moo6m=15,0
PaccuutsiBaem % TtBepaoit ¢assl 15,0 - 100%
(0,2+0,3) — x
orctoga x= 3,33% (menee 5%) O®PC.1.4.1.0008.18 «Mazu» I'® XV mnpu H3roTOBIECHUH
CYCIIEH3MOHHBIX Ma3eH ¢ cojep>KaHueM TBepoil (a3l B cocTaBe Ma3u MeHee 5%, JIeKapCTBEHHbBIE
CpeICTBAa H3MENbYAIOTCS C JOIMOJHUTENBHO BBOJUMOM KHAKOCTHIO, POJICTBEHHOH OCHOBE, B
KOJINYECTBE TPUMEPHO DPABHOM IIOJIOBMHE MAacChl H3MEJIbUAEMBIX JICKAPCTBEHHBIX CpPEACTB B
COOTBETCTBUU ¢ TpaBuioM JlepsruHa. TeXHOJOTHS: B CTYNKY OTBEIIMBAIOT KHUCIOTY OOpHYIO H
IMHKa cynbdar, u3Menpuator B mnpucyrctBuu (0,25 © macia BazenwHOBOro, T.K. Bazemwun —
YIJI€BOAOPOAHAs TUAPOGOOHast OCHOBA, CIEI0BATEIbHO, B KaueCTBE BCIIOMOIAaTEIbHOM JKUAKOCTH
OepyT Macio Ba3eJIMHOBOE MO MpaBwiy JlepsiruHa B KOJIMWYECTBE 72 OT MacChl TBEpAOM Gasbl.
BcnomoratenbHas SKMIKOCTh OKa3bIBaeT pacKIMHUBAIOINIEEe JAelcTBUE TMpH u3MenbueHuu JIB,
THIATEIFHO PACTHPAIOT, 100aBIISAIOT Ba3€JIMH U JIAHOJIUH O€3BOIHBIN MPU NepeMEIINBaHUH YaCTSIMU B
2-3 npuema 10 00pa3oBaHusl OJHOPOAHOM MOBHEIIHEMY BHYy Ma3H.
2. Jlanomuua Oe3Boanbii (Lanolinum anhydricum) - mpencraBisier coOO# CIIOKHYIO TPUPOTHYIO
cMech 3(UpPOB, CIIUPTOB M CBOOOIHBIX HPHBIX KHCIOT. DTO BsA3Kas rycras mMacca 0ypo- sKeIToro
1[BeTa Ma3eo0pa3HO KOHCUCTEHIIMH CO CBO€0Opa3HbIM 3anaxoM. [loaydaroT ero u3 mpoMbIBHBIX BOJ]
oBeubell miepctu. Temmneparypa miasineHus 36-42 °C. B Boje He pacTBOpSETCS, OIHAKO IIpU
pacTUpaHuUW CMEIIUBAETCS C HEW, He Tepsis CBOed Ma3eoOpa3HOW KOHCHUCTEHIMH. be3BOaHBIN
na”onuH crocodeH nornoTuTth 10 200 % Boabl. JIaHOTMH TPYIHO PACTBOPUM B CIIUPTE, HO CIIOCOOEH
BOCTIPUHSATH B BUje rpyooit nucriepcun 1m0 40 wacreit 70% crnimpra 3trsoBoro. JIaHomwH 0e3B0THBIH



BocnpuHuMaeT a0 120-140 gacreii rmuepuHa. JIlaHOIMH IpeKpacHO BCAchIBAETCSl KOXKEH, T.K.IO
cocTaBy OJM30K K >KMpOINOJOOHBIM BELIECTBAM KOXKM uesloBeka. Kak camocrosiTenbHas Ma3eBast
OCHOBA HE HCIIOJB3YETCS BBHJY BBICOKOM BSI3KOCTH M KJIEMKOCTH. Yalme BCEero HCIOIb3YyeTCs B
CMECH C Ba3eJIMHOM B Pa3JIMYHbBIX COOTHOIIEHMSIX (CIUIaB Ba3eaMHA ¢ O€3BOAHBIM JIAHOIMHOM 9:1 —
OCHOBA /ISl IJ1a3HBIX Ma3el, 6:4 — ocHOBa AJI Ma3el ¢ aHTUOMOTUKAMU), IIPH 3TOM YBEJINYUBAET
pPEe30pOLIMIO JIEKAPCTBEHHBIX BELIECTB U3 Ma3eil.

3. Buapl BHyTpHante4Horo KoHTpois yreepxkaeHsl B OPC.1.8.0001 - «JlekapcTBeHHBIE MpemapaThl
anTeyHoro u3rorosiieHus» I'd XV

Bce JIC, wusroroBnenusle B anteke, nonasepraiorcs OBA3ATEJIBHO: nucsmeHHOMYy,
OpraHoJIENTUYECKOMY KOHTPOJIIO0, KOHTPOJIIO IIPU OTITYCKE.

1. [lucbMeHHBI KOHTPOJIb.

[Tpu M3roTOBIEHUM JEKAPCTBEHHBIX MIPENAPATOB, B TOM YHCIIE I10 PEeLENnTaM U

TpeOOBaHUAM, a TaKKe B BHUJE BHYTPHANTEUHOIH 3arOTOBKM, 3alOJHSETCS MAaclopT MMCbMEHHOIO
KOHTPOJISI, B KOTOPOM YKa3bIBAIOTCA:

a) JlaTa U3rOTOBJICHUS JIEKAPCTBEHHOTO Ipenapara;

0) HOMep pelenTa uid TpeOOBaHMS;

B) HAaMEHOBaHUE MEIUIIMHCKOIN OpraHu3aliy, Ha3BaHUE OTAEICHUS (IIPU HAIUYUN);

HOMEp CEpHUM, KOJUYECTBO B CEPHUM - JJIS JICKAPCTBEHHBIX IPENapaToB B BHUJE BHYTPUANTCHYHOMN
3aroTOBKH;

I') HAUMEHOBAHUS B3STHIX JIEKAPCTBEHHBIX CPEACTB M UX KOJMYECTBA, CTENEHb B3ATHIX
TOMEOIIATHYECKUX Pa3BEACHUH MM TOMEONaTUYECKUX CYyOCTaHIIMA, YHUCIIO 103, TIOATHACH
JIMIL,U3rOTOBUBIIET0, pac(hacoBaBILIETO U MPOBEPHUBILETO JIEKAPCTBEHHYIO (hOpMY.

[TacnmopT NHCHMEHHOrO KOHTPOJI 3aIlOJIHAETCS Cpa3y I0CJI€ U3TOTOBJIEHUS JIEKApCTBEHHOIO
Ipernapara, ¢ yKa3aHUueM JIEKAPCTBEHHBIX CPEJCTB Ha JaTUHCKOM S3BIKE,

COOTBETCTBUU C IIOCIIEA0BATEIBHOCTHIO TEXHOJIOIMUECKUX OIEparHii.

[Tacnmopra NUCBMEHHOTO KOHTPOJIA XPaHATCS B TEYEHHE ABYX MECALIEB CO JHS H3TOTOBJICHHUS
JIEKapCTBEHHBIX NpenaparoB. IIpu M3roToBaeHNM MOPOLIKOB, CYNIO3UTOPUEB YKA3bIBAIOTCS OOIIAst
Macca, KOJIMYeCTBO M Macca OTAeNbHbIX 103. OO0I11as Cynno3uTopHas Macca, KOHUEHTpaLHs U 00beM
(11 Macca) U30TOHUPYIOIIETO BEIECTBA, J00ABICHHOTO TJIa3HbIEC KAIUTH, PACTBOPHI JJISI HHBEKIIHMA
U UH(D Y3 JOKHBI OBITh YKa3aHbl HE TOJIBKO B

nacroprax MUCBMEHHOTO KOHTpOJIA, HO M Ha OOOpOTHOH CTOpOHE pelenTa Ha JIEKapCTBEHHBIN
npernapar. B ciydae  Mcnonb30BaHMsS — KOHIIEHTPUPOBAaHHBIX — PAacTBOPOB B IAclopre
MUCHbMEHHOTOKOHTPOJISI YKa3bIBAIOTCSA X COCTaB, KOHIEHTpALUs U B3AThI 00beM. Bee pacueTst s
W3TOTOBJIEHUS JIEKAPCTBEHHOIO IIpenapara IpOU3BOAATCA [O W3TOTOBIEHUS JIEKapCTBEHHOIO
Ipernapara U 3alyCchIBalOTCS B NacoOpTe MUCbMEHHOTO KOHTPOJIS.

Ecnn B cocTas JIeKapCTBEHHOTO Mpenapara BXOIAT HAPKOTHUYECKHUE CPEICTBA,

IICUXOTPOIHBIE, SIOBUTHIE U CHJIbHOJAEWCTBYIOIIME BEILECTBA, a TaKXKe JPYrue JeKapCTBEHHbIE
CPEICTBA, MNOMJIEKAIUE IPEIMETHO-KOJINYECTBEHHOMY YYETY, HUX KOJIMYECTBO YKa3bIBAaeTCs Ha
000pOTHOM CTOPOHE pEelenTa.

B ciydae, ecnu nexkapCTBEHHbBIE IpemapaThl M3rOTaBIMBAKOTCS U OTIYCKAKOTCS OJAHMM M TEM K€
JUIIOM, MAcHOPT MUCbMEHHOI'O KOHTPOJIS 3alOjHSEeTCs B MPOLECCE M3TOTOBJIEHUS JIEKAPCTBEHHOIO
npernapara.

N3roToBneHHble JIEKAPCTBEHHBIE MpEnaparthbl, pelenTsl U TpeOOBaHUS, MO KOTOPHIM H3TOTOBJIEHBI
JIEKapCTBEHHBIE MTPENapaThl, 3alI0JIHEHHBIE TACIIOPTa MUCbMEHHOTO KOHTPOJIS

NepealoTCcsl Ha IPOBEPKY MPOBU30PY, BHIMOIHSIIOIIEMY KOHTPOJIbHbBIE (YHKIUH TPU U3TOTOBIECHUH
U OTITyCKE JIEKAPCTBEHHBIX IIPENapaToB.

KoHTposnb 3akimodaercss B IpOBEPKE COOTBETCTBUS 3alMCEN B NACHIOPTE MUCbMEHHOTO

KOHTPOJISI HAa3HAUEHUSM B pPELEeNTe WIM TpeOOBaHHM, MPABHIIBHOCTU INPOU3BEICHHBIX PACUETOB.
Ecnmu npoBH30pOM-aHAIMTHKOM  TPOBEAEH  IOJHBIA  XMMUYECKHH  KOHTPOJb  KadecTBa
W3TOTOBJIEHHOIO JIEKapCTBEHHOTO Ipenapara, TO Ha MAaclopTeé MHCbMEHHOIO KOHTPOJIS
MPOCTABIISIETCS HOMEP XMMHUECKOI0 aHaJIW3a U MOJANUCH MPOBU30pa-aHAIUTHKA.



2. OpranonenTHYECKUi KOHTPOJIb.

3akiro4yaeTcsi B MPOBEPKe JICKAPCTBEHHOTO Tperapara 1Mo BHEIIHEMY BHIY, 3amaxy, OJHOPOIHOCTH

CMEIIUBAHUS, OTCYTCTBUIO MEXaHUYECKHUX BKIIFOUCHUH B KUIKUX JIEKAPCTBEHHBIX (hopmax. Ha Bkyc

MIPOBEPSIIOTCS. BBIOOPOYHO JICKAPCTBEHHBIE (HOPMBI, NpeAHA3HAYCHHbIC s JeTeid. OJHOPOIHOCTD

MOPOUIKOB, TPUTYPAIMiI TOMEONaTUYECKHX, Maces, CHpPOIIOB, Ma3eil, CYINMO3UTOPUEB MPOBEPSIETCS

BBIOOPOYHO y Kaxaoro gapmareBTa(IpoBH30pa) B TEYCHHE pabodero JHS C y4E€TOM BCEX BHUIOB

U3TOTOBJICHHBIX

JICKapCTBEHHBIX (hopM. Pe3ynbTaThl OpraHONENTHYECKOTO KOHTPOJSI PErHCTPUPYIOTCS B IKYypHAJe
perucTpany  pe3yabTaTOB OPraHOJENTUYECKOTO, (PU3NYECKOTO M XUMHUYECKOTO KOHTPOJIS
JICKapCTBEHHBIX NPENapaToB, HW3TOTOBIEHHBIX IO pELENTaM Ha JIEKapCTBEHHBIE Ipernaparsl,
TpeOOBaHUSM  MEIWIMHCKUX  OpraHM3alMdi W B BHUJAE  BHYTPHANTEYHOH  3arOTOBKH,
KOHIIEHTPUPOBAHHBIX

pPacTBOPOB, TPUTYPALIHA, CIIUPTA AITUIIOBOTO U (PACOBKH JIEKAPCTBEHHBIX CPEJCTB.

3. KoHTposb mpu oTIrycke.

Brutoyaer mpoBepKy COOTBETCTBHS: YHNAKOBKH JIEKAPCTBEHHOTO TMpemnapara (PU3UKO- XUMHUYECKUM
CBOWCTBaM, BXOJISIIINX B HETO JIEKAPCTBEHHBIX CPEICTB; YKa3aHHBIX B PEIICTITE MU TPEOOBAHUH 103
HapKOTHYECKUX CPEJCTB, ICUXOTPOIHBIX, CHIBHOJCHCTBYIOIIMX BEIIECTB BO3pACTy IAlMEHTA;
PEKBU3UTOB pelLEnTa, TpPeOOBaHMs CBEACHUSAM, YKa3aHHbIM Ha YINAaKOBKE HW3TOTOBICHHOTO
JIEKapCTBEHHOTO Iperapara; MapKHUPOBKHU JIEKAPCTBEHHOTO Iperapara TpeOOBaHUIM, YKa3aHHBIM B
«TpeboBaHUAX K MapKUPOBKE H3TOTOBICHHBIX JIGKAPCTBEHHBIX IMpPENapaToB JJs MEIUIIMHCKOTO
IPUMCHCHHUS.

[lpy BBISBICHHHM OJTHOTO M3 YKAa3aHHBIX HECOOTBETCTBHU W3TOTOBJICHHBIH

JICKapCTBEHHBIN Mpenapar He MOAJISKUT OTITYCKY.

4. duznyeckuii KOHTPOJIb 3aKJII0YAETCSA B MPOBEPKE 00IIEH MacChl

U3rOTOBJICHHOHN Ma3H.

moo61m=15,0

Hopmbl nonyctumsix otknonenuit 15,0+£8% [13,8 +16,2] HopMmbl 10onmycTUMBIX OTKJIOHEHUU
npuseneHbl B ODC.1.8.0001 - «JlexkapcTBeHHbIE penapaThl alTeYHOro U3rotoBiaeHus» I'd XV.
Cornacno npukazy M3 P® or 22.05.2023 r. Ne 2491 «OO0 yTBepxk/Ie€HUM NMpPaBUI U3TOTOBIECHUS U
OTITYCKa JIEKAPCTBEHHBIX MPENapaToB s MEIUIUHCKOTO MPUMEHEHHS allTeYHbIMU OpraHU3alusIMHU,
UMEIOIMMHU JIUIEH3UIO Ha (papMalleBTUUYECKYIO AeATeNbHOCT» — 14 cyTOoK.

3ananue 76. CuryarioHHas 3agada

B penentypHO-IpOM3BOACTBEHHBIN OT/EN ANITEKH MOCTYIWII PELIENT, COAEPKALUN CIEAYIOLIYIO
IPOIHUCH!

Rp.: Unguenti Zinci 20,0

Resorcini 0,5

Misce. Da. Signa. Hapyarcrnoe. Hanocums Ha no8pexcOenubiil y4acmox KOXCU.

[IpoBHU30p-TEXHOJIOT MOPYUUIT U3TOTOBUTH 3TOT JIEKAPCTBEHHBIN IIpenapaT MOJIoAoMY (apMalleBTy.
Tot caenan pacu€rbl Ha 0OOpaTHOW CTOPOHE MAcCHOPTa MUCBMEHHOI'O KOHTPOJIS, U3TOTOBUI Masb,
0(OpMUII JINLIEBYIO CTOPOHY MAcHopTa MUCbMEHHOTO KOHTPOJISI M OT/AaJl IPOBU30PY-TEXHOJIOTY Ha
npoBepKy. [Ipu npoBepke nacnopra MMCbMEHHOIO KOHTPOJIS U IPOBEACHUM OMPOCHOIO KOHTPOJIS
BBISICHWJIOCH, YTO (hapMalleBT M3TOTOBUJI Ma3b CIEAYIOIUM 00pa3oM. LliHKa OKcHIl B KOJIMYECTBE
2,0 pactep B Temuioi crynke npuMepHo ¢ 1,0 BazenuHa (M3B3BEUICHHBIX 16,2), CIBUHYI NMYJbITY U3
neHrpa crynku. [lomectun B ctynky 0,5 pe3opiHa, pacTBOPUI €ro B HECKOJIBKUX KaIljIsiX BOJIbI,
pacTBOp 3a3MmyibrupoBan 1,8 nanonuHa 6e3BogHoro. Cmeman myably HUHKAa OKCHJIA, SMYJIbCHIO
pe30plIMHA U OCTaTOK Ba3einHa 10 0JHOPOoAHOCTH. [lepeHéc Ma3p B 6aHOUKY C HABMHUMBAIOILIEHCS
KpblKo#. IIpoBu3op-TexHONOr caenan BBIBOJ, YTO Ma3b H3TOTOBJIEHA HEYAOBIETBOPUTENBHO,
yKazaj Ha OIMOKHU U PEKOMEHI0BaJl U3TOTOBUThH Ma3b 3aHOBO.



1. CornacHbl 11 BbI ¢ BBIBOJIOM TPOBU30PA-TEXHOJIOTA, YTO JIEKAPCTBEHHBIN Mpernapar
U3TOTOBJICHHEYIOBIETBOpUTENbHO? Kakue omuOku gomyctun ¢papmament?

2. [TpuBeauTe pacuéThl MO TaHHOW MPOITUCH.

3. [lepeuncnure  oOs3aTeNbHBIE  BUABI  BHYTPUANTEYHOTO  KOHTPOJIS
IKCTEMITOPATbHBIXJICKAPCTBEHHBIX TpenapaToB. JlaiiTe uX KpaTKyro XapaKTepUCTUKY.

4. Kak nomxkeH ObITh 0()OpMIICH MACIOPT MUCHbMEHHOTO KOHTPOJIS 110 JAHHOMY PerenTy?

5 VYKaKHUTE YCIOBUS U CPOK XpaHEHHS Ma3H.

Ilpasunvruiii omseem:
1.la, cornaceH. JlanHyr0 Ma3b HEOOXOIMMO I'OTOBUTH KaK Ma3b-CyCIEH3HUI0, T.K. Pe3opuuna 6osee
2%, TpU IMYIBTUPOBAHUH B JIEPMATOJIOTHYECKUX Ma3sxX BO3HUKAET TOKCHYECKOE JCWCTBHE Ha
OpraHM3M U HEKPO3 TKaHEH.
2.1luakoBas Ma3b uMmeeT odunmHAIBHBINA cocTaB: [lunka okcuna — 10,0; Bazenuna — 90,0 Pacuer
KonnuecTtBa IMHKa okcupaa: 10 x 20:100=2,0 Pacuer oOmiero koymyectBa BaszenuHa: 90 x
20:100=18,0 2) IlpouenT tBepmoii dpassr: 2,0 +0,5=2,520,5-100% 2,5 - x x =12,2% > 5 %, T.K.
IPOIICHT TBepAOH (a3sl Oonee 5% mo3ToMy U3MenbuaeeM ¢ 2 4acThI0 OCHOBEI.
3.IIucemenHbIi KOHTpOIb. [Ipy M3roToBICHUH JIEKAPCTBEHHBIX (DOPM IO perentaM U TpeOoBaHUSAM
7e4eOHBIX OpraHu3aluil 3aMOJIHSIIOTCS MacrnopTa MUCBMEHHOTO KOHTpOis. B macmopTe MoJKHBI
OBITh yKa3aHbl: JJaTa W3TOTOBJICHHs, HOMEp pelrenta (Homep JiedeOHOIl opraHu3alui, Ha3BaHUE
OT/ICJICHUs), HAaUMEHOBAHHE B3STHIX JIEKAPCTBEHHBIX BEIECTB M WX KOJIMYECTBA, YUCIO 03,
MOJIMMCH U3TOTOBUBIIETO, pac(acoBaBIIEro 1 MPOBEPUBIILIETO JIeKapCcTBEHHYO hopMy. Bee pacuersr
JOJKHBI ITPOU3BOJIUTELCS IO M3TOTOBJICHHUS JICKAPCTBECHHON (DOPMBI M 3aIMCHIBATHCS HA OOpaTHOU
cTtopone mnacnoprta. [lacmopT 3amoiHsSETCs HEMENJEHHO IOCJIE€ H3TOTOBJICHUS JIEKAapCTBEHHOU
dbopmbl, TO TmMaMATH, HA JIATUHCKOM S3bIKE, B COOTBETCTBUM C IIOCJIE€IOBATEIHLHOCTHIO
TEXHOJIOTHYECKHX Orepanuid. M3roToBleHHBIE JIEKapCTBEHHBIE CPECTBA, PEIETITHl U 3all0JIHEHHBIC
nacropra IMepefarTcs Ha MPOBEPKY MPOBHU30PY, BBIMOJHAIOINIEMY KOHTPOJIbHBIE (DYHKIIUU TIPH
U3TOTOBJICHMM U OTIIyCKE JIEKapCTBEHHBIX cpencTB. KOHTponb 3akiioyaeTcss B IPOBEpKE
COOTBETCTBUS 3allMCEHl B MAcCHOpPTE MUCbMEHHOTO KOHTPOJSL MPOMHUCH B pelenTe, MPaBUIbHOCTH
MPOU3BENICHHBIX pacueToB. 2) OpraHolenTUYECKHl KOHTPOJIb. 3akilovyaeTcs B MPOBEpKe
JIEKapCTBEHHOU (OPMBI (B TOM UKCIIE TOMEOTaTHIECKOM) 1o mnokazatensm: "Onucanne" (BHEITHUI
BUJ, IIBET, 3alax), OJHOPOAHOCTh, OTCYTCTBHE BHUJIUMBIX MEXaHUUYECKUX BKIFOUCHHUN (B KHUIKHX
JeKapcTBeHHbIX (opMax). Ha Bkyc mnpoBepsitoTcsi BBIOOPOYHO JIEKapCTBEHHBIE (OPMBI,
npeaHazHayeHHble Juist aetedl. OHOPOJHOCTh MOPOIIKOB, TOMEONATUYECKUX TPUTYpalui, Mas3eH,
MUAJTIONG, CYIIO3UTOPHEB MPOBEPSETCS B COOTBETCTBUH ¢ TpeOoBaHusMH [ocymapcTBEeHHOM
®dapmakorieu, 1eHCTBYIOIINX HOPMATUBHBIX TOKYMEHTOB. [IpoBepka ocyIiecTBIseTCs] BBIOOPOUHO Y
KaXJI0TO (papMaiieBTa B TeUCHHUE pabOyvero AHS C YIETOM Pa3IUYHBIX BUJIOB JIEKAPCTBEHHBIX (DOpM.
Pe3ynbTaThl OpraHoIenTUYECKOro KOHTPOIIS JTEKAPCTBEHHBIX (JOPM PETUCTPUPYIOTCA B JKYpHAJE O
npuaraemoit popme (Ipunokenue b k Hacrosimeit Unctpykiun). 3) KoHTposs npu oTmycke.
JlaHHOMY KOHTPOJIIO MOJABEPTalOTCS BCE U3TOTOBJIEHHBIE B AlITEKaX JICKAPCTBEHHBIE CPEICTBA (B TOM
YHUCJIe TOMEONaTH4YeCKue) Mpu ux oTmycke. [Ipu 3TOM TpoBepsieTCs COOTBETCTBHE: - YIIAKOBKH
JIEKAPCTBEHHBIX CPEACTB (U3MKO-XMMHYECKHM CBOWCTBAM BXOMSIIMX B HUX JIEKAPCTBEHHBIX
BEIIIECTB; - YKa3aHHBIX B peEIENnTe 03 SIAOBUTHIX, HAPKOTUYECKUX M CHUIBHOACHCTBYIOIINX
JICKapCTBEHHBIX BEIIECTB BO3pPACTy OONBHOrO; - HOMEpa Ha pelenTe W HOoMepa Ha JTHUKETKE;
dbamMunuy OONBPHOTO HA KBUTAHIWHU, (paMIIMK Ha ITHUKETKE W PEIEeNTe WU ero KOMUHU; - KOMUU
pElEeNnTOB MPOMHCSIM PELEenToB; - OGOPMIICHHS JEKAapCTBEHHBIX CPEACTB JACHCTBYIOIUM
TpeboBanusM. [Ipu oTmycke ocoboe BHHMaHHE OOpamaercs Ha o(popMIIEHHE COOTBETCTBYIOIIUMHU
npenynpeANTeNbHBIMHA HAIMUCSIME JIEKAPCTBEHHBIX ()OPM, U3TOTOBIISIEMBIX B aNiTeKaX IS IEYEOHBIX
OpraHu3aIuu.
4. Jlata Neperenta
Zinci Oxydi 2,0
Resorcini 0,5
Vaselini 1,25



Vaselini 16,75

Mob6m=20,5

[IpuroroBmi___

IIpoBepun___

Otnycrtun___

6. B nmpoxiagHoM, 3alIUIIEHHOM OT cBeTa MecTe. B HenocTynHoM 11 nereit mecre. Cpok
XpaHeHus — 14 cyTok.

3amanue /7. CuTyanroHHas 3a/1a4a

B npou3BoACTBEHHYIO anTeKy MOCTYNMJ pelentT ¢ Mpomuchio mopomka. PenentypHsiii Onank Ne
107-1/y umeeT Bce HEOOXOMMbIE PEKBU3UTHI (OCHOBHBIE U JIOTIONHUTENbHBIE). [lanmenT oOpartuics
K IPOBU30pPY C MPOCBOOH O CKOpeHIeM H3roTOBJIEHUM JIEKApCTBEHHOIO Ipernapara, MOCKOJIbKY
Je4YeHue HEeoOXOAUMO HayaTh YK€ ceroaHs. IIpoBu3op-TeXHOJOr, W3Y4YMB IpEACTaBICHHBIN
peLenT, BhIHYX/IeH OblI OTKa3aTh NAllMEHTY B W3IOTOBJICHMU U OTIIYCKE JIaHHOW JIEKapCTBEHHOM
(opMBI 1 TOPEKOMEHI0BAN TOCETUTEINI0 0OPATUTHCA K JIeUallleMy Bpady 32 HOBBIM PEIICTITOM.

Rp.: Codeini phosphatis 0,01

Analgini 0,4

Misceut fiat pulvis

Da tales doses N 15

Signa.llo 1 nopowky 3 paza 6 Oenv.

Ilpumeuanue: xooeuna ¢pocgpam BP/] = 0,1, BC/J = 0,3; anarveun BP/]=1,0, BCJ = 3,0.

1. JlaiiTe XapaKTepuCTUKY JIEKapCTBEHHOH (opme, mponrcanHou B perente. Kakue npasuia
JIOJKHBI COOJTIOIATHCS ITPU BBIMMCHIBAHUN JAHHOW JIEKapCTBEHHOM (popMbI?

2. IlpuBemute pacy€rbl, HEOOXOAUMBIE IJIs1 U3TOTOBICHHUS YKa3aHHOM MPOIKUCH. 3arOIHUTE
000pOTHYIO CTOPOHY MacnopTa nucbMeHHoro koutpous (I1TIK).

3. IIpemnoxure paoHAIBHYIO TEXHOJIOTHIO U3TOTOBJICHUS JIEKAPCTBEHHON (DOPMBI,
IPONKMCAaHHOUB peLenTe, €e YIaKoBKY U oopMieHue.

4. K xakoil (apmakoTepaneBTHUECKOM rpymne oTHOcUTCS KojaeuH? HazoBute mokazaHMs K
IIPUMEHEHHUIO NIPENAapaToOB JaHHOW IPYNIbL. Y KaXUTE CUMIITOMBI IEPEJO3UPOBKH KoJenHOM. Kakue
MEPONPUITHSI HEOOXOIUMO OCYILECTBIISATH B Cy4yae MHTOKCUKAIIMK TaHHBIMITpEapaTom?

5. K opraHmszanum caHUTapHOTO pEXHMa B IPOU3BOJACTBEHHBIX AaNTEKaxX IPEAbABISIOTCS
cTporue TpeOoBaHUS. YKaXKWUTE€ OCHOBHBIE IIpaBWiIa COOJIOJNEHHSI CAaHUTApHBIX HOPM B
IPOM3BOJICTBEHHBIX MOMEIIEHHUSX alTeK! MPU U3TOTOBJIEHUN HECTEPUIIbHBIX JIEKAPCTBEHHBIX (HOPM.

IIpasunvroviti omeem:
1. Beimucan Cl0KHBIN 03UpOBaHHbBIN MTopoitok. CoaepkuT BemecTBo cnucka II — kogenna gocdar.
[Tpuka3 MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepaunn ot 24.11.2021 Ne 10941 "OO6
yrBepxaeHun [lopsiika Ha3HaYeHUS JIEKAPCTBEHHBIX MpenaparoB, GopM pelenTypHbIX OJaHKOB Ha
JeKapcTBeHHble npenapathbl, [lopsiika odopmiieHus: yka3aHHBIX OJIaHKOB, MX yueTa M XpaHEHUS,
¢opM OJaHKOB PELENTOB, COAEPKAIIMX HA3HAYEHHE HAPKOTUYECKUX CPEJCTB WMJIU ICHXOTPOIHBIX
BenlecTs, Ilopsiaka MX M3rOTOBIIEHHUS, PAaCIpPENEICHUs], PETUCTPALlUU, YyYe€Ta U XPAaHEHUs, a TaKXKe
[IpaBun odopmieHus OIaHKOB pELENTOB, B TOM 4YHCI€ B (OpME 3IEKTPOHHBIX JTOKYMEHTOB'
UCTIONb3yeTcs peunentypHblii OmaHk ¢opmbl N 148-1/y-88. Ilpu BBIMUCHIBAaHMM pelenTa Ha
JIEKapCTBEHHBIN MpenapaT HWHAWBUIYaJbHOTO HW3TOTOBJIECHUS HAWMEHOBAHHUS HAPKOTHUECKUX H
IICUXOTPONHBIX JIEKAPCTBEHHBIX IMpemnaparoB crnuckoB Il m III Ilepeuns, MHBIX JE€KapCTBEHHBIX
IIPenapaToB, MOISKAIINX TPEIMETHO-KOINYECTBEHHOMY YUETY, MUIIYTCS B HaYaJle pelernTa, 3aTeM
- BCe OCTaJbHble MHrpeaueHTbl. CocTaB KOMOWHUPOBAaHHOTO JIEKapCTBEHHOTIO IpemnapaTta,
o00o3HaueHHEe  JIEKAapCTBEHHOW GOpMBI W OOpamieHue  MEIUIIMHCKOTrO  pabOTHHKA K
¢dapmarieBTHYeCKOMy pabOTHUKY OO0 M3rOTOBJICHHHM U OTIYCKE JIEKapCTBEHHOIO Ipernapara
BBIMKCHIBAIOTCA Ha JIATMHCKOM si3bike. (Croco® NpHMEHEHHUs JIEKApCTBEHHOTO IIperapara
0003HayaeTcs C ykazaHUeM J103bl, YaCTOThI, BpeMEHHU MPUEMA OTHOCUTENBHO CHA (YTPOM, HAa HOUb) U



€ro JUIMTEIBbHOCTH, a JUId JIEKapCTBEHHBIX IPENapaToB, B3aUMOICHCTBYIOIIMX C MUIIEH, - BpEMEHU
UX YyHNoTpeOJeHUus OTHOCUTEIbHO MpHeMa NHIM (10 eabl, BO BpeMs eabl, nocie ensl). [Ipu
HEOOXOIMMOCTH HEMEJICHHOTO WJIM CPOYHOTO OTITyCKa JICKAPCTBEHHOTO IMpernapara MalieHTy B
BEPXHEH YaCTH pelerTa MPOCTABISIIOTCA 0003HAYCHUS «Cito» (CPOYHO) MU «statimy (HEMEIJICHHO).
[Ipn BbIIKCBIBAHMM peLENTa Ha JIEKAPCTBEHHBIM IIpernapaT WHIMBUIYAJIbHOIO H3TOTOBJICHUS
KOJINYECTBO KHUJIKHUX (PapMaLeBTUUECKUX CyOCTaHLMH YKa3bIBAE€TCS B MUJUIMJIUTPAX, paMMax WM
KaIUISIX, a OCTaJbHBIX (hapMaleBTHUECKUX CyOCTaHLMH - B rpaMMax. Penentsl, BBINMCAHHBIE Ha
peuentypHoM Omanke ¢opmel N 148-1/y-88, neiicTBUTEIbHBI B TeUYeHHE 15 pgHEH co nHA
BBIIMCBIBAHUS.

2. ITpoBepka no3. Komenna docdar: mo penenty Pl = 0,01 CJ = 0,03 BPI = 0,1 BCJ] = 0,3
Amnansrun: no peuenty PJ1=0,4 C1=1,2 BP/I= 1,0 BC/ = 3,0 /{1036l HE 3aBblllIcHbl. PacyeTsl.
Koneuna docdar: 0,01x 15 =0,15
Amnanerun: 0,4 x 15=6,0
Macca obmag: 0,15 + 6,0 =6,15
Passecka: 6,15/15=0,41
3. ODC.1.4.1.0010.15-«ITopomku» ['d XV
B crynky Ne 4 nomemaem 6,0 r AHanbruHa, u3Menb4yaeM, 3aTupast opbl CTyNKU. BelHOCHM ero Ha
Karncyiy. B cTynky, ¢ 3aTepThIMU IOpaMHy I0JIy4yaeM Yy MPOBHU30PA-TEXHOJIOra, OTBETCTBEHHOIO 32
XpaHEHHE BEIIECTB, HAXOMSAIIMXCS HAa MPEIMETHO- KOJIMYECTBEHHOM Y4YeTe, MO0 O(OpPMIICHHON
oOpartHoii cropoHe peuenta, 0,15 r konenna docdara. VM3menbuaem u 100aBisieM B CTYNKY
AHanbrus ¢ kamncyiasl. CmemmuBaeM. [IpoBepsieM OJHOPOJHOCTb MOPOILIKOBOM Macchl, 3aIrlOJIHIEM
muueByto ctopony IINK u nepenaem ¢acoBumky 1 qo3uposanusino 0,41 r B BoLIEHbIE KalCyJIbl U
yrnakoBku. Odopmisiem dSTHKETKON: «BHyTperneey, «Ilopomkmy,

«XpaHUTh B HENOCTYIIHOM JUIsl JIeTe MecTe», «XpaHUThb B MPOXJIAJHOM MecTe», «XpaHUTh B
3alIUIIEHHOM OT cBeTa MecTey. CHabkaeM JUis OTITyCKa CUTHATYPOi
4. KonenH — onMoWAHBIA aHaubreTuk. KopenH— NpOTHUBOKAILIEBOE CPEACTBO LIEHTPAIbHOTO
HapKOTUYECKOro THMa JeicTBus. [lokazanus kK NpuMEHEHUIO: TPUCTYI000Opa3HbIil HEPOYKTUBHBIN
Kailenab, OOJIEBOM CHHAPOM IIPU TpaBMax, OHKOJOTMUYecKuX 3abojeBaHMAX CHUMITOMBI
NEePEeO3UPOBKHU: -3aMEIJICHUE U 3aTPYyAHEHUE [bIXaHUS; - JIMIKUM XOJOAHBIA IOT, -CHU)KEHUE
TEMIEPATYpPHl TEJA; -CO3HAHUE NAIMEHTa CTAHOBUTCS CIIyTAaHHBIM; -CHMJKEHHE apTEpHaIbHOTO
JaBJICHUsI, TOJIOBOKPYKEHHE; -CUJIbHAsl €Iab0CTh, YyBCTBO YCTaJOCTH W COHJIMBOCTH; -CHUJIBHOE
CYKEHUE 3pauKa; -CyJlOpOTH; ~-TPEBOKHOCTh. JIeueHue: cenarb MpOMbIBaHUE JKEITYKA, a TAKKE AaTh
ajcopOupyrole CcpeicTBa U COJieBble  cilaOuTelbHbIE, 3aTE€M  HAJOKCOH  (SIBIISIFOTCS
cneun(rUYecKMMU aHTarOHUCTaMu npenapata). Ilpu jerkoil cremeHW OTpaBIE€HUM MPUMEHSIOT
JIbIXaTeNIbHbIE aHAJIETTUKH.

5.I0Ipuka3z M3 P® ot 22.05.2023 r. Ne 2491 «O0 yTBep>kKI€HHH MPaBUI M3TOTOBJIECHUS U OTIYCKa
JIEKapCTBEHHBIX IpEnaparoB I MEIUIMHCKOINO IPUMEHEHHMS aNTEeYHbIMH OpraHU3alusIMH,

MMEIOIIMMHU JIUIEH3HIO Ha (papMalleBTUYECKYIO AEATEIbHOCTb)

ITocranoBnenue I'1aBHOTO rocyiapcTBEHHOI0 caHUTapHOTO Bpada PO ot 24 nekabps 2020 r. Ne 44
«O06 yrBepxkaenun canutapHbix npaswin CII 2.1.3678 - 20 "CanutapHO-31THAEMUOIOTHIECKUE
TpeOOBaHUS K HKCIUTyaTallud MOMEIEHHUH, 31aHui, COOpyKeHH, 000pyI0OBaHUs U TPaHCIOpPTa, a
TaK)Ke€ YCJIOBHSM JIEATEIbHOCTU X0O3SIMCTBYIOUINX CYOBEKTOB, OCYIIECTBISIONIUX MTPOJIaXy TOBApOB,
BBITIOJIHEHHE PA0OT WM OKa3aHUE YCIyT».

JlexapcTBEHHbBIE BEIECTBA, HCIOIb3YEMbIE IMPU H3TOTOBICHUU HECTEPUIIbHBIX JIEKAPCTBEHHBIX
¢dopM, TOIDKHBI XPAaHUTHCS B IUIOTHO 3aKPBITHIX IITAHIVIACAX B YCJIOBHUSX, MCKIIOYAIOMIMX HX
3arpsizHenue. llltanrmacel, ucnoigb3yemMble NpPH XPAaHEHUU JIEKAPCTBEHHBIX BEILECTB, Iepea

HAIlOJJHEHUEM MOIOT M CTEpWIM3YIOT. BceroMoraTenbHbI MaTepual M YKYNOPOUYHBIE CPEACTBA,
HEOOXOIUMbIE TpPU M3TOTOBIEHUUM U (ACOBKE JIEKAPCTBEHHBIX CPEJCTB, IOATOTABINBAIOT,
CTEPUIIM3YIOT. ANITEYHYIO ITOCYAY MEPE UCIIOJIb30BAaHUEM MOIOT, CYIIAaT U CTEpUIN3YIOT. B Hauane



U B KOHIIE KaXJOW CMEHBI BECHI, IIMNATEIW, HOKHULBI U JIPYrOod MEJIKUN anTeYHbId HWHBEHTApb
npotupaioT 3% pacTBOpOM MEpeKUcH Boaopoia wiu cnupT - 3¢pupHoi cmechio (1:1). Ilocne
KOKIOT0 OTMEpPUBAHUS WM OTBEIIMBAHHS JICKAPCTBEHHOTO BEIIECTBA TOPJIOBHHY M TMPOOKY
HITaHIJIaca, a TaKKe pPYy4YHbIe BEChl BBITUPAIOT caiderkoil u3 mapnu. Canderka ymnorpebisercs
TOJIKO OJIMH pa3. BOpoHKM mpu GUIBTPAIIIH WITU TPOIIC)KUBAHNUHN KHUIKUX JICKAPCTBEHHBIX CPEJICTB,
a TaKXKe CTYIKM C IOPOUIKOBOM WM MAa3eBOMl Maccoil J0 pa3BECKM M BBIKJIAAbIBAHUS B Tapy
HAKpBIBAIOT IUIACTMACCOBBIMU WJIM METAJUIMYECKUMH IUJIACTUHKAMH, KOTOPBIE MPEABAPUTEIIHLHO
ne3uHpuuupyrotr. Jns BbIOOPKM M3 CTYHNOK Ma3eil M IMOPOIIKOB HCIOJIB3YIOT IIACTMACCOBBIE
nacTuHku. [Ipumenenue kapToHa He aomyckaercs. I[lociie M3roToBiieHHs Ma3ed OCTAaTKH >KHpa
YAQIAIOT IPU MOMOIIM KapTOHa, OyMaru, JIMTHUHA, 3aT€M CTYIKU MOIOT U CTEPUIIU3YIOT.
Hcnonezyemble s paboThl OyMakHbIe M BOILIAHbIE KallCyJbl, LINATEeNd, HUTKH, PE3UHKU
00XBAaTOYHBIC M Jp. XPaHAT B SIIMKAX ACCHCTEHTCKOTrO ((pacoBOYHOTO) CTONA (SIIUKU €XKEeITHEBHO
MOIOT). BcnoMorarenbHble MaTepHUaibl XpaHIT B 3aKPBITHIX MIKa(ax B YCIOBUSIX, HCKIIOYAIOIINX UX
3arpsisHEHUE.

3ananue 78. CuryarrioHHas 3a1a49a

B antexy moctynun penent, BHITMCAaHHBIN Ha penenTypHoM Oianke Ne 107-1/y:

Bosvmu: Pubograsuna 0,002

Kucrnomet ackopdounosoii 0,02

Trokoser 0,2

Boowt ouuwennoi 10 mn

Cmewaii. /lai makux 003 uuciom 20603nauw. 1 naznvle kaniu.

®dapMareBT U3rOTOBUJI PACTBOP B ACENTHUYSCKUX YCIOBHSIX, 3aMIOJIHUI ITACIIOPT MTUCHMEHHOTO
KOHTPOJISI, TIOCJIE KOHTPOJIS KauecTBa NpodUiIbTPOBalL, IPOBEPUI OTCYTCTBHE MEXAaHUYECKHUX
BKIIFOUCHUH B KAIUIAX, YKYIOPHIT IO OOKATKY, IPOCTEPUINU30BAT U OPOPMIIT STUKETKY.

1. [Tepeuuncnure TpedOBaHUS K OPOPMIICHHUIO pEIIeTITA.

2. KakoB cpok XpaHEHHWs Macrnopra MUCBMEHHOTO KOHTPOJIS B alTeKe Ha HM3TOTOBJICHHYIO

JIEKapCTBEHHYIO (popMy?

3. B kakux ycloBUSX W KakOM TMOMENICHHH aNTeKH OCYIIECTBISIOT MPOIECC M3TOTOBICHUS

IJ1a3HEBIX Kanesb B anTeke?

4. [To xakuM TOKa3aTeNsiM TMPOBOJAT NPUEMOUYHBIM KOHTPOJIb JIEKAPCTBEHHBIX
CPEJICTB,UCTIONB3YEMBIX JIJISl H3TOTOBJICHUS JIEKAPCTBEHHBIX MTPETIAPATOB B anTeke?

5. Kakrie KOMIOHEHTBI B COCTABE M3TOTOBICHHBIX I'JIa3HBIX Kallellb OKa3bIBAlOT OCHOBHOE

dbapmakoTepaneBTHYECKOe AeHCTBHE TPU MPUMEHEHHUH JIEKApCTBEHHOTO TIpernapara’?
Ilpasunvnwviii omeem:

1. TpeboBanus k oopmieHUIO perenToB npuBeaeHsl B [Ipukaze MuHucTEpCTBa 3paBOOXpaHEHUS

Poccuiickoit ®enepauuu ot 24.11.2021 Ne 1094n "OO yrBepxknaenuu Ilopsaka Ha3HadeHUs
JIEKapCTBEHHBIX NpenapaToB, popM pelenTypHbIX OJaHKOB Ha JIeKapCTBEHHBIE IpenapaTsl, [Topsiika
oopmieHHs yKa3aHHBIX OJIAHKOB, MX y4yeTa U XpaHeHHs, (opM OJaHKOB PELENTOB, COAEPIKAIINX
Ha3HaYeHHE HApPKOTUYECKUX CPEJICTB WJIM INCUXOTPOMHBIX BemlecTB, [lopsiika WX HM3rOTOBIIEHUS,
pacripesiesieHus], perucTpalyy, yueTa u XpaHeHus, a Taxoke [IpaBuin opopmieHus 61aHKOB peLenToB,
B TOM uyuciie B (hopMe 3JIEKTPOHHBIX JOKyMeHTOB". PenentypHsiii O01ank ¢gopmsl 107-1/y nomken
coJiepKaTh CIEAYIONINE OCHOBHBIE (00s13aTeNIbHbIE) PEKBU3UTHI: -LIITAMIT METUIIMHCKON OpraHu3aiuu
(c ykazanuem e€ HauMEHOBaHHUsI, aapeca W TenedoHa); -maty BeIUckU perenta; -OUO manuenta
(mosHOCTHIO) M ero Bo3pacT; - DO menunuHcKoro paboTHUKA (TOJHOCTBIO); ~-HAaUMEHOBaHUE (Ha
JATUHCKOM SI3bIKE) JIEKapCTBEHHOTO IperapaTa, ero J03UpOBKY U KOJUYECTBO; -MOAPOOHBIN cr1ocob
IIPUMEHEHNS HA PYCCKOM HJIM PYCCKOM U HAI[MOHAJIBHOM $3bIKAX -TIOJNUCH M JMYHYIO II€4aTh
MeIMIIMHCKOT0 paboTHUKA. Ha oiHOM OnaHKe MOXKeT OBITh BhITMcaHO He Oosee 3 JIIT



2. B cootBerctBun ¢ npukazoM M3 P® ot 22.05.2023 1. Ne 249H «OO0 yTBEp>KACHUU IPABUI
U3rOTOBJICHUSI W OTIYCKa JIEKAPCTBEHHBIX MpEnapaTroB JUIsl MEIULUHCKOrO MPUMEHEHUs
aNTEeYHBIMH OpTraHU3AlMsIMU, WMCEIOIIMMH JIMICH3UI0 Ha (PapMaleBTUYECKYIO AEATEIbHOCTHY
[acropT MUCbMEHHOTO KOHTPOJIS COXPAHSIOTCS B alTeKe B TEUEHHME JIBYX MECALEB C MOMEHTa
M3TOTOBJIEHUSI JIEKAPCTBEHHOI'O CPEJICTBA.

3. B anrteke H3roToBiieHHE JIEKApCTBEHHBIX ()OPM B YCIOBUSAX ACENTHKH OCYIIECTBISETCA B
COOTBETCTBUH C CAHUTAPHBIMH TPEOOBAaHHUAMH, U3J0KEHHBIMU B mipukaze M3 P® ot 22.05.2023 r.
Ne 2491 «OO0 yTBep)KIEHMM IPaBUI U3TOTOBJICHUS M OTIIyCKA JIEKApPCTBEHHBIX IpEnapaToB JUis
MEAMIMHCKOTO IPUMEHEHUs alTeYHbIMU  OpraHu3alMsIMM, MMEIOIIMMU JIMLEH3UI0 Ha
dapmareBTUYECKYIO NesTeNbHOCThY U [locTanoBneHun I 1aBHOTO TOCYAapCTBEHHOTO CAHUTAPHOTO
Bpada P® ot 24 nexabps 2020 r. Ne 44

«O06 yrBepxknennn canutapubix mpaBwi CII 2.1.3678 - 20 "CaHuTapHO-3NHIEMHOIOTUYECKHE
TpeOOBaHUA K SKCIUIyaTallud MOMEUICHUH, 3aHUi, cOOpYKEeHUH, 000pyI0BaHUs U TPAHCIOPTA, A
TaKXKe yCIOBUSAM JIEATEIBHOCTH XO3SHCTBYIOINX CYOBEKTOB, OCYIIECTBISIONIMX MPOJaXKy TOBAPOB,
BBINOJIHEHHE Pa0OT WIM OKa3aHMe yciyr». JlJis M3roTOBIEHMsS IVIA3HBIX M JPYTUX CTEPUIIBHBIX
JICKapCTBEHHBIX (POPM B ACENTUYECKUX YCIOBUAX B anTeKe OOOpYyIyeTcsi acenTHUeCKHil OJIOK,
KOTOPBII BKJIIOYAET MMOMEIIECHUs Ul U3TOTOBJICHNUS, (DACOBKHM M CTEPUIIM3ALIUY, a TAKXKE MOJTyUSHHS
BOJIbI JJISl UHBEKUUN U OTJIEJIEH OT APYTrUX MOMEUIEHUH anTeKH LUTI030M. ACENTHKA — 3TO KOMILIEKC
MEpONPUATHHA, MO3BOJISIOIUN CBECTU K MUHUMYMY BO3MOKHOCTb IOMNAJaHUs MHKPOOPraHU3MOB B
JIEKapCTBEHHbIE NpenapaTbl Ha BCEX 3Tallax TEXHOJormueckoro mpouecca. [Ipu 3tom ucxonar us
TOTO, 4YTO OCHOBHBIMHU HCTOYHUKAMH 3arps3HEHHs JIEKapCTBEHHBIX IIpenapaToB SBISAIOTCS: -
IIOMEIIEHUS, - TEXHOJOIMYECKOe O0OpyloBaHUE, - BO3AYyX, - OOCIYXHUBAIOLIUN MepcoHal, -
BCIIOMOTATENbHBI MaTepuaig, - IMOoCylda, - JIEKapCTBEHHbIE M BCIIOMOraTelbHbIE BEIIECTBA,
pacTBopuTesnd. B momMemieHun A NPUTOTOBJIEHUS JIEKAPCTBEHHBIX MPENapaToB B ACENTUYECKUX
YCIOBUSAX CTEHbI JOJDKHBI OBITh IOKpAallleHbl MAciasHOM Oenoil KpacKoW WM MOKPBITHI CBETION
kadenpHOl TUIMTKOW. He 1omKHO OBITh KapHWU30B, BBICTYNOB, TpemuH. [lom mokpeiBaeTcs
JMHOJIEYMOM C 3aBapeHHbIMH IIBaMHU. /IBepu M OKHA JOJDKHBI OBITH TIIATEIBHO MOJOTHAHBI U HE
uMeTh eneid. Acentudyeckuil 010K  00OpyaAyeTcsl MPUTOYHO-BBITSDKHOM — BEHTWJISALUEH C
OPEUMYLIECTBOM  IPUTOYHOrO  BO3ayxa. JlIs  CHMKEHHMs TONAJaHus  MUKPOOPraHW3MOB
PEKOMEHAYeTCsl YCTaHOBKA (PMIIBTPOB JUIsl OYMCTKHM BO3/yXa U yibTpaduosneroBoe obmyuenue. s
00e3BpEe)KMBAHMUS  BO3/yXa B  aCENTUYECKOM OJIOKE YCTaHABIMBAIOT HEIKPAaHUPOBAHHBIE
OaxTepunuaabie dammnbl: HacteHHble (OBH-150), Oakrepunuansie namnel BYB — 25, BYB-30, BYB -
60 u3 pacuéra momHoctu 2-2,5 BT Ha 1M3 00beMa moMelieHus, KOTOPYI0 BKIIOUYAOT Ha 1-2 yaca
nepes HavyajuoM paboThl HpU OTCYTCTBUM jroael. [lepen BXomoMm B acenTudeckuil OJOK Ha ATOT
HepuoJl BEIIaloT TabJIMUKy «HE BXOAWTH, BKIIOUEHA OakTepUIMIHAs Jlamna». Bxoa B momeunieHue,
I7Ie BKJIIOYEHA HEIKPAHWPOBAaHHAs OaKTepUIUAHAS JIaMIla, pa3pellaeTcsi TOJbKO IIocCie ee
OTKJIFOYEHHS, a UIUTENbHOE NpeObIBaHNE B YKa3aHHOM MOMEIEHUH — TOJIBKO uepe3 15 MuHyT nocne
e¢ OTKIIoueHus. B mnpucyrctBuM mepcoHanma MOTYT 3KCIUTYyaTHPOBAThCS AKpPaHUPOBAHHBIE
OaKTepUIMIHBIE JIAMIIbI, KOTOPbIE yCTaHABJIMBAIOTCS Ha BbicoTe 1,8 - 2 M ¢ MomHocThIO B 1 BT Ha
IM3 momernieHus NpU YCIOBHM, YTO H3JIyU€HUE HE HAlpaBICHO Ha JIIOEH, KOTOpbIE HAXOIATCSA B
nomerienuu. [lockonpky npu pabote GakTepUIIMIHON JJaMITbI 00pa3yIOTCsl OKUCIIBI a30Ta U 030H, TO
B IIOMEIIEHUH HeoO0XoauMa paboTa BeHTUIsuU. Bee 06opynoBaHue U Medenb KOTOpbIe BHOCSTCS B
acenTU4ecKuid  OJIOK,  MpelBapUTENbHO  NPOTUPAIOT  BJIAKHON  TPANKOM  CMOUYEHHOMH
Ne3UHPHUIIPYIONIMM PacTBOPOM (Harpumep, pactBop xiopamuHa b 1 %, pactBop xmopamuna b 0,75
% c 0,5 % moromiero cpeacTBa, pacTBop nepekucu Boaopoaa 3 % c 0,5% moromiero cpeicTsa u ap.).
Hcnonp30BaHne B aCENTHYECKOM OJIOKE TIOCTOPOHHETO 00OPYIAOBaHUSI CTPOTO 3ampenieHo. Y 0opka
MIOMEIIEHUS TTPOBOJUTCS HE PEeKe OJHOTO pas3a 3a CMEHY C HCIOJIb30BAHHEM JE3MH(UIUPYIOIINX
CPEICTB C MOCIEAYIOIUM yIbTpapuoaeToBbiM o0myuyeHneM. OnUH pa3 B HENENI0 B MOMEIIEHUU
IPOBOJAT reHepalibHyt0 yOopKy. Ilepen BXoaoM B acenTUdeckuid OJI0K JODKEH JIeKaTh PE3MHOBBIN
KOBPHK, CMOUEHHBINH J1€3MHQUIHUPYIOIIUM PAaCTBOPOM. ACENTUYECKUN OJIOK OTAENSeTCs OT APYTUX
noMeleHni nuno3oM. Jluma, KoTopble NPUHMMAKOT Y4acTHE B IPUTOTOBIEHHUM JIEKAPCTB B
aCeNTHUYECKUX YCIOBUAX, MPUACPKUBAIOTCSA CTPOTUX MPABUJI JUYHON TMTHEHBI: MPU BXOJE B LLIIO3
OJICBAIOT CIEIMATIbHYIO0 00yBb, MOIOT PYKH C MBIJIOM U IETKOU, IOTOM J1€3UH(UIUPYIOT UX,



npoTtupas caineTkod, CMOYEHHOW OTWIOBBIM crnupToM 80 % KOHIIEHTpaluH, PpPacTBOPOM
xjoprekcuauHa ourmokonata B 70 % cnupte stunoom unu 0,5 % pactBop xiopamuHa b npu
OTCYTCTBUH BBIIICTIEPEUNCICHHBIX CPEJICTB, OJIEBAIOT CTEPUIIBHBIN XanaT, 4-CJIOHHYI0 MapieBYIO
HOBSI3KY, LIANOYKy (MPU 3TOM BOJIOCHI TIIATEIBHO 3alpaBisAloT), Oaxuibl. MapieBas HOBs3Ka
JIOJDKHA 3aMEHATHCS uepe3 Kaxkaple 4 yaca. CaHUTApHYIO OJEXKIY, XalaThl, Mapio, U3JCIUs U3
TEKCTHJIS, BaTa CTEPUIIN3YIOTCA B OMKCax B ApOBBIX cTepuinzaropax npu remneparype 132 °C Ha
npotspkeHnn 20 munyT win ripu 120 °C Ha nmpoTspkeHUN 45 MUHYT M XpaHSAT B 3aKPBITBIX OMKCax HE
6onee 3 cyrok. OOyBb Iepes Ha4yaJoM U OKOHYaHUEM padoThl 1e3UH(GUIMPYIOT BHEIIHE U XPaHAT B
nuiro3ax. Co3gaHue acenTHUYeCcKMX YCIOBUHM B anTeKe MpeArnosaraeT TakKe HCIOJIb30BaHUE
CTEPHJIBHOTO BCIIOMOTAaTEIbHOTO MaTepuana, CPeACTB YKYINOPKH U YIAKOBKH, CTEPHIIN3AIIUIO
BCIIOMOTaTEIbHBIX U JIEKAPCTBEHHBIX CPEJICTB, €CIIM OHU MOTYT OBbITh IPOCTEPHIIN30BaHBbI.

4. B coorBerctBuu ¢ ODC.1.8.0001 - «JlekapcTBeHHBIE IIpenaparhl aTeYHOro U3roToBieHus» ['d
XV npueMOYHBIM KOHTPOJIb 3aKJIIOYAETCS B IPOBEPKE MOCTYMAOLINX JEKAPCTBEHHBIX CPEACTB Ha
COOTBETCTBUE TPEOOBAHUSM IO TIOKA3ATEIISIM:

«Onucanuey, «YnakoBkay, «MapKHpPOBKay, a TAKXKE B IPOBEPKE MPABHIHOCTH 0(opMIeHUS
COIIPOBOJIUTEINIBHBIX JOKYMEHTOB, BKJIIOYas JOKYMEHTBI, MOJITBEPXkAAIOLINE KauyecTBO
JIEKapCTBEHHBIX CPECTB.

5./lelicTBYIOIMMH BELIECTBAMU B COCTaBE M3TOTOBJIEHHBIX IVIa3HBIX Kallelb SBISIOTCS puOodIaBuH
(npenapar ButamuHa B2) u kucinora ackopOuHoBas (mpenapaT BuTamuHa C). OCHOBHasg LeNb
OPUMEHEHHUS «BUTAMUHHBIX» TJa3HBIX Kalellb HopMalu3aluss OOMEeHa BELIECTB POTOBHIIBI
(Hapy>KHOU 000JIOYKH TIIA3HOTO SI0JI0KA) M BHYTPEHHUX CPEJl TJ1a3a, MPEXkJIe BCEro — XPyCTalIUKA.
[TokazaHusMH K MOPUMEHEHMIO U3IOTOBJICHHOTO JIEKAPCTBEHHOIO Ipenapara SBJSIOTCS: a)
NpeaynpexIeHue HApPYIICHUS ONTHYECKUX CBOWCTB POTOBHIBI M XPYCTajJHKa Tja3a B IPOLECCE
CTapeHMs, a TAaKXKe MPU COMATHYECKUX 3a00JI€BaHUSX, COIPOBOKAAIOLIUXCS IPyObIMU HApYIICHUAMHI
CUCTEMHOTO MeTaboJin3Ma, HampuMep, MpH caxapHOM auabere/MeTa0oIMYecKoM CHUHIpome; O)
KOPPEKLHs YK€ COCTOSBIIMXCS HApYLICHUH ONTUYECKMX CBOWCTB POTOBHIBI M XPYCTaJUKa IpU
KaTapakTe

3anmanue 79. CuryarioHHas 3aqa4a

B anTexy roposa B. oOpaTuiace jkeHIIMHA C PEIeNITOM Ha Ma3b, BBINMCAHHBIM Ha PEHENTYPHOM
6nanke ¢opmbl Ne 107-1/y, opopMIeHHBIM B COOTBETCTBHHM C TPeOOBAHUSMHU HOPMATHUBHBIX
JIOKYMEHTOB.

Bosomu: Cynvpayuna-nampus 1,8
Boowr ouuwennoi 1 mn

Jlanonuna 6e3600mn020 1,2

Bazenuna 1,4

Macna sazenunosozo 0,6

Cmewail. /laii. Obo3naus. I naznas mase.

dapmaneBT B aCENTUYECKUX YCIOBUSAX B CTEPUIILHON CTYIKE U3MeNbUmi cynbdanuia-Harpus ¢ 0,6
CTEPHJIBHOT'O Ba3eJIMHOBOIO Maciia, 100aBUJI YaCTSAMU CTEPHIIbHBIN CIUIaB Ba3elIMHA C JJAHOJIMHOM. B
KOHIIE J00aBUJ MOpUUsAMH | MJI CTEpUJIBHOW BOJBI, THIATENBHO SMYJIbIUpys. Ma3p mepeHéc B
HIMPOKOTOPIYIO CKJISIHKY JUIsl OTIYCKA, 3aKpbUl IUIACTMACCOBOM KpPBIMIKOW. ODTHKETKH: «[ na3Has
Ma3b», «XpaHUTh B IIPOXJIATHOM MecTe», «[IpUrOTOBIIEHO B aCENITUYECKUX YCIOBUIX.

1. [Tepeuncnure TpeOoBaHUs K 0(OPMIICHHUIO PElIeTITa.

2. VYKaxxuTe cpoK XpaHEeHUs TJIa3HON Ma3H.

3. OrneHuTe MPaBUIBHOCTh TEXHOJIOTHU U OCOOEHHOCTH O(OPMIICHHS JIEKApCTBEHHOM (POPMBI.
Omnpenenure Tun ocHOBBL. OTBET 00OCHYIITE.

4. KakoB nops1ok opranu3aiiy KOHTPOJIs TP OTIycKe?

5. KakoBa ocHOBHas 11e71b TPUMEHEHHWSI U3rOTOBJIEHHOM T1a3HoM Ma3u? Kakoi u3



MEPCUUCIICHHBIX KOMITIOHCHTOB HU3TOTOBJICHHOU rJIa3HOM Ma3u OGGCHG‘-II/IBaCT OCHOBHOC
dapmakoTepaneBTHIECKOe AeiicTBrE?

Ilpasunvruviii omseem:
1. B cootBerctBuu c Ilpuxa3 MunucrepcrBa 3apaBooxpaHeHus Poccuiickoit ®Penepauuu ot
24.11.2021 Ne 1094n "O6 yrBepxkaenuu Ilopsika Ha3HAYCHUS JIEKAPCTBEHHBIX MpeErapaToB, Gpopm
penenTypHbIX OJIaHKOB Ha JIEKAPCTBEHHBIE IpenapaTsl, [lopsaka opopMiaeHns: yKka3aHHbBIX OJAHKOB,
UX ydera U XpaHeHusi, HopM GIIaHKOB PEIeNTOB, COAEPKAIIMX Ha3HAYCHHUE HAPKOTHUECKUX CPEJCTB
WIM NICUXOTPOIHBIX BellecTB, [lopsaka nx U3roToBiEHUs, paclpeleleHUs], PpETUCTPALUY, yyeTa U
XpaHeHus, a Taxoke [IpaBun odopmienns O6JaHKOB PELENTOB, B TOM YHUCIe B (hOpME 3IEKTPOHHBIX
JIOKYMEHTOB"
yKa3aHHas pelenTypHas MPONKCH BHIUCHIBACTCS Ha OJaHKe
dopmer Ne 107-1/y. Ha penentypHOM ONaHKE CTaBUTCS INTAMI MEAWIIMHCKOW OpraHU3aIllid C
yKa3aHHeM e¢ HauMeHOBaHusA, aapeca u TenedoHa, nara Boimuckd, D.JM.O. namuenta u
MEIUIIUHCKOTO pabOTHUKA yKa3bIBAeTCs MOJHOCTBIO, B rpade BO3PACT YKA3bIBACTCA KOJIMYECTBO
MIOJIHBIX JIET.
B rpade «Rp» yka3piBaeTCs: Ha JJATHHCKOM SI3bIKE HAMMEHOBaHME (DapMaleBTHUECKUX CyOCTaHIINH,
KOJIMYECTBO, Ha PYCCKOM WM PYCCKOM M HAlMOHAIBHOM SI3bIKaX CHOCO0 MPUMEHEHUS
JIEKapCTBEHHOTO Mpenapara. Pernent, moAnuceBaeTcsi MEUIIMHCKUM PAa0OOTHUKOM U 3aBEPSETCS €ro
JUYHOM MEYaThIO.
2. B cootBercTBUM ¢ iprikazoM M3 PO ot 22 mas 2023r. Ne 2491 «O0 yTBEpKICHUU TPABUI
M3TOTOBJICHHS M OTITYCKa JIEKapCTBEHHBIX MPENAPATOB I MEAULUHCKOTO IPUMEHEHUS allTEYHbIMU
OpTraHU3aIUSIMH, UMEIOIIUMH JIUIIEH3UIO Ha (PapMaleBTUYECKYIO e TEIbHOCTDY MPOIOIKHTEIBHOCTD
XpaHeHHs TI1a3H0H Ma3u He Oojee 14 cyTok.

3.Cynwdarmun Hatpus, cornacHo ['®D, merko pactBopuMm B Bojae. B mpommcu ykazana 30% Masb
(oOmiass Macca Masu, COIJIACHO MPOMHCH,OT., ClIeOBAaTeIbHO, eciu, 1.8 T cOCTaBiseT KOIUYECTBO
cynbganuna-natpus, Ma3b 30%-as), mo3Tomy cynbdanun HaTpus B KonuuecTBe 1.8 r pacTBOpstoT B1
MJI TOpsTYel CTEPHIIBHONW OYUILIEHHON BOJBL. 3aT€M PACTBOP AMYJIbTUPYIOT JIJAHOJIMHOM O€3BOIHBIM
1.2 r, go6aBnsArOT BazeanHoBoe mMaciio 0.6 r 1 Bazenaud 1.4 1
OcHoBa- 53MyJIbCUOHHAS.
®dapmarieBT He COOJIOAANl JAHHYIO IOCJIEI0BATENbHOCTh, MOo3TOMY JID mpuroToBiieHa HEBEPHO.
OcHoBHas 3TuKeTKa «l'71a3Hasi Ma3by, OMOJHUTEIbHBIE 3TUKETKH «XPaHUTh B HEJOCTYITHOM Jif
JleTeil MecTe», «XpaHUTh B 3alUIIEHHOM OT CBETa MECTE», « XPAHUThH B IPOXJIATTHOM MECTE,
«IIpUroTOBIIEHO ACENTHUYECKU».
4. B cootBerctBuu ¢ ODPC.1.8.0001 - «JlekapcTBeHHBIC TIpenapaThl aiTeYHOTO U3roToBiIeHUs» ['D
XV KOHTpPOJNIO MpU OTIYCKE JIEKAPCTBEHHBIX MPENapaToB, MOJBEPralOTCs BCE H3TOTOBIECHHBIC
JIEKapCTBEHHBIE TIPETNapaThl, B paMKax KOTOPOTO
MIPOBEPSIETCS] COOTBETCTBUE:
a) YIaKoBKH JIEKAPCTBEHHOTO Mpernapara (GU3NKO-XUMUIECKUM CBOWCTBAM, BXOISAIIUX B HETO
JIEKAPCTBEHHBIX CPEJICTB;
0) yKa3aHHBIX B peleNnTe WM TPeOOBaHWU 103 HAPKOTUYECKHX CPEICTB, ICUXOTPOIHBIX,
CUJIbHOJICHCTBYIOIIMX BEIIECTB BO3PACTY NALlMEHTA;
B) PEKBH3UTOB PEIENTa, TPeOOBAHUS CBEICHHIM, YKA3aHHBIM Ha YIIAKOBKE M3TOTOBJICHHOTO
JIEKapCTBEHHOIO Mpernapara;
T') MAPKUPOBKH JICKAPCTBEHHOTO TIperapara TpeOOBaHUSIM.
[Ipu BBISIBIEHUN OJHOTO M3 YKa3aHHBIX HECOOTBETCTBUM M3TOTOBJICHHBIN JIEKAPCTBEHHBIN Mpenapar
HE TIO/IJIEKUT OTITYCKY.
5.0cHOBHas 1eNb TMPHUMEHEHUS W3TOTOBIEHHOTO JIEKAPCTBEHHOTO TMpermapara — MECTHOE
aHTHOaKTepuaibHOE (AHTHCENTUYECKOE) BO3ACHCTBUE HA MATOICHHYIO (UIOpY, MapasuTHUPYIOLIYIO B
KOHBIOHKTUBAJILHON MOJIOCTH, OTYACTH — HOCO-CIIE3HOM KaHaJe.



AnTHcenTHuecKui 3((eKT U3roTOBICHHON II1a3HON Ma3u oOecreunBaeTcs Cyab(pauIoOMHATPUs B
e¢ cocraBe. Cynbgami-HaTpuss — CHHTETHYECKOE AaHTHOAKTEpUAbHOE CPEACTBO TIPYIIIBI
Cyib(paHUIaMUIOB C YMEPEHHON BBIPA)KEHHOCTHIO AaHTUOAKTEPHATILHON aKTUBHOCTHIO.

OCHOBHBIM TIOKa3aHHWEM K IPUMEHEHHIO H3TOTOBJIEHHOI'O JIEKapCTBa SBISIETCS OaKTepUabHbIN
(THOMHBIN) KOHBIOHKTUBHT.

3ananue 80. CuryarionHas 3aqada

B antexy moctynui perent, BHIMUCAHHBINA Ha penenTypHoM Osanke Ne 107-1/y:
Bozvmu: Hacmos mpaswl nycmuoipuuka 200 ma

Ananveuna 5,0

Hampus 6pomuda

Maeznus cynogpama noposuy no 4,0

Hacmotixu eanepuanvt 6 ml

Cmewani. Jlaii. Obosnauw. Ilo 1 cm. nosicke 3 paza 6 oeno.

®apmaneBT omectui B nepdoprpoBaHHbii miuHAP dapdopoBoro naPpyHaUpHOTO cTakaHa 20,0
U3MEJIbYEHHOM TpaBbl MyCTHIPHUKA, 3a1ri 200 MJT BOJbI OYMILEHHON M HacTauBaj: B UHQYHIUPHOM
annapare — 15 MUHYT (I€pUOJUYECKH MOMEININBas), B YCIOBHUSIX KOMHATHOM TemrepaTrypsl — 45
MUHYT. M3roTOBIEHHBIN HAcTOM OTXajl M NPOQUIBTPOBAJI B IMOJCTaBKY. B momyyeHHOM BOAHOM
W3BJICUCHUH PACTBOPUJI JIEKAPCTBEHHBIC BEIIECTBA, BHOBH MPOQMIBTPOBAIB OTITYCKHON ()JIaKOH U
nobaBusl 6 MI  HAacTOWKM BajepuaHbl. DIAaKOH YKYHNOpPHJ  IJIACTMAcCOBOMIIPOOKOW ¢
HaBUHYMBAaroLIeHcs KpblKoi. OgopMui mpenapar K OTIycKy, CHaOAUB ITUKETKaMU:
«BuyTpennee» ¢ Haanuceio «Mukctypay», «llepen ynorpebaenuem B30anteiBathy». [IpukonTposie
IPOBU30P-AHATUTUK  OLIEHWJ  KayecTBO JIEKapCTBEHHOT'O npenapara
«HeynoBneTBOpUTEIBHO.

Ilpumeuanue: Ke mpasvl nycmoipnuxka = 2 mu/e.

1. [lepeuncnure TpeboBaHMS K OPOPMIICHHIO PELIETITa.

2. VYKaxXuTe CpoK ACUCTBUSA U CPOK XPAHEHHUsI PELIEIITA B AlITEKE.

3. UTto nocmyKuino NpuuuHON HEeyIOBIETBOPUTENbHOM onleHkn? [Ipoananusupyiite cutyanmio,
JlaliTe 3aKII0YCHHE.

4. ITo xakuM mokazaressiM IPOBOIAT IPUEMOUYHBIN KOHTPOJIb JICKAPCTBEHHBIX CPEJICTB B
anTeke?
5. IlopekomenaylTe KIMEHTY anTeKH TOTOBBIE JIEKAPCTBEHHBIE CPEACTBA C  LEJBIO

(dapmakoTepaneBTH4YEeCKOil 3aMeHbl BBIMMCAHHOW MHUKCTYpbl. OOOCHYHTE CBOe IpeIoKeHue,
COIOCTaBUB HanboJee BEPOSITHYIO 1I€JIb Ha3HAUYEHUS BBIITMCAHHON MUKCTYpPBI U (hapMaKoJIOTHYeCKue
3¢ deKThI MpeIoKEeHHBIX BaMu 1eKapCTBEHHBIX CPENICTB.

Ilpasunvuviii omeem:

1. TpeboBanus k opopmieHHIO perenToB npuseaeHsl B [Ipuka3 MuHucrepcTBa 31paBoOXpaHeHUs
Poccuiickoit ®enepauuu ot 24.11.2021 Ne 1094n "OOG yrBepxnaenuu Ilopsaka Ha3HayeHHs
JIEKapCTBEHHBIX NpenapaToB, popM penenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Ipenaparsl, [lopsaka
oopmieHHs yKa3aHHBIX OJIAaHKOB, UX ydeTa W XpaHeHHs, popM OIaHKOB PELENTOB, COAEPKaIIUX
Ha3HAaYeHHE HApPKOTUYECKUX CPEICTB WIM IMCUXOTPONHBIX BellecTB, Ilopsiaka MX W3rOTOBJIEHHUS,
pacripesiesieHus], perucTpalyy, yueta u XpaHeHus, a Takxke [IpaBun opopmieHns 6J1aHKOB PeLeTNToB,
B TOM 4ucie B (popme AIeKTPOHHBIX JOKYMEHTOB «PerenTtypHbiii 6ank Gopmer 107-1/y» momken
CoJIepKaTh CIIEAYIONINE OCHOBHBIE (0053aTENIbHBIE) PEKBU3UTHI:

-IITaMI MEIUIIMHCKOM opraHu3anuu (c ykazaHueM e€ HauMEHOBaHUs, afpeca U TenedoHa);

-naty Beinucku peuenta; U O nanuenTta (MOJTHOCTHIO) U €TO BO3PACT;

-ONO mMeauuuHCKOro paboTHUKA (TIOJIHOCTHIO);

-HaMEHOBaHUE (Ha JIATUHCKOM SI3bIKE) JIEKapCTBEHHOI'O IIperapara, ero 103UpoBKY U KOJINYECTBO;
-[10IPOOHBIH cITOCO0 MPUMEHEHHUSI Ha PYCCKOM WJIM PYCCKOM U HaIlMOHAJIBHOM SI3bIKaxX



-IIOANUCH U JIMYHYIO TeYaTh MEAUIIMHCKOro paboTHHKa. Ha o1HOM GiiaHKe MOXKET OBITH BBIITUCAHO
He 6onee 3 JIII.

2. PenieniTel Ha JIGKapCTBEHHBIC MpEINapaThl, BHIMMCAHHBIE HA PELENTYpHBIX OsaHkax Gopmbr Ne
107-1/y, netictButenbHbl B TeueHue 60 AHEH co JHS BBIMHUCHIBaHMSA. PernenTypHbiii 6J1aHK GOpMBbI
Ne 107-1/y He XpaHUTCS B anTeke

3.JlanHas MMHKCTypa HW3rOTOBJIEHA HEYyAOBJIETBOpUTeNbHO. JlomyiieHa omubka MOpu pacuere
KOJINYECTBA BOJBI, Tak Kak KB. TpaBel mycThipHuKa = 2,0 MJI/T, cleoBaTeabHO, BOABI HEOOX0IUMO
B3iTh 240 M.

Kpome Toro, mo cramum HacramBanus HeoOxoaumo ¢apdopoBslii HWHOYHAUPHBIA CTaKaH
nojorpers. Ilocie pacTBOpeHHs JEKapCTBEHHBIX BELIECTB B HACTOE MHUKCTYPY HEOOXOAMMO
(UIBbTPOBaTH B MEPHBIN IIWJIMHAP W NP HEOOXOIUMOCTH JOBECTH BOJOM oumineHHOH 10 200 mur.
3areM MUKCTYpY HEpeIUTh B OTIYCKHOM (DJIAKOH TEMHOTO

CTEKJIa, TOCJIe Yero T00aBUTh B MOCIEIHIOI ouepeb 6 M HacTolku Bajepuansl. [Ipu opopmiueHnn
cienyer 100aBUTh MPEAYNPEIUTENbHYIO HAAMUCh: «XPaHUTh B MIPOXJIATHOM MECTe»; U «XPaHUTh B
3alMIICHHOM OT CBETa MECTE», «XPaHUTh B HEJOCTYIIHOM JJIsl JIETEH MECTEM.

4. B cootBerctBuH ¢ ODC.1.8.0001 — «JIekapcTBeHHBIE TpenapaThl aNTEYHOTO U3roToBIeHU Y ['D
XV npueMOYHBIN KOHTPOJIb 3aKJIIOYAETCSI B IIPOBEPKE MOCTYIAIOIIMX JEKApCTBEHHBIX CPEICTB HA
COOTBETCTBHUE TPEOOBAHUSAM IO MTOKA3ATEISIM:

«Onucanuey», «YmakoBka», «MapKHpOBKa», a Takke B IMPOBEPKE NPAaBWIBHOCTH O(OPMIICHUS
COMPOBOJUTENBHBIX ~ JOKYMEHTOB,  BKJIIOYass  JOKYMEHTBI, MOJTBEPKIAIOUINE  KAa4eCTBO
JIEKapCTBEHHBIX CPEJICTB.

5. Bxopsmue B cocTaB BBIMCAHHOW MHKCTYpPhl HMHIPEIMEHTHl OOECHEeUMBAIOT BbIPAXKCHHBIN
CelaTHBHBIN/yCIOKAUBAIOINN W aHalbreTndyeckuii/odez0omuBarommii  dpdexter.  JJoOutbes
AQHAJIOTMYHOTO (hapMaKOTepaneBTUUECKOTO ACHCTBHUSI MOKHO COYETaHHEM TOTOBBIX JIEKApCTBEHHBIX
[IPEnapaToB, Pa3pelICHHBIX K OTIYCKY B anTeke 0e3 penenrta Bpaya. Hanpumep, bpomenBan  +
Mertamuzoir; Marne-B6 (vm anamorun) + MetaMu3oi1 1 p.

ITepcen, Adoba3zomn- 001amaOT yCIOKOUTEIBHBIM U cenaTuBHbIM AciictBueM. BAJIOKOPMMU/I-
YCIIOKAWBAIOIIEe U CIa3MOJIUTHYECKOe (CHMMAroIlee Ccrha3Mbl) cpeactBo. llpumeHsior mnpu
CEpJCYHOCOCYAUCTHIX HEBPO3aX, COMPOBOKIAIOIINXCS OpaauKapIuei.

BAJIOKOP/IMH- mpu HeBpo3ax € MOBBILIEHHOW pa3apa’KUTEIbHOCTHIO, HEPE3KO BBIPAKEHHBIX
crnazMax (CyXEeHHHM IpOCBeTa) KOPOHApHBIX (CEpACUHBIX) COCYIOB, TaXWKapAuH (ydalleHHBIX
cepAneOneHnsx ), 0ECCOHHUIIE, PAHHUX CTaJUAX IMIIEPTOHMUYECKON 00JIe3HU (CTOMKOM MOBBIIIEHUH
apTepHaJIbHOTO JAaBJIEHUS) U ClIa3MaxX KUIIEYHUKA.

HOBO-ITACCUT - koMOMHUpPOBaHHBII mpemnapar, COCTOALIMM M3 KOMIUIEKCA 3KCTPAaKTOB U3
JIEKapCTBEHHBIX pacTeHUd u rBailpeHesnHa. Okxa3piBaeT cenaTHBHOE (yCIIOKauBarollee) M
AHKCHOJMTUYECKOe  (MPOTUBOTpEeBOXKHOE)  neiictBue.  Jlerkue  (opMbl  HEBpacTEeHHH,
COTIPOBOKAAIOIINECS Pa3paKUTEIIbHOCThIO, TPEBOI'OM, CTpPaxoM, YCTaJOCTbIO, PaCCESHHOCTHIO,
HapylIeHUEM MaMATH, MCUXUYECKUM HCTOIIEHUEM; JIETKUe (OpMBI PacCTPOMCTB CHA; T'OJIOBHBIE
0011, OOYCIOBIIEHHbIE HEPBHBIM HANpPSKEHUEM; MUIPEHb; TIOBBIIIEHHAs HEPBHOMBILICYHAS
BO30Y/IMMOCTh; KJIMMAaKTEpPUUECKUH CHHAPOM; (YHKUIMOHAIbHbIE 3a00JIeBaHUS KENyJO0YHO-
KHUIIIEYHOTO TPAKTA (JIUCTICTICHYECKUN CUHAPOM, CHHAPOM "pa3ipaKe€HHOTO KUIIEYHUKA'").

3ananue 81. CuryaronHas 3agada

B penentypHO-IpoN3BOACTBEHHBII OTJEIN aNTEeKU MOCTYIMWI PELENTYPHbIN OJ1aHK (OpPMBI
Ne 148-1/y-88:

Rp.: Amyli

Zinci oxydi

Talciana 1,5

Aquae purificatae 25 ml

Glycerini 5,0



Spiritus aethylici 5 ml

Misce. Da. Signa. Bmupamu 6 Koy cmon.

ACCHCTEHT W3TOTOBWII JICKAPCTBEHHYIO (OpPMY, YKYIOPHI U O(GOPMHUI K OTITYCKY, COOIO/Iast
TpeGOBaHKsT HOPMATHBHOM ITPaBOBOM JIOKYMEHTAIIHH.

1. [Tepeuncnure TpeOGoBaHMs K 0(OPMIICHHIO PELICTITA.
2. KakoB mops1ok MpeAMEeTHO-KOJIUYECTBEHHOTO YUETa ATHIIOBOTO criupTa’?
3. Jaiite  ompenereHWEe W JUCHEPCOJOTHYECKYIO  XapaKTEPUCTUKY  H3TOTOBICHHON

JexapcTBeHHOM Gopmbl. Kakoii 3aK0H JIEKUT B OCHOBE TEOPETUYECKOTO 0OOCHOBAHUS TEXHOJIOTHU?
HazoBure meTo U3roToBIeHUS.

4. Hopmupyercs nu OTIyCK MHTPEIMEHTOB, BXOASAIIMX B COCTAB PELIENTYPHOM IPOMNMCH, U3
anTeKu?

S. Kakue apmakonornyeckue 3¢(HeKTsl XapaKTEpHBI U BXOSAIIMX B COCTaB U3TOTOBJICHHOTO
JIEKapCTBEHHOT O Npernapara HHrpeJueHToB? C Kakol 1eJIbI0 U3rOTOBJIEHHOE JIEKapCTBO MOXKET ObITh
IPUMEHEHO?

Ilpasunvruiti omeem:

1. B coorBerctBun ¢ Ilpukaz3 MunucrepctBa 31apaBooxpaHeHus: Poccuiickoit ®enepauuu oT
24.11.2021 Ne 1094n "O6 yrBepxnenuu [lopsinka Ha3HaYeHHS JIEKaPCTBEHHBIX IpemnapaToB, GopM
penenTypHbIX OJIAaHKOB Ha JIEKAPCTBEHHBIC TpenapaTsl, [lopsaka ohopMieHns yka3aHHBIX OJIAaHKOB,
UX y4yeTa u XpaHeHus, popM OJaHKOB PELENTOB, COAEPKALIMX Ha3HAUCHHE HAPKOTHYECKUX CPECTB
WIM NICUXOTPOIHBIX BellecTB, [lopsaaka nx U3roToBIIEHUS, paclpeieieHts], perucTpaluy, yuera u
XpaHeHus, a Taxoke [IpaBun odopmienus O0JaHKOB pPEeLENTOB, B TOM 4YHUcCie B (hOpMe 3IEKTPOHHBIX
JIOKYMEHTOB"3THJIOBBIN CHUPT (MOJUIEKUT NPEIMETHO-KOIMYECTBEHHOMY YUYETY B COOTBETCTBUU C
npukazoM M3 P® ot 22.04.2014 r. No 183H) BeImHChIBaeTCS Ha peuentypHoM Onanke ¢popMbl N
148-1/y-88, KOoTOpBIii TOIKEH UMETh HOMEP H CEPUIO.

Peuentypnsrii 61ank ¢popmer 148-1/y-88

O0s3aTenbHbIE PEKBU3UTHL:

1.Itamn MO ¢ yka3zaHueM HaUMEHOBaHHUs, ajipeca U TeiedoHa

2.®.1.0 men.paboTHuKa (TTOJTHOCTHIO)

3.0.1.0 nanueHTa (MOIHOCTHIO)
4.Bo3pact nanuenTa (Koji-BO MOJIHBIX JIET)
5.1ata BBIITMCKH peuenra

6.Haumenosanue JII1 Ha TaTUHCKOM SI3BIKE

7.o3upoBka, kon-so JII1

8.Crnocob npruMeHeHus

9.IToanuch u TMYHAS NIe4aTh MeA.pabOTHUKA

JonomHuTeIbHBIE PEKBU3UTHI:

1.Cepus u HOMep OaHKa

2.Homep kapThl (MCTOpHUH MAaLIUEHTA)

3.Ileuats 11 penenToB

Cpok neiictBus-15 nueit. Cpok xpaHeHusi-3 ronua

2. Crnupt >tunossiit cornacHo 964 IToctanosnenuto [IpaButenscrBa PO «O6 yTBEp>KISHUH CITHCKOB
CUJIbHOJICUCTBYIOIIMX M SIZIOBUTHIX BEIIECTB, a TaK)Xe KPYIMHOTO pa3Mepa CHIIbHOJEHCTBYIOIINUX
BEIL[ECTB)» OTHOCUTCS K S/IOBUTHIM BEILIECTBAM.

CornacHo Ilpukazy M3 PO Nel83um «llepeuens JIC miig MeAUIMHCKOTO NPHUMEHEHHS,
noanexanux [IKY» Bxoaut Bo 2 paznen.

Yuér BenyT B KypHase, yrBepKaeHHbIM TpukazoM M3 PD Ne378H «O0 yTBEpKIeHUU MPABHII
pPETUCTpallMK OMEpalluid, CBA3aHHBIX C OOpaIleHHEeM JIEKapCTBEHHBIX CPEJCTB UISI MEIUIIUHCKOTO
MPUMEHEHHS, BKIIOUYEHHBIX B TIEPEUCHb JIEKAPCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO TIPUMEHEHHUS,
MOJIeXKAIINX MPEAMETHO-KOJIUYECTBEHHOMY yueTy». COrJlacHO JaHHOMY MpHUKa3y, *KypHaj yuyeTa
JIOJDKEH OBITH COPOIIIOPOBaH, MMPOHYMEPOBAH M CKPETUICH TOAMUCHI0 PYKOBOAUTEINS FOPUTAUECKOTO
JUIA W TeYaThl0 IOPUAMYECKOrO JHIa. 3alucH B JKypHaje ydeTa MPOU3BOJAATCS JIMIIOM,
OTBETCTBEHHBIM 32 WX BEJCHUE U XpaHEHUE, IIIAPUKOBON PyUKOU (YepHUIIaMHU) B KOHIIE pabovero



JTHSI HA OCHOBAHUH JJOKYMEHTOB, MTOJITBEPKIAOLINX COBEPLICHHUE 3TUX ONepanuii (B JaHHOM ClIydae
— peuenta). JIOKyMeHTBI WM MX KOIWHU, 3aBEPEHHbIE B YCTAHOBJIEHHOM MOPSAKE, MOJIINBAIOTCS B
OTJIEJIbHYIO MAIKy, KOTOpasi XpaHUTCS BMECTE C COOTBETCTBYIOIMM XypHaioM yuera. McnpasieHus
B )KypHaJIaX PEerUCTpPaAIllUU 3aBEPSAIOTCA MOANUCHIO JIUIA, OTBETCTBEHHOIO 32 UX BEJCHUE U XPAHEHUE.
[loguucTkn M He3aBEepeHHbIE MCIPABICHHUS B JKypHajlaX pErucTpauuu He jaonyckarorcs. Ha
MOCIIEIHEE YUCIIO Ka)XJO0ro Mecslla JIMIO, YIOJIHOMOYEHHOE Ha BEJCHHE U XPaHEHHUE >KypHAJIOB
y4€Ta, MPOBOAMUT CBEPKY (AKTHUECKOTO HAIWYMS JIEKAPCTBEHHBIX CPEACTB C HMX OCTATKOM II0
KYpHaJIy y4€Ta M BHOCUT COOTBETCTBYIOLIME 3alUCH B JKypHan ydueTa. JKypHan XpaHHUTCS B
MeTauimdeckoM Imkady (cede), KIOUM OT KOTOPOrO HAXOAATCS y JIMIIA, YIIOJIHOMOYEHHOTO Ha
BEJICHHE U XpaHEHUE JKypHaja yJera.

3. Beimucana cycrnieH3us — JKuKas JJeKapcTBeHHas (JopMa, MPEACTaBISAIoNnas cCo00M reTeporeHHyI0
TUCIIEPCHYIO CHCTEMY, COJEpPKaIlyl0 OIHO WM HECKOJIBKO TBEPABIX JIEHCTBYIOIIUX BELIECTB,
pacrpeiesiCHHbIX B JKUJIKOW AUCTIEPCUOHHOM cpenie. JlaHHast CyCreH3usl COCTOUT U3 JTUCIIEPCUOHHON
cpensl (BOABI, INIMILIEPUHA, COUPTA) M aucnepcHoil (a3l (wactun TBEpAbIX JIB, mpakTtuyecku
HEPaCTBOPHUMBIX B IaHHOMU >KUJIKOCTH).

CycneH3uu TOTOBST JBYMsI CIIOCOOaMU: AUCTIEPCUOHHBIM H
KOH/ICHCAIIMOHHBIM. J[aHHas cycreH3usi u3 TUAPO(UIBHBIX BEIIECTB JOJDKHA OBITH MPUTOTOBJICHA
JTUCTIIEPCUOHHBIM METOJIOM MYTEM MPOCTOrO IUCHEprupoBaHus 0Oe3 cradmim3aTopa, TaK Kak
BXOJISIIIME B COCTaB TaJIbK, IUHKA OKCUJ M KpaxMall SBJISIOTCS THAPOPMILHBIMU HEHAOYXAIOIIMHU.
B cycnen3usx u3 ruapoduiabHBIX BEHIECTB HA MOBEPXHOCTH YaCTHUI[ 00pa3yeTcsi TUAPATHBIN CIIOH,
o0OecnieunBarOIUM  yCTOMYUBOCTh cucTeMbl (3akoH CTOKca, YyKa3bIBAIOLIUMN Ha BO3MOXKHOCTb
U3MEeHEeHHUs (PaKTOPOB, MOBBIIIAIOIINUX YCTOWYUBOCTH CUCTEMBI).

N3menpueHre NpoBOAAT C UCHOJIb30BaHUEM IpaBuwiia JlepsiruHa, Ha OCHOBaHMM KOTOPOIO K
M3METBYCHHBIM BellecTBaM (10 MpaBUiIaM MPUTOTOBJICHUS TOPOIIKOB) JOOABISIOT JUCTIEPCHOHHYIO
cpeny (TIULEPUH) OKOJIO Y2 OT Macchl BEIIECTB IUCIEPCHON (ha3bl € I1EIbI0 O0CCICUCHUS
PaCKIMHHUBAIOIIETO JEHCTBUS, IEPEMEIINBAIOT IECTUKOM, MOTy4asi TOHKYIO MyJbITy. 3aTeM K IyJbIIe
NO0ABIISIIOT OCTaBIIEECS KOJIMYECTBO TIIMIEPUHA, a 3aTeM pa30aBisilOT BOJMOW B 2-3 mpuéma,
aKKypaTHO MepeHocs B OTIIYCKHOM (DJIakoH IPO3pavyHoro crekia. B mocnenHiow ouepesb K TOTOBOM
cycneH3uu Bo (uakoH no0asistror 5 Mt 90% crnimpra. YKynopuBaroT MpoOKOW ¥ HABUHYMBAIOLICHCS
KPBILIKON, BCTPSIXUBAIOT U OPOPMIISIOT K OTIYCKY.

4. B cootBerctBuu ¢ npuxkazom M3 PO ot 22.04.2014 1. Ne 183H «OO0 yTBepkKIeHUU NEpEeUHS
JEKapCTBEHHbIX  CPEACTB  JJIsI  MEIUIMHCKOIO  NPUMEHEHMs, MOJUIeXaluX IpeIMETHO-
KOJIMYECTBEHHOMY YUETY» CIIUPT 3TUJIOBBIN MOUICKUT MPEAMETHO-KOJIMYECTBEHHOMY YUETY.

-[10 pelenTaM, BBIIIMCAHHBIM BpauaMHU C HaJNUChIO: «JlJIs HallOKEHHsI KOMIIPECCOB» (C yKa3aHHEM
HE0OXOIMMOT0 pa3BeaeHus BOJoM) unu « /s 00pabotku koxu» — 10 50 rpaMMOB B YHCTOM BH/IE;
-lI0  pelenTaM, BHINMCAHHBIM BpauaMd Ha JIEKAPCTBEHHYIO MPOIMUCh HHIUBUAYATHHOTO
U3roToBjeHus — 10 50 TpaMMOB B CMeCH;

-0 pelenTaM, BBHIMHCAHHBIM BpauaMd Ha JICKAPCTBEHHYIO IMPOMUCh HWHIUBUAYATHHOTO
U3roTOBJIEHUs ¢ Haanuceio «llo crnennanbHOMY Ha3HAYEHHUIO», OT/EIbHO 3aBEPEHHOM MOJIHUCHIO
Bpaya M TeyaTbl0 MEIMIMHCKOM opraHmzauuu «/[ns peuentoB», A OONBHBIX C XPOHUYECKUM
TeueHueM 6ose3Hu — 10 100 rpaMMOB B CMECH U B YHCTOM BHJIE.

5. Kpaxman npumMeHsieTcst B KadecTBe 00BOJIAKUBAIOIIETO CPE/ICTBA, HAPYXKHO (B BHJIE MIPUCHITIOK U
yJp ¢ OKUCBIO IUHKA, TAJIbKOM U T. I1.).

[luHKa oOKCcHI - MNPOTHBOBOCHAIUTENBHOE MECTHOE CPEACTBO, OKA3bIBACT IIOJCYLIMBAIOLIEE,
ajzicopOupyrolee, BSKyIIee U aHTUCENTUUECKOE JIEHCTBUE.

Tanpk oka3bIBaeT MOACYIIMBAIOIIEE M 0OBOIAKUBAIOIIIEE ICHCTBUE.

['munepuH cnocoOCTBYeT 3aKUBJICHUIO paH Ha KOXKeE.

B MeaMuuHCKOM mpakTHKE CHOUPT STUIOBBIM MPUMEHSIOT NPEHMYILECTBEHHO KakK Hapy>KHOE
aHTHCENTHYECKOe (00€33apaXKUBaAIOIIIEE) U pa3Apakarolee CPeCTBO JUIsl OOTHPAHHM, KOMIIPECCOB U
T. 1. JlaHHOE JIEKapCTBO MOXKET ObITh MPUMEHEHO MPH JIePMaTUTAX.

3ananue 82. CuryarioHHas 3aqada

B AIlTCKY IMOCTYIWII pCUCIT HA HeKapCTBeHHLIﬁ npernapar:



Rp: Dimedroli 0,02

Rutini 0,02

Calcii gluconatis 0,1

Acidi ascorbinici 0,3

Acidi acetylsalicilici 0,5

D.t.d. M 10

Signa.llo 1 nopowky 3 pasa 6 oetnw.

1. JaiiTe xapaKTepuCTHKY JIEKapCTBEHHOI'O MIpernapaTa, BHITUCAHHOTO B PEIENTe, MPEII0KUTE
MOKAa3aHUs K €ro MPUMEHEHUIO U 0XapaKTePU3yHTe JICKapCTBEHHYIO (hOpMY.
2. YKaxuTe MOPSIOK M IOCIENOBATeIbHOCTh ACHCTBHI IMPH MPUTOTOBJICHUU JaHHOTO

JeKapcTBeHHOTo mpemapara. O0ocHyiTe npuurHy Bamero BeiOopa TEXHOIOTHH H3TOTOBIICHUS
nopouika. KakoBbl mpaBuiia 3an0JHEHUS 1ACIIOPTa MMCbMEHHOTO KOHTPOJIS: JUIsl YETO OH HY>KEH,
KOI'/Ia U KEM 3aIOJIHSAETCs, KEM MPOBEPSIETCS, CKOIbKO XPAHUTCS?

3. Onpenenure neaecooOpas3Hble BUAbI BHYTPHANITEYHOTO KOHTpOJI. B uéM oHu 3akmouatorcs?
4. Kakum 06pazom opopMIISIFOTCS pe3ynbTaThl 0053aTeIbHOTO BHYTPUANITEUHOTO KOHTPOJIS?
S. Kakum o6pazom ynakoBbiBaeTcsi 1 0(opMIIIeTCs JTaHHbBIH JIeKapCTBEHHBIH npenapat?

Ipasunvnwiti omeem:

1. Boimucana TJI® pacnpenenuTenbHbIM CIIOCOOOM, MPEACTABISIONMAS COOOM CIIOXKHBII
JIO3UPOBAHHBIN MMOPONIOK I BHYTPEHHEr0 MpUMeHeHus. JlaHHbII IeKapCTBEHHBIN MpernapaT
oOmien3BecTeH Kak AHTUTpUNNUH. DPapMaKOJIOTrHYECKOE JCHCTBHE — KAPOIOHMKAIOIIEE,
aHaybre3upyoliee, npoTuBoauiepruyeckoe. [lokazanus — MHQEKIIMOHHO-BOCHANIUTEIbHBIC
3a0onieBanusa (OPBU, rpunm), conpoBokaaroluecs: NOBBIIEHHON TEMIIEpaTypoid, 03HOOOM,
TOJIOBHOM 0OJIBI0, OOJISIMH B CyCTaBaX M MBIIIIIIAX, 3AJI0)KEHHOCTBHIO HOCA U OOJISIMU B TOpIIE U
nasyxax Hoca.

2. B cootBerctBue ¢ O®C.1.4.1.0010.15- «Ilopomku» I'® XV wusMeHeHune M CMEIIMBAHHE
MOPOIIKOB OCYIIECTBIIACTCS MyTeM J00aBJICHUS IOCIEN0BATEIbHO WHIPEIUEHTOB OT MEHBIIHNX
KOJIMYECTB K OOJIBIIMM KOJIMYECTBAM B MpPEIBAPUTENLHO 3aTepTOil cTynke MHAU(QEepeHTHHIM B
(dhapMaKkoJIOTHYECKOM OTHOIIICHUH BCIIOMOTaTeIbHBIM BeriecTBOM wiH JIC ¢ coOmroieHneM noTeph.
[TepBpIM B CTYNKY M00ABISIOT allETUIICATUIIMIOBYIO KHCIOTY, UM 3aTHPAIOT MOPBI CTYMKY, MOCHE
nepeMeniaroT Ha OyMaxHyro Karncyny. Jlanee BemiecTBa 700aBISIOT MO MPUHIMITY OT «MEHBIIETO K
OomnbiieMy». B mpenBapuTensHO 3aTEPTYIO CTYNKY 100aBis0T pyTHH 0,2, KUCTIOTY aCKOPOMHOBYIO
3,0, KHCIIOTY aleTHICATUIIMIIOBYIO OCTaBIeeCs KOJIMYEeCTBO. B OTnenbHOM CTYyIKE 3aTHPAIOT TOPHI
ctynku kanbiueM riokonara 0,1 u mobasnstor qumenpon 0,02, usmenpuarot. [Ipu usrotroBneHun
JIEKapCTBEHHBIX MPEMNapaToB, B TOM YHCIE IO pelenTaM W TpeOOBaHUSIM, a TaKKe B BHJIC
BHYTPHANTEUHOM 3arOTOBKHM, 3aIOJIHAETCS MAaclopT IHUCbMEHHOTO KOHTPOJIs, B KOTOPOM
YKa3bIBAIOTCSA: a) JaTa U3TOTOBJICHUS JIEKapCTBEHHOTO TIpenapara; 0) Homep

perenTta uin TpedoBaHUS; B) HAMMEHOBaHNE MEIUIIMHCKON OpraHU3alliy, Ha3BaHUE OTAETIeHUS (TIpU
HaJU4KMH); HOMEpP CEpUH, KOJUYECTBO B CEPUU - IS JIEKAPCTBEHHBIX TMIPEMapaTroB B BHJIE
BHYTPUANTEUHOU 3arOTOBKHU; I') HAUMEHOBAHUS B3SATHIX JIEKAPCTBEHHBIX CPEJCTB U UX KOIUYECTBA,
CTENEHb B3STHIX TOMEOMATUYECKUX PAa3BEICHUN WM TOMEONATHYECKUX CYOCTAHIIMHM, YUCIO 103,
MOJIKUCH JIUI, U3TOTOBUBIIET0, pachacoBaBIIero U MPOBEPUBILETO JeKapcTBeHHYIO (Gopmy. TTITK
3aMOJIHAETCS Cpa3y MOCE€ U3TOTOBJICHUS JIEKAPCTBEHHOIO Mpenapara, ¢ yKa3aHUEM JIEKApCTBEHHbBIX
CPEACTB HA JIATUHCKOM $3BIKE€, B COOTBETCTBUU C IOCIEAOBATEIBHOCTHI) TEXHOJIOTMYECKUX
onepauuid. [IIIK xpaHsTcs B TedeHUE ABYX MECSUEB CO JHSA H3TOTOBJICHUS JIEKAPCTBEHHBIX
npernaparoB. Bce pacdeTrsl I UM3rOTOBJICHHS JIEKAPCTBEHHOI'O IIperapara MNpOU3BOIATCS 10
M3TOTOBJICHUS JIEKAPCTBEHHOIO MpernapaTa v 3aliChIBalOTCS B MACOPTE MUCbMEHHOTO KOHTPOJIS.

N3roToBneHHbIC IEKapCTBEHHBIC MPENapaThl, PeLenThl U TPeOOBaHUS, M0 KOTOPHIM HU3TOTOBJICHBI
JIEKapCTBEHHBIE MpernapaThl, 3alOJHEHHbIE MNAcropTa MHUCbMEHHOIO KOHTPOJIS MEpeNarTcs Ha
MIPOBEPKY MPOBHU30PY, BBIMOIHSAIOIMIEMY KOHTPOJbHBIE (DYHKIIMU TPU U3TOTOBICHHHM U OTITYCKE
JIEKapCTBEHHBIX TMpenaparoB. KOHTponb 3akiro4aeTcss B MNPOBEPKE COOTBETCTBHS 3aluceld B
MacropTe MNHCHbMEHHOTO KOHTPOJISI Ha3HAueHUsSM B pelenTe Wik TpeOOBaHWHU, NPAaBHILHOCTU
MPOU3BEJECHHBIX pacyeToB. Eciaum mMpoBH30pOM-aHATUTUKOM TPOBEJAEH TMOJHBIA XUMHYECKHUI
KOHTPOJIb Ka4eCTBAa M3TOTOBJIEHHOI'O JIEKAPCTBEHHOT'O IIperapara, TO Ha MaclopTe NUCbMEHHOIO



KOHTPOJISI IPOCTABIISETCSI HOMEP XMMHYECKOI0 aHAJIN3a U OAIUCH IPOBU30pa-aHAIUTHKA.
XpaHUTCS B TEUEHUE 2X MECALIEB.

3. B cootBerctBHmM ¢ ODC.1.8.0001 — «JIekapcTBeHHBIE MpenapaThl aTeYHOTO U3roToBICHUs» ['D XV
KoHTponp  KkauecTBa  M3rOTaBIMBAEMbIX U M3TOTOBJIEHHBIX  JIEKAPCTBEHHBIX  IMPENaparoB
OCYIIECTBIISIETCSI TOCPEICTBOM: MPHUEMOYHOIO KOHTPOJI, NHCbMEHHOTO KOHTPOJS, OMPOCHOTO
KOHTPOJIS, OPTaHOJENTUYECKOTO KOHTPOJIA, (PU3HMUECKOrO0 KOHTPOJIS, XUMHYECKOTO KOHTPOJI,
KOHTPOJISI IIPU OTIYCKE JIEKAPCTBEHHBIX IpernapaToB. Bce M3roToBieHHbIE JIEKAPCTBEHHBIE MTPENapaThl
HoJuIeXKaT  O00s3aTeNbHOMY TMHCbMEHHOMY, OPraHOJENTUYECKOMY KOHTPOJIO TIPH  OTITYCKE.
[TuceMeHHBIH KOHTPOJNBL: M3roTOBIEHHBIE JIEKAPCTBEHHBIEC MpENapaThl, PELeNnThl U TpeOOBaHUS, IO
KOTOPBIM H3TOTOBJIEHBI JIEKAPCTBEHHBIE IIPENapaThl, 3alI0JHEHHBIE M1aCIIOPTa MUCbMEHHOIO KOHTPOJIS
NepealoTCcsl Ha MPOBEPKY MPOBHU30PY, BHIMOIHIIONIEMY KOHTPOJIbHBIE (PYHKLIHUU HPU U3TOTOBJICHUU U
OTIIYCKE JIEKapCTBEHHBbIX IpenapaToB. KOHTpob 3akitoyaercs B IPOBEPKE COOTBETCTBMS 3alUCEN B
MacropTe MHUCbMEHHOTO KOHTPOJS Ha3HAUYEHUsSM B pelente Wik TpeOOBaHUM, MPAaBHIBHOCTH
IIPOU3BEICHHBIX PACUCTOB.

OnpocHblil KOHTPOJb: ONPOCHBI KOHTPOJIb OCYIIECTBISIETCS BBIOOPOUYHO M MPOBOAMTCA IOCIHE
U3roTOBICHHUS (papmaneBTOM (IIPOBU30pOM) He OoJiee MATH JIeKapcTBeHHBIX ¢dopm. [Ipu nposenennn
OMPOCHOTO KOHTPOJISI IPOBU30POM, OCYIIECTBISIONIUM KOHTPOJIbHYIO (DYHKIIMIO, Ha3bIBAETCSl MIEPBOE
BXOJISILIIEE B COCTaB JIEKAPCTBEHHOI'O IIpernapara JIEKAPCTBEHHOE CPEACTBO, a B JIEKApPCTBEHHBIX
mpenapaTax CJI0XXHOTO COCTaBa YKAa3bIBa€TCA TaKXKe €ro KOJMWYECTBO, MOcie 4ero (apmaineBToM
(IpOBU30pOM) YKa3bIBAIOTCSI BCE MHBIE MCIIOJIb3yEMbIE JIEKAPCTBEHHBIE CPEJICTBA U UX KOJUYECTBA.
OpranonenTH4eckuii KOHTPOJb: OpraHoNeNTHYECKU KOHTPOIb SBISETCS O00sA3aTeIbHBIM BUIOM
KOHTPOJISI M 3aKJIIOYaeTCsi B IPOBEPKE JIEKAPCTBEHHOI'O Ipenapara 0 BHEIIHEMY BUAY, 3alaxy,
OJIHOPOJHOCTH CMEIIMBAHMS, OTCYTCTBHIO MEXAaHUYECKHX BKIIOYCHHH B JKUIKUX JIEKAPCTBEHHBIX
¢dopmax. Ha BKyc mpoBepsroTCs BHIOOPOYHO JIEKAPCTBEHHBIE (OPMBI, PEAHA3HAYCHHBIEC IS JeTEH.
Ouznyeckuii KOHTPoIb: DU3NUecKHii KOHTPOJIb 3aKIIIOYAETCS B MPOBEPKE 00IIEH Macchl UM 00beMa
JIEKapCTBEHHOTO Tpernapara, KOJIWYeCTBa U MacChl OTACNIBHBIX /103 (HE MEHEee TPEX J03), BXOSIINX B
JIEKapCTBEHHBIN ITpenapar.

XUMUYECKUN KOHTPOJIb: XUMHYECKHH KOHTPOIb 3aKII0YaeTcs B OICHKE KauyecTBa H3TOTOBJICHHS
JIEKapCTBEHHBIX IPENapaToB IO MOKa3aTesIM: * KaueCTBEHHbIN aHaJIN3: MOUIMHHOCTD JIEKAPCTBEHHBIX
CpEeACTB; * KOJMYECTBEHHBIM aHAM3: KOJIMYECTBEHHOE OIpeJleIeHUe JIEKapCTBEHHBIX cpelacTB. Jlis
MIPOBEICHUSI XUMHUYECKOTO KOHTPOJsi 00OpyayeTcsl CIenHalbHOe pabouee MECTO, OCHAIICHHOE
HE0O0X0IMMBIM 000pYyJJOBaHUEM, MPUOOPAMHU M peakTHBaMHU, 0OECIIedeHHOEe JOKYMEHTaMu B 00jacTu
KOHTPOJISI KaueCcTBa M CHpPaBOYHOW Jiuteparypoil. Kontpons npu ormycke: KoHTposmto npu oTmycke
JIEKAPCTBEHHBIX IIPENapaToB MOABEPTatOTCS BCE U3TOTOBJICHHBIE JIEKAPCTBEHHBIE MPEMApPaThl, B paMKax
KOTOpOTO

MPOBEPSETCSl COOTBETCTBHME: a) YIAKOBKH JIEKAPCTBEHHOTO TMpemnapara (HU3HKO-XUMHUYECKHM
CBOMCTBaM, BXOJISAIINX B HETO JICKAPCTBEHHBIX CPEJICTB 0) YKA3aHHBIX B PEIENTe WU TPEOOBAHUU
7103 HAPKOTHYECKHUX CPEJCTB, ICUXOTPOIHBIX, CUJILHOICHCTBYIOIINX BEIIECTB BO3PACTY MallMEHTA;
B) PCEKBH3WTOB pelenTa, TPeOOBaHHS CBEACHHSIM, YyKa3aHHBIM HA YIAKOBKE H3TOTOBJICHHOTO
JIEKapCTBEHHOTO Tpernapara; ') MapKUPOBKH JIEKAPCTBEHHOTO Mpenapara.

4. B cootBerctBuu ¢ ODC.1.8.0001 — «JIekapcTBEeHHBIE IpENapaThl alTE€YHOTO U3TOTOBIECHUS
o XV
pe3yNIbTaThl  OPraHOJENTHYCCKOTO, (U3NYSCKOTO M XHUMHUYECKOTO KOHTPOJS H3TOTOBJICHHBIX
JICKapCTBEHHBIX  MPEMapaTOB  PErHCTPUPYIOTCS B JKypHaJle  PErucTpaldid  pe3ylbTaToB
OPTaHOJICITHYECKOTO, (U3NYECKOTO W XHUMHUYECKOTO KOHTPOJIS JICKAPCTBCHHBIX IIPEIaparos,
U3TOTOBJICHHBIX IO pelenTtaMm, TpeOOBaHUSAM W B BUAEC BHYTPHANTEYHOW 3arOTOBKH,
KOHI[CHTPUPOBAHHBIX PAcTBOPOB, TPUTYpAIlUi, CIHpPTa STHIOBOTO U (HACOBKH JICKAPCTBCHHBIX
cpenctB. JKypHan [opkeH OBITH TPOHYMEPOBAaH, MPOIIHYPOBAH U CKPEIJIEH MOAMUCHIO
PYKOBOJUTEIIS alTEeYHOH OpraHM3aluy (MHIAWBUIYAIBHOTO MPEANPUHUMATENS) W Ie4YaThio (Tipu
HAJIMYUY TeYaTH). B JaHHOM KypHalie yKa3bIBaIOTCS CIEAYIOIINE CBEICHHS:
a) JaTa OCYIIECTBICHUS KOHTPOJIS K HOMEpP TI0 TOPSIKY;
0) HOMep perenTa, TpeOOBaHUS, HAMMEHOBAHUE MEIUIIMHCKON OpraHW3allid, BBIAABIIEH UX (Mpu
HaJIM4YuN);
B) HOMEp CEPHH JICKAPCTBEHHOTO CPEJICTBA MMPOMBIIIICHHOTO MTPOU3BO/ICTRA;
T) COCTaB JIEKAPCTBEHHOTO CPEACTBA: OIpelIesieMoe BEUIECTBO WM HMOH (yKa3bpIBaeTCs MpHU



(U3NUECKOM MM XMMUYECKOM KOHTPOJIE JIEKAPCTBEHHBIX ()OPM, M3TOTOBJICHHBIX IO pEIenTam);
1) pe3yJbTaThl (PU3MUECKOr0, OPraHOJIENITHYECKOT0, KaYeCTBEHHOT'O0 KOHTPOJIS (KaXKAbIN MO IIKaJe:
MOJIOKHUTEIIBHBIN MM OTPULIATEIbHBIHN ), XUMUYECKOTO KOHTPOJIA (Ka4eCTBEHHOE M KOJIMYECTBEHHOE
onpezenenue); e) ©.1.0. nuna, U3rotToBUBILIEro, pachacoBaBIIETo JEKAPCTBEHHbIN Mpenapar;

) TIOATHCB JINIA, TIPOBEPUBIIETO N3rOTOBJICHHBIN JIEKApCTBEHHBIN Ipenapar;

3) 3aKIIOYeHHEe 10  pe3yjibTaTaM MUCHBMEHHOIO  KOHTPOJS:  YAOBJIETBOPUTEIBHO WM
HEYAOBJIETBOPUTENbHO. JKypHaa perucTpanuy pe3yibTaToOB OPraHOJICNTHYECKOro, (PU3NYECKOTO U
XUMHYECKOT0 KOHTPOJIS IEKAPCTBEHHBIX MPENapaToB, U3TOTOBJICHHBIX 0 perenTam, TpeOOBaHUSAM U
B BHUJC BHYTPHUANTEUHOW 3aroTOBKH, KOHIICHTPUPOBAHHBIX pACTBOPOB, TPHUTYpALUil, COUpTa
STUJIOBOTO M (DACOBKH JIEKAPCTBEHHBIX CPEACTB JOJKEH OBbITh MPOHYMEPOBaH, MPOIIHYPOBAaH M
CKPETUJICH MOAMUCHI0 PYKOBOAUTENS allTeYHON OpraHu3anuy (MHIUBUAYaIbHOTO MPEIPUHIMATEIIS)
Y TIevaThio (IIpY HAIMYUH TIeYaTH ).

. Kaxnas no3a moporika 3aBopaynBaeTCsl B KarcCyily, KancyJbl MOMEIIaTcsi B OyMa)KHBIM IMaKer.
YnakoBKa U3rOTOBJICHHBIX JIEKAPCTBEHHBIX MPENApaTOB OCYIIECTBISIETCS B 3aBUCUMOCTH OT (hOPMBI
u crnocoba NPUMEHEHHUs JIEKapCTBEHHOro Ipemnapara. B mpolecce yHmakoOBKHM H3TOTOBJIEHHBIX
JIEKapCTBEHHBIX IPENapaToB OCYIIECTBIAECTCS MPOBEpKa OOIIEro BHAA YIMAKOBKH, NMPaBUIBHOCTU
UCIIOJIb30BaHUs YITAKOBOYHBIX MAaTEPHAIOB, MAPKUPOBKH YIIaKOBKHU. MapKHpOBKa:

1. Bce nekapcTBeHHBIE MTpeIapaThl, M3TOTOBJICHHBIE U pacacoBaHHBIC B alITEYHON OPraHU3aLUU
WIM WHIUBUIYaJIbHBIM MpEANPUHUMATENIEM, HMEIOIIMM JIMIEH3UI0 Ha (apMaleBTUYECKYIO
NeSITeTbHOCTD, OPOPMIISIOTCS] COOTBETCTBYIOIIUMH 3TUKETKAMHU.

2. DTukeTka A oopMIICHHS JIEKAPCTBEHHBIX MPENapaToB B 3aBUCUMOCTH OT CIIOco0a nx
npuMeHeHus. Dtukerka s ganHoro JIIT — kak ams JIIT ayis BHyTpeHHEro mpuMeHeHUsI — ¢
HAAMKUCHIO: «BHYTpeHHEee».

3. DTukeTKa nMeeT Ha O6eJoM (oHE CIEeAYIOIINEe CUTHAIbHBIC IIBETA B BUJIE TOJISI: TaK KaK JUIs
BHYTPEHHETO MPUMEHEHUS — 3eJICHBIH I[BET.

4. Ha Bcex aTuKeTKax i 0pOpMIICHHS U3TOTOBIICHHBIX JIEKAPCTBEHHBIX MPETAPaTOB JOJKHBI ObITh
OTIIeYaTaHbl MPEIYPEIUTEIbHBIC HAAIMCH, COOTBETCTBYIOIINE KAXKION JIEKApCTBEHHOH (hopme, HO
JUTSL JTAHHOTO MOPOIIIKA HE MTPElyCMOTPEHBI.

5. DTHKeTKa 00s3aTeNbHO TOJHKHA COJCPKATh MPEAYIPEAUTEIbHYIO HAIICh: «XPAaHUTD B
HEJIOCTYITHOM JUIs IETeH MecTe.

8. Pa3mep aTHKETKH onpeensieTcss B COOTBETCTBHH C Pa3MepaMy TOCY/IbI WIH JPYTOH yITaKOBKH, B
KOTOPOM OTIMYCKaIOTCS U3TOTOBIIEHHBIE JIEKAPCTBEHHBIE MTPEemapaThl.

9. JIekapcTBEHHBIC TTPEMapaThl B 3aBUCHMOCTH OT JICKAPCTBEHHOUW (OPMBI M HA3HAYCHUS CIICTYCT
0(OPMIISITh COOTBETCTBYIOIIMMH BHJIaMHU dTUKETOK: TaHHYIO — «[lopomrkmy.

10. Ha stukerkax [uist opopMIICHHUS JIEKAPCTBEHHBIX MPEIapaToB, H3TOTOBICHHBIX ISl HACEICHUS,
JTOJKHO OBITh yKa3aHO: a) HauMMEHOBaHWE anTeyHoil opranuzanuu, O.U1.O. uHAMBUAYaIBHOTO
NPEIIPUHAMATENS, HWMCIOIIET0  JIMIEH3WI0 Ha  (apMaleBTHYCCKYI0  JICATEeIBHOCTh, 0)
MECTOHAaXOXKICHHE aNTeYHOW OpraHu3aluy Wi MecTo (apMaleBTUYECKON AesITeNbHOCTU
UMHAMBHUAYaAJIbHOTO TpEeANpUHUMATENs; B) HOMep peuenta (mpucBauBaercs B anrteke); ) ©.M.0.
nanueHTa; J) HaUMEHOBAaHUE WJIM COCTaB JIEKAPCTBEHHOTO TMperapara; €) crnocod MpuMeHEHUs
JIEKapCTBEHHOI'0 IpenapaTa (BHYTpPEHHEe, HapyKHOe, U1 UHBEKLNN), BUJ JIEKAPCTBEHHON (OpPMBI
(TMa3HBIe KaIlik, Ma3b U T.J.); %K) TOJAPOOHOE OMHCAaHKEe CII0CO0a MPUMEHEHHSI; 3) 1aTa U3TOTOBIICHUS
JIEKapCTBEHHOTO Tpemnapara; M) CpoK TOJHOCTH JIEKapCTBEHHOTO npemnapata («['oaeH 10 »);  K)
[[eHa JICKapCTBEHHOTO IMpernapara; 1) MPeloCcTepekeHHe «XpaHUTh B HEAOCTYITHOM Ui JAeTeil
MecTe.

12. TeKCT ATUKETKH JTOJDKEH OBITh HAlleYaTaH THUIOTPadCKUM CITocOOOM Ha pycckoM si3bike. CocraB
JIEKapCTBEHHOTO TMpernapara MUIIETCs OT PYKH WIM HAHOCUTCS IITaMroM. HammeHoBaHUS
JICKApPCTBEHHBIX IPEMapaToB, YaCcTO BCTPEUAIONINXCS B PEIENType, TAKUX KaKk AHTHTPHIIIAH, WA
U3TOTOBJISIEMBIX B BHJIE€ BHYTPHANTEYHOW 3arOTOBKM, MOTYT OBITh Hame4YaTaHbl TUIOTPadCKUM
CIocoO0oM.

3anmanue 83. CuryarioHHas 3aa9a

B anrexy nmoctynuiio TpeboBaHNE Ha U3TOTOBJICHHE N30TOHUYECKOTO PACTBOPA HATPHUAXIIOPHIA:
Rp: Sol. Natrii chloride isotonica 1000 ml



Sterilisetur!
D.S. pro injectionibus.

1. KakoBbl moka3aHus K TIPUMEHCHHIO JTAHHOTO JICKApCTBEHHOro Ipemnapara?
JlaifTexapakTepuCTUKY JICKApCTBEHHOU (opme.

KakoBbI 0COOEHHOCTH U3TOTOBJICHUS CTEPHIIBHBIX PACTBOPOB?

OmnpenenuTe nenecooOpasHble BUIbI BHYTPUANTEYHOTO KOHTPOIIA. B uém onm 3akimodaroTcs?
Kakum 06pazom ohopMIISIFOTCS pe3yNbTaThl 00s13aTeILHOTO KOHTPOIISA?

Kakum 00pazom ynakoBbeIBaeTcs ¥ 0(hOpMIISICTCS TaHHBIH JIEKapCTBEHHBIN penapar?

agbrwm

Ilpasunvruviii omseem:

1. Beinucana >kujakas JieKapcTBeHHas (opMa Ui BHYTPUBEHHOTO TPUMEHEHHS — HMCTUHHBIH
pacTBop, TpeOyroIIas aCENTUYECKOr0 YCIOBUS U3TOTOBIEHUS. PacTBOp /1711 HHBEKIMA MTPEICTaBIAET
co00#1 MPO3pavHyI0 KUAKOCTH COJIOHOBATOrO BKyca, pH 5,0 — 7,0.

®apMakosoruueckoe AecTBre — rHpaTupymoliee, Ae3MHTOKCUKAIIMOHHOE, M1a3M0o3aMellarolee,

HopManusymwoiuee KIIC. Ilpumenenue: 60ibi1ne NOTEPU BHEKIETOYHON KUAKOCTU (B TOM YHUCIIE

TOKCHYECKasl NUCIICTNICUS, XOJiepa, Tuapes, HEYKpOTUMas PBOTA, OOIIMPHBIE OKOTH C CHUJIbHON

IKCCYAANUei ), THIIOXJIOPEMUS M TUTIOHATPUEMHS ¢ 00€3BOKMBAaHUEM, KHAIIIEYHAsI HETPOXOAUMOCTb,

B KAyecTBE JE3WHTOKCHKAIMOHHOTO CPEACTBA; NPOMBIBAHME paH, IJa3, MOJIOCTH HOca, s

pacTBOpPEHUS U Pa3BEACHUS PA3JIMYHBIX JEKAPCTBEHHBIX BEIIECTB M YBJIAKHEHUS IEPEBA30YHOIO

MmaTepuana. JlekapcTBeHHas popma — CTEpUIIbHBIN pacTBOP I HHBEKIIUH.

2.09C.1.0006- «CrepuipHbIe JEKApCTBEHHBIE Ipenaparbl anTte4Horo usrorosieHus ['d XV
WsroroBrieHHbIE WHBEKIIMOHHBIE W HWH(Y3MOHHBIE PACTBOPHI JOJDKHBI OBITH CBOOOJHBIMH OT
BUJMMBIX MEXAHWYECKUX BKIIOYECHUH, CTEPUIIbHBIMHU, CTA0OMJIBHBIMU, BBIIEPKUBATh UCIIBITAHHE HA
OUPOTEHHOCTb. J[OMOIHUTENTFHBIMU TPEOOBAHUSMHU TSI H3TOTOBJICHHBIX MH()Y3HOHHBIX PAacTBOPOB
SBJISIFOTCSL MX HW30TOHUYHOCTh, M30TUAPUYHOCTh, M30MOHHMYHOCTb, U30BI3KOCTh.VIHBEKIIMOHHbBIE U
WH(Y3MOHHBIE PACTBOPHI M3TOTABIMBAIOTCS B ACENITHYECKUX YCIOBHSIX MAacCO-OOBEMHBIM METOJIOM
Ha BOJE U1 MHBEKUMH. 3amperiaercss OAHOBPEMEHHOE M3rOTOBJIEHHE Ha OJHOM pabodeM MmecTte
HECKOJIbKUX MHBEKIIMOHHBIX U WH(PY3HOHHBIX PAaCTBOPOB, COACPKAIINX JIEKAPCTBEHHBIE CPEICTBA C
pa3IMYHBIMM HAUMEHOBAaHUSMM WJIM JIEKAPCTBEHHBIE CPEACTBA OJTHOTO HAaUMEHOBAaHUS B Pa3HbBIX
KOHIICHTpanusiX. VHbEKIMOHHbIE W WH(Y3HOHHBIE PACTBOPHI (QIIIBTPYIOTCS C HCIIOJIB30BAaHHEM
pa3pelIeHHBIX K MPUMEHEHHIO (UIBTPOBAIBHBIX MaTepualioB U YCTaHOBOK. DuibTpoBaHue
pacTBopa COYETaeTCsl C OHOBPEMEHHBIM PO3JIMBOM €T0 BIIOATOTOBICHHBIE CTEPHIIbHBIE (IIaKOHHI,
KOTOpbIE YKYTIOPUBAIOTCS CTEPUILHBIMHU MPOOKAMH.

WuTepBan BpeMeHH OT Haydalia HM3TOTOBJICHUS HHBEKIMOHHOTO W WH(Y3MOHHOTO pacTBOpa [0
CTepWJIM3allMM HE JIOJDKEH MpeBbIIaTh 3 4yacoB. He nomyckaroTcs cTepuiu3alys pacTBOPOB
0o0beMOM Oosiee 1 nuTpa M MOBTOPHAs CTEPUIM3ALUS MHBEKIIMOHHBIX U MH(QY3MOHHBIX PacTBOPOB.
[Tponiecc crepminzanuu J0JKeH obecneunBaTh APPEKTUBHOCTh CTEPUIM3ALMU BCEro 00BEMa
3arpy3kd. KoHTpomb mapameTpoB u AIPQPEKTUBHOCTH TEPMHUYECKHMX METOMOB CTEPHIU3AINH
OCYILIECTBIISICTCSI C  TIOMOIIBIO  KOHTPOJIbHO-U3MEPUTENBHBIX MPUOOPOB, XUMHUYECKUX U
OMOJIOTUYECKHX  TECTOB. PEXHWMBI  CTEpWIM3AMU  HMCXOJHBIX  JICKAPCTBEHHBIX  CPEICTB,
U3TOTOBJICHHBIX HHBEKLIMOHHBIX M HH(QY3HOHHBIX pacTBOpPOB, a TaKXe BCIIOMOraTeIbHbIX
MaTepHajoB U MOCY/bI PETUCTPUPYIOTCS B )KYpHAJIE PETHCTPALNU PEKUMa CTEPUIIN3AINN HCXOIHBIX
JIEKapCTBEHHBIX CPEJICTB, M3TOTOBJICHHBIX JIEKAPCTBEHHBIX IIPENapaTroB, BCIOMOTaTEIbHBIX
MaTepHajoB, TIOCYIbl M TMPOYNX MaTEpHaloB. B jKypHaie perucTpaniu pexuma CTEpUITH3AIHN
UCXOJHBIX  JICKAPCTBEHHBIX  CPEICTB,  HW3TOTOBJEHHBIX  JICKAPCTBEHHBIX  IpEnapaTos,
BCIIOMOTATEIFHBIX MAaTEpUANIOB, TOCYABl M TIPOYMX MaTEPUAIOB YKAa3bIBAIOTCS —CIIEIYIOIINE
CBEJICHUS: a) JlaTa U TOPSAKOBBIM HOMEp NpOBEIEHHs CTepUiIM3aluu; 0) HOMEp pelenta Wid
TpeOOBaHUs; B) HANMEHOBAaHUE MaTepHaa, MOIJICKAIIEro CTEPUIIN3AIINH; T) KOINIECTBO HCXOIHBIX
JIEKapCTBEHHBIX CPEJCTB, M3TOTOBJICHHBIX JIEKAPCTBEHHBIX IMPENaparoB, BCIIOMOTaTEIbHbIX
MaTepuasoB, MOCYAbl U MPOYUX MATEpUANIOB; 1) YCIOBUS CTEpPUIIU3ALUU (TeMIiepaTrypa, Bpems); €)
TEPMOTECT; ’K) MOJMUCH JINIA, POBOAMBIIETO CTEPUIN3AIMIO MaTepraioB. JKypHan perucrpanuu
peKHMMa CTEPHIIM3AIMA HCXOIHBIX JICKAPCTBEHHBIX CPEICTB, HW3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IpenapaToB, BCIOMOTATENbHBIX MAaTEPUATOB, MOCYIbl W MPOYUX MATEPUATOB JOJDKEH OBITh
NPOHYMEPOBaH, MPOIIHYPOBAaH W CKPEIUICH TIOANUCHI0 PYKOBOIMTENSI alTEYHOW OpraHH3aiud



(MHIWBUYadbHOTO TPEANPUHUMATENS) W Tedarbio (mpu Hamuuuu nedatu). OleHka KadecTBa
UHBEKIIMOHHBIX U WH(Y3HOHHBIX PACTBOPOB A0 CTEPUIU3ALMU MPOBOJUTCS MO BHEUIHEMY BHUIY,
OTCYTCTBUIO MEXAaHMYECKHMX BKJIIOYEHHUH, 3HaueHut0 pH, MNOMIMHHOCTH M KOJIMYECTBEHHOMY
COJICP’KaHUIO JIEKAPCTBEHHBIX CPEJCTB, COJEPKAHUIO HM3OTOHUPYIOIIMX U CTaOMIM3HPYIOMIUX
BemecTB. OIEHKa KadyecTBa MHBEKLIHMOHHBIX W WH(Y3HMOHHBIX PACTBOPOB IOCIE CTEPHIIM3AINU
MPOBOAMTCS 10 BHEIIHEMY BH]Y, OTCYTCTBUIO MEXaHUYECKUX BKIIOYCHH, TPOBEPKE HOMUHAIBHOTO
o0beMa MpH po3iHBe BO (IaKOHBI, 3Ha4eHHIO pH, AOMyCTHMBIE MOTPENIHOCTH NMPH W3MEPEHUHU
KOTOpoi mpuBeneHbl B Tabmuie Ne 9 npunoxkenus Ne 3 k HactosimuM [IpaBunam, moyimHHOCTH |
KOJINYECTBEHHOMY COAEPIKAHUIO JIEKAPCTBEHHBIX CPEICTB, OTKJIIOHEHHIO OT HOMUHAIBHOTO 00BEMa,
(UKCUPOBAHHOCTH YKYIOPKH, CTEPHJIBHOCTH, NMUPOTEHHOCTU WM COACPXKAHUIO OaKTepHaTIbHBIX
9H/I0TOKCUHOB. [Ipy HECOOTBETCTBUHU OJHOMY M3 MEPEUUCICHHBIX TPEOOBaHUM pPacTBOPHI SABISAIOTCA
HE00pOKaYeCTBEHHBIMHU.

. B coorBercTBUM ¢ ODC.1.8.0001 — «JIlexkapcTBEeHHbIE NTpenapaThl alTE€YHOI0 U3TOTOBICHUS

['o XV:

KoHTponp kauecTBa M3rOoTaBIMBAaEMbIX U H3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IMPENaparoB
OCYIIECTBIISIETCS. TOCPEICTBOM: IMPUECMOYHOTO KOHTPOJS; MUCbMEHHOTO KOHTPOJIS; ONPOCHOTO
KOHTPOJIS; OPTaHOJICITHYECKOTO KOHTPOJS; (PU3MYECKOTO KOHTPOJIS, XMUMHUYECKOTO KOHTPOJIS,
KOHTPOJISI TpU OTIYyCKE JIEKApCTBEHHBIX MpenaparoB. Bce H3roTOBIEHHBIE JIEKAPCTBEHHBIE
npenaparsl  MOAJeXKaT 0053aTelbHOMY HHCbMEHHOMY, OpPraHOJIEITUYECKOMY KOHTPOJIO IpHU
ormycke. PacTBop nAnsi MHBEKUUN KOHTPOJIUPYETCS HAa MEXaHWYECKHEe BKIIOUeHHUA. [IuchbMeHHbIN
KOHTpOJIb. I3roToBI€HHbIE JIEKaPCTBEHHbIE IPENapaThl, pELENThl U TpeOOBaHUS, 110

KOTOPBIM M3TOTOBIICHBI JICKAPCTBEHHBIE IIPENaparhl, 3alOJIHEHHBIE [aclopTa MUCHBMEHHOTO
KOHTPOJISI TEPEeNaloTCsl Ha TMPOBEPKY IMPOBHU30DPY, BBIIOIHSIIOMIEMY KOHTPOJbHBIE (YHKIHU TpPU
U3TOTOBJICHUM U OTIYCKE JIEKapCTBEHHBIX mpernapartoB. KOHTponb 3akirodaercs B MPOBEpKE
COOTBETCTBUSl 3alMCEl B MacnopTe MNHCbMEHHOIO KOHTPOJIA HA3HAYEHMUSIM B peELeNnTe WIH
TpeOOBaHUM, NPABUIBHOCTA TPOU3BEIACHHBIX pacyeToB. [IpM H3roTOBIEHUHM JEKAPCTBEHHBIX
npenapaToB ISl MHBEKIMA W WHPY3UH BCE CTAINHM W3TOTOBICHUS PETHCTPUPYIOTCS B JKypHale
pPErucTpaluy pe3yabTaTOB KOHTPOIIS OT/EIbHBIX CTANil H3TOTOBIICHHUS JIEKAPCTBEHHBIX MIPENapaToB
JUISL UHBEKUIUHA U UH)Y3Hil.

B xypHane peructpaiuu pe3yiabTaToB KOHTPOJIS OTIACNBHBIX CTAJHi W3rOTOBIEHHS PacCTBOPOB JJIS
UHBEKIUN 1 NHQY3UN yKa3bIBAIOTCS CIIEAYIOIINE CBEACHMUS:

a) JlaTa ¥ MOPSIKOBBIA HOMEP MPOBEAECHUS KOHTPOJIS;

0) HOMep pelienTa Wi TpeOOBaHMS;

B) HAUMEHOBAHUE U B3SITOE KOJIMYECTBO UCXOTHBIX CPEJCTB (B TOM YHCIIE BOJIBI);

I') HAUMEHOBaHUE U 00BEM U3TOTOBJIICHHOTO PACTBOPA;

1) IOJHCH JIMLA, U3TOTOBUBIIETO PACTBOP;

e) ¢unbTpoBaHue U GacoBKa (po3HB) (YKa3bIBAETCS 00bEM B MUJUIMIIUTPAX U KOJIMYECTBO OYTHUIOK
(akoHOB); 3K) MOAMKCH JIHIIA, pacacoBaBIIEro PacTBOP;

3) IOJIKCH JIMIIA, TIPOBOAMBIIETO MIEPBUYHBIA KOHTPOJIb PACTBOPA HA MEXAaHHMUECKUE BKITFOUCHHUS; 1)
cTepwinzanus (yKa3blBaeTCsl TEeMIlepaTypa, BpeMsl «OT» U «10», TEePMOTECT, MOANUCH JIHIIA,
IIPOBOIMBILIETO CTEPUIIU3ALMIO PACTBOPA HA MEXAHUYECKUE BKIIIOUEHMUS);

K) HOJMKCH JIMIIA, TPOBOAMBILIETO BTOPUYHBIN KOHTPOJIb PACTBOPA HA MEXaHUYECKHE BKIIOUEHUS;
JI) HOMepa aHaJIM30B JI0 U Tocye cTepriin3aiui (YKa3plBatoTCs yepes3 ApoOb);

M) KOJINYECTBO EMKOCTE TOTOBOM MPOAYKIIUH, TOCTYIUBIIECH IS OTITYCKA;

H) MOJMUCH JIMIA, JOMYCTUBILIEr0 M3rOTOBJICHHBIE JIEKAPCTBEHHBIE Mpenaparbl K OTHYCKY (I0mMycK
U3TOTOBJICHHBIX PAcTBOPOB Uil MHBEKIMH M MHQY3UH K OTMYCKY OCYLIECTBISET OTBETCTBEHHOE
JUI0, Ha3HAYeHHOE PYKOBOAMTEIEM  aNTeuHOM  OpraHu3alvM, WIM  WHAWBHIYaJbHBIN
NpeANpUHUMATENb, UMEIOLINH JTUIIEH3UI0 Ha (PapMaleBTHUECKYIO JIESTEIbHOCTh).

KypHan perucrpanuu pe3yibTaToB KOHTPOJIS OTAEIbHBIX CTaJUN U3TOTOBJIEHUS paCTBOPOB ISt
UHBEKUUH W MHOY3UH TODKEH OBITh MPOHYMEpPOBAH, MPOIIHYPOBAH U CKPEIJIEH MOJIMHCHIO
PYKOBOJIUTEIISI alITEYHON OpraHu3ayy (MHIABUIYaTFHOTO IPEAIPUHIMATEIS) U Ie9aThio (TIpu
HAJIMYUU TIEYaTH).

OnpocHblif KOHTPOJb. OMPOCHBIN KOHTPOJIb OCYHIECTBISIETCS BBIOOPOYHO M TMPOBOAUTCS IOCIE
U3roTOBJIEHUS (papManieBTOM (ITPOBU30POM) He OoJiee MATH JieKapcTBeHHbIX GopM. [Ipu npoBeaenun
ONPOCHOTO KOHTPOJISI IMPOBU30POM, OCYIIECTBIISIOIIMM KOHTPOJbHYIO (DYHKIIMIO, Ha3bIBaeTCs



[IEpBOEC BXOJMIEE B COCTaB JICKaPCTBEHHOIO IIperapara JIEKapCTBEHHOE CpEeACTBO, a B
JICKapCTBEHHBIX IPENaparax CIOKHOIO COCTAaBa YKA3bIBACTCA TAKXKE €ro KOJUYECTBO, IOCIE YEro
¢dapmarieBToM (IIPOBU30POM) YKa3bIBAIOTCS BCE MHBIC HCIIOJIb3YEMbIE JIEKAPCTBEHHBIE CPE/ICTBA M UX
KOJIMYECTBA.

OpranonenTHueckuii KOHTPoJib. OpraHoJeNTUYECKUNA KOHTPOJIb SIBISIETCS 00S3aTEIbHBIM BHIOM
KOHTPOJISI M 3aKJIIOYAeTCsl B NPOBEPKE JICKAPCTBEHHOI'O IIpernapara IO BHEIIHEMY BUAY, 3allaxy,
OJIHOPOJHOCTH CMEUIMBAHMs, OTCYTCTBUIO MEXAHMYECKUX BKIIIOUECHUW B JKHUJKHUX JIEKAPCTBEHHBIX
¢dopmax. Ha BKkyc npoBepsitoTcst BBIOOPOYHO JIEKapCTBEHHBIE (POPMBI, IpeIHA3HAYEHHBIE Ul JIeTEH.
Ousnueckuii KOHTPOJb. DPHU3MUECKUH KOHTPOJIb 3AKIIOYAETCS B TPOBEPKE OOIIEH Macchl WIIH
00BbEMa JIEKapCTBEHHOI'O IpenapaTa, KOJIMYeCTBAa M MacChl OTIENbHBIX /103 (HE MEHee TpeX [103),
BXOJSIIMX B JICKAPCTBEHHBIM Ipenapar. XHMHWYECKUH KOHTPOJIb. XUMUYECKHM KOHTPOJb
3aKJIIOYAETCSl B OLIEHKE KadeCTBA M3rOTOBJICHHS JIEKAPCTBEHHBIX IPENApPaTOB IO MOKA3aTEIIAM:
KAUECTBCHHBIM aHANW3: IOJUIMHHOCTb JIGKAPCTBEHHBIX CPEACTB; KOJIMYECTBCHHBIM aHANIN3:
KOJIMYECTBEHHOE OINPEICIICHUE JIEKAPCTBEHHBIX CPEACTB. [[1s1 MpoBENeHN XUMHUYECKOIO KOHTPOJIS
obopyayeTcs crnenuaibHOoe pabodee MECTO, OCHANICHHOE HEOOXOAMMBIM 00O0pYyIOBaHHUEM,
npubopaMM U peakTUBaMM, OOecIeueHHOe JOKYMEHTaMH B O0JIaCTM KOHTpPOJIA KayecTBa U
CIIPaBOYHOM JuTeparypoil. KOHTpoap Ha MexaHW4YecKue BKIrOYEHHUs. J[0 M mocie CTEpUIn3aiuu
CTEPUJIbHBIX PACTBOPOB BBINOIHIETCS UX KOHTPOJIb HA MEXaHUYECKHE BKIIOUECHUA. MeXaHn4ecKumMu
BKJIFOYEHUSMU SIBJIIFOTCS IOCTOPOHHHME ITOJBUKHBIE HEPACTBOPUMBIE BEIIECTBA, KPOME ITy3bIPHKOB

rasa, Ciay4ailHO NIPUCYTCTBYIOLIME B PACTBOPAX JIEKAPCTBEHHBIX IpenaparoB. OIHOBPEMEHHO
JOJKHBI IIPOBEPATHCS O0BEM pPAcTBOPOB B €MKOCTSX M KauecTBO MX YKYNOpku. B mpormecce
W3TOTOBJICHUSI CTEPUJIbHBIE PACTBOPBHI JOJDKHBI IIOABEPraTbCsl INEPBUYHOMY M BTOPHUYHOMY
KOHTPOJIIO Ha MEXaHWYeCcKue BKIIOUeHUs. llepBUUHBIM KOHTPOJIb OCYIIECTBISAETCS IOCHE
¢wibTpoBaHUsT W (ACOBKM HU3rOTOBICHHOTO pacTBopa. I[Ipum oOHapy)XKeHMHM MeXaHMYECKHX
BKIIIOYCHUH pacTBOp TOBTOPHO (HIBTPYETCS, BHOBH IPOCMATPHBAETCS, YKYIOPUBACTCH,
MapKUPYETCsl U CTEPUIIN3YETCs. PaCTBOPBI, N3rOTOBICHHBIE ACENITUYECKU, IPOCMATPUBAIOTCS OANH
pa3 nociie (pacoBKU WM CTEPUIN3YIOLIEro GpuiibTpoBanus. [lepBudHOMY U BTOPUUHOMY KOHTPOJIIO
nomiexar 100% emkocreil ¢ pactBopamu. KOHTpOJb pacTBOPOB Ha OTCYTCTBHE MEXaHHUYECKUX
BKJIFOUEHUH OCYIIECTBISETCS MPOBU30POM - TEXHOJIOTOM C COOJIIOJIEHUEM YCIOBHI M TEXHUKH
KOHTpoJs. 71 mMpocMOTpa €MKOCTEeH JOKHO OBITh CrienHanbHO 000pyI0BaHHOE pabodee MecTo,
3alMIICHHOE OT MOMAaIaHus MPSIMBIX COJTHEYHBIX JIydel, JOMyCKaeTcsl IpUMEHEHUE YEpHO- Oes1oro
9KpaHa M CHELUAIbHBIX YCTPOMCTB. B 3aBHcHMMOCTH OT 00BEMa E€MKOCTH MpPOCMAaTPHUBAIOTCA
OJIHOBPEMEHHO OT OJHOM 10 mATH WTyK. KoHTpone mpu ormycke. KoHTpomro mpu oTiycke
JIEKapCTBEHHBIX IPENapaToB IOABEPralOTCs BCE WU3TOTOBJICHHBIE JIEKAPCTBEHHBIE IIPENapaTsl, B
paMKax KOTOPOIo IIPOBEPSIETCSI COOTBETCTBUE:

a) YIAaKOBKHM JIEKApCTBEHHOrO Ipernapara (pU3MKO-XMMUYECKUM CBOMCTBAM, BXOJSAIIUX B HETrO
JIEKapCTBEHHBIX CPEJICTB;

0) yKa3aHHBIX B pelenTe WM TpeOOBaHWU /103 HAPKOTHMUYECKUX CPEICTB, ICHUXOTPOIHBIX,
CUJIBHOJICHCTBYIOLIUX BEILIECTB BO3PACTY MALMEHTA;

B) PEKBU3WUTOB pelenTta, TpeOOBaHMs CBEACHUSAM, YKa3aHHbIM Ha YHNAKOBKE H3TOTOBJIEHHOIO
JIEKapCTBEHHOI'0 IIpernapara;

4. Pe3ynbTaThl OpraHoJENTHYECKOT0, (PU3MYECKOT0 U XUMHUECKOTO0 KOHTPOJISI U3TOTOBJIEHHBIX
JIEKapCTBEHHBIX IpPENapaToB PpErucCTPUPYIOTCS B IKypHAJIE pPErucTpaluu pe3yJbTaToB
OpraHOJENTUYECKOTO, (PU3NYECKOTO U XUMHUYECKOTO KOHTPOJIS JIEKAPCTBEHHBIX MpEnaparos,
U3TOTOBJICHHBIX [0 pelentaM, TpeOOBaHWSIM M B BHUJE BHYTPHANTEUHOM 3aroTOBKH,
KOHIIEHTPUPOBAHHBIX PACTBOPOB, TPUTYPALIUMH, CIIUPTA STHIIOBOTO U (PaCOBKU JIEKAPCTBEHHBIX
cpeacTB. B naHHOM XypHaje yKa3bpIBalOTCs CIEAYIOIUE CBEICHNUS:

a) 1aTa OCYILIECTBIIEHNS KOHTPOJIS U HOMEp 1O NOPAIKY;

6) HOMep peuenTa, TpeOOBaHUS, HAUMEHOBAaHHE MEIULIMHCKOW OpraHU3alllM, BbIIABIIEH HX (TIpH
HaJIM4YUN);

B) HOMEp CepUH JIEKAPCTBEHHOTO CPECTBA MPOMBIIIIIEHHOTO TPOU3BO/ICTBA,

I) COCTaB JIEKAPCTBEHHOTO CPEACTBA: OMNpEIeIsieMOe BELIeCTBO WM HMOH (YKa3bIBaeTcsi MpH
(U3UUECKOM MIIM XMMUYECKOM KOHTPOJIE JIEKAPCTBEHHBIX (hOpM, M3TOTOBJIECHHBIX IO peLenTam);
1) pe3yJIbTaThl (PU3HMUECKOT0, OPTaHOJIENITHYECKOT0, KaYECTBEHHOT'O0 KOHTPOJIS (KaXKAbIN MO IIKaJe:
HOJIOKHUTEBHBIN WINM OTPULATEIbHBIN), XUMUYECKOTO KOHTPOJIS (Ka4eCTBEHHOE U KOJMUYECTBEHHOE



omnpenenenue); €) ©.M.0. nuima, U3roTOBUBIIETO, pac(acoBaBIIEro JIGKApCTBEHHBIN Ipenapar;

) TTOJIHCH JINIIA, TPOBEPUBILETO N3TOTOBJICHHBIH JIEKapCTBEHHBIN Iperapar;

3) 3aKIIOYEHHE 10  pe3ylbTaTaM IMHCbMEHHOTO  KOHTPOJIS:  YAOBJIETBOPUTEIBHO  HIIH
HEY/IOBJICTBOPUTEIBHO.

XKypHan peructpaiyiv pe3yibTaToOB OPraHOJIENTUYECKOT0, (PU3UYECKOTO U XUMUYECKOTO KOHTPOJIIS
JEKapCTBEHHBIX IpENapaToB, W3TOTOBJIEHHBIX IO perenrtaM, TpeOOBaHUSIM ¥ B  BHIC
BHYTPHUAIITEUHOW 3arOTOBKH, KOHIICHTPUPOBAHHBIX PACTBOPOB, TPUTYPALMH, CIUPTa STHIOBOTO U
(acoBKH JIEKApCTBEHHBIX CPEACTB JOJDKEH OBITh MPOHYMEPOBAaH, HPOLIHYPOBAaH M CKPEIUICH
HOJNKMCHI0O PYKOBOAMTENS AaNTeYHOH OpraHu3anuyl (MHIMBHIYaTbHOTO MPEANPUHUMATENS) U
nevyaThio (MIpU HAIMYUHY TIEYaTH ).

5. I[Ipukaz M3 P® ot 22 mas 2023r. Ne 2491 «O0 yTBEpKICHUU MPABUJI U3TOTOBICHUS U OTITyCKa
JICKaPCTBEHHBIX IpenapaToB Ui MEIUIIMHCKOIO TMPUMEHEHHsS] aNTeYHbIMM OpraHU3alUsIMHU,
MMEIOIIMMHU JIMLIEH3UIO Ha (hapMaleBTUUYECKYIO IEATEIIbHOCTh

DOTHUKETKU Ha JIEKapCTBEHHBIE MpenapaThl I MapeHTEepaJbHOTO BBEICHUS C HAAMUChIO: «Jlms
UHDBEKIIUNY.

OTHUKETKH UMEIOT Ha OelloM (OHE CIICAYIONINE CUTHAIBHBIC 1[BETa B BHJIE IOJIS: JJII WHBEKIMA U
uHpy3ull — cuHuil 1BeT. Ha Bcex sTukeTkax sl oOpMIICHHS] M3TOTOBJICHHBIX JIEKApPCTBEHHBIX
MPErapaToB JOJKHBI OBITh OTIIEYATAHBI MPEAYIPEAUTEIbHBIC HAIMUCH, COOTBETCTBYIOIIUE KaXIOH
JeKapcTBeHHON (opme: p-p Ans uHbeKUUd u uHPy3uii — «CrepusbHO». Pasmepbl ITHKETOK
ONPECISAIOTCS B COOTBETCTBHHM C pa3MepaMd TIOCYIbl WIH JPYrod YIAaKOBKH, B KOTOPOU
OTITYCKalOTCS U3TOTOBJICHHBIE JIGKAPCTBEHHBIE MTPETapaThl.

Ha Bcex atukeTkax s oopMIICHHSI JIEKAPCTBEHHBIX MPENApaToOB, H3TOTOBICHHBIX IS
MEAMIMHCKUX OpraHU3aIiii, JOIKHO OBITh YKa3aHO:

a) HAWMMCHOBAaHWE MECIWIIMHCKOH OpraHW3alMid HM €¢ CTPYKTYpHOE Tojpas3zieiieHue (mpu
HEOOXOIMMOCTH ),

0) HamMeHoBaHWE anTeyHoW opranuzanun/d.M.O. WHIUBHIYaTHHOTO MPEATPUHUMATEIIS,
UMEIOIIET0 JIMICH3UI0 Ha (apMalleBTUYECKYIO NIEATENbHOCTh; B) MECTOHAXOXJICHHE AalTeuHOM
opranu3anuu/papManeBTUYECKON AeITeIbHOCTH HHANBUAYAIBHOTO MIPEAIPHHIMATEIS, UMEIOIIETO
JTUIEH3UI0 Ha (apMmareBTHUECKylo JAesTenbHocTh; r) D.UM.O. mnamueHTa, s KOTOPOTO
WHJIUBUIyaJIbHO M3TOTOBJICH JIEKAPCTBEHHBIN Mpemnapat (Mpu HeoOXO0AMMOCTH);

1) CITOCO0 TIPUMEHEHUS JICKApCTBEHHOTO Mpenapara (BHyTpeHHee, Hapy)KHOE, JIJIST MHBEKITHI ), B
JeKapcTBEHHON (opMbI (TNIa3HbIE Kalllk, Ma3b U T.M.); €) JlaTa M3TOTOBJICHUS JIEKAPCTBEHHOTO

Ipernapara; ) CpoK roJIHOCTH JIeKapcTBeHHOro npemnapara («['ogeH 1o__ »);
3) HOJMMCH U3rOTOBUBIIETO, IPOBEPUBIIETO U OTIYCTHBILETO JIEKAPCTBEHHBIN MpenapaT
(«M3roToBun , IPOBEPUII , OTITYCTHJI »);

M) HOMEp aHaJIn3a MPOBEPKHU JICKAPCTBEHHOTO Mperapara; K) COCTaB JICKapCTBEHHOTO Iperapara
(mpeycMaTpuBaeTCs IYCTOE€ MECTO JUIsl yKa3aHMs cocTaBa). Ha 3THMKeTKax JeKapCTBEHHBIX
IpenapaToB JUisl MHbEKIMNA U HH(QY3UH T0JKEH ObITh yKa3aH croco0 MPUMEHEHHUs JIEKapCTBEHHOTO
npenapara: «BHyTpUBEHHO.

VYnakoBbiBaeTcst pactBop Harpusi xsuopunga 0,9% Bo ¢uakonax emkoctbto mo 50, 100, 200, 400.
Odopmitsitor «PactBop 11 MHBEKIUNY», «CTEpUIIbHO», «XPAHUTH B POXJIATHOM MecTe», « XpaHUTh
B HEJIOCTYITHOM 7151 ieTeit mecte». Cpok rogHocty 90 CyToK.

3anmanue 84. CuryarioHHas 3a1a9a

B anTeky oOparunachk aeBylIKa C MPOChOOl HM3rOTOBUTH JIEKAPCTBEHHBIN IMpenapar Mo perenty
Bpaya:

Recipe: Infusi foliorum Menthae piperitae ex 3,0 — 80 ml

Sirupi simplicis 5 ml

Misce. Da. Signa. 1o 1 cm. nodxcke 3 paza 6 Oenw

[Ipumeuanue: KB nucTheB MATHI - 2,4.

1. [TpoBenuTe (hapMareBTUIECKYIO IKCIEPTH3Y MIPOMUCH pELIerTa.



2. OdopmuTe nacnopT NUCbMEHHOT'O KOHTPOJIS, PACCUUTAWTE KOJIMYECTBA HHTPEIHECHTOB.

3. [TpemtoskuTe BapuaHT TEXHOJIOTUU U3TOTOBJICHUS JICKAPCTBEHHOM (DOPMBI C HCITOTb30BAaHHEM
JICKaPCTBEHHOTO PACTUTEIHHOTO CHIPhSL.

4, OdopmuTe nexkapcTBeHHYIO (OPMY K OTITYCKY.

5. [TpoBenuTe OLIEHKY KayecTBa M3TOTOBJICHHOTO JIEKAPCTBEHHOTO Mperapara.

Ilpasunvnwviti omeem:

1. AHanu3 nmokas3bIBaeT:

- KOMITOHEHTHI POITHCH COBMECTHMEI;

- npenapar JI0JbKeH ObITh BBIMHCAH Ha OnaHke perienta ¢dopmbl Ne 107-1/y;
- Beniects, noiexkamux IIKY u HEO mer;

- IpoBepKa 103 He Tpebyercs. [Ipenapar U3roraBIuBaTh MOXKHO.

2. Ob6opotHas cropona [I1K

JInctreB MaTHI 3,0

KBII nucTteeB MATH —2,4

Bonapr ounmennoi 80 + 3,0x2,4=87,2 mn

Cupomna caxapHoro 5 mi

JIuuesas cropona IITK

Hara Ne peuenra

Foliorum Menthae piperitae 3,0

Aquae purificatae 87,2

Sirupi simplicis 5 ml

Voo -85 MII

[TpuroroBui (MOIIUCH)

[IpoBepuin (moamnuce)

3.JIucThst MATHI U3MENBYAIOT 10 pa3Mepa He Ooiiee 5 MM, OTCEMBAIOT OT MbUIH, OTBelMBaiOT 3,0.

[Tomemrarot B mporperyro HHPYHIAUPKY, 3aIUBat0OT 87,2 MIT BOJBI OUHIIEHHON, HAKPBIBAIOT KPBIIKOH

Y HACTaWBAIOT Ha KUIISIEH BOJIsiHOM OaHe 15 MuHYT He nepememuBas. HactauBaroT mpu KOMHaTHOM

Temneparype 45 MUHYT.

Hacroli nponexuBaroT yepe3 ABOMHOM CI0M Mapiu € NOJJI0KEHHBIM KOMOYKOM BaThl, IIEPEHOCAT B

MEPHBIN WINHAP, JOBOAAT BOAOK 10 80 M.

[TonydeHHbIi1 HacTOM MepeHOCAT BO (PJIAKOH /JIsl OTITyCKa, JOOABJISIOT S MJI CHUPOIIa CaXapHOTo.

4. ®dnakoH yKyMOpUBAIOT IJIOTHO MJIACTMAcCOBON MPOOKOH ¢ HABUHYMBAIOLIEHCS KPBIIIKOH.

HakneuBaroT HoMep perienTa 1 3TUKETKY.

Ha »Ttukerkax s odopmiieHus! JEeKapCTBEHHBIX IpernapaTroB, W3TOTOBICHHBIX ISl HaceleHus,

JIOJDKHO OBITh YKa3aHO:

a) HauMeHoBaHME anTeuyHoil opraHuzauuu, @O.NM.O. UHIAUBUAYANBHOTO MpPEeIIPUHUMATENS,

UMEIOILET0 JUIEH3HIO Ha (hapMalleBTUYECKYIO AEATEIbHOCTD;

0) MECTOHaX0X/I€HUE allTeYHOU OpraHM3alK UM MECTO (papMalleBTUYECKONU NesSTEIbHOCTH

WHAWBUAYAJIBHOTO IPEAIPUHUMATENS;

B) HOMep penenTa (rmpucBauBaetcs B anteke); T) @.1.0. nanuenra;

1) «BayTpennee», Mukcrypa»

€) MoApoOHOE OMKMCAaHNE CITOCO0a MPUMEHEHUS (JITIT MUKCTYP: «I10 JIO)KKE pa3 B JICHb

eIIbI»);

) J1aTa U3TOTOBJICHUS JIEKAPCTBEHHOT'O Mpenapara;

3) CPOK TOJHOCTH JIEKapCTBEHHOTO Tipenapara («['ofeH 10 »); 1) IeHa JEeKapCTBEHHOTO Mperapara;

K) IpeocTepeskeHre «XpaHUTh B HEIOCTYITHOM JUIs IeTeil MecTe».

Jns mMukctyp oOs3aTenbHBl AOMOJNHUTENbHbIE 3THKETKH «llepen ymorpebnenuem

B30QJITHIBAThY», «XPaHUTh B MPOXJIAJHOM M 3aIMIICHHOM OT CBETa MECTE».

TekcT A3TUKETOK TODKEeH ObITh HanevYaTaH TUIOTrPa@CKUM CIIOCOOOM Ha PyCCKOM si3bike. Cpok

XpaHeHUs — He OoJiee 2 CYyTOK.
Odopmnenue corimacHo TpeboBanusaM mpukaza M3 PO ot 22 mas 2023r. Ne 249u «OO0 yTBEepKIeHUN
IPaBUI H3TOTOBJIEHHMS M OTIYCKA JIEKApPCTBEHHBIX IpENapaTroB sl MEIULMHCKOTO IPUMEHEHUS
anTEeYHbIMH OpraHU3alMSIMU, UMEIOIIMMU JIMIIEH3HIO Ha (PapMalleBTHUECKYIO JESITETbHOCTDY

5. AHanu3 1okyMeHTauuu. Meromuiicss peuent, macnopT MUCbMEHHOTO KOHTPOJISI U HOMEP



JIEKapCTBEHHOM (POPMBI COOTBETCTBYIOT.

WNHrpenueHTsl COBMECTUMBI, pacdeThl caenaHbl BepHO. OOBEM (Dr1akoHa COOTBETCTBYET OOBEMY
aekapcTBeHHON (opMbl. DIaKOH YKYNOPEH TE€pPHETUYHO. IJTHUKETKAa COOTBETCTBYET CHOCOOY
MIPUMEHEHUS.

OpraHonenTH4ecKUil KOHTPOJb. CBETNIO-KENTAsE JKUAKOCTb C XAapAaKTEPHBIM 3aIllaXOM.
MexaHudeckre BKIKOYEHUS! OTCYTCTBYIOT.

O0BeM s1ekapCTBEHHOM (opMBbl 854+2,5 M1, UTO COOTBETCTBYET HOpPMaM JOMYCTUMBIX OTKJIOHEHHI
(#3%) mo ODC.1.8.0003 «HecrepuiibHble JeKapCTBEHHBIE MpenapaThl alTEYHOTO M3TOTOBIICHUS B
BUJIC KHUJIKUX JIEKapCTBEHHBIX (hopm» I'D XV

3amanue 85. CuTyanroHHas 3a1a4a

B anTeky obpatuics My>XurHa ¢ MPOChOOW U3rOTOBUTH JIEKAPCTBEHHBIH MpernapaT MOPeLenTy Bpaya:
Recipe: Infusi herbae Leonuri 70 ml

Coffeini- natrii benzoatis 0,1

Natrii bromidi 0,2 Tincturae Valerianae 5 ml

Misce. Da. Signa. ITo 1 cTonoBo#i 10xKe 3 pa3a B IcHb

[Tpumeuanue: Kodeuna-6enzoar natpus BPJ] = 0,5, BCJ[ = 1,5; KB TpaBbl mycThipHuKa - 2,0.

1. [TpoBenuTe hapmMaleBTUYECKYIO SKCIIEPTU3Y IPOMUCH peLeNTa.

2. Od¢opmure nacnoptT NUCbMEHHOTO KOHTPOJISI U paCCYUTANTE KOJIMYECTBA

3. [TpennoxuTe BapuaHT TEXHOJIOTHH U3TOTOBIICHUS JIEKAPCTBEHHOU (HOPMBI C
HCII0JIb30BaHUEMIIEKAPCTBEHHOTO PACTUTEIBLHOTO ChIPBS.

4. OdopmuTte nexkapcTBeHHYIO (OPMY K OTITYCKY.

5. [TpoBenuTe OLIEHKY KauecTBa U3TOTOBJIEHHOT'O JIEKAPCTBEHHOI'O Mpernapara.

Ilpasunvuwiii omeem:

1. AHanu3 noxaspIBaeT:

- KOMIIOHEHTHI ITPOITUCH COBMECTHMBEI;

- Ipernapar J10JKeH ObITh BbIKMCcaH Ha 6iaHke penenta Gopmbl Ne 107-1/y;
- BemecTs, nomiexxanux [IKY u HEO wer;

- IPOBEpKa J03:

Kodenna-6enszoara Hatpus

BPJI = 0,5; Yucno npuemon: 75/15=5; PJT = 0,1/15=0,007
BCJ =1,5; C1=0,007x3=0,02

J103b1 HE 3aBBILICHbI

[Ipenapar n3roraBIMBaTh MOKHO

2.. IIIIK (;uueBast CTOpOHA):

Hara_ Nepem.

Ag. purificatae 84 ml

Herbae Leonuri 7,0

Coffeini- natrii benzoatis 0,1

Natrii bromidi 0,2

Tincturae Valerianae 5 ml

V=75 ml

[Ipurorosui:

[Iposepun:

[1I1K (oGopoTHast cTopoHa):

Ob6opotHas cropona [IIIK: Tpassl mycteipauka 70/10=7,0. KBII TpaBsl mycteipHuka — 2,0.
Boasr ounmennoi 70 + 7,0%2,0=84 mi.
Kodeunna-6enzoara narpus 0,1.

Hatpus 6pomuna 0,2.

Pacuér conepxanust B MUKCTYpe TBEpAbIX 1B: 0,1+0,2=0,3



0,3-75wmn

X -100 mn

x=0,4% (menbire 3%, npupocT 00bEMa He yuuThiBaeM) HacToiiku BamepuaHsl 5 Mt

3. TpaBy mycThIpHUKa U3MEIbYAIOT J0 YACTHUI] HE Oojiee 5 MM, OTCEMBAIOT OT MbLJIM, OTBEIINBAIOT
7,0. TTomemaoT B mporpeTyr0 WHOYHIUPKY, 3aTUBAIOT 84 MJI BOJBI OYHUIICHHOH, HAKPHIBAIOT
KPBILIKON M HACTAWBAIOT HA KUIISALIEH BOJsSHOM OaHe 15 MUHYT He IepeMenInBasi, HaCTauBalOT MPU
KOMHATHOU Temreparype 45 MUHYT.

HacToii nponexxuBaroT yepe3 ABOMHOMN CIION Mapiiy ¢ MOJJI0KEHHBIM KOMOYKOM BaThl, IEPEHOCST B
MEPHBIN HWINHAP, J0BOAAT BOAOK 10 70 M.

[TosryueHHBI HACTOM MEPEeHOCAT B MOJICTaBKY U pacTBopstoT B HEM 0,1 kodennabenzoata HaTpHs U
0,2 Harpus Opomuaa, GUIBTPYIOT BO (DIIAKOH JJISl OTITYCKA, TOOABIISIOT 5 MJI HACTOMKHU BaJICpUAHBI.
VYKynopuBaror.

4. ®nakon cBero3ammTHOro crekina Vo 100 mu, yKymopwBarOT TOJUATHICHOBOW MPOOKOH U
HABUHYMBAIOIIEHCS KPBIIIKOW, IPOBOAIT KOHTPOJIb HA MEXaHUUYeCKue mpuMecu. HakinenBaroT HOMep
peuenta u 3anoanstot IITK nuueByto ctopony. [Ipenapar otmyckaroT ¢ aTuKeTkaMu «BHyTpeHHEe»,
«[lepen ynorpebieHueM B30AITHIBAThY, «XPaHUTh B IPOXJIaTHOM, 3aLIUIIEHHOM OT CBETa MECTE» U
«XpaHHUTh B HEJOCTYIIHOM sl neteil mecte». Cpok XpaHeHus 2 cyTok. Ha sTukeTke oTpakeHa
dbamunus 60IEHOT0, HOMEP PELeNTa, CIIOCo0 MPUMEHEHUS.
5. Ananu3 nokymeHtauuu. Mmeronuiics penent, nacnopT NTUCbMEHHOIO KOHTPOJISI U HOMEp
JIEKapCTBEHHOMN (hOPMBI COOTBETCTBYIOT.
WHrpenneHTsl COBMECTHMBI, J103bI HE MPEBBINICHBI, PAacyeThl chelaHbl BepHO. OOBEM QuiakoHa
COOTBETCTBYET 00BEMY JieKapcTBeHHOH ¢GopMbl. DIaKkoH YKYHNOpEH TepMETHYHO. OITUKETKa
COOTBETCTBYET CIIOCO0Y NPUMEHEHHSI.
Opranonentuyeckuii KOHTpPoNb. (CBETIO-KOpUYHEBAsh KHUAKOCTh C XapaKTEPHBIM 3aMaxoM.
MexaHuuyeckre BKIIOUEHHUS! OTCYTCTBYIOT.
O0beM nexkapcTBeHHOUW (Gopmbl 75+2,3 MII, YTO COOTBETCTBYET HOpMam JOMYCTUMBIX OTKJIOHEHUU
(£3%) mo O®DC.1.8.0003 «HecrepunpHble JEKapCTBEHHBIE MperapaThl aNTEYHOTO W3TOTOBJICHUS B
BHJIC KHUIKUX JICKapCTBEHHBIX popm» [ XV

3anmanue 86. CuryarioHHas 3a1a4a

B anrteky oOpatwmics MyX4YdHa C TPOCHOON H3TOTOBHUTH JIEKAPCTBEHHBIWIIPENApaT IO PEIenTy
Bpaya:

Rp.: Infusi radicis Althaeae 180 ml

Natrii benzoatis 4,0

Misce. Da.

Signa. 1o 1 cmonosoti noxcke 3 paza 6 Oenb.

[Ipumeuanue: KYO natpus Oenzoara = 0,6 Mi/T; 1oMycTUMBbIE OTKJIOHEHUS AJ1s o0bema oT 150 1o
200 mu = 3%.

1. IIpoBeaute hapmareBTUYECKYIO SKCIEPTH3Y IPOMUCH peLienTa.

2. IlpoBeaute pacdy€rbl U OPOPMUTE JTUIEBYIO CTOPOHY MACMOPTa MMCHbMEHHOTO KOHTPOJIS.

3. IlpennoxxuTe TEXHOJIOTHIO U3TOTOBJIEHUS JIEKAPCTBEHHOTO MpernapaTa 13 JIeKapCTBEHHOTO
PaCTUTENBLHOTO ChIPHS.

4. OdopmuTe JeKapCTBEHHBIH Mpenapar K OTIIYCKY.

5. IIpoBenuTe OIIEHKY KaueCTBAa U3TOTOBJIECHHOIO JIEKAPCTBEHHOTO IIpernapara

IIpasunvuoiii omeem:

1. AHalu3 IOKa3bIBACT:

- KOMITOHEHTHI TTPOTIFICH COBMECTHME,

- npernapar J10JKeH ObITh BbIMCaH Ha O6maHke penenta Gopmbl Ne 107-1/y;
- BemecTs, nomrexkamux IIKY u HEO wHerT;

- poBepKa 703 He TpedyeTcs.

[IpenapaT U3roTaBIMBATh MOKHO.



2. ObopoTHas CTOpOHA:

Pacuér xopneit anres: 180: 20=9,0.

Kpacx=1,3

C yuetom Kpacx.: 9x1,3 = 11,7 r

Bonasl ounmennoii: 180x1,3 = 234 mn

Hatpus 6enzoara: 4,0 T

Ipupoct o6bema (KYO = 0,6 mi/r) = 0,6 mu/T x 4,0 = 2,4 mn

Jonyctumble oTKIIOHEHHS B 00beMe (/- 2%) = 180 mix2%/100% = 3,6 ma 6onbie 2,4 mi
CrnenoBarenbHO, IPUPOCT 00BEMA YKIIAABIBACTCS B IOMYCTUMBIC OTKJIOHEHUS
JluneBas ~ cropoHa:

[ara Ne peunenrta

Radicis Althaeae 11,7

Aquae purificatae 234 ml

Natrii  benzoatis 4,0

Vobm, — 180 wx

[IpuroroBun (MOAMHKCH)

[Iposepuin (moanuce)

3. [TockonpKky B pelenTe HE YKa3aHO KOJMYECTBO KOPHS aires, HAcTol TOTOBAT 5%
KOHIICHTpAIUH.

YuuthiBass 0COOCHHOCTH CHIPhSl U TO YTO CJIM3b alTes HE OT)KUMAIOT U3 ChIPhS, NMPU U3TOTOBJICHUH
UCTIONB3YIOT PACXOAHBIA KOAPPHUIIMEHT IS CHIPhsI U BOJIBI, paBHBIN 1,3.

Bbepyt 11,7 r cbipbst u 234 min Boabl ouniieHHOW. HacrauBanue npoBoasT B Teuenue 30 MUHYT Hpu
KOMHATHOU TeMIIepaType MpU MEPHOANISCKOM TIepEMEIITHBAHIH.

[Tocne HacrauBaHusl u3BJIeUEHUE (UIBTPYIOT, HE OTXKUMAs CBIPhS, Yepe3 JBOMHON CIION Mapiu C
MOJIJIOKEHHBIM BAaTHBIM TAMIIOHOM B MEPHBIA IWJIMHIP W IPOMBIBAIOT CHIPhE BOJOH OUYHWIIICHHOM,
OBOAA 00BEM u3BIIeueHuA 10 180 mu.

OtBemBaroT 4,0 T Hartpusi OcH30aTa, PACTBOPSAIOT B MPOPUIBTPOBAHHOM HACTOE, XOPOIIO
NepeMEeNINBaloT, MOCJe Yero eile pa3 GUIbTPyroT BO (JIakoH AJis OTITYCKA.

4. @DIakOH OpPAaHKEBOTO CTEKJIA YKYHNOPUBAIOT INIOTHO IUIACTMACCOBOWM MPOOKOH ¢
HAaBUHYHBAIOMIEHCS KPIIKON. HakiienBaroT oTIeNbHBIN perenTypHbI HOMEP U ITUKETKY.

Ha stukerkax s odopmileHUs JIEKapCTBEHHBIX IPEIapaToB, W3TOTOBJICHHBIX JUIS HACEJICHWS,
JOJKHO OBITh YKa3aHO:

a) HalMEHOBAaHUE anTeYHOU opranusaiuu, ©.1.0. VHIUBUYaJIbHOIO
HpeANpUHUMATEIS, UMEIOLIET0 JUIIEH3UI0 Ha (PapMalleBTHUECKYIO 1€ TeIbHOCTD;
0) MECTOHAXO0XKJICHUE alITEYHON OpraHu3aluu WIM  MECTO (dapmaleBTHUECKOI

JEATEIBHOCTH UHIUBUAYAIbHOIO IPEITPUHUMATENS;
B) HOMep peuenta (rmpucBauBaercs B anteke); r) ®.M.O. nanueHTa; 1) HaMMEHOBaHUE WJIM COCTaB
JIEKapCTBEHHOTI'O IIPeTapara;

e) croco0 MPUMEHEHHS JICKApCTBEHHOTO npemapata  («BHyTpeHHee»), BHJT
nexapcTBeHHON GhopMbl («MUKCTYpay);
K) OJPOOHOE OTMKMCaHKE CITOcOo0a MPUMEHEHUS (I MUKCTYP: «II0 JIOKKE pa3 B JCHBEBI»);

3) 1aTa U3TOTOBIICHUS JICKAPCTBEHHOTO TPETapara;
1) CPOK TOJTHOCTH JIeKapCcTBEHHOTO npenapata («['oeH 10»);K) IleHa JTeKapCTBEHHOT O TIperapara;
) IpefocTepekeHne « XpaHUTh B HEOCTYITHOM IS IETEH MECTe».
Jlyist MUKCTYp 00s13aTeNbHBI AOMIOIHUTENbHBIE STUKETKH «llepes ynmoTpebiieHneM B30anThIBAThY,
«XpaHHTh B MMPOXJIATHOM U 3aIIUIIICHHOM OT CBETa MECTE.
TekcT 3TUKETOK JOJHKeH OBITh HameyaTaH TUMOTpadCKUM CrocoOboM Ha pycckoM sizbike. CocTaB
JICKAPCTBCHHOTO IperiapaTta NUIICTCA OT PYKH HJIM HAHOCUTCA IITAMIIOM.
Cpok xpaHeHus — He OoJee 2 CyTOK.
Odopmnenue cornacHo TpedoBanusaM npukaza M3 PD ot 22 mas 2023r. Ne 2491 «O06 yTBEepKIeHUN
MPaBUJI W3TOTOBJICHHS M OTIYCKa JIEKAPCTBEHHBIX IMPENaparoB s METUIIMHCKOTO MPUMEHEHUS
ANTEYHBIMH OpPTraHU3aLUSIMHU, UMEIOIIMMH JIMIICH3UIO Ha (apMaIieBTUIECKYIO e TEIbHOCThY.

5. AHanu3 nokymeHTauuu. Mmeronuiics penent, nacnopT NTUCbMEHHOT'O KOHTPOJISI U HOMEp
JIEKapCTBEHHOM (POPMBI COOTBETCTBYIOT.
WHrpeareHTsl COBMECTUMBI, PacueThl CZieNlaHbl BepHO. [IpaBUIBbHOCTD YIIaKOBKU U OPOPMIIEHUS.



O06BeM (prrakoHa OpaHKEBOTO CTEKJa COOTBETCTBYET O0BEMY JIEKapCTBEHHOH (hopMbl, mpoOka

HYXXHOT'O Ka4ecTBa 00€CIeYnBaeT FrepMETHUYHOCTh YKYIIOPKH.

OprasHonenTH4ecKkuiit KOHTPOIIb. MoouHO-0€emast dKUAKOCTh CO CIa0BIM 3aIIaxoM.
O6bem nexaperBeHHO# Gopmbl 180 + 3,6 Mi1, 9TO COOTBETCTBYET HOPMaM JIOITYCTUMBIX OTKJIOHEHHH (+
2%) mo O®C.1.8.0003 «HectepunabHble JIEKApCTBEHHBIE Mperaparbl anTeYyHOTO0 H3TOTOBJICHHS B
BUJIC KHUJKUX JIEKapCcTBEHHBIX hopm» ['D X V.

3amanue 87. CuTyanoHHas 3aj1a4a

B anrexy mocTynui penent ciIeayroIero cocraBa:
Rp.: Riboflavini 0,02
Acidi ascorbinici 0,15
M.f. pulvis D.t.d Ne 6
S. ITo 1 mopomky 3 pa3a B 1eHb.

1. CHGHafITe H606XOI[I/IMBI€ pacu€Tbl M OIIMHIIUTE TCEXHOJIOIT'MIO H3IOTOBJICHUSA HOpOI.HKOBOfI
CMCCH 110 NPONKHCH PELCIITA

2. Odopmure 000POTHYIO U JUIEBYIO CTOPOHY IACIIOpTa MUCbMEHHOTO KOHTpOoJs. Onpenennre

1iesiecooOpasHble BUABI BHYTPUANTEYHOro KOHTpois. Onpenenute TpeOoBaHUSA K OGOPMIICHUIO
JId.

3. VYkaxwure CpPOK M YCJIOBHUA XPAaHCHUA U3TOTOBJICHHBIX ITIOPOMIIKOB B AIITCKC.

Ilpasunvnuviti omeem:

Rp.: Riboflavini 0,02
Acidi ascorbinici 0,15

M.f. pulvis

D.t.d Ne 6

S. Ilo 1 mopomiky 3 pa3a B IcHb.

O6opoTHas CTOpPOHA

Ilacnopm nucvmenno2o Konmpois PubodiaBuna 0,02x6 = 0,12
JIunesas cropoHa Kucnotsr ackopobunosoii 0,15x6 = 0,9
Jlara Ne perienita OOmas macca: 0,12+0,9 = 1,02
Acidi  ascorbinici 0,9 Passecka: 1,02:6 = 0,17

Riboflavini 0,12 0,17 Ne6
IIpurorosun




PuGodnaBuH OTHOCHTCS K KpacsIiuM BEIIECTBaM. OJTH BEILECTBA 3arps3HSIOT CTYIIKY,
IECTUK TAaKUM 00pa3oM, YTO OKpacka He yAajsieTcs mpu OOBIYHOM croco0e 0O0paboTKH MOCYIBI.
JlanHble JeKapCcTBEHHbIE BellecTBa (CyOCTaHIIMK) XPAHST B OTAEIBHOM IIKA]y; JUIsl IPUTOTOBICHUS
IOPOILKOB OpPraHU3YIOT CHELMAIBHBIE MECTa, MWCIONb3YIOT OTIEIbHBIE CTYNKH M IECTHKHU
(rpeboBanue HJI). M3roroBieHne MmopomKoB ¢ TAKUMU BELIECTBAMH OCYIIECTBIISIIOT CIIEAYIOIIUM
oOpa3zom. B cTymke cHayana pacTUparoT HEOOJBIIYIO YaCTh HEOKPALIEHHOTO BEIIECTBA, JOOABISIOT
Kpacsiliee BelIecTBO, 3aTE€M OCTaBlIeecs] KOJTUYECTBO HEOKPAIIIEHHOTO BEIIECTBAa U BCE CMEIIMBAIOT
JI0 TIOJIy4E€HUs OAHOPOAHOW Macchl. IIpu TakoM nNopsake CMEMIMBAHMS BEIIECTB YCTPAHSIETCS
3arpsi3HEHUE CTYNKU M MECTHKA U JIOCTUraeTCs JIydlliee cMelnBanue. YToObl He 3arpsi3HUTh JIpyrue
JIEKapCTBEHHBIE MPENapaThl, U3TOTOBIIIEMBIE B allTEKE, KPACALIUE BEIIECTBA CIENYET OTBEIINBATh HA
0COOBIX BECOYKAX U M3TOTOBJIEHHUE TAKUX MIOPOLIKOB IPOBOJUTH OTAEIBHO OT IPYI'MX BELIECTB.
Tak kak o61m1ast Mmacca nopomika coctasiseT 1,02, To BeiOuparot ctynky Ne3. B crynky nHa BP-
1 orBemmBaT 0,9 KUCIOTH aCKOPOMHOBOM, TIIATENBFHO PACTHPAIOT U BBICHINAIOT HA Oymary win
KaIcylaTypKy, OCTaBUB HeOObIIyI0 yacTh (mpubausutenbHo 0,3) B cTynke. 3aTeM OTBELIMBAIOT Ha
CHEeLMATbHBIX BECOYKaX W BhICHIMalOT B cTynky 0,12 puboduaBuHa, cBepXy HACBHINAIOT CIOH
KHUCJIOTBI aCKOPOMHOBOM, CMEIIMBAIOT U MOCTENEHHO J00ABISIOT OCTABILEECS KOJIMYECTBO KUCIIOTHI
ACKOpOUHOBOM.
['oTOBBIM paBHOMEPHO OKpAIICHHBIN CIIOKHBIA TMOPOIIOK pa3BemuBalOT Ha 6 mopuuit no 0,17.
[Toporiku yrnakoBbIBAIOT B KEJIATUHOBBIE KAIICYJIbI (TaK KaK COJNEPIKUTCS Kpacslliee BEECTBO) JIMO0B
KarCyJibl U3 BOILIEHOW OyMaru (KHCI0Ta aCKOpOMHOBAsI MOXKET acCOPOUPOBATH BIIATY).
CkJ1agpIBatoOT 1O TP KaICyJIbl BMECTE, IOMEIIAIOT B OyMaXKHBIH MaKeT.
Odopmstor sTukeTkoit «Bayrpenneey. "l[lopomku", «XpaHUTh B 3alIUIIICHHOM OT CBETaAMECTEY,
"XpaHuTh B HEOCTYITHOM IS ieTel Mecte".
OrneHka KauecTBa U CPOKU XPaHEHHUsS B allTEKE OCYILECTBISETCS B COOTBETCTBUM € npukazoM M3 PD
ot 22 masg 2023r. Ne 249 «OO0 yTBep)KIE€HUU MPaBUJI U3TOTOBJICHHS] U OTIYCKA JIEKAPCTBEHHBIX
IIPEnapaToB s MEAUIIMHCKOrO IPUMEHEHUS allTeYHbIMU OpPraHU3alUsIMU, UMEIOLUMMU JIUIEH3UIO Ha
(apMaleBTUYECKYIO I€ATEIbHOCTDY.

Ananuz AOKYMCHTAIlUU: PeI_IeHT BBIIIMCAH IIPABHUJIbHO. I/IHFpeI[I/ICHTBI COBMECTUMBI. PacueTsl
CACJIaHbl ITPABUJIBHO, MMACIIOPT MMCbMCHHOI'O KOHTPOJIA BbIIIHMCAaH, BEPHO. I[OHyCTI/IMBIe OTKJIOHCHUA B
MaccCe OTACIIbHBIX 103 ITOPOIIKOB. HpaBI/IJ'IBHOCTB YIIaKOBKH U OCI)OpMJIeHI/IH.

Cpok xpanenus— He 6osee 14 cyTok.

3anmanue 88. CuryarioHHas 3a1a4a

B antexy nmoctynui penent ciaeayomero cocraBa:
Rp.: Talci
Zinci oxydi aa 4,0
Aquae purificatae 100 ml
M.D.S. HaHOCHUTh Ha KOXY.

. Cnenaiite He0OXOIMMBIE PACUEThl U OMUIIUTE TEXHOIOTHUIO U3TOTOBIEHHS JIEKAPCTBEHHOTO
mpenapara 1o npoIucH, BEIOpaB ONTUMAIBHBIN BapHAHT TEXHOJIOTHH.

. OdopmuTte 000pOTHYIO u JIALIEBYIO CTOPOHY rnacropra MMMCHEMEHHOTO
KOHTPOJIA. Onpenenure 1enecoo0pa3Hbie BUIBI BHYTPHAINTEYHOTO
KoHTpoutst. Onpenenute TpedboBanus K opopmiieruto JID.

. YKaXuTe CPOK U yCIIOBHUS XpaHEHHUs U3roToBIeHHOM JID B anTeke.

IIpasunvuoiii omeem:
Recipe:  Talci

Zinci oxydi aa 4,0

Aguae purificatae 100 ml
M.D.S. HaHOCHTH Ha KOXKY.

Hacnopm NUCObMEHHO20 KOHMPOJiA



Ob6opoTHas cTOpoHa
KoHnnenrpanus tBepaoi ¢asel 6osee 3 %, CyCcreH3uto rOTOBUM 110 Macce
Bona ounmtennast 100 M

Huak oxcun 4,0

Tansk 4,0

Macca JId = 100+4,0+4,0=108,0
Jluuesas cropona

Hara Ne penenrta

Zinci oxydi 4,0

Talci 4,0

Aqguae purificatae 100 ml
O6mas macca 108,0

[Ipurorosun (nmoanuce) [Iposepui

(moamuck) OTycTrul (TIOJITHCH )

[{uHKa OKCHMA ¥ TaJlbK OTHOCATCS K TPyHNe TUAPOPHIBHBIX JIEKAPCTBEHHBIX BEIUICCTB.
[TosTOMy cTaOMIM3MPOBATH AAHHYIO CYCIEH3UIO0 He TpeOyercs, T.K. Ha MOBEPXHOCTU YaCTHIl TaKUX
JICKAapCTBEHHBIX BEIIECTB 00pa3yeTcs COJNBBATHBIA (THIPATHBIA) CIIOH, OO0eCIeYnBaOIHIA
YCTOMYMBOCTh CUCTEMBI.

JUis mojydeHHsT TOHKO HW3MENbYCHHBIX JIEKAPCTBEHHBIX BEIIECTB PEKOMEHIYeTCsl Ipu
pacTUpaHUH IPUMEHSTH BOJLY WIIH JPYTYIO BCIIOMOTATENIbHYIO )KUAKOCTh B KoJuecTBe 1/2 0T Macchl
M3MEeNIbYaeMoro JiekapcTBeHHoro BemiecTBa (mpaBuiio b.B. Jlepsruna). IlpubGaBrnenue >xujmkoctu
3HAYUTEIBHO CIIOCOOCTBYET mpoleccy aucneprupoBanus. OOBICHAETCS 3TO  NOHWKEHUEM
TBEPAOCTH HM3MEIbYaEMOI0 BELIECTBA M PACKJIMHUBAIOLIUM JEHCTBUEM >KHUIKOCTEH, KOTOpbIE
IPOHUKAIOT B NOJYYMBILHUECS MPU U3MEIbYCHUU MUKPOTPELUHBI, PACIIUPSIOT, PACKIMHUBAIOT UX U
TEM CIIOCOOCTBYIOT AalibHeHmeMy n3menbueHuto («dddexr Pedunnepar).

B crynky mnomemarT LMHKAa OKCHJ, W3MENbYaroT, J00aBIsAIOT M HIpUMEIMBalOT Tanbk. K
MOJYYEeHHOMY TOPOMIKY TOOABISIOT 4 MJI BOJBI OYMINEHHOHN IJISi MOJMYyYCHHS TIEPBUYHON ITYIIBITBL.

OcTaBuryrocss BOAY, OYHMINEHHYIO HCIONB3YIOT ISl pa30aBieHUs MEPBUYHON IMYNbIBI, UCIONb3YS
IIpUEM B3MYUMBAHHUA C LIETbI0 (PpakIMOHUPOBAaHUS YacTull. B3myunBaHue 3akirodaercss B TOM, UTO
IpU CMEIIMBAHUM TBEPJOTO BEUIECTBA C JKUAKOCTHIO, B 10-20 pa3 mo o0ObeMy MpeBHIIAIOIIEH €ero
Maccy, MEJIKHE YaCTUIbl HaXOASTCS BO B3BELIEHHOM COCTOSTHUH, KPYITHbIE YaCTUIIBI OCEIAal0T HaJHO.
ToHKyIO B3BECh CJIMBAIOT, OCAJOK MOBTOPHO HM3MEIbYAIOT M B3MYYMBAIOT C HOBOM NOpLHUEH
xuakoctu. Onepanuio MOBTOPSIOT, OKAa BECh 0CA/IOK HE MEepeieT B TOHKYIO B3BECh.

@®nakoH  OECIIBETHOrO  CTEKJIa YKYMOPUBAIOT IUIOTHO  IUJIACTMACCOBOM  TPOOKOM ¢
HAaBUHYMBAOLIEHCS KPBIIIKOM.

Odopmastor »THKETKON «HapyxkHOoe», NpeaynpenuTeNbHbIMU HAAMUCAMU: «XPaHUTh B
IIPOXJIaJHOM, 3alllMIIEHHOM OT cBeTa MecTe», «llepen ymorpebnenneM B30anThIBaThy», «XpaHUThH B
HEJOCTYITHOM JJis ieTel Mecte». HaknenBaroT HOMep pelenra.

OrneHka KadecTBa M CPOKM XpaHEHHUs B anTeke ocymiecTBisiercs B coorBeTcTBUU ¢ ODC.1.8.0001 —
«JlexapcTBeHHBIE Tpenaparhsl anTeyHoro u3rotopneHus» ['O XV.

Cpoxu XpaHEHHUS B allTeKe OCYIIECTBISETCS B COOTBETCTBUU ¢ npukazoM M3 P® ot 22 mas 2023r. Ne
2491 «OO0 yTBEp)KICHUM TMPABHJI H3TOTOBIEHUS W OTHYCKa JIEKAPCTBEHHBIX MPEnapaToB MAJis
MEIUIIMHCKOTO  TPUMEHEHHUsT  aNTeUYHbBIMH  OpPTaHM3allMsMH, HMMEIONMMU  JIMICH3WI0  Ha
(bapMaleBTUYECKYIO I€ATEIbHOCTDY.

AHanu3 gokyMmMeHTanuu: Penent BeIMUCaH npaBWibHO. HTpeneHThl coBMeCTUMBI. PacdeTsl
cleNlaHbl TPABHIIBLHO, TACIOPT MUCHMEHHOTO KOHTPOJIS BBHIMKCAaH, BepHO. OTKIOHCHHE B Macce
nexapcTBeHHOU GopMbl. O1ieHKa pecycneHaupyeMocTd. [IpaBUIIbHOCTh YIAaKOBKH U 0POPMIICHUS.
Cpok xpaHeHHS 2 CYTOK.

3ananue 89. CuryarmionHas 3agada

B anrexky mocTynui penent ClIeIyrolero cocraBa:
Rp.: Infusi herbae Leonuri ex 5,0 - 100 ml



Natrii bromidi 1,0

Glucosae 5,0

M.D.S. Tlo 1 cTonoBoii J0xKe 3 pa3a B ICHb.

l. Cz[enaﬁTe HCO6XO,Z[I/IMI>IC pacd€Thbl 1 OIIMIIUTE TCXHOJOI'MIO U3TOTOBJICHUSA JICKAPCTBECHHOI'O
npemnapara 1mo IMmpornucu € UCIOJIb30BAHUCM KHUAKOI'O 3KCTPAKTA-KOHICHTpPATa TPaBbl IIYCTBIPHUKA,
BBI6paB OIITUMAIbHBIN BAapHAHT TCXHOJIOI'NH.

2. Odopmure 000pOTHYIO U JIMIEBYIO CTOPOHY MACIOpPTa MUCbMEHHOTO KOHTpOJIs. OnpenennTe
1esnecoo0pasHbie BUAbI BHYTpHANTEUHOro KOHTpoJsi. Onpenenute TpedoBanus k opopmienuro JID.
3. YKaxuTe CpoK U YCIOBHUS XPaHEHHS U3roToBieHHoU JID B anteke.

Ilpasunvhuiti omeem:

Rp.: Infusi herbae Leonuri ex 5,0 - 100 ml
Natrii bromidi 1,0

Glucosae 5,0

M.D.S. Tlo 1 cTonoBoii 10xKe 3 pa3a B ICHb.

Ilacnopm nucemennoz2o konmpona (ININK)

Jluyesas cmopona Obopomnas cmopona

Aquae purifcatae 75 ml 3. OO6mmit 06bem 100M

Solutionis Natrii bromidi (1:5) 4. DKcTpakTa BaJIepHaHbI
5ml CTaHIapTU3UPOBAHHOTO KUJIKOTO 1:2
Solutionis Glucosae (1:2) -5x2=10mn

10 ml 5. PactBopa natpus 6pomuma 20%
Extracti Leonuri standartsati fluidi (1:5)1 x 5= 5mn

(1:2) 10 ml 6. PactBopa rimroko3sl 50% (1:2)
O6mnit 00pem 100 Mt 5x2=10mx

Ilpueomosun 1. Bojp! ounieHHoM:

Iposepun 100m1-(10+ 5+ 10)=75 mu
Omnycmun

Bo ¢nakon ans ormycka opaH)keBOro cTekna (HaTpus OpOMM[ CBETOUYBCTBUTENBHBIN)
OTMEPUBAIOT 75 MJ BOJBI OYMILEHHOW, 5 M pacTBopa HaTpus Opommua (1:5), 10 mu pactBopa
rmoko3bl  (1:2), 10 wMi  9KCTpakTa-KOHIEHTpara IMycThIpHHKa kupkoro (1:2),  xoporiro
HepEeMEIUBAIOT.

@rnakoH  yKyNOpUBAIOT IJIOTHO IUIACTMACCOBOM  MpPOOKOH ¢ HaBUHYHUBAIOIIENCS
Kpelmkod. HaxiemBatoT HOMep peuenta W ITHKeTKH: «BHyTpennee», «llepex ymorpeGiieHuem
B30QJITBIBAThY, «XpaHUTh B MPOXJIAJHOM, 3aLIUILIEHHOM OT CBETa MecTe», «XpaHUTh B HEJAOCTYITHOM
015 1ereid Mecte». KOHTpoIMpyroT COBMECTUMOCTh UHTPEAUEHTOB.

AHanu3  gokyMmeHTanuu. [IpaBWIIBHOCT  HamMCaHMA  TaclopTa MUCbMEHHOTO  KOHTPOJIS.
[IpaBunbHOCTh ymakoBku U odopmieHus. OpraHonenTuyeckuil KOHTposib. O0beM JIeKapCTBEHHON
bopMmBI.

OneHka KauecTBa U CPOKM XpaHEHUs B anrTeke ocyuectsisiercss B coorserctBuu ¢ ODC.1.8.0001 —

«JIekapcTBeHHBIE IIpenapaTsl aTeyHoro u3rotosieHus» I'd XV.

CpOKH XpaHEHHS B allTEKE OCYIIECTBIIAETCS B COOTBETCTBUU C TTpukazoM M3 P® ot 22 mas 2023r. Ne
2491 «OO0 yTBEp)KIACHUM NPAaBHJI H3TOTOBIEHUS W OTIYCKAa JIEKAPCTBEHHBIX TMPENaparoB JUis
MEJIUIIMHCKOTO  MPUMEHEHHUS  anTE€YHBIMHU

(bapMaleBTUYECKYIO I€ATEILHOCTDY.

Jlo ormycka OOJBHOMY JIEKapCTBEHHBIM IpemaparT XpaHUTcS B 3amupatonieMmcs mkady. Cpok

XPAaHCHUA B AlITCKC 2 CYTOK.

3ananue 90. CuryarmonHas 3agada

B anTeky noctynui penent ciaeayromero cocraBa:

Rp.: Sol. Natrii chloridi isotonicae 200 ml
D.S. [l511 BHYTpUBEHHOTO BBE/ICHUSI.

OpraHU3aLUSIMH,

UMCHOIINMHU JIMIICH3UIO



1. CrenaiiTe HEOOXOAMMBIE PACUEThl M OMHINUTE TEXHOJIOTHIO M3TOTOBICHUS JIEKAPCTBEHHOTO
mpernapara 1o nponucu, BEIOpaB ONTUMANIbHbBIE YCIOBHS TEXHOJIOTHH.

2. Odopmure 000pOTHYIO U JIMLIEBYIO CTOPOHY MAcIOpTa MUCBbMEHHOT0 KOHTpoJis. Onpenenure
1esiecoo0pa3Hble BU/Ibl BHYTPUANITEUHOr0 KOHTpoJs. Onpenenute TpedoBanus k odpopmiieHuto JIO.
3. YKaxuTte CpoK U YCIOBHUS XPaHEHUS U3rOTOBIICHHOW JID B anreke.

Ilpasunvhuiti omeem:
Rp.: Sol. Natrii chloridi isotonicae 200 ml
D.S. [ly11 BHYTpUBEHHOTO BBEACHUS

Ilacnopm nucvmenno20 KOHMPOJIA.
JIuueBas cropona
Jara No peuenrta
Agquae pro injectionibus 200 ml
Natrii chloridi 1,8

V =200 ml IIpoctepunuzoBano! [Ipurorosuin (moamuce) [IpoBepwt (moamucs)
OTtnycTit (TTOAMKCH)

O6opoTHas CTOpoHa

Harpus xnopuaa 0,9 - 100 mn

x-200mMm1X=1,8

C max = MKYO = 2:0,33 =6,1%, KYO ne yuutsiBaetrcs Boasl mist unbexuuit 200 M

JlekapcTBeHHBIE  BEIECTBA,  HCIOJB3YEMbIE I W3TOTOBJICHUS  MHBEKIIMOHHBIX
JeKapCcTBEHHBIX (PopM 1oikHBI 0TBedaTh TpedoBanusM ['D, OC, BOC, 'OCT, umers MapKy «ist
UHBCKIUNY, «TofeH s uHbeknui». [lpum wmsrotoBmenum 0,9% pacTBOopa HaTpus Xyopuia
UCIIOJIB3YIOT ~ JICMIUPOT€HU3UPOBAHHBIM  HATpus XJopuid. JlenuporeHu3anur0  OCYLIECTBISIOT
npokanuBanueM Hatpus xyopunaa npu 180 °C B TedeHue 2 4acoB C LEJIbI0 pa3pylICHUs] BOZMOXKHBIX
MUPOTE€HHBIX BEIIECTB.

B acentuueckux ycioBUSX B CTEpUIBLHON MOJACTABKE B BOJE JUIsl MHBEKIIMNA pacTBOpsioT 1,8 T
HATpUs XJIOPUJa, 3aTeM pacTBOp GUIBTPYIOT Yepe3 CTEKISHHBIN QUIbTP ¢ pazMepoM nop 10-16 Mmxm
WIM CTEPWIbHYI0 (QWIBTPOBAIbHYIO OyMary ¢ MOJJOKEHHBIM KOMOYKOM  CTE€PHJIbHOMN
JUIMHHOBOJIOKHUCTOM MEIMIIMHCKOM BaThl B CTEPWIbHBIH (DIakOH HEHTpaldbHOTO CTEKIa
BMecTUMOCThIO 200 M.

M3roToBneHHBI PAacTBOp MOABEPralOT IIOJHOMY XHMHYECKOMY KOHTPOIK J0 M TOCHE
crepunu3anuu. (s 3Toro Bo UIakoH U3 CTEKIOIPOTA OTIIMBAIOT 2-3 MJI pacTBoOpa.

@dakoH YKYHNOPHMBAIOT «I10JI 0OKAaTKY», CTEPUIM3YIOT BMECTe C OCHOBHBIM (hirakoHoM. [locie
CTepUJIM3aluU pacTBOp U3 (JIaKoOHA UCTONB3YIOT AJI MPOBEACHUS IOJHOIO0 XUMUYECKOr0 aHAJIN3a. )
Kpome TOro, ¢gmakoH ¢ pacTBOpOM IPOCMATPUBAIOT HEBOOPYXKEHHBIM TIJIa30M Ha OTCYTCTBHE
MEXaHUYECKUX BKJIOYEHHN Ha OeIoM M 4YepHOM (hOHE, OCBEUIEHHOM 3JIEKTPUYECKOM JIaMITOUKON
MaToOBOro cTekia MomHocThio 40 BT. IIpuuem, npoBepka Ha OTCYTCTBHE MEXaHUYECKUX BKIFOYECHHUN
MPOBOAMTCS TAK)KE JABAXK/BI: /IO U MOCIIE CTEPUIIU3ALINH.

Ykynopusatot u crepumu3yrot pu 120 °C B TeueHue 8 MuH.

Odopmmsitor «PacTBop 1i1st UHBEKIHITY, «CTEPHIBHOY, «XPAHUTH B MPOXJIATHOM MECTE», «XPAHHUTHB

HEJOCTYITHOM TSl IETEN MECTEY.
OlreHKa KadyecTBa M CPOKH XpaHEHUs B anTeke ocyuiectBisieTcss B coorBeTcTBUU ¢ ODC.1.8.0001 —
«JIekapcTBeHHBIE IpenapaTsl aTevyHoro u3rotosieHus» ['d XV.
CpOKH XpaHEHHS B allTEKE OCYIIECTBIIAETCS B COOTBETCTBUU C TTpukazoM M3 P® ot 22 mas 2023r. Ne
2491 «OO0 yTBepKIEHUHM TMpaBWJI H3TOTOBJIEHUS M OTIYCKa JIEKAapCTBEHHBIX IpernapaTroB s
MEAMIIMHCKOTO  NPUMEHEHMs]  anTeYHbIMH  OpPraHU3alMsSM{, HUMEIOUIMMH  JIMLIEH3UI0  Ha
(bapMaleBTUYECKYIO I€ATEIbHOCTDY.

AHanu3 nokymeHTanuu. [IpaBuinbHOCTE HaMCaHMs MACIIOPTa MUCBMEHHOTO KOHTPOJIs. [IpaBriibHOCTD
ynakoBku u  odopmiieHus. OpraHosentudeckuii KOHTposib. OmnpocHbll  KOHTposb. O0bemM



JeKapcTBeHHOU (hopMmbl. Pexxum crepuinmzanum.

Jlo otmrycka 60JIbHOMY JICKAPCTBEHHBIH Mpenapat XpaHUTCs B 3amuparonieMcs mkady.
Cpok xpanenus 90 cyTok.

3ananue 91. CuryaronHas 3agada

B anTexy mocTynui perent ciaeayromiero cocTaBa:
Recipe:  Zinci sulfatis 0,05
Solutionis Acidi borici 2% 10 ml
M.D.S. o 2 xanum 4 pa3a B 1eHb B 00a ri1aza
1. Craenaiite HEOOXOJUMBIC PACUYCThl M OIMUIIUTE TEXHOJIOTHIO U3TOTOBJICHHS JIEKAPCTBEHHOTO
mpernapara Io MPONKCH, BbIOPAB ONTHUMAIBHBIA BapHaHT TEXHOJOTHU C HCIOJb30BaHUEM
KOHIIEHTPUPOBAHHBIX PACTBOPOB JICKAPCTBCHHBIX BEIIIECTB.

2. Odopmute 000POTHYIO U JIMLEBYIO CTOPOHY HaclopTa MUCbMEHHOro KOHTpousid. Omnpenenute
1esnecoodpasHble BHJIBI BHYTPHUANITEUHOro KOHTpOJs. Onpexnenure TpeboBaHUs K 0(GOpMIICHUIO
JID.

3. VYKaxXuTe CpOK U yCI0BUS XpaHEHUs U3rotosiieHHON JID B anTeke.

Ilpasunvhwiii omeem:

Recipe:  Zinci sulfatis 0,05

Solutionis Acidi borici 2% 10 ml

M.D.S. o 2 kanuum 4 pa3a B AeHb B 00a 11a3a
Ilacnopm nucvmenno2o KOHmMpPos

O06opoTHas cTOpoHa JluneBas ctopoHa

Hara Ne penenra
Kucnotsr 6opnoii (2x100)/10=0,2 Solutionis Acidi borici (1:25) 5 ml
PactBopa 6opHoii kuciotsl (1:25) Solutionis Zinci sulfatis (1:100) 5ml
0,2 x 25=5 mn [IpuroToBieHo acenTuyecku!
PactBopa nunHka cynsdara (1:100) [TpuroroBus (MOAMUCH)
0,05x100=5 mn [IpoBepun (moanuce)

OO6mwmit o6vem 10 mit
B acentuyeckux yCIOBUSX OTMEPHBAIOT S5 MJI BOJBI OYHMINEHHOW TMpEABAPUTEITHHO
npoctepunuzoBanHoi npu 120 °C, nobapnsoT pacTBop LuHKa cynbdata (1:100) Bo duakon s
OTITyCKa, Ty/Ia )K€ OTMEPUBAIOT KOHIIEHTPUPOBAHHBIH pacTBop 60pHO# kucioThl (1:25), ykymopusaiot
¢GrakoH C pacTBOPOM pE3WHOBOH TMPOOKOH € METAUIMYECKHM KOJIAa4KOM, NpPOCMAaTPHUBAIOT Ha
OTCYTCTBUE MEXaHMUECKUX BKIIOUEHHH, 1 0QOpMIISIOT K oTIlycKy. Odopmiienue: «l 1a3Hble Karminy,
«[IpUroTOBIIEHO ACENITUYECKNY», «XPAHHUTD B MMPOXJIATHOM MECTEY.
«XpaHUTh B HEJOCTYMHOM s jeredl Mecte». OleHKa KayecTBa M CPOKM XpaHEHHUS B amTeKe
ocymectBisiercss B coorBerctBuM ¢ O®dC.1.8.0001 — «JlekapcTBeHHbIE Mpenaparbl anTeYHOTO
u3rorosiieHus» I'd XV.
Cpoxu XpaHEHHUS B alTEKEe OCYIIECTBISAECTCS B COOTBETCTBHM C npukazoM M3 PD ot 22 mast 2023r. No
2491 «OO0 yTBEpXKIEHUU NPABWI H3TOTOBICHHUS M OTIYCKAa JIEKApPCTBEHHBIX IpernapaTroB JUis
MEIUIIMHCKOTO ~ TPUMEHEHHWsS  anTeuyHbIMH  OpTraHU3aliisiIMH, WMEIONIMMH  JIIEH3UI  Ha
(apMarieBTUYECKYIO ACITEITHHOCTDY.

AHanu3 nokymMeHTauuu. [I[paBuiabHOCTE HaNMCAaHUs TACIIOPTa MUCbMEHHOTO KOHTPOJIS.
[TpaBuiibHOCTH ymakoBKU U odopmiieHus. OTKIOHEHUS B oObeme

JeKapcTBeHHOM Gopmbl. OpraHojaenTU4ecKuid KOHTPOIb. ONPOCHBI

KOHTposib Cpok rogHocty 30 CyTOK.

3ananue 92. CuryarioHHas 3aqada

B anrexy mocTynui penent CiIeayrolero cocraBa:
Recipe: Coffeini natrii benzoatis 0,65



Natrii salicylatis 1,2

Aquae purificatae 85 ml

M.D.S. no 1 geceptHoii noxkke 3 pa3a IeHb.

1. Cnenaiite HEOOXOUMBIC PACUYEThl M OMUIINTE TEXHOJIOTUIO U3TOTOBJICHHS JICKAPCTBEHHOTO
npernapara 1o npornucH, BEIOpaB ONTUMAIBLHBINA BAPUAHT TEXHOJIOTHH.

2. OdopmuTe 000POTHYIO U JIUIEBYIO CTOPOHY MACTIOPTa MTUCHBMEHHOTO KOHTPOJIsl. OnpenenuTe
nesnecooOpasHble BUbI BHYTPUANITEUHOTO KOHTPOJs. Onpenenute TpedoBaHus K odpopmiieHuto JIO.
3. YKaxuTe CpoK U YCIOBUS XpaHEHHS U3roToBieHHoU JID B anTeke.

Ilpasunvruviii omseem:

Recipe:  Coffeini natrii benzoatis 0,65
Natrii salicylatis 1,2

Aquae purificatae 85 ml

M.D.S. o 1 necepTHOl 10XKKe 3 pa3a JACHb.

[TacmopT NUCEMEHHOTO KOHTPOJIS

JInuesas cropoHa

Hara No penenira

Aquae purificatae 72 ml

Natrii salicylatis 1,2

Sol. Coffeini natrii benzoatis 5% (1:20) 13 ml
O6mnii 006seM 85 M

[IpuroroBui (moamnuce)

[TpoBeput (TIOATHUCH)

Otnyctun (HOAIUCH)

O6opoTHas CTOpoHa

PactBopa kodeuna Hatpus Oenzoara 5% (1:20) 0,65 * 20 = 13 mn

Konmentpanust HaTpus caauuiaTa B pelernTe

1,2 - 85mu

x-100 M1 x =1,41%

Bogpt ountiennoit 85 - 13 =72mn

O0beM pacTBopa paBeH 85 mir.

Cmax npu pactBopeHun HaTpus canunuiaata = 5,1%, C% B penente

> 1,41%, cnenoBarensHo KYO npu u3roToBlieHUH pacTBOpA HATPUS CATUIUIATa HE UCTIOIB3YIOT.

B nannom ciydae neinecoobpa3zHo UCHOIB30BaTh KOHIIEHTPUPOBAHHBIN pacTBOp KoerHa HaTpHs

Oenzoara 5% (1:20).

B moxacraBky oTMepuBaroT 72 M BOJBI OUHWIIEHHOW, pacTBOpstoT 1,2 T HaTpus cajuIluiaTa.

OWIBTPYIOT PACTBOP HATPHS CAIMIMAJIATA Yepe3 CKIATUaThii OYMaKHBIH (QUIBTP C MOIOKEHHBIM

KOMOYKOM BaThl BO (pJlakoH uisg oTiycka. Bo (rmakoH 1 oTmycka opaHKeBOTo CTeKIa OTMEPUBAIOT

u3 OroperouHoi yctaHoBku 13 mut 5% pactBopa kodenHa HaTpus OeH30aTa U TIEPEMEIINBAOT.

O opMIISIOT K OTITYCKY.

®akoH OpPaHXKEBOTO CTEKJIAa C MHUKCTYPOM YKYNMOPUBAIOT IUJIOTHO IJIACTMACCOBOM MPOOKON ¢

HaBUHYMBAIOLLIEUCS KPBIIIKOMU.

Odopmasitor  dTUKETKON «BHYTpeHHee», MpeaynpeIuTeNbHBIMU HAAMUCAMU «XpaHUTh B

MPOXJIATHOM, 3alUIIEHHOM OT CBETa MecTe», «XpaHUTh B HEIOCTYITHOM [UJIsl JEeTEeH MecTey.

HaxneunBator HOMeEp penienTa.
OneHka KauecTBa M CPOKHM XpaHEHHUs B anTeke ocyulecTBisiercss B cooTBerctBuM ¢ OPC.1.8.0001 —
«JIexkapcTBEeHHBIE TTPENapaThl alT€YHOro0 U3roToBiIeHus» ['@ XV,
Cpoku XpaHEHHUs B alTEeKe OCYUIECTBISETCS B COOTBETCTBUU ¢ mpukazoM M3 P® or 22 mas 2023r. Ne
2491 «OO0 yTBEp)KIECHWU TPABWJI W3TOTOBJICHUS W OTHYCKa JIEKAPCTBEHHBIX TPEMapaToB I
MEAWIIMHCKOTO  TPUMEHEHHUS  anTeYHbIMH  OpraHu3alusMH,  HMMCIOIIMMU  JIMIEH3UI0  Ha
(dbapMaleBTUYECKYIO IeATEILHOCThY.

AHamu3  JokyMeHTauuu. IIpaBWIIBHOCTH HamMCaHMsl TAcmopra MHCbMEHHOIO  KOHTPOJIS.
[TpaBuiibHOCTH yMakoBKM U odopmiieHus. OTKIOHEHHS B O00beMe JIEKapCTBEHHOM (HOPMBI.



Opranonentuaeckuit KOHTPoIb. OnpocHbIid KOHTpOIb Cpok xpanenus 10 cyTok.
3anmanue 93. CuryarioHHas 3aqada

B anrexy nmocTynui penent cleIyronero cocraBa:
Rp.: Streptocidi 0,12

Analgini 0,1

Magnesii oxydi 0,15

M.f.p.

D.t.d. N.6

S.: Ilo 1 mopomky 3 pa3a B IeHb

1. CI[CJI&ﬁTC HGO6XOI[I/IMBIG PaCyYCThI U OIIMIIUTEC TEXHOJOTUIO U3TOTOBJICHUS JICKAPCTBCHHOT'O
npenapara 1o MporucH, BEIOpaB ONTHMAIBHBII BApUAHT TEXHOIOTHH.

2. OdopmuTte 060pOTHYIO U JIULEBYIO CTOPOHY MACIOPTa MUCHBMEHHOTO KOHTPOJIs. Onpenenute
1iesIecoo0pa3Hble BUIbI BHYTPHANITEYHOTO KOHTpoJs. Onpenenure TpeboBanus k opopmiieruto JIO.
3. Vkaxure CPOK U YCJIOBUA XPAaHCHUA U3TOTOBJICHHBIX ITIOPOMIIKOB B aIITCKE.

IlpasunvHoiti omeem:

Rp.: Streptocidi 0,12

Analgini 0,1

Magnesii oxydi 0,15

M.f.p. D.t.d. Ne6

S.: Tlo 1 mopomiky 3 pa3a B 1€Hb.

[TpoBepka 103 HAPKOTHYECKUX, SITIOBUTHIX, CUIHHOJEHCTBYIOIIMX BEIIECTB U HOPM OJIHOPA30BOTO
OTIyCKa.

CrpenToru:

B.p.n. 2,0 p.n. 0,12

B.ca. 7,0 c.n. 0,36 Jlo3pl HE 3aBBIIICHBI
AHanprug:

B.pa.-1,0 B.c.n.-3,0

p.a. 0,1 c.n. 0,3

I[O3BI HC 3aBbIIIICHBI.

[TacmopT NMCbEMEHHOTO KOHTPOJIS.
JInuesas cropoHa

JlaTa Neo penenta

Streptocidi 0,72

Spiritus  aethylici  95% gtt.VI
Analgini 0,6

Magnesii oxydi 0,9

m=2,22

0,37 Ne 6

[TpuroroBUI(MIOANKCH)
[IpoBepumn(moanucs)
Otnyctui(moanucsk)

Ob6opoTtHas CTOpOHa

Crpenronuna 0,12x6=0,72

Crmmpta striioBoro 95% s H3MeNTbYeHHUSCTPETITOIH 1A
Ha 1 r - 5 xamens

Ha 0,72 - x xamens;

X=4 Karm

Amnansruna 0,1x6=0,6

Marnug oxcuna 0,15x6=0,9



Passecka: 0,12+0,1+0,15=0,37
Ne6
Oo6mas macca: 0,72+0,6+0,9=2,22

B crynky Ne 4 (npu pacuere Ne cTynmku Maccy MarHusl OKCHJa y/IBaWBalOT, KaK IMOPOIIOK C Majou
o0beMHON Maccoi) momeniaroT 0,72 T cTpenTonuaa, U3MEIbYaroT B CTYIIKE OKOJIO 3 MHUHYT, HECKOJIBKO
pa3 CHUMasl KaIrcylaToOpKoi MOPOLIKOBYIO CMECh CO CTEHOK CTYIIKU U IECTUKA ¢ 4 KaIuIAMU criupTa (Kak
TPYIHOMOPOIIKYEMOE BEIIECTBO). 3aTeM Ha pydHbIXx Becax BP-1 orBemmBaror anamerun 0,6 T,
MOMEIIAIOT B CTYIKY, U3MEJIbYAOT U CMELINBAIOT 10 MOJIY4YEHHs OJHOPOIHOrO Nopolka. B mocnenHior
ouepeib J00ABISIOT JIETKOMBLUIAIIEE BEIIECTBO MAarHUs OKCHJ], OCTOPOKHOCMEIINBAIOT ITOPOIIOK.
[IpoBepsAOT OJHOPOAHOCTH MOPOIIKA U Pa3BEIIMBaIOT ¢ mnomoinbio BecoB BP-1 mo 0,37 r Ha 6 nos.
[Topomiku ymakoBBIBAaIOT B BOILIEHBIE KalCyjbl - aHAJIBIUH -TUTPOCKONMWYHOE BewecTBo. [lopoiku
CKJIaJIBIBAIOT IO TPH, MOMELIAIOT B OyMa)kKHBIH MaKeT.

Odopmasitor stuketkamu «llopomku», «Buyrpennee». IlpenynpeautenbHble Haanucu: «XpaHUTh B
HEJIOCTYITHOM Ui AeTer MmecTe» HakienBaroT HOMEp pelenTa.

OlrieHKa Ka4yecTBa M CPOKU XPaHEHHUsI B amnTeke ocyilecTBisercss B coorBeTcTBUM ¢ ODC.1.8.0001 —
«JIexkapcTBEHHBIE MTPENapaThl alTeYHOro U3rotToBiaeHus» ['@ XV,

Cpoku XpaHEHHUs B allTeKe OCYLIECTBISETCA B COOTBETCTBUU € mpukazoM M3 PD ot 22 mas 2023r. Ne
2491 «OO0 yTBEp)KIEHUM TPaBUJ M3rOTOBJIEHUS U OTIYCKa JIEKApCTBEHHBIX IMpenapaToB JUIs
MEIUUUHCKOrO  NPUMEHEHMS  aNTeYHbIMU  OpraHU3alMsIMH,  HMEIOLUMMU  JIMIEH3UI0  Ha
(dbapMaleBTUYECKYIO IEATEIbHOCTD.

AHanu3 noxkymeHtauuu. [IpaBunbHOCTh HallMCaHUS MAcHoOpTa MUCbMEHHOrO KOHTpous. [IpaBuibHOCTH
YNakoBKU U odopmieHUs. JlomyCTHMbIE OTKJIOHEHUS B Macce OTIENbHBIX 103. OpraHojenTuyeckui
KOHTPOJIb. OnpocHbIii KoHTposib Cpok xpanenus 10 cyTok.

3anmanue 94. CuryaroHHas 3a1a4a

B anTeky noctynui penent ciaeayrolero cocraBa:

Rp.: Infusi herbae Leonuri 100 ml

Natrii bromidi 2,0

M.D.S. ITo 1 cTonoBoii noxke 3 pa3a B I€Hb.

1. Cnenaiite HE0OXOJUMbIE PACYETHI U OMUIINTE TEXHOJIOTHIO U3TOTOBJICHUS JIEKapCTBEHHOTO
npemnapara 1o MnpoIucH, BEIOpaB ONTUMAIBHBIA BapUaHT TEXHOJIOTUH

C UCIIOJIb30BAaHUEM KUJKOTO IKCTPAKTa-KOHIIEHTPATa TPaBbl MYCThIPHUKA

2. Odopmure 0OOpPOTHYIO U JIMIIEBYIO CTOPOHY IHacrnopTa MUCBMEHHOro KOHTpois. Ompenenute
1esnecoo0pasHble BUAbI BHYTPHANTEYHOro KOHTpOJs. Onpenenute TpedoBanus Kk opopmiienuto JID.

3. YKaXXuTe CPOK U YCIIOBUS XpaHeHHsI u3rorosieHHol JID B anrexke.

Ipasunvhuiti omeem:

Rp.: Infusi herbae Leonuri 100 ml

Natrii bromidi 2,0

M.D.S. TTo 1 cTonoBotii ioxke 3 pa3a B ICHb.

[Tacnopt mnucbmenHoro  koHtposs  (IIIIK)
HI/II_ICBaSI CTOpPOHA

Aquae purifcatae 70 ml

Solutionis Natrii bromidi 20% (1:5) 2*5=10 ml
Extracti Leonuri standartsati fluidi(1:2) 20 ml
OO6mwmit 06sem 100 mi

O6opoTHas cTopoHa

OO6muit 06vem 100m

Macca tpaBsl nyctsipauka 10,0 (T.K. HE yKa3aHO COOTHOILICHHE

CBHIPbSI M SKCTPareHTa)

DKCTpaKTa MyCThIPHUKA CTaHIapTU3UPOBaHHOTO *kuakoro 1:2 - 10,0 x 2=20mn



PactBopa natpus 6pomuaa 20% (1:5) 2,0 x 5= 10mxa

Bosr ountiiennoit: 100mi- (20+ 10)=70 mu

[Ipurorosui

[IpoBepun

Otnycrun

Bo ¢dnakoH mas oTmycka opaH)KeBOro cTekya (HaTpus OpOMHJ CBETOUYBCTBUTEIBHBIN) oTMepuBaroT /0
MJI BOAbl ounmieHHOM, 10 mu pactBopa Hatpus Opomuma (1:5), 20 mi 3KCTpakTa-KOHIEHTpaTa
MyCThIPHUKA XKUAKOTO (1:2), XOpOILIO MepeMenBaoT.

@nakoH OpaHKEBOr0 CTEKJIA YKYHNOPHBAIOT IUIOTHO IJIACTMACCOBOM MPOOKOW € HaBHHYUBAIOIICHCS
KphIIIKOM. HakienBaioT Homep peuenta U 3TUKeTKH: «BuyTpennee», «llepen ymorpebienuem
B30aITHIBAThY, «XPAHUTH B IMPOXJIAJTHOM, 3aIIUINEHHOM OT CBETa MECTE», «XPaHUTh B HEAOCTYITHOM IS
JIIETEN MECTE.
OueHka KayecTBa MU CPOKM XpaHEHHUs B amnTeke ocymiecTisiercss B cooTBerctBur ¢ OPC.1.8.0001 —
«JlexkapcTBeHHBIE TTpENapaThl alTeYHOro U3roToBiaeHus» '@ XV,
Cpoku XpaHEHHUs B alTEKe OCYHIECTBISETCS B COOTBETCTBUU ¢ mpukazoM M3 PD ot 22 mas 2023r. Ne
2491 «OO0 yTBEpKIEHUU TPaBUI M3TOTOBJICHUA U OTIYCKa JIEKapCTBEHHBIX IMpenapaToB IS
MEJWIIMHCKOTO  TPUMEHEHHUS  aNnTeYHbIMH  OpraHW3alWsMH,  HMMCIOIIMMH  JIMIEH3WI0  Ha
(apMaleBTUYECKYIO I€ATEIbHOCTDY.

Ananu3 nokymeHTauuu. IIpaBUIBHOCTh HamucaHMs HacrnopTa MUCbMEHHOro KOHTpousisd. IlpaBuibHOCTH
yrmakoBkH u odopmieHus. OTKIOHEHHs B o0beMe JiekapcTBeHHOW (opMbl. OpraHoienTHYeCcKHi
KOHTPOJIb. OnpocHbI KOHTPOJIb CPOK XpaHEHUs 2 CYTOK.

3amanue 95. CuryaroHHas 3aqada

B anrexy mocTynui penent ciIeayromero cCocTaBa:
Rp.: Infusi rhizomatis cum radicibus Valerianae ex 3,0 - 100 ml

Kalii bromidi 3,0
M.D.S. ITo 1 cronoBoii 10kKKe 3 pa3a B JICHb.
1. Cnenaiite HEOOXOIUMBIE PACYETHI U OMUIINTE TEXHOJIOTHIO N3TOTOBJICHUS JIE€KApCTBEHHOTO

npenapara 1o mporucH, BHIOPaB ONTUMAIIbHBINA BapUAHT TEXHOJIOTUN
C UCITOJIB30BAaHNUEM JKHUJIKOTO IKCTPAKTA-KOHLIEHTPAaTa KOPHEBHUIL C KOPHAMU BaJIEPUAHBI.

2. Odopmurte 060pOTHYIO U JINLEBYIO CTOPOHY MACIOPTa MUCBMEHHOTO KOHTpOsl. Onpenenute
1esiecooOpa3Hble BUIbI BHYTpHUANTEUHOr0 KOHTpoJsl. Onpenenute TpedoBaHus Kk opopmiieHuto JID.
3. VYKaxXuTe CpOK M yCI0BUS XpaHEHUs U3rotosiieHHON JID B anTeke.

Ipasunvnwviti omeem:

Rp.: Infusi rhizomatis cum radicibus Valerianae ex 3,0 - 100 ml
Kalii bromidi 3,0

M.D.S. Ilo 1 cronoBoii noxkke 3 pa3a B J€Hb.
[TacopT MUCEMEHHOTO KOHTPOJIS
JInuesascropona Jlara

Ne penenira

Aquae purificatae 79 ml

Sol. Kalii bromidi 20% (1:5) 15 ml
Extr.Valerianae standartisati fluidi (1:2) 6 ml
OO6mmit 066EM 100 Mt

[IpuroroBun (moanuce)

[TpoBeput (MoaIHUCH)

OtnycTuin (MOAMKCH)

Ob6opoTHas cTopoHa

DKCTpakTa BajepuaHbl CTaHAAPTHU3UPOBAHHOTO KuAKOro (1:2)
3,0x2=6mMr

PactBopa kamust 6pomuaa 20%(1: 5)



3,0x5=15mn
Boxrer ounmiennoii 100 - 15 -6 =79 mnn

J1J1s1 M3roTOBICHUSI MUKCTYPhI UCHOJB3YIOT SKCTPAKT - KOHIEHTPAT BaJlepraHbl KUAKUHN (1:2), KOTOpbIit
OepyT B JIBOMHOM KOJINYECTBE K KOJIMUYECTBY KOpHEH ¢ KOpHEBMILAMU Bajepuansbl. [Ipu usrorosieHun
HACTOEB U3 SKCTPAKTOB -KOHIIEHTPATOB MOXHO HCIIOJIb30BATh KOHIIEHTPUPOBAHHBIEPACTBOPHI COJIEH.
Bo ¢uiakon 1t 0TIycKa OpaHXeBOro CTEeKJIa OTMEPUBAIOT 79 MJI BOJbI OYHMILIEHHOM, KyAa 100aBisioT 15
MJI KOHIEHTPUPOBAHHOTO PacTBOpa Kaiusi Opomuzaa, 6 M1 SKCTpaKTa-KOHIIEHTpaTa BaJlepHaHbl KUKOTO
(1:2). Bcé TmiatenbHO B30aITHIBAIOT U OOPMIISIOT K OTIYCKY.
®nakoH yYKYNOpHMBAIOT IUIACTMAcCOBOM TMPOOKOM ¢ HaBUHUYMBAKONICHCS Kpblmikod. Ha ¢iakon
HaksenBatoT Ne perienita. OGopMIISIIOT AITUKETKON «BHYTpeHHee», «XPpaHUuTh B TPOXIIATHOM MECTEM,
«[lepen ymorpeOneHueM B30aNTHIBaTh», «XPaHUTh B HEAOCTYIHOM Ui jaeTed Mectey». HakieuBaroT
HOMEp peLelTa.
OlrieHKa Ka4yecTBa M CPOKU XPaHEHHUs B amnTeke ocyilecTBisercss B coorBeTrcTBUU ¢ ODC.1.8.0001 —
«JIexapcTBEHHBIE MTpEIapaThl alTeYHOro U3roToBiaeHus» ['@ XV,
CpoKu XpaHEHHS B alTeKe OCYIIECTBIAECTCS B COOTBETCTBUM C NMpukazoM M3 PD ot 22 mas 2023r. Ne
2491 «OO0 yTBEp)KIEHUM TPaBUJ M3rOTOBJIEHUS U OTIYCKAa JIEKAPCTBEHHBIX IpernapaToB JUIs
MEIUUUHCKOrO  NPUMEHEHMS  aNTeYHbIMU  OpraHU3alMsIMH,  HMEIOLUMMU  JIMIEH3UI0  Ha
(apMaleBTUYECKYIO I€ATEIbHOCTDY.

AHanu3 noxkymeHtauuu. [IpaBuibHOCTh HalMCaHUS MacnopTa MHUCbMEHHOIO KOHTpoJs. [IpaBuibHOCTH
yIakoBKU U odopmieHus. OTKIOHEHHS B o0ObeMe JieKapCcTBEHHOM ¢opmbl. OpraHojaenTudeckui
KOHTPOJIb. ONpOCHBII KOHTPOIIb CPOK XpaHEHUs 2 CYTOK.

3anmanue 96. CuryarioHHas 3a1a4a

B antexy mocTynui penent cieayromiero cocraBa:

Rp.: Coffeini-natrii benzoatis 0,1

Natrii tetraboratis 0,22

Calcii gluconatis 0,15

Misce ut fiat pulvis

Da tales doses N 6

Signa: ITo 1 nopomky 3 pasa B IcHb

1. Cnenaiite HEOOXOIUMBIE PACYETHI U OMUIINTE TEXHOJIOTHIO H3TOTOBICHUS JIE€KapCTBEHHOTO
npernapara 1o npornucH, BbIOpaB ONTUMAIbHBIN BapUaHT TEXHOJIOTHH.

2. OdopmMuTe 000POTHYIO U JIMIIEBYIO CTOPOHY MAcmopTa MUCbMEHHOTO KOHTpoJsi. Onpenenure
1esnecoo0pasHble BUAbI BHYTPHANTEYHOro KOHTpOJs. Onpenenute TpedoBanus k opopmiienuto JID.
3. YKaxuTe CpoK U YCIOBUs XpaHEHUS U3roToBiIeHHOU JID B anreke.

Ilpasunvnwviii omeem:

Rp.: Coffeini-natrii benzoatis 0,1

Natrii tetraboratis 0,22

Calcii gluconatis 0,15

Misce ut fiat pulvis

Da tales doses N 6

Signa: ITo 1 nopomky 3 pasa B ICHb.

[TpoBepka no3
Kogenna-6en3oara Hatpust
BP/1 0,5 P 0,1

BCJ11,5 ca 0,1x3=0,3

J103b1 HE 3aBBINICHBI

HacnopT IMHUCBbMCHHOT'O KOHTPOJIA
JInuesas cropoHa

Natrii tetraboratis 1,32

Spiritus aethylici 95% VI gtts



Coffeini-natrii benzoatis 0,6
Calcii gluconatis 0,9

M= 2,82

m1 = 0.47 Ne6

[Ipurorosui

[IpoBepun

Otnycrun

(TII1K)

O6opoTHas CTOpoHa

Kodenna narpus 6enzoara 0,1 x 6 =0,6
Hatpus terpabopara 0,22 x 6 = 1,32
Kanerus rimroxkonar 0,15x 6 =0,9
Crupra stunoBoro 95 % -6 xanens
PasBecka 0,1+0,22+0,15=0,47 Ne 6
Macca o6mas 2.82

B crynky Ne 3 na pyunsix Becax BP-1 oremmBaror 1,32 r Hartpus terpabopara u 6 Kamenab cnupra
STUJIOBOTO M3MENBYAIOT (KaK TPYAHOMOPOIIKYEMOE BEIIEeCTBO), 3aTeM A00aBisitoT 0,6 T KopernHa HaTpus
6enzoata (cootHomenue 1:20 He npebiieHo) ¥ 0,9 T KaJbLKS TIIFOKOHATA U CMEIIMBAIOT. JTUKETKU:
«Buytpennee», «XpaHUTh B MPOXJAJHOM, 3AIIUIICHHOM OT CBETa MecTe», «XpaHUTh B HEJAOCTYITHOM
JUISL IETE MECTE.

Jlo otmycka 601bHOMY JIEKapPCTBEHHBIH Mpenapat XpaHUTCs B 3amuparoniemMcs mkady.

OneHka KauecTBa M CPOKH XpaHEHHUs B amTeke ocyiiecTBisieTcss B cooTBerctBun ¢ OPC.1.8.0001 —
«JIexapcTBEHHBIE IIpernapaThl aTeyHoro u3rotosieHus» ['d XV,

Cpoku XpaHEHHUs B alTeKe OCYIIECTBISETCS B COOTBETCTBUU ¢ mpukazoM M3 PD ot 22 mas 2023r. Ne
2491 «OO0 yTBepXKIEHUU TPaBUJ M3TOTOBJICHUS U OTIYCKa JIEKAPCTBEHHBIX MpemapaToB Ui
MEIUIIMHCKOTO  MPUMEHEHHS  aNTeUYHBIMA  OpPraHU3alMsIMH,  HMCIONMMU  JIMIEH3UI0  Ha
(apMaleBTUYECKYIO IEATEIbHOCTDY.

AHanu3 noxkymeHtauuu. [IpaBUIbHOCTH HalMCcaHUsS MacnopTa MUCBMEHHOrO KOHTpous. IIpaBuibHOCTB
ynakoBKu U odopmiieHus. JlomycTumble OTKIOHEHHMsSI B Macce OTAENbHBIX 103. OpraHoienTuyecKuit
KOHTPOJIb. OnpocHbIi KOHTPoJb. Cpok xpaHeHus 14 cyTok.

3anmanue 97. CuryarioHHas 3a1a9a
B anTeky mocTynut penentT ciaeIyronero cocTaa:

Rp.: Sol. Pilocarpini hydrochloride 2 % - 10 ml
D.S. Ilo 2 xarum B 06a ra3a 4 pa3a B JICHb.

1. Cz[enaﬁTe H606X0)II/IMBIG pacyYCThl U OITUIIUTE TEXHOJIOTUYECKUI Imponecc N3roToBJICHUA
TJIa3HBIX KarlCjib 110 IMPOMKCH peUeIiTa.
2. O(bOpMI/ITe O60pOTHy10 " JIMOCBYIO CTOPOHY MACIopTa MMCbMCHHOT'O KOHTPOJIA. OHpe,Z[CJ'II/ITe

1es1ecoo0pa3Hble BU/Ibl BHYTpHANTEUHOr0 KOHTpoJs. Onpenenute TpedoBanus k opopmieHuro JID.

3. YKaxkUTe CPOK U yCI0BUS XpaHEHUs U3roToBiieHHON JID B anTeke.

IIpasunvuviii omeem:
Rp.: Sol. Pilocarpini hydrochloridi 2 % 10 ml
D.S. o 2 xanmu B 06a ria3a 4 pa3a B JIeHb.

[TacnopT NUCEMEHHOTO KOHTPOJIA.

JIuuesas cropona

Brigan:

Pilocarpini hydrochloridi 0,2 r(aBa nerurpamma)
Hara [Tonmucs [ lomyuwn:



Pilocarpini hydrochloridi 0,2 r(aBa nerurpamma)
Hara Iloamuck

Hara No penenra

Aquae purificatae 10,0

Pilocarpini hydrochloridi 0,2

Natrii chloridi 0,046

V=10 ml

IIpocrepunuzoBaHo!

[IpuroroBun  (TOAIHCH)

[IpoBepuin (moamnuce)

OTtmycTu (TTOAKCH)

O6opoTtHas cropoHa  [lunokapnuna

THIPOXJIOpHU/Ia
2-100
x —10

Harpus xnopuna:
SKBUBAJICHT NWJIOKAPIMHA TMAPOXJIOPHUIA IO HATPUS XJIOPULY

0,22 I' NaCl - 1,0 I TWJOKapIuHa TUIPOXIopUIa
X I' NaCl - 0,2 I TWJIOKapIuHa THIPOXJIopUIa
X=0,22x0,2

Macca narpus xmnopuaa 0,09 — 0,044= 0,046 r

C% cyxux BemiecTB B penenre 2,7%

KVYO ne ucnons3ytor.Bosbl ountienHoi 10 mn

B acenTtuueckux ycioBHsSIX B 5 MJI BOJbl OUMIIEHHOM pacTBopstoT 0,1T muiokapnuHa T'MIpOXJIOpUJA.
(ITunoxapnuna rugpoxyopua B konudectBe 0,2 OTBENIMBAET IMPOBH30P-TEXHOJOr B MPUCYTCTBUU
accucrenTta. O6 atom nenaercst ormetka B [ITIK 1 Ha 060poTHOM cTOpOHE pelenTa.) 3aTeM OTBEIIUBAIOT
0,05 r HaTpust XJI0pUAa U pacTBOpstOT. PacTBOp GMIbTPyIOT BO (PrIakoH Ui OTIYCKa Yepe3 CTePUIIbHBII
¢uIbTp, MPOMBITHIM BOJOW OUMIEHHOW. DUIBTP HPOMBIBAIOT 5 MJ BOJbl OYHMIIEHHOH C IEJbIO
COXpaHEHMsI KOHIIEHTPALUMU U 00beMa pacTBopa.

PactBop mpoBepslOT Ha OTCYTCTBHE MEXAHMYECKHX BKIIOUEHUMN, YKYNOPHUBAIOT «I0J OOKaTKy» M
crepunu3yroT npu 120 °C — 8 MuHyT.

®makoH O0QOPMIISIOT ATUKETKOW C CUTHAJIBHOW TOJIOCOM pPO30BOTO I[BETA IS TJIa3HBIX Karelb, Ha
KOTOPOH yKa3bIBarOT HOMepa anTeku, peuenta, @O 601pHOT0, Cr1ocod NpuMEHEeHHUI.

JlexapcTBeHHYIO0 (hOpMY OIEYaTHIBAIOT CYprydyHOM IeuyaThlO, BBIMMCHIBAIOT CUTHATYpy. HaknenBaroT
IIPEyNPEAUTEIBHBIE ITUKETKN: «XpaHEHUE B 3AIMILEHHOM OT CBETA MECTEY,
«CtepuibHO», «O0palaThCsi ¢ OCTOPOKHOCTBIO», «XPaHUTh B HEJOCTYITHOM Uil Aered Mecte OneHka
KauecTBa W CpPOKHM XpaHEHHs B amnTeke ocymectsisiercs B coorBerctBuM ¢ ODC.1.8.0001 —
«JIekapcTBeHHBIE ITpenapaTsl aTeyHoro U3rotosieHus» I'd XV.
Cpoku XpaHEHHUs B alTEKe OCYHIECTBISETCS B COOTBETCTBUU ¢ mpukazoM M3 P® or 22 mas 2023r. Ne
2491 «OO0 yTBEp)KIEHUU TPaBUJ M3IOTOBJIEHHUS U OTIYCKa JIEKApCTBEHHBIX IMpernapaToB JUIs
MEAMIMHCKOTO  TIPUMEHEHUS  aNTeYHbIMU  OpraHu3aldsMH,  HMMEIOIIMMHU  JIMLIEH3UI0  Ha
(apMaleBTUYECKYIO AEATEIbHOCTDY.

AHanu3 JIOKYMEHTAanuu: Pelent BbIMUCAH TPaBUIbHO. VHTpEIHEHTHl COBMECTHMBI. PacueTsl
ClleNiaHbl TPaBHIBHO, MACHOPT NMUCHbMEHHOTO KOHTPOJS BBINMKCaH, BepHO. OTKIOHEHHE B 00beMe
JekapcTBeHHOH (opmbl. OTKIIOHEHHE B JIO3MPOBKE JIEKAPCTBEHHOrO BemiecTBa. I[IpaBHIIBHOCTH
YIIaKOBKH U 0(OPMIICHUSI.

OuKCHPYIOT PaBUWIBHOCTH cTeprim3anui. Cpok xpanenus — 30 cyTok

3amanne 98. CuTyanrioHHas 3aa4da
B anTexy mocTynwt penentT CIeayromero cocTaBa:

Rp: Sol. Zinci sulfatis 0,5 % 10 ml
Acidi borici 0,2



D.S. ITo 2 xarnuu B 06a ra3a 4 pasa B ICHb.
1. Crenaiite He0OX0OAUMBIE PACUEThI U OMUIINUTE TEXHOJIOTUYECKHIA IPOIIECC U3TOTOBICHHUS
[JIA3HBIX Kamellb MO MPONUCH pelenTa, BHIOpaB ONTHUMAaIbHBIA BapuUaHT TEXHOJOTUU C
UCTIOJIb30BaHNEM KOHIICHTPUPOBAHHBIX PACTBOPOB JICKAPCTBEHHBIX BEILECTB.

2. OdopmuTte 060pPOTHYIO U JIMIEBYIO CTOPOHY MACIOpTa MUCbMEHHOT0 KOHTpoust. Onpenenure
1esiecoo0pa3Hble BU/Ibl BHYTpUANITEUHOr0 KOHTpoJs. Onpenenute TpedoBanus Kk opopmieHuro JID.
3. VYKaxXuTe CpOK U yCI0BUS XpaHEHUs U3rotosiieHHON JID B anTeke.

Ilpasunvhwiii omeem:

Rp: Sol. Zinci sulfatis 0,5% 10 ml

Acidi borici 0,2

D.S. [To 2 xanum B 00a ria3a 4 pasza B JIcHb

[TacnopT NMCbMEHHOTO KOHTPOJIS
JIuuesas cropona

Ne penerira narta

Aquae purificatae 2,5 ml

Sol. Ac. borici 4% 5 ml

Sol. Zinci sulfatis 2% 2,5 ml Sterilis
V=10 ml

[Ipurorosuin

[TpoBepun

Otnycrun

O6opoTHas CTOpoHa

[{unka cynsgara 0,05

Hatpus xnopuaa (3 nuska cyiabdara = 0,12)
1,0 Hunka cynbdara — 0,12 Hatpus xsiopuaa
0,05 Iunka cynbdara — X HaTpUs XJI0pUIa
x=0,006

Bopuoit kucnotsr 0,2

Harpus xnopuzaa (3 6opaoii kucnotsr = 0,53)
1,0 bopHoii kucnotsl — 0,53 HaTpHs XJT0pUIA
0,2 bopHoi1 KuCIOTBI — X HAaTpUA XJIOpHIA
x=0,106

Ha uzoronupoanue 10 mi Bosibl Heo6xoaumo 0,09 HaTpus xjmopuaa
0,006+0,106=0,112

0,112 >0,09 => kannau runepToHuYeCKue
Pacuer KOHIIEHTPUPOBAHHBIX PACTBOPOB:
PactBopa 2%unKa cynbdata 2,5 M

2,0 -100 mn

0,05 -x x=25

PactBopa 4% xucnotel 60pHOM SMmi

4.0 —100 mu
0,2—-x
X =5 M

B acenTuueckux yciIOBHMSIX B CTEPWIbHBIN OTIYCKHOM (JIakOH OTMEpHBAIOT 2,5 MII BOJBI
ounilieHHOH, ctepunu3ytoT npu 120°C 8 mun. [locne crepunu3zanuu U 0XJIaxACHUS B OTIYCKHOM
¢drakoH orMepuBaroT 5 Mt 4% CTEpPHIIHHOTO.

KonnenrpupoBanHoro pactBopa 60pHOM KUCIOTH U 2,5 M 2% CTepHIIBHOTO KOHLIEHTPUPOBAHHOTO
pacTBopa IMHKa CyJibdara.

DakoH yKYMOPUBAIOT M0/ OOKATKY.

O opMISIOT OCHOBHOM ATHKETKOM: «I J1a3Hble Kariny, IpeaylnpeauTeIbHbIMA HAAMUCIMU:



«IIpuUroToBIEHO «aCENTHUYECKN», «XPAHUTh B IPOXJIATHOM U 3alLUIICHHOM OT CBETA MECTEM,
«XpaHUTh B HEIOCTYITHOM ISl JE€TEH MECTe», OTAEIbHBIM peuenTypHbIM HomepoM. Ha sTukerke
ykazbiBatoT Ne anreku, @O OosbHOTO, C10c00 NPUMEHEHUS, AATy U3TOTOBJICHHUS.
OlrieHKa KayecTBa U CPOKHM XPaHEHMS B anTeke ocyiiecTBisiercss B cootBeTcTBUuM ¢ ODC.1.8.0001 —
«JIexapcTBEHHBIE ITpENapaThl anTe4YHOro U3rotoBiaeHus» ['d XV,
CpoOKu XpaHEHHS B alTeKe OCYIIECTBIISAECTCS B COOTBETCTBUU C IpukazoM M3 P®D ot 22 mas 2023r. Ne
2491 «OO0 yTBEep)KIEHUHM TPABWJI H3TOTOBIECHUS M OTIYCKAa JEKApCTBEHHBIX IPENapaToB s
MEIUIUHCKOrO  IPUMEHEHUs  aNTeYHbIMH  OPraHM3alusMH, HUMEIOIIMMH  JIMLEH3UI0  Ha
(bapMaleBTUYECKYIO 1€ATEILHOCTDY.

AHanu3 nokyMmeHTauuu: PenenTt BblnucaH IpaBWIbHO. VHrpeaueHTsl COBMECTUMBL. Pacuersl
cleNaHbl MPAaBHJIBHO, MAacCHOPT MHCbMEHHOTO KOHTPOJISl BBINMHMCAH, BepHO. OTKIOHEHHE B 00bEeMe
JeKapcTBeHHOH (opmbl. OTKIOHEHHE B JO3MPOBKE JIEKAPCTBEHHOI'O BellecTBa. lIpaBMIIBHOCTH
YIIaKOBKU U 0(pOpMIICHUSI.

QUKCHPYIOT MPABMIIBHOCTD cTepriin3aiui. Cpok XpaHeHUs: —2 CYyTOK

3ananue 99. CuryanrionHas 3agada

B AllITCKY IMOCTYIIHII PCUCIT CICAYIOLUIETIO0 COCTaBa:
Rp.: Acidi salicylici 0,1

Vaselini 10,0

M.D.S. Hanocuth Ha KOXKY.
1. Cnenaiite He0OXO0IMMbIE pACUYEThl U ONMUILIUTE U3TOTOBJICHHE JIEKAPCTBEHHOTO Mpernapara 1no
MIPOITMCH, BBIOPAB ONTHMAJILHBIM BAPUAHT TEXHOJOTHH.
2. OdopmMuTe 000POTHYIO U JIMILIEBYIO CTOPOHY MAaclopTa MUCbMEHHOT0 KOHTpoJsi. Onpenenure
1eIeco00pa3Hbie BUABI BHYTPHANTEUYHOTO KOHTpOJsi. Onpenenute TpedoBanus kK odopmiieHuto JID.
3. VYKaxuTe CpoK U YCIOBUS XPAHEHUS U3rOoTOBICHHOU JID B anTek

Ilpasunvuuviii omseem:
Recipe: Acidi salicylici 0,1
Vaselini 10,0

M.D.S. HanocuTth Ha KOXY.

HacnopT IMUCbMCHHOT'O KOHTPOJIA
JluneBas ctopoHa
Hara Ne peuenra
Acidi salicylici 0,1
Vaselini 10,0
Oo6mas macca 20,0

[TpuroToBUI(TIOAMIHCH)
[IpoBepui (moanucs)
Otnyctun (OAMUCH)
O6opoTHas CTOpoHa
Konuentpanusteepaoii ¢asb
0,1-10,0
x —100,0 x =1%
5% > 1%, HeoO6X0AMMO M3MeNbYaTh B MPUCYTCTBUU BCIOMOTATENbHON YKUIKOCTH, POJCTBEHHON K
OCHOBE
Macna BazenmunoBoro 0,1 : 2 =0,05 (3 xar.)
Macca mazu 10,0+0,1=10,1
Conepxanrie TBepI0i ¢a3bl (KUCIOTHI CATUIIIOBOI) — 1%.
[IponricaHHOE KOJMYECTBO CAJIHMIIMIOBOIM KHCIOTHI HE 00ECIeYrBaeT pacTBOPHMOCTH B ocHOBe. Ee
HE0O0X0/MMO BBECTH MO THUMY cycneH3uu. B crynky momemiaror 0,1 camumuioBOd KHUCIOTH U
TIIATEIBHO pacTHparoT ¢ 3 KarusiMu BazenuHoBoro Macia (0,05 mo macce), Tak Kak MpoNUcaHHas



OCHOBa YTJIEBOJIOPOJIHOTO XapakTepa (pojAcTBeHHa BazenuHy). K m3MenbueHHOMY TakuM 00pazom
npernapary 4acTsMU J00aBIISIIOT Ba3eIHH U TOMOT€HU3UPYIOT 10 OAHOPOTHOCTH.

Ma3sp MOMEMmAIoT B CTEKISHHYIO OaHKY ¢ HABUHYMBAKOMICHCS KPBIIIKON C MOJUIOKECHHBIM IO HEe
KYCOYKOM CTEpHJIbHOM NepraMeHTHol Oymaru. HakienBatoT HoMep perenta.

Odopmasitor sTukeTkoit «HapyxkHoe» ¢ ykazanuem Homepa anteku, ©.M.0. GombHOTO, criocoba
NPUMEHEHHUs, JaTbl W3TOTOBJIEHUS, LEHBI, MPEAYNPEIUTEIbHBIMU HAANUCIMU: «XpaHUTh B
IPOXJIAJHOM, 3alIMILEHHOM OT CBETa MECTe», «XpaHUTh B HEIOCTYIHOM JUIsl eTeil Mecte». OLeHKa
KauyecTBa M CPOKU XPpaHEHHUS B allTEKe OCYIIECTBISIETCS B COOTBETCTBUM TpukazoM M3 P® ot 22 mas
2023r. Ne 2491 «O0 yTBEp>KICHUH MPABHII U3TOTOBJICHHSI M OTITYCKA JICKAPCTBEHHBIX MPENapaToB s
MEIUIUHCKOTO  IPUMEHEHUs  aNTeYHbIMU  OPraHU3alusMH, HUMEKOLIUMMH  JIMUEH3UI0  Ha
(dapMaleBTUYECKYIO 1€ATEIbHOCTh)

Ananu3 jgoKkyMmeHTanuu: Pement BbIIMCaH MNpaBWIbHO. MHrpeaueHThl coBMeCTUMBI. Pacyersl
C/IeJaHbl NPAaBUIbHO, NACIOPT MHUCBMEHHOTO KOHTPOJS BbIMMcaH, BepHO. OTKIOHEHHWE B Macce
JexapcTBeHHOH Gopmbl. [IpaBUIBHOCTD YyTaKOBKH U 0()OPMIICHHUS.

Cpok xpanenust — 14 cyTok.

3ananue 100. CutyannonHas 3aaaya

B AIlITCKY MMOCTYIIUJI pCUCHT CICAYIOUIETO COCTaBa:
Rp.: Ung. Acidi borici 5 % 10,0
D.S. Brupatb B mopaxxeHHbIE YIaCTKH KOXKHU.

1. Cnpenaiite HeoOXoauMBbIE pacuyeThl U ONUIIMTE U3TOTOBJIEHUE JIEKAPCTBEHHOTO Iperapara Io
MPOTIHCH, BHIOPAB ONTUMAIILHBINA BAPUAHT TEXHOJIOTHH.

2. Od¢opmure 00OpPOTHYIO U JIMIEBYI0 CTOPOHY MAcHOpTa MHUCbMEHHOro KOoHTpoussd. Ompenenure
1iesiecooOpa3Hble BUIbI BHYTPHANTEYHOr0 KOHTpois. Onpenenure TpedoBaHus K 0pOpMIICHHIO
JD.

3. YKaxuTe CpOK M yCJIOBHUS XpaHEHHUs H3roToBjIeHHOM JID B anTeke.

Ilpasunvrwviii omseem:
Recipe: Ung. Acidi borici 5 % 10,0
D.S. Brupats B mopaxeHHbIE YIaCTKU KOXKHU.

[Taciopt MMMCEMEHHOTO KOHTPOJIA
Jluuesas cropoHa

Mara Ne penenra

Acidi borici 0,5

Vaselini 9,5

Oo6mas macca 10,0

[TpurotoBun (MOAMKUCH)
[TpoBepuu (moAmnuch)
Otnyctun (MOAMKUCH)

Ob6opoTHas cTopoHa
Kucnoter 6opHOi

B 5,0-100,0
X -10,0
x=0,5

Baszemuna — 10,0 -0,5=9,5
Oo6m1as macca 10,0

Breimmncana Masp cycnensus Ha ruapodoOHoi ocHoBe. ConepkaHue TBepAod a3kl (KUCIOTHI
6opHoit) — 5%. Ee HeoOxoaumo BBeCTH 1O TUIy cycnieH3uu. B papdopoBoil BeimapuTenbHON Yalike



Ha BOJAAHON Oane pacmamisor 0,25 BasenuHa npu Temmeparype He Bbime 40-50 °C, wim xe
UCTIOJIB3YIOT IIPUEM HMCIIOJIb30BaHMsI TEIUION CTYIIKH, 4TO sIBJIsieTCs OoJiee pallMoOHaIbHBIM. B Ternyio
cTynky nomemaroTr 0,5 kuciaoTel OOpHOW M THIATENBHO pacTHpaioT BHavaie ¢ 0,25 r Bazenuna. K
U3MEJIBYCHHOMY TakuM oOpa3oM Ipenapary uacTsaMH [J0OaBJIAIOT OCTaBIUMIICS Bas3eluH U
NEPEMEIIUBAIOT A0 OTCYTCTBUS BHIUMBIX YACTHIl KHCIOTHI OOpHOW. ['OMOT€HM3HPYIOT 1O MOJHOM
OTHOPOAHOCTH.

Masp OMENIaoT B CTEKIISTHHYIO 0aHKY C HAaBUHYHMBAIOIICHCS KPBIIIKON C MOJIOKEHHBIM O] Hee
KyCOYKOM CTE€pHJIbHOW NeprameHTHoi Oymaru. HaknenBaror Homep peLenta.

Odopmirsitor sTukeTkoir «HapyxkHoe» ¢ ykasanuem Homepa anteku, P.J.0. GonpHOrO, crocoba
IPUMEHEHHUS, JaTbl W3TOTOBJIEHMS, LEHBI; NPEAYNPEAUTEIbHBIMU HAIIUCAMU: «XpaHUTh B
IIPOXJIATHOM, 3alIUILEHHOM OT CBETa MECTE», «XPaHUTh B HEIOCTYITHOM ISl JETEU MECTE.
OneHka Ka4ecTBa U CPOKM XpPaHEHUsI B alITEKE OCYLIECTBIIETCS B COOTBETCTBUM ¢ Ipuxkazom M3 PD
ot 22 Mmas 2023r. Ne 2491 «OO0 yTBEpKICHUW TMPABWJI HU3TOTOBJIICHHS U OTITYCKa JIEKAPCTBEHHBIX
IIPENnapaToB s MEJUIIMHCKOTrO IPUMEHEHHUS allTeYHbIMU OpraHU3alusIMU, UMEIOLMMU JIMIIEH3UI0 Ha
(apMareBTUYECKYIO AEATEIbHOCTb)

AHanu3 JOKyMEHTAIMK: Pernent BeIMCaH MPaBWILHO. VIHTpeIueHThl COBMECTHMBI. PacueTsr
CIeNIaHbl IPaBUWIIbHO, MACTIOPT MUCbMEHHOTO KOHTPOJIS BhIMKCAaH, BepHO. OTKIOHEHHE B Macce
JIeKapCTBEHHOH (opMbl. [IpaBHIIEHOCTH YITAKOBKH U O(OPMIICHHSI.

Cpoxk xpanenust — 14 cyTok.

IIK-5:
3aoanus 3aKpelmo2o muna:
3ananue 1. Mnctpykuus: BeiGepure oiluH NpaBUIbHBIA OTBET.

[lpu odopmieHUH Ma3HW, H3TOTOBJICHHOW TI0 PEICITY:
Amnecresnna 0,5

Hosoxkaunna 0,5

Jlanonuua 2,0

Baszemuna 10,0

Crnenyetr 0ohOpMUTH dTUKETKY C CUTHAJIBLHOM MOJIOCOM 1IBETA:
1) opamxeBoro

2) pO30BOTO

3) cunero

4) 3eJeHO0TO0

Ilpasunvhoiti omeem: 1. opaHKEeBOTO
3ananne 2. MHCTpyKIMs: BeiOepure oiuH MpaBHIIbHBINA OTBET

[Ipu odopmiieHnn Ma3u, U3TOTOBJICHHOU O PEIENTY
Amnecresnna 0,5

Hosoxauna 0,5

Jlanonnua 2,0

Baszenmunua 10,0

CpoOK rOIHOCTH Ma3H COCTABHT:

1) 2 cyrok

2) 30 cyrok

3) 14 cytok

4) 3 cytok

IIpasunvnoviii omeem: 3. 14 cytok

3amanwne 3. Unctpykius: Beibepurte oMH MpaBUIbHBINA OTBET



KonuenTpupoBaHHbIE pacTBOPBI U3TOTABINBAIOTCS:

1) B acenTUYECKUX YCIOBHUAX Ha BOJIC OUHUIICHHOM

2) B aCENTHYECKHX YCIOBHUAX Ha BOJE IS HHbEKIIUI

3) B acenTHYECKHX yCJIOBUAX HA BOJIC BOAOIPOBOTHON

4) B MOMEIICHHUSX OOIIEro Ha3HAYEHUS Ha BOJC ISl MHBCKI[HIA

Hpa@uﬂbelﬁ omeem: 1. B aCENITUYECKUX YCJIOBHAX HA BOAC O‘lHH.[CHHOﬁ

3ananue 4. UHCcTpyKums: BeibepuTe oiMH NMPaBUIILHBIN OTBET

ITpu M3rOTOBICHUU MUKCTYP B IIEPBYIO OYEPE/Ih K BOJIE OUUIIICHHONBBOIST
1) Tpuryparuu

2) HaCTOUKH

3) KOHIICHTPUPOBAHHBIE PACTBOPBI

4) BemecTBa, HAXOSIIMECS HA IPEAMETHO-KOJINIECTBEHHOM yUeTe

Hpaeuﬂbelii omeem: 4. BCIICCTBA, HAXOAAIHUECS Ha TPCAMETHO-KOJINYCCTBCHHOM YUCTC

3ananue 5. Mnctpykuus: Beibepure oiuH NpaBUIIbHBIA OTBET

Kakoe komnuecTBO ChIpbs HCO6XO,I[I/IMO B3ATb IJIA TOJIYUCHUSA 200 MUIHACTOS JIMCTHEB Kpal’II/IBbI‘.7
1) 40,0r

2) 20,01
3) 05r
4) 10,0r

Ipasunvnviti omeem: 2. 20,0
3ananue 6. MHCTpyKIMs: BeiOepure oiuH MpaBHIbHBINA OTBET

K cynno3utropHsiM 0CHOBaM MpeAbSBISAIOTCA CIEIyIOINe TpeOOBaHUS
1) HOMKHBI OBITH TOCTATOYHO TBEPBIMHU TIPH XPAaHCHHH

2) IOJDKHBI MPOSIBIISATH TEPANeBTUUCCKHI Y dekT

3) IOKHBI KIMETh TEMIIEpaTypy miasieHus 36,6°C

4) He TOJHKHBI B3aUMO/ICHCTBOBATH C JIEKAPCTBECHHBIMU BEIIECTBAMHU

Hpaeuﬂbelﬁ omeem: 4. He JOJIKHBI B3aI/IMO)I€I\/'ICTBOBaTB C JICKAPCTBCHHBIMHU BCIICCTBAMHA

3ananue 7. UHCcTpyKuus: BeiGepuTe oMH NpaBUIIbHBIA OTBET

VYxkaxwure 0COOEHHOCTH BHYTPHAIITEYHOTO KOHTPOJIS KAUECTBA JETCKUX JIEKAPCTBEHHBIX (hopM
(Bo3pact 110 1 rozna)

1) 100 % X¥MHYECKHIi aHATH3

2) 50 % opraHoNeNTHYECKUN KOHTPOJIb JIEKAPCTBECHHBIX (DOPM [Tl BHYTPEHHETO IPUMECHEHHSI

3) BBIOOPOYHBII XUMUUECKHI aHAIN3

4) TOIBKO Ka4eCTBEHHBIN aHAITN3

Ipasunvrviti omeem: 1. 100 % xumudeckuii aHanmu3

3ananue 8. Unctpykuus: Boibepure ouH NpaBUIBHBIA OTBET
K msrkum nekapcTBeHHBIM (pOpMaM HE OTHOCSATCS

1) [Mnacteipu
2) Mactmiiku
3) Macter



4) JKeBaTenbHbIC PE3UHKH
Ipasunvnwviti omeem: 2. [lacTriku

3amanue 9. UHCTpyKIMs: BeibepuTe 0MH MPaBUIILHBINA OTBET

[To Tumy cycneH3uu B Ma3eBYI0 OCHOBY BBOJSIT
1) Cepebpa HuTpaT

2) HoBokauu

3) Bucmyra HUTpAT OCHOBHOM

4) IudenruapaMuta ruIpoXI0pHIL

Ilpasunvroviti omeem: 3. BucmyTa HUTpaT OCHOBHOM
3amanue 10. UHCcTpyKIMs: BeibepuTe oMH MpaBUIBLHBIA OTBET

I[Tpu uzrorosnaennu 500 M1 pacTBOpa-KOHIIEHTpaTa Maruus cyiabdara 25% B MepHOit KoyiOe, B
NEPBYIO O4epeb B KOJIOY

1) oTBermMBaOT Maruus Cyiabhar

2) OTMEPUBAIOT BOIY

3) ormepuBaroT 1/2 yacTh BOIBI

4) ormepuBarot 1/10 yacts BOIBI

Ilpasunvnviti omeem: . OTBENIMBAIOT MarHus cCyabgar

3ananue 11. UucTpykuus: Beibepute ot npaBuiIbHbBINA OTBET
M3roToBieHHbIN KOHIIEHTPUPOBAHHBINA pacTBOpa Kajius OpoMu/ia OJIBEPratoT aHAIN3Y:

1) opraHoJENTHYECKOMY

2) TOJIBKO KaUe€CTBEHHOMY KOJIMYECTBCHHOMY

3) MOJHOMY XHMHUYECKOMY

4) MIOTHOCTH pacTBOpa

5)

Ipasunvusiti omeem: 3. MOTHOMY XUMHUYECKOMY

3ananue 12. UnacTpykuus: BeibepuTte oauH MpaBUIIBHBIA OTBET
Cpok TOJHOCTM KOHLEHTPUPOBAHHBIX pAcCTBOPOB, PEKOMEHAYEMBIX IJIsi OTMEPHUBAHMS
OIOpETOYHOM YCTaHOBKH, pErJIaMEHTHPYET

1) npuka3 Ne308 M3 PD
2) npuka3 Ne2491 M3 PO
3) npuka3 Ne183 M3 PD
4) T® PD XV uznanus

Ipasunvroiii omeem: 4. T PO XV uznanus

3ananue 13. UHcTpykuus: BeiObepuTte oauH NpaBUIIbHBIN OTBET

nus3

KoHieHTpanus pacTBOpOB - KOHIICHTPATOB, PEKOMEHAYEMBIX IS OTMEPUBAHUS W3 OHOPETOYHON

YCTaHOBKH, PErJIaMEHTHPYET
1) npukas Ne2491 M3 PO

2) mpukas Ne308 M3 PD

3) npuka3 Ne183 M3 PO

4) I'®d PD XV uznanust

Ipasunvnoiti omeem: 4. 'O PO XV uznanus



3aganue 14. Udcrpykuus:  Boibepure  OOMH  TpaBUWIBHBIA  OTBET
KoHueHTprpoBaHHBIE paCTBOPHI HE PEKOMEHIYETCsl U3rOTaBIMBATh U3BEIIECTB!
1) rUrpOCKOMMYHBIX

2) BBIBETPUBAIOIINXCS
3) coaepKalMx 3HAUUTEILHOE KOJUYECTBO KPUCTAILTM3ALIMOHHOMN BOIbI
4) moaneKaIMX MPeIMETHO-KOJIMYCCTBCHHOMY YUETY

Ipasunvnviti omeem: 4. NOANEKAMMX NPEIMETHO-KOIMYECTBEHHOMY YYETY

3amanwne 15. UaCTpyKIMs: BeibepuTe ouH MpaBHIIbHBIA OTBET

Omnpenenute 00bEM BOBI, HEOOXOAUMBIN U1 TpUroToBIeHHUs 180 MJI HACTOS KOPHEBUIIL C KOPHSIMHU
BaJIEPHAHBI, €CITM K03()(HUIIMEHT BOAONOTIIONICHHS ChIPhs paBeH 2,9

1) 232.2mn

2) 206,1ma

3) 185,2mn

4) 197,4mn

Ilpasunvnoiti omeem: 4. 197,4mn
3ananue 16. Mnctpykuus: Beibepute oauH MpaBUIbHBIA OTBET

JlucniepCMOHHOM Cpeioi SBIsIETCS BOJA, CYCIIEH3HIO 00pa3yeT
1) kamdpopa

2) mpoTapro

3) nercuu

4) roroko3a

Ilpasunvnuviti omeem: 1. xamdopa
3ananue 17. Uuctpykuus: Beibepute oquH npaBUIbHBIN OTBET

B Ma3zsx-cycneH3usX JeKapCTBEHHBIC BEIIECTBA B KOHIEHTpauuu 5% u 0Oornee M3MENbyUaroT C
TIOMOIIIBIO

1) rmunepuna

2) BOJBI

3) wacThio Macna

4) 4acThIO PACILIABICHHOW OCHOBBI

IIpasunvnviti omeem. 4. 4YacTbIO PpACIUIABIEHHOW OCHOBBI

3ananue 18. UHcTpykuus: BeiGepuTe o1H NpaBUIbHBINA OTBET

Jns uamenbuenus 3,0 GpeHmncanuumiara cieayeT B3sTh CIUpTa STHIOBOTO
a) 10 xamens

0) 15 kamenn

B) 20 xamnens

r) 30 Kanensb

Ipasunvnwviti omeem: 4. 30 xamnenb

3ananue 19. Unctpykuus: BeiObepure oauH NpaBUIbHBIN OTBET

[Topomiku, coaepxaiiue kambopy, YIaKOBBIBAIOT B KATNCyJbI U3
a) mepraMeHTHON Oymaru



0) mapadhuHUPOBAHHOM Oymaru
B) mhcuedl Oymaru
I') BOILIEHOM Oymaru

Ilpasunvnviti omeem: 1. neprameHTHOMN Oymaru

3amanue 20. UHCTpYyKIMs: BeiOepuTe 0IMH MpaBUIBHBIN OTBET

[Ipy U3rOTOBJICHHUH CIOKHBIX TOPOLIKOB KPACSAIIHE BEIECTBA H3METbYAIOT
1) co ciuprom

2) B IIEPBYIO OYepE/ib

3) MeXy CJIOSMH HEKpPACSIIMX BEIIECTB

4) co cupTO-BOTHO-TIIUIIEPUHOBOM CMECHIO

Ilpasunvrwviti omeem: 3. MEXIY CIOSIMH HEKPACSIIUX BEILECTB
3ananue 21. Muctpykuus: Beibepure oauH MpaBUIIbHBINA OTBET

I[Tpu U3roTOBJICHHH HACTOEB U3 CHIPHSI, COMCPIKAIIECTO ATKATOHMIBI, K BOJIE JOOABIISIOT KUCIOTY:
1) cepuyio

2) pocdopryro
3) XJIOPHCTOBOIOPOTHYIO
4) yKCYCHYIO.

IIpasunvubiti omeem: 3. XIOPUCTOBOAOPOIHYIO
3ananue 22. Unactpykuus: Beibepure oquH NpaBUIbHBIN OTBET

Hacroi TpaBbl IIYCTBIPHUKA IIPHU OTCYTCTBHUU YKa3aHHA B PCUCITEC U3roTaBJIMBAOT B COOTHOIICHUUN
1) 1: 30

2)1:10

3)1:5

4) 1: 400

Ipasunvnwviti omeem: 2. 1: 10
3ananue 23. Mactpykuus: Beibepute oauH NMpaBUIbHBINA OTBET

B acenTuueckux yCIIOBHSIX H3rOTaBIMBAIOT Ma3hb

1) Ha3ambHYIO

2) ¢ IeKapCTBEHHBIM BEIIECTBOM, MOICHKAIIUM MPEAMETHO-KOIUMIECTBEHHOMY yUIETy
3) ¢ aHTHOHOTHKOM

4) pe30pOTUBHOTO JICHUCTBHS

IIpasunvubiti omeem: 3. ¢ aHTUOMOTUKOM
3ananne 24. MUnctpykuus: BeibepuTe oMH MpaBUIIBHBIA OTBET

B penente He ykazaHa KoHIEHTpamusi Ma3u. M3 BemecTB oO0Iero cnucka Masb TOTOBST B
KOHIIEHTpalluu

1) 1%

2) 3%

3) 5%

4) 10%



Ipasunvnoviti omeem: 4. 10%
3ananue 25. Mnctpykuus: Beibepure oauH NpaBUIIbHBIA OTBET

ITpy M3rOTOBICHUH CYIIIO3UTOPHEB METOOM PYIHOTO (POPMUPOBAHHUS IPUMEHSIOT OCHOBBI
1) BuTencon

2) JKeaTUHO-TJIUIICPUHOBYIO

3) Macio Kakao

4) crnassl [10I°

Ipasunvuwiti omeem: 3. Macio Kakao

3adanus omkpvimo2o muna:

3amanue 26. MHCTpyKIMs. BMecTo nmpodepka BIUIIKUTE CIIOBA:

Pexxum crepunm3anuy TEXHOJIOTUYECKON OJEXKIbl B IIAPOBBIX CTEPUIM3ATOPAX U BPEMs XPAHECHUS
?

Ipasunvnviti omeem: 120°C B Teuenue 45 MuHyT He OoJjiee 3 CyTOK.

3amanue 27. UacTpykuus. Bmecto npodyepka BOUIIUTE CIOBA!
CMeHa caHUTapHOM OJIeK bl pAOOTHUKOB aNTeK JOHKHA IPOBOJAUTCS HE PEXKE_B CMEHY.

Ilpasunvnoiti omeem: 1 paza.

3ananue 28. MHcTpyKius. BMmecTo mpodyepka BIUIIUTE CIOBA:
Bopa ouniieHHas MOXET XpaHUTCS B aliTeKe He Ooliee CYTOK.

IIpasunvnviti omeem. 3 CyTOK
3ananue 29. UHcTpykuus. Bmecto npoyepka BOUIIUTE CIOBA:

s o6paboTku pyk Bbl OyleTe MCHOJB30BATh MEpE] HayaloM H3TOTOBJICHHS MpPENnapaToB, NPHU
OTCYTCTBUH JIPYTUX J1€3UH(UIHPYIOLINE CPENICTB. .

Ipasunvusiti omeem: 0,5% pactBop xmopamuna b

3amanne 30. MaCTpYyKIMs. BMecTo nmpodyepka BOUIIUTE CIOBA!
YOopKy MPOU3BOICTBEHHBIX MOMEIICHHI (PUKCUPYIOT B )KypHAJIe yueTa

Ipasunvuwiti omeem: IlpoBeneHus: yoopok
3ananue 31. MHCcTpyKuusa. Bmecto npoyepka BOUILIUTE CIOBA:

[TpocTepunuzoBaHHble: BaTa, Mapis, neprameHTHas Oymara, (UIBTPbI 0 BCKPBITHS OHKCOB
XpaHATCA B alTEeKe B TEUEHUE 4acoB.

Ipasunvroviti omeem: 72 4acoB

3ananue 32. MHcTpykuusa. Bmecto npoyepka BOUIIUTE CIOBA!
VYkaxkuTe MaTepualibl Jisl KOTOPBIX BbI HCIIOJIb3YETE XUMUYECKYIO CTEPUIIM3AIINIO PACTBOPAMHU _.

IIpasunvhviti omeem: IlonuMepHble MaTepUalIbl

3ananue 33. MHCcTpykuus. Bmecto nmpodyepka BIMIIUTE CIIOBa:
WuTepBan BpeMeHH OT Hayala U3TOTOBJIEHUSI HHBEKIIMOHHBIX U MH(Y3UOHHBIX PaCTBOPOB JI0 Hayaia



CTCpUIN3alluU HC JOJIKCH NPCBLIIIATH

Ilpasunvuviti omeem. 3 4aca

3ananue 34. Uactpykuus. BmecTo npodepka BOHMIIKMTE CIOBA:
Jns mpurotosienus 100,0 2% mas3u ¢ MEHTOJIOM CTYZIEHT JOJDKEH B3SATh:BA3€IMHA____M MEHTOJIA

Ipasunvnwviti omeem: BazenuHa 98,0 u menrtona 2,0

3ananue 35. MHcTpykuus. Bmecto nmpodyepka BIMIIUTE CIOBA:
[Ipyr M3roToBIEHUM AEPMATOJIOIMYECKOM Ma3d C Pe30pLHHOM (hapMaleBT pacTBOPUI PE3OPLMH B
BOJIE M CMeEILIaJl paCTBOP C PacIUIaBJIEHHBIM Ba3€JIMHOM. €ro JEHCTBUS CIENYET OLIEHUTDh KaK

Ilpasunvruiti omeem: HEBEpHbIC

3ananue 36. MHCcTpyKuums. Bmecto nmpodyepka BIHUIIUTE CIIOBA:
KomnnyectBo xenaTo3bl Uit M3rOTOBICHHS TPOTIHCH :
Rp.: Emulsii ex oleis 200,0

D.S. Io 1 gaiinoii noxke 3 pa3a B ICHb

IIpasunvnwviti omeem: 10 rpamm

3ananue 37. MHCcTpyKuums. Bmecto nmpodepka BIHUIIUTE CIIOBA:
KonnyecTBo Macina Jiist U3roTOBJICHUS SMYJIbCUU MO IPOIKMCH
Bosbmu: Omynbscun mMacisiHoi 180,0

Kamdopsr 2,0

Hatpus 6pomuna 1,0

Cwmemaii. Beimaid.

O603Hnaub: [To 1 cTonoBoi#t M0XKKE 3 pa3a B ACHE.

Ilpasunvnoiti omeem: 18 rpamMm

3ananue 38. MHCcTpykuus. Bmecto mpodepka BIMILIUTE CIIOBa:
W3 nexapcTBEHHOTO CBIPBS, TPaBa FOPULIBETA BOJIHBIE N3BJICUEHUSITOTOBST B COOTHOILIEHUH

Ipasunvnwviti omeem: 1:30

3ananue 39. UHcTpykuus. Bmecto npoyepka BOMIIUTE CIIOBa:
Bce aTukeTkn 00s13aTeNBHO JOKHBI COAEPIKATh MPEyNPEUTENbHYIO HAANNUCh

llpasunvnoviti omeem: XpaHUTh B HEAOCTYIIHOM IJid JETE€d MECTe

3anmanue 40. UacTpyknus. BMecTo mpoyepka BIHIIUTE CIIOBA:
Macca peKTalbHOr0 CyNIIO3UTOPHsl, €CJIM OHA HE YKa3aHa B PELENTECOCTABIISACT-

Ipasunvroiii omsem: 3,0
3ananue 41. CuryanuonHas 3agada

B anteky ropoga O. oOpartuicss MyX4YHWHa C PEIENTOM, BBIMUCAHHBIM HAa PEIENTYPHOM OJaHKe
dbopmbl Ne 148-1/y-88, opopMiieHHBIM B COOTBETCTBUU € TPEOOBAaHUSIMU HOPMATHUBHBIX JOKYMEHTOB.
Perienit 6611 ¢ MOMETKOM «Statimy, cofepKall CIeIYIOIIYIO MPOIHUCH:

Rp.: Procaini hydrochloridi 1,0



Benzocaini 2,0

Spiritus aethylici 70%- 80 ml

M.D.S. BtupaTs B KOJI€HO 2 pa3a B JCHb.

B antexke wumeercs coupt STwioBbid  70%. ITIpoBU30Op-TEXHONOr MOCIE MPEABAPUTEIBHON
(dapManeBTUYECKON HKCMEPTU3bl M TAKCHPOBKH COOOIIMI MAIlMEHTy, YTO AaCCHCTEHT 3abouedn,
MI03TOMY JICKQpCTBEHHBIM Mpernapar OyaeT TOTOB TOJbKO uepe3 ABa JHSA. II0CKOJIbKY MallMEeHT He
3aX0Tell KAaTh TaK JIOJITO, MMPOBU30P-TEXHOJIOT MPEIOKUI O0OPATUTHCS B OTACN Oe3perenTypHOTO
OTITYCKa 32 JICKQpCTBEHHBIM IPENapaTOM-aHaJIOrOM U TIOMOT C €r0 BBIOOPOM.

[Ipumeuanue:

[Tnotrocth 95% crnupra atrioBoro = 0,8114 r/cm3. KYO nHoBokauwna 0,81 mu/r, KYO anecre3una -
0,85 mu/t.

1. Ilepeuncaure TpeOoBaHUS K OQOPMICHHIO pelenta MW OTIYCKYy JaHHOTO
JIEKapCTBEHHOT'O Iperapara.

2. Kak Bpl cuuTaere, mpaBOMOYHO M TNPEAJIOKEHHE IPOBU30PA-KOHCYIbTAHTa O 3aMEHE
JIEKapCTBEHHOT O Ipemnapara’?

3. IlpoBenuTe (papmaneBTHIECKYIO JKCIEPTU3Y JJAHHOM  NPOIUCH cheanTe
HEOOXOUMbIE PACUETHI.

4. O0ocHYyITE TeXHOJIOTHIO H3TOTOBIICHUS JAHHOH JIEKapCTBEHHON (POPMBI.

5. YkaxuTe 0co0eHHOCTH 0(hOPMIICHUS K OTITYCKY JaHHOM JIEKapCTBEHHON (HOPMBL.

IIpasunvnviii omeem.:
1. Coupr STUIOBBI OTHOCHUTCS K JIEKApCTBEHHBIM IIpenaparaM, HOJIeKAIIUM HIpPeIMETHO-
KomuecTBeHHOMY yuery (mpuka3z M3 PO ot 22.04.2014 r. Ne 183H, nmocranosienue ot 29.12.2007
r. No 964), cliiCOK S0BUTHIX BEILIECTB.
B coorserctBun ¢ Ilpukazom MunucrepcrBa 3apaBooxpaHeHust Poccuiickoir ®enepanum ot
24.11.2021 Ne 1094n "O6 yrBepxknenuu llopsiaka HazHayeHHsI JIEKAPCTBEHHBIX Mpenaparon, GopMm
penenTypHbIX OJAaHKOB Ha JIeKapCcTBEHHBIE Mpenapatsl, [lopsaka opopmieHHs yKa3aHHBIX OJIAHKOB,
UX ydera U XpaHeHUs, (popM OIaHKOB PeLENTOoB, CoepKAIUX Ha3HAUYCHHE HAPKOTUYECKUX CPEICTB
WIN TICHXOTPOITHBIX BemnlecTB, [lopsiaka WX M3TOTOBJIEHUS, pacIpeleNIeHus, PETUCTPalluy, yIeTa
XxpaHeHus, a Take [IpaBun odopmiieHus: 6JaHKOB PELENTOB, B TOM 4Hcie B (OpME AJIEKTPOHHBIX
JOKYMEHTOB'CITUPT OSTHIIOBBIM BBHIMHMCHIBACTCS Ha penentypHoM Onanke (opmber Ne 148-1/y-88,
KOTOPBIH JTOJKEH COJIepIKaTh:
- 1. Penentypnsiit 61ank gopmbl Ne 148-1/y-88 numeer cepuro u Homep.

- 2. Ha peuentypHOoM OnaHKe B JIEBOM BEpPXHEM VINIy TIPOCTaBISETCS IITaMI JiedeOHO-
npOopHIAKTHYECKOTO YUPEKICHUS C YKa3aHUEM €ro HaMMEHOBAaHUs, apeca U TesieoHa.
-3. B rpadax "®.N.O. 6onpHOTO" M "BO3pact” yKa3pIBalOTCS MOJHOCTHIO (haMHIIHS, UMSI, OTIECTBO
00JILHOTO, €ro BO3pacT.

- 4. B rpade "Ampec mnu N MeaunuHCKON KapThl amOyJlaTOpHOTO OOJILHOTO" yKa3bIBaeTcs
aJipecMecTa KUTEIbCTBAa OOJILHOI0 MIIM HOMEP MEIUIIMHCKON KapThl.

- 5.B rpage "®.N.O. Bpauya" yka3pIBaroTCS MOJIHOCTHIO (haMUiIMsl, UMS, OTHYECTBO

Bpaua.B rpade "Rp" ykasbiBaercs:

Ha JIATUHCKOM SI3bIKE MEXIYyHapOJHOE HEMaTeHTOBAaHHOE HAaWMEHOBAHMUE,

JI03UPOBKa JIEKAPCTBEHHOT'O IIpEapara;

Ha PYCCKOM SI3bIKE YKa3bIBAETCSI CIIOCOO MPUMEHEHUS JIEKapCTBEHHOTO CPE/ICTBA.

Peuent moanuceiBaeTCs BpauyoM U 3aBEPSETCSl €ro JIMYHOM Iedarbro. JIONMONHUTENBHO pELEnT
3aBepseTcs NevaThbio JeueOHo-poduiakTuyeckoro yupexaenus "Jns pernentos".

[IpoBepsieTcs BeIcIIas pa3oBas U BbICIIAS CYyTOYHAs JO3BI.

Ecnu HeoOXoamMo TPEBBINICHWE BBICIICH Pa30BOM 03bI, TO Bpad yKas3bIBaeT JI03y MPOMHUCHIO U
CTaBUT BOCKJINLIATENIbHBIN 3HAK.

Cornacno [Ipuka3zy Munznpasa Poccuu ot 24.11.2021 N 1093n

"O6 ytBepxaeHun [IpaBui oTImycka JIEKapCTBEHHBIX MPENnapaToB U MEAUIMHCKOTO MPUMEHEHUS
anTeYHbIMU OpPraHU3AlMsIMH, UHAWBUIYATbHBIMUA MPEANPUHUMATEISIMH, UMEIOIIUMH JINLIEH3UIO Ha
OCYILECTBIIEHHE (PapMalleBTUYECKON AEATENbHOCTH, MEIULIUHCKUMHU OPraHU3alysIMH, UMEIOLIIMH
JUIEH3WI0 Ha OCYIIeCTBICHUE (apMaleBTUUECKOW JEeATEeIbHOCTH, U HUX 000COOJIECHHBIMHU



noJipa3feNieHus MU (aMOymaTopusiMu, (QeNbIIIepCKUMHA U (eNbAMIEPCKO-aKyIIEPCKUMU ITYHKTAMU,
1eHTpamu (OTIeIeHUIMH) 001IeH BpaueOHOM (CeMENHO ) MPaKTHKN), PACTIONIOKEHHBIMH B CETHCKUX
IIOCEJICHUSAX, B KOTOPBIX OTCYTCTBYIOT aIllT€YHbIE OpraHu3anuu, a Takke IlpaBun ormycka
HAapKOTUYECKUX CPEACTB UM TCUXOTPONHBIX BEUIECTB, 3apETUCTPUPOBAHHBIX B  KayecTBE
JIEKapCTBEHHBIX IpPENaparoB JJii MEIUIUHCKOTO NPUMEHEHUs, JEKapCTBEHHBIX IpEenapaToB s
MEAMIIMHCKOTO MPUMEHEHHUS, COJIePKALINX HAPKOTUYECKUE CPECTBA U IICUXOTPOIHbIE BEIIECTBA B
toM yncie [Topsaka oTmycka anTeuyHbIMUA OpPTraHU3ALMSIMH UMMYHOOHOJIOTMYECKHX JIEKAPCTBEHHBIX
mpenapaToB’ OTIYCK 3THJIOBOTO CHHUpPTa MPOU3BOIAUTCS MO pElenTaM, BHIIHCAHHBIM BpauaMu C
HAJMUCBIO «JlJ1s1 HAJIO’KEHUST KOMIIPECCOBY (C yKa3aHHEeM HeOOXOIMMOTO pa3BeJCHUS C BOJOW) HITH
«1nst 0O6paboTku Koxku» — 10 50 TpaMMOB B UMCTOM BHUJIE; MO PELIENITaM, BHITUCAHHBIM BpadyaMH Ha
JICKapCTBEHHYIO TNPOMHCh HMHIMBHIYaJbHOTO H3roToBieHHs, — A0 50 rpamMmmoB B cmecu; IO
pelenTaM, BBIMUCAHHBIM BpauaMy Ha JIEKapPCTBEHHYIO MPOMKUCHh WHAUBUAYAIBHOIO U3TOTOBJICHUS, C
Haanucelo «[lo cnenuanbHOMY Ha3HAUEHUIO», OTAEJIBHO 3aBEPEHHON MOANMCHIO Bpaua U IME€4aTbio
aedeOHO-TIpodUIaKTUYecKoro yupexxaeHuss «Jiis peuentoBy, s OOJNBHBIX C XPOHHYECKUM
tedeHueM 6ose3nu — 10 100 rpaMMoB B cMecH U B YHCTOM BHJIE.
Cpoxk nelicTBus perenra coctasiser 15 queit. Penent gopmbr Ne 148-1/y-88 xpanurcs 3 roaa.

2. B 1aHHOM City4ae mpOBU30p-TEXHOJIOT HE TIpaB B TOM, 4To n3rorosienue JII1 oTkinaasiBaercsina 2
pabounx mHS. PerenTsl ¢ moMeTKO «statim» JOMKHBI OBITH OTOBapeHbl B TeueHue 1 pabodero gHs.
Haznauenue JII1 Bpauom ocymiecTBIseTCs, yYUTHIBAs HHINBUAYaJIbHBIE OCOOCHHOCTH OOJIBHOTO.
3aMEHUTH JIEKAPCTBEHHYIO MPOMKUCh HAa aHAJTOTWYHBIM TOTOBBINA JIEKAPCTBEHHBIN MpemapaT MOXKHO
TOJILKO ITOCIIE KOHCYNIBTAUH (PapMarieBTHIECKOTO CIIEIIHATICTA C BPAYOM.

3. I[IIK

JInuesas ctopoHa
Procaini hydrochloridi 1,0

Benzocaini 2,0
Spiritus aethylici 70% 80 ml
Voo6ur.= 82,51 mi
MIIK
O6opotHas CTOpOHA
X=80Mmir*70%/95%=58,9m1
V=58,98mi;

m=V*p
m=58,9*0,8114=47,79r
O6mmit  oobem 80  wmu
Boruncnsiem % cyxux BeIiecTB

3,0-80

X —100 x=3,75>3%

IpUpOCT 00bEMA, KOTOPBIN TaET HOBOKAWH
KY0=0,81

0,81*1,0=0,81 M

OpUPOCT 00bEMA, KOTOPBIHN 1aET aHEeCTEe3UH
KY0=0,85

0,85%2,0=1,7 mn

Vobmr.: 80+0,81+1,7=82,51 mn

4. Tlockonbky JnaHHas JeKapcTBeHHas (opMa MpeACTaBiseT coOOW CIUPTOBOM pacTBOp, TO,
cornacHo mpukazy M3 P® ot 22.05.2023 r. Ne 249n «O06 yTBep>KACHUU MPaBUI M3TOTOBJICHUS U
OTIyCKa  JIGKAPCTBEHHBIX  MpenaparoB A  MEIULIUHCKOTO  TMPUMEHEHHUS  aNnTeYHbIMU
OpraHu3allsIMM, HUMEIOIUMH JIMIEH3UI0 Ha (apMaleBTHUECKYI0 JESTEeIbHOCTbY, PacTBOP
M3TOTaBIMBAIOT MAaCcCO-00bEMHBIM METO/IOM.

HemnocpenctBenno B cyxoit urakoH it oTmycka otBemuBaroT 1,0 T mpokanHa ruapoxiaopuaa u 2,0
OeH30KanHa, PABHOMEPHO pacIpeesisisi MOPOIIKH 1o THY (iiakoHa.

Hanee Bo (hiakoH oTMepuBaioT 58,96 My cnupra 3THIOBOTO 95%, MOIy4eHHOro MO TpeOOBaHMIO, U
23,04 M Bonbl ounteHHo|. [lepememmBaroT 10 moiaHOro pactBopeHus. Oomuii 06beM pacTBopa ¢
y4eTOM IpUpOCcTa 0ObeMa NMpU PaCTBOPEHUH JIEKAPCTBEHHBIX BellecTB paBeH 82,51 mi. OTkiIoHeHne



B 00bEMe MPEBHINIAET HOPMY JOMYCTHMOTO OTKIOHEHHS (+/- 3%), 4TO YYUTHIBAIOT MPU KOHTPOJIE
pactBopa.

YKynopuBarT pe3nHOBON MJIH IJIACTMACCOBOM MPOOKOW M HABUHYHUBAKOIICHCS KPBIIIKOH.

O opMIISIOT K OTITYCKY.

5. Cornacno npukazy M3 P® ot 22.05.2023 1. Ne 2491 «O0 yTBep>KACHUU MPaBUII U3TOTOBJICHUS U
OTIYCKa JIEKQpPCTBEHHBIX IPENapaToB sl MEAULIMHCKOTO IPUMEHEHUSI allTEYHbIMA OPraHU3alUsIMU,
UMCIOIIMMH JIMLEH3UI0 Ha (hapMaleBTHUECKYIO AEATENbHOCTb», JaHHas JIeKapcTBEHHas Qopma
odopmIsieTcs K OTIIYCKY OCHOBHOM 3THKeTKol «HapyskHoe», Ha KOTOpPOil TOJIKHO OBITh yKa3aHO:

- HaumMeHoBaHue anTeyHod opranuzaunu wim O.M.O. uHAMBUAYaTBLHOTO MpEANpPUHUMATENS,
UMEIOILETO JIUICH3HIO Ha (hapMaIleBTUYECKYIO AEATEIbHOCTD;

- MECTOHAXOXXACHHE aNTEYHOW OpraHW3alUMi WIA MECTO (apMaleBTHYECKOH JeSTeIbHOCTH
WHAUBUAYAJIbHOT'O MPCAIIPUHUMATCIIA,

- HOMep penenTa (IPUCBanBaETCS B alITEKe);

- ®.1.0. nanueHTa;

- HAMEHOBAaHUE WM COCTaB JICKAPCTBEHHOT'O MperapaTa;

- crmoco0 TMpHMEHEHHs JIEKapCTBEHHOTO mpernapara (HapyKHOE), BUJ JIEKapCTBEHHOW (HOPMBI
(pactBOD);

- OJIPOOHOE OMHCaHNe crioco0a MPUMEHEHHs (BTUPATh B KOJICHO 2 pa3a B JICHb);

- 1aTa U3rOTOBJICHHS JIGKAPCTBEHHOTO TIpEIapara;

- CPOK TO/IHOCTH JIeKapcTBeHHOro npenapata («[ogen 1o__ »);

IIeHa JICKapCTBEHHOT'O MPerapaTa;

npeocTepeKeHNe: «XPaHUTh B HETOCTYITHOM JUIS IETel MECTe».

I[OHOJIHI/ITCJH)HI)IG OTHUKCTKU: «XpaHI/ITB B MMPpOXJIaJHOM MCCTC), <<XpaHI/ITI) B SaIIII/IHIéHHOM OT CB€Ta
MecTe». BeimuceiBaeTes curarypa.

3ananue 42. CuryannoHHas 3a7ada

B anTeky oOpaTwiics MyXdYWHA C MPOCHOON M3rOTOBUTH JICKAPCTBEHHBIN IMpEenapar Mo PerenTy
Bpaua:

Rp.: Infusi radicis Althaeae 180 ml

Natrii benzoatis 4,0

Misce. Da.

Signa. TTo 1 cTonoBoii oxke 3 pa3a B I€Hb.
[Mpumeuanue: KYO natpus 6enzoara = 0,6 mi/r; mormyctumbie OTKIOHEHH it o0bema ot 150 mo
200 M = 3%.

1. ITpoBeauTe papmaneBTHUECKYIO SKCIIEPTU3Y MTPOIUCH pelenTa.

2. [IpoBenuTe pacu€Tbl 1 0POPMUTE JULEBYIO CTOPOHY NACIIOPTa MUCHbMEHHOTO KOHTPOJIS.

3. IIpennokuTe TEXHOJOTUIO W3TOTOBJIEHMS JIEKAPCTBEHHOIO Ipernapara U3 JIEKapCTBEHHOIO
PacCTUTENBHOTO ChIPbSL.

4. Odopmurte ekapcTBEHHBIN Mpenapar K OTITYCKY.

5) [IpoBenuTe O1IEHKY KauecTBa U3TOTOBJIEHHOTO JIEKAPCTBEHHOIO IIperapara

Ilpasunvnuiti omeem:

1. AHanu3 1MoKa3bIBaeT:

- KOMITIOHEHTHI IPOITUCU COBMECTUMBI;

- mperapar JI0JDKeH OBITh BRITTUCAH Ha OyiaHke perenta Gopmbel Ne 107-1/y;
- BemiecTB, nomiexkamux [IKY u HEO mer;
- MIpOBEpKa 703 He TpeOyeTcs.

[Ipenapat U3roTaBiIMBaTh MOXKHO.

2.000poTHAsI CTOpOHA:

Pacuer kopneii antes: 180: 20=9,0.

Kpacx=1,3

C yuerom Kpacx.: 9x1,3 = 11,7 r

Boap! ountiennoii: 180x1,3 = 234 mn



Hatpus 6enzoara: 4,0

[Tpupoct o6bema (KYO = 0,6 mn/r) = 0,6 ma/r x 4,0 =2,4 mn

Jomyctumblie oTKIIOHEHHS B 00beMe (+/- 2%) = 180 Mmix2%/100% = 3,6 mn Gounbiie 2,4 mi
CrnepnoBarenbHO, IPUPOCT 00BEMA YKIIAABIBACTCS B OMYCTUMBbIE OTKJIOHEHUS

JIuuesas cropona:

Jara Ne peuenra

Radicis Althaeae 11,7

Aquae purificatae 234 ml

Natrii  benzoatis 4,0

Voo - 180

[IpuroroBun (moANMCH)

[TpoBepuit (OaTHCH)

3. Ilockonbky B penenTe HE yKa3aHO KOJIWYECTBO KOPHS ajiTesl, HacTOM roToBAT 5%
KOHIICHTpAIUH.

YuuteiBass 0COOCHHOCTH CHIPbSI K TO YTO CIM3b AITES HE OTKUMAIOT U3 CBIPhS, MPU U3TOTOBICHUH
HCITOJIB3YIOT PACXOAHBIA KOI(PDHUIIMEHT ISl CHIPhS M BOJIBI, paBHBIN 1,3.

Bbepyt 11,7 r cbipbs 1 234 mu1 Bozbl ountieHHoU. HactauBanue npoBoasaT B TeueHue 30 MUHYT npH
KOMHATHOU TeMmIepaType Mpu NepHOIHNUYECKOM MepeMEIIMBaHHH.

[locne nacranBaHus H3BIeUeHUE (PUIBTPYIOT, HE OT)KUMAsi CHIPbs, Yepe3 JBOHHON CIIOW Mapiu ¢
MOJJIOKEHHBIM BaTHBIM TaMIIOHOM B MEPHBIN LMIUHAP U MPOMBIBAIOT ChHIPhE BOAOW OYHILEHHOM,
IOBOAA 00BEM m3BiIeueHH 10 180 M.

OtBemmBatror 4,0 r HaTpus OeH30aTa, pPACTBOPSIOT B MNPOQPHIBTPOBAHHOM HACTOE, XOPOIIO
NePEMEIINBAIOT, ITOCIIE YeTo emie pa3 GUIbTpyroT BO (hIaKoH AJIs OTIYCKA.

4. ®nakoH OpaHXKEBOTO CTEKJIa YKYIMOPWUBAIOT IUIOTHO IJIACTMACCOBOM  MPOOKOW ¢
HaBUHYMBAIOLIEKUCS KpbIIKOW. HaknenBaroT OTaenbHbBIA PEUENTYPHBI HOMEP U ITUKETKY.

Ha stukerkax nans odopMieHHs JIEKapCTBEHHBIX MpenapaTroB, M3TOTOBIEHHBIX [JIsl HACEJICHUS,
JOJKHO OBITh YKa3aHO:

a) HAaUMEHOBAaHHE anTe4YHON opranmzaiuy, @.M.O0.  uHAMBHIYaTHLHOTO
NpeANPUHIMATEIS, UMEIOIIETO JUIIEH3UI0 Ha (DapMaleBTHUECKYIO I TebHOCTD;

0) MECTOHAXOXKJACHHUE  alTe4HOM OpraHM3alyl WIu  MecTo (hapMareBTHUYECKOU
NeSITeTbHOCTH WHAWBUIYAIBHOTO MTPEIIPUHIMATEIS,;

B) HOMep perenTa (mpucBauBaetcs B anteke); r) ©.M.0. nanuenra;

1) HANMEHOBAHHE WJIM COCTAB JIEKAPCTBEHHOTO TIperapara;

e) CIOCOONPUMEHEHHUS JIEKapCTBEHHOTO npernapata  («BHyTpeHHee»), BUJT
nexapcTBeHHOM GpopMbl («MUKCTypay);

) IoJJpoOHOE onucaHue crocoda MpUMeHEeHHs! (111 MUKCTYp: «110 1 ¢T J1o)kke 3 pas3a B JICHbY);
3) 1aTa U3TOTOBIICHUS JIEKAPCTBEHHOTO IpeTapara;

M) CPOK TOJHOCTH JIeKapCTBEHHOro mpemapata («['omeH a0»);

K) IIeHa JIEKApCTBEHHOTO TIpenapara;

1) IpeaocTepekeHne «XpaHUTh B HETOCTYITHOM JJIs IeTe MecTey.

Jnst MUKCTYyp 0O0s3aTelNbHBI JOMOJHUTENbHBIE ATHKETKH «llepen ymorpebieHuemM B30aIThIBATH,
«XpaHI/ITI) B [TPOXJIATHOM M 3aIlIMIICHHOM OT CBE€Ta MCCTEC).

TekcT ITUKETOK J0JKEH ObITh HalleyaTaH TUIOTPadCKUM CIIOCOOOM Ha PYCCKOM SI3bIKE.

CocTaB JIeKapCTBEHHOTO Tperapara MUIIETCS OT PYKU HITH HAHOCHUTCS IIITAMIIOM.

Cpok xpaHeHus — He OoJee 2 CyTOK.

Odopmnenue cormacuo TpeboBanusM npukaza M3 PO ot 22.05.2023 1. Ne 2491 «O06 yTBEpKIeHUH
IpaBUJI M3TOTOBJIECHUS M OTIyCKAa JIEKAPCTBEHHBIX IPENapaTroB A MEAULIUHCKOTO MPUMEHEHHS
AIITCYHBIMU OpraHU3alUuAMU, UMCIOIMMMHA JTUICH3WIO Ha (i)apMaHeBTI/I‘IeCKYIO ACATCIIBHOCTD»

5. AHanu3 JokyMmMeHTanuu. Mmeromuiics peuent, macrnopT MNHUCBMEHHOTO KOHTPOJS U HOMEp
JIEKapCTBEHHOM (POPMBI COOTBETCTBYIOT.

WHrpenneHTsl COBMECTHMBI, pacueThl CAeaHbl BepHO. [IpaBMIIBHOCTH YIAKOBKH U O(GOPMIICHUS.
O0beM (prakoHa OpaH)KEBOI'O CTEKJA COOTBETCTBYET OOBEMY JIEKapCTBEHHOW (opmbl, Mpodka
HYXXHOT'O KauecTBa 00eCreunBaeT repMeTUYHOCTh YKYIIOPKH.

OpraHonenTu4ecKuii KOHTPOJIb. MOoJIOYHO-0emast )KUIKOCTh CO CITAa0BIM 3aIaXxOoM.



O6nem nekapcTBeHHON hopmbl 180 + 3,6 M1, UTO COOTBETCTBYET HOPMAaM JOMYCTUMBIX OTKJIOHEHUHN
(* 2%) no OPC.1.8.0001 - «JIekapcTBEeHHBIE IpEMApPaAThl ANTEUHOT0 U3roToBiIeHU» ['D XV.

3amanne 43. CuTyanoHHas 3a1a4a

B anrteky oOparmics MyX4MHa ¢ TNPOCHOOH M3rOTOBUTH JIGKAPCTBEHHBIH IpenapaT MO pPelenty
Bpaua:

Rp.: Solutionis Furacilini 1:5000 — 200 ml

Da. Signa. ITonockanwe.

1. [IpoBenuTe papmManeBTHUECKYIO SKCIIEPTU3Y IPOIUCH peLenTa.
2. OdopmuTe macnopT MUCbMEHHOTO KOHTPOJISI, PACCUUTANTE KOJIMYECTBA UHIPEAUEHTOB.
3. [IpennoxxuTte ONTUMAaIBHYIO TEXHOJIOTUYECKYIO CXEMY H3TOTOBJICHUS JIEKAPCTBEHHOU (POPMBI

Ha OCHOBE YMEHHUS HCIIOJIb30BaTh HOpMaTHBHbBIE TokyMeHTHl (H) ¢ yu€rom ¢usuko-
XMMHMYECKHX CBOMCTB JIEKAPCTBEHHBIX U BCIIOMOTAaTEIbHBIX BELIECTB.

4. Odopmure ekapcTBEHHYIO (POPMY K OTITYCKY.

5 IIpoBenuTe OLEHKY KauecTBa U3rOTOBJIEHHOTO JIEKAPCTBEHHOIO IIpernapara.

Ipasunvhwiii omeem:

1. AHanu3 1oka3bpIBacT:

- BBIIIMCAH PAcTBOP TPYJHOPACTBOPUMOTO JIEKAPCTBEHHOI'O BEIIECTBA C OCOOBIM CIy4daem
pacTBOpEHUS;

- mpernapaT 10JKeH ObITh BhITUCAH Ha OnaHke perenta Gopmbl Ne 107-1/y;

- Beniect, noickamux IIKY u HEO mer;

- MIPOBEpKa 703 He TpeOyeTcs, TaKk KaK pacTBOP AJIs HAPYKHOT'O TPUMEHEHUS.

[Ipenapat U3roTaBIMBaTH MOXKHO.

2.000poTHas CTOpOHA:

Oypamminaa: - 0,04 1
Harpus xnopupma: 1,8 r
Bopp! ounmiennoit: 200 M
Vo061 —200 mn

.HI/II.ICB&)I CTOPOHA:

Hara Ne peuenta
Aquae purificatae 200 ml
Natrii chloridi 1,8
Furacilini 0,04

Voo -200 MIT

[IpuroroBui (moAmnucs)

[TpoBepui (moamnuce)

3.PacTBOpHI pypanniarHa roTOBAT Ha U30TOHUYECKOM pacTBope HaTpus xiopuaa 0,9%.
PactBopumocTs ¢ypauununa B Boxe paBHa 1:4200, mosTtoMy ansi YCKOpEHMs 3TOro Ipoliecca
UCTIONB3YIOT HarpeBaHue.

B noacraBky ormepuBarotr 200 M1 BOABI OUMINEHHOMN, HA Becax oTBemuBaoT 1,8 r Hatpus xiopuaa
U pacTBOPSAIOT B MOJCTaBKE C BOJOW. 3aTeM Ha OTHENBHBIX (IS KpacsiIuX BEIIeCTB) Becax
oteemmBaioT 0,04 r pyparununa u 106aBnsioT k 0,9% pacTBOpy HaTpHs XJIOpUAA.

HarpeBator Ha BoasHOW OaHe s pacTBOopeHms QyparminHa. [lociae oxyaXgaroT pacTBOp H
(GUIBTPYIOT BO ()JIAKOH VISl OTITYCKA.

[TpoBepstOT Ha OTCYTCTBUE MEXaHUYECKHUX MPUMECEH, YKYITOPUBAIOT H O(POPMIISIOT K OTITYCKY.
4.d1akoH OpPaHKEBOr0 CTEKJIa YKYNOPHBAIOT IJIOTHO IUIACTMACCOBOM MPOOKOI ¢ HAaBUHUMBAIOIIEHCS
KpbIKoi. HaknenBaroT HOMep penenta 1 3TUKETKY.

Ha »Ttukerkax s odopmileHUS JEKapCTBEHHBIX IpernapaToB, M3TOTOBJICHHBIX JUIS HACeJIeHus,
JOJKHO OBITh YKa3aHO:



a) HAaUMEHOBAHUE arTe4YHou opranuzaimu, ©.1.0. WHAUBUIYAJIBHOTO
peIpUHUMATENS], UMEIOIIETo JIMLIEH3HIO Ha (hapMalleBTHUECKYIO AesITeIbHOCTD;

0) MECTOHAaXOXJCHHE  aNnTeYHOU OpraHu3alyl Win  MecTo (hapMaleBTHUYECKON
JEeSATeNIbHOCTH UHIUBUAYATbHOTO MIPEITPUHUMATEIS;

B) HOMep penenTa (rnpucBauaercs B anteke); r) @.1.0. nanuenra;

1) HAMMEHOBAaHHUE UJIU COCTaB JIEKAPCTBEHHOTO Mpernapara;

€) crocod NpuMeEHEHUs JIeKapcTBEHHOro npenapara («HapyxHoe»);

K) MOApoOHOE ONMMcaHWe Crocoda MPUMEHEHHS (U1 MOJOCKAaHUsS TOpJa); 3) Jara W3TOTOBJICHHS
JIEKapCTBEHHOI'O IIPETapara;

M) CPOK TOJHOCTH JIEKapCTBEHHOTO npenapara («['oeH 10»); K) 1ieHa JeKapCTBEeHHOI'O Mpenapara;
1) IpeocTepexeHre «XpaHuTh B HEAOCTYITHOM JIJisl IETEH MECTe.

TeKCT STUKETOK NOJKEH OBITh HarmeuyaTaH TUIOrpadCKUM crocoOoM Ha pycckoM si3bike. CocTaB
JIEKapCTBEHHOTI'0 IIperapara NUIIETCsS OT PyKH WM HAHOCUTCS IITAMIIOM.

Cpoxk xpaHeHHs — He 0oJiee 2 CYTOK.

Odopmnenue cormacHo TpeboBanusM npukaza M3 PO ot 22.05.2023 1. Ne 2491 «O06 yTBEpKIeHUA
IPaBWJI WU3TOTOBJIEHUS U OTIYCKa JIEKAPCTBEHHBIX IIPENapaToB Uil MEAULMHCKOIO IPUMEHEHUs
anTEeYHbIMU OPraHU3aLUsAMU, UMEIOIIUMH JULIEH3HUIO Ha (PapMaleBTUUYECKYIO IESTEIbHOCTh.
S5.AHanu3 nokymeHTanuu. Mwmeromuiics perent, MacrnopT MHUCbMEHHOTO KOHTPOJISI U HOMEp
JIEKapCTBEHHON (OpPMBI COOTBETCTBYIOT, pacueThl caenansl BepHo, I[IIIK Beimucan BepHO.
[IpaBunbHOCTH YIaKOBKH u odopmwienus. OOveM (rnakoHa OpaHKEBOIO CTEKIA
COOTBETCTBYET 00bEMY JIEKapCTBEHHOM (opMBbl. PacTBOp yKyNOpEeH MIOTHO.

Opranonentuueckuiit KOHTposb. [Ipo3paunblil xenTHIN pacTBOp, O€3 3amaxa ropbKOroBKyca.
MexaHnueckre BKIIOYEHHS OTCYTCTBYIOT.

O6bem pactBopa 200 + 2 MJj, 4TO COOTBETCTBYET HOpPMaM JIOMYCTHUMBIX OTKJIOHeHUH (+1%) 1o
O®C.1.8.0001 - «JlekapcTBeHHBIE TpENapaThl aITEYHOTO U3roTOBIEHUD ['D XV.

3ananue 44. CutyanroHHas 3a71a4a

B anTtexy oOpaTwiics ManueHT ¢ PEIenToM, BRITUCAHHBIM Ha PEIeNTYPHOM OJIaHKe (hOPMBI
Nel07-1/y, cnenyromiero cocrana:

Rp.: Ephedrini hydrochloridi 0,6

Sol. Procaini (Novocaini) 1%-100 ml

Dimedroli 1,0

Acidi ascorbinici 2,0

Misce. Da. Signa: mo 10 M1 Ha HHTAJIALHIO.

[IpoBuzop MIPOTAKCUPOBAII pelenT BBIIETPUBEIECHHOMN MPOIUCH, BBIJIAJT TIAIUEHTY
KBUTAHIHMIO U NIepeAall PeenT Ha U3rOTOBJIEHUE JICKaPCTBEHHOTO IIpenapara.

[Ipumeuanue:

KYO sdenpuna r/x=0,84 mn/r, KYO noBokauna = 0,81 mu/r, KYO numenpona=0,86 mi/r,
KYO xucnotst ackopounoBoit=0,61 mii/r.

1. K kaxoii (hapmaxoTepaneBTHUECKOM TpyIiie OTHOCUTCS dheapuH?

2. Kakue ¢papmakonornyeckue 3p@pexTsl 11 HEero xapakrepHel? B uéMm cocToutr ocoGeHHOCTH
MPUBBIKAHUS K 3 eapuHy?

3. Cnenaiite HeoOXomMMbIE pacu€Thl, HEOOXOAUMBIC IS M3TOTOBJICHUS JIEKAPCTBEHHOTO
npernapara 1o MpoIucH pelenTa, U IPUBEAUTE ONTUMAaIbHbBIN BApHAHT TEXHOJIOTHH.

4. Kakum BuaaM BHYTpUANTEYHOIO KOHTPOJIS KadyecTBa HEOOXOAMMO U  IIeJIecO00pa3Ho
MOJIBEPTHYTh JTaHHBIHN JIeKapCTBEHHBIN npenapat?

5. KaxkoB nopsiiok yuéra penentypsl B anteke?

IIpasunvroviil omeem.:

1. 3denpun OTHOCUTCS K IpyMIe aJpeHOMUMETHKOB HETIPSMOTO JeHCTBUS (CHMIIATOMUMETHK).

2. B ocHoBe MmexaHu3Ma JaeHCTBUS O¢eapuHa JEKUT CHOCOOHOCTh BBI3BIBATH BBICBOOOKICHHE
HOpaJpEeHAIMHA W3 PE3epPBOB B aJPEHEPrUYECKUX CHUCTEMaX W TOPMO3HUTH OOpaTHBIM 3axBaT



HOpaJIpeHaINHA, B CBSI3U C YeM YCHJIMBAIOTCS 3((eKThl pazapakeHus aJpeHepruueckux HEpBOB, a
TaKXKe IOTEHIMpYyeTCcsl AeWCTBUE BBOAMMBIX H3BHE KaTexoigamMMHOB. K OdenpuHy Bo3HUKaeT
ObICcTpoe MpuBBIKaHKE (Taxuuaakcus) mpu MOBTOpHOM BBenaeHuu (depe3 10 - 30 muHyT), KOTOpOE
CBSI3aHO C IIPOrPECCUPYIOLIUM CHUKEHUEM 3al1acoB B BAPUKO3HBIX YTOIIEHHUAX HOPaIpEeHAINHA.

3. Rp.: Ephedrini hydrochloridi 0,6 Sol.

Procaini (Novocaini) 1% 100 ml

Dimedroli 1,0

Acidi ascorbinici 2,0

Misce. Da. Signa: mo 10 M1 Ha HHTAJISALMIO.

Hopwma otmycka sa¢enpuna runpoxnopunaa 0,6 T He mpeBbliieHa, OH HaxoauTcs B anTeke Ha [TKY.

OO6opoTHast cToOpoHa perenTa:

Ephedrini hydrochloridi 0,6 (1ects aerurpaMMoB)

[ara

Brigan:

[Tomyunir:

[TacriopT MUCEMEHHOTO KOHTPOJIS

O0opoTHasE CTOpOHA

% TBeépmpix BemectB = 0,6+1,0+1,0+2,0/100x100% =4,6%, wuto Oombiie 3%
CrnenoBartenbHO, HEOOXOIMMO y4eCTh MIPUPOCT 00hEMA IIPU PACTBOPEHUH TBEP/IBIX BEIIECTB
KVYO s¢enpuna r/x=0,84 miu/r

KVYO nosokaunna = 0,81 M/t

KYO mumenpona=0,86 mi/r

KYO kucnots ackopbunoBoii=0,61 mu/r

Bojp! ounineHHoH’:

100 mu - (0,6 x 0,84 ma/T) - (1,0 x 0,81 mu/r) - (1,0 % 0,86 mu/r) - (2,0 % 0,61 Mmi/T) = 96,61 M
JIuuesas cropona

Jlara

Ne penenra

Aquae purifcatae 96,1 ml

Ephedrini hydrochloridi 0,6

Procaini (Novocaini) 1,0

Dimedroli 1,0

Acidi ascorbinici 2,0

O6mwmit 066eM 100 Mt

IIpurorosun

[Iposepui

Otnyctun

B noncraBky ormepuBator 96,1 M Boawl ountieHHo. Ddenpuna ruapoxiopu 0,6 T oTBEIIUBAET
MPOBU30P-TEXHOJIOT B IPUCYTCTBUM M3TOTABIMBAIOIIETO JEKAPCTBEHHBIN Mpenapar, 0 4YeM JeNaeTcs
3amuCh Ha 00OPOTHOM CTOpPOHE perenTa. PacTBOPSIOT €ro B OTMEPEHHOM 00bEME BOJIBI OUHIIICHHOM.
3aTem noclieI0BaTeNbHO B 3TOM ke nojacTaBke pactBopsitor 1,0 r HoBokauHa, 1,0 T aumenpona u 2,0
I' KUCJIOTHI aCKOPOMHOBOW, MEPEMENIMBAIOT U (PHIIBTPYIOT Yepe3 MPOMBITHIM BAaTHBIA TaMIIOH BO
¢1aKoH IS OTITYCKa TEMHOTO CTEKJIa (MHTPEIUEHTHI IPOIICH CBETOTYBCTBUTEIHHBI).

Ortukerku: «HapyxHoe», «XpaHuUTh B MPOXJIaJHOM, 3allMIIEHHOM OT CBeTa MecTe», «XpaHUTh B
HEJOCTYITHOM JJIsl IETEN MeCcTe», BhIMUCHIBAETCS «CUTHATYypay.

o otmycka 6015HOMY JIEKapCTBEHHBIN TTpenapar XpaHUTCs B 3aluparomeMcs mkady.

4. OPC.1.8.0001 - «JlekapcTBeHHbIE ITpenapaThl anTeYHOro U3rotoBiaeHus» ['d XV

Buapl BHYTpHanTeyHOTO KOHTPOJS 0O0si3aTenbHBIE JUIsI JAHHOTO JIEKApCTBEHHOTO TIperapara:
MUCHhMEHHBINA, OPraHOJENTHYECKHA, KOHTPOIb MpU oTnycke. K menecooOpa3HbIM BHIaM KOHTPOIS
OTHOCSITCS OTIPOCHBIN U (PU3UYECKUH.

5. Bce mocrymmBIME B anTeKy pelEenThl MPOBEPSIOTCS HAa MPAaBWIBHOCTh WX HAIMKCAHUS W
0 OpMIIEHHUS, U PETUCTPUPYIOTCS:

a) B pELENTYPHOM KYpHAJIE;



0) B KBHUTAHIIMOHHOM KOMILJIEKTE, & UMEHHO 10 KOpEIIKaM KBUTAHIIMOHHOTO KOMILIEKTA.

3/1ech yUYUTHIBACTCSA KOJIMUYECTBO U CTOMMOCTh aMOyJIaTOPHBIX PEIENTOB.

E>xemHeBHO ATH JaHHBIE B KOHIIE CMEHBI WIU pabodero AHs mepeHocsaTcs B «KypHan ydera
peuenTypb»

3amanue 45. CuryanmoHHas 3ajiada

CTyzneHTy, MpOXOAsIIEeMy IPOW3BOJACTBCHHYIO NMPaKTUKY B anTeke ropojaa N, ObLIO MpeaiokeHO
U3TOTOBUTH TPEnapar Mo MpoIrcH:

Bosemu: Menrona 0,3

Ddenpuna runpoxmopuaa 0,05

Jlanonnua 5,0

Bazenuna 10,0

Cwmemnaii, mycTb OyJeT clienana Masb.

Jati. O6o3Ha4b. Ma3sp 1JI HOCA.

1. [IpuBeguTe AUCIIEPCOTOTHUECKYIO XapaKTEPUCTUKY JIEKAPCTBEHHOIO IIpenapara.
2. YKakuTe 0COOEHHOCTH BBEACHUS (PapMaIeBTUICCKUX CyOCTaHIIMI B OCHOBY.
3. Hanummre ¢popmyny mentona. M3 Kakoro J1eKapcTBEHHOTO PACTUTEIBHOTO ChIPhS MOYyYaloT

MeHToN? IlpuBenuTe NaTUHCKHE U PYCCKHE HA3BaHMsSI ChIPbs, MPOU3BOAALLIEIO PACTEHUS U
cemeiicTBa. KakuM MeToz0M nosydarot 3¢gpupHoe Maciao?

4. W3 kakoro JeKapCTBEHHOTO PACTHTENBHOTO CHIPhS TMONYdYaloT 3denpuHa TuApoxiopua?
[IpuBenuTe JIaTUHCKHE M PYCCKHE Ha3BaHUs ChIPbs, IPOU3BOJAIIEIO PACTEHUS U CEMENCTBa.
K xakoii rpymnmne 6nonornyeckn akTuBHBIX BemiecTB (BAB) otHocures adenpun? Hanummure
ero ¢popmyiy, 0ObSICHUTE CTPOCHHUE.

5. K xakomy THUIly OCHOB OTHOCUTCSI OCHOBA IPUBEJIEHHOIO Ipenapara?

Ipasunvnviii omeem.:

1. [lanHas nekapcTBeHHas (Gopma - cBOOOJHOIMCIEPCHAs I'eTepPOreHHasi CUCTEMa C yIpPYroBsA3KOH
TUCcepcuoHHOM cpenoil. KomOuHMpoBaHHas Masb, coyeTarollas Ma3b-pacTBOp (MEHTOJ) U Ma3b-
IMyJbcUIo (3deaprHa ruApOXIOpU).

2. Cnoco0 BBeICHUS JIGKAPCTBEHHBIX BEIIECTB B OCHOBY 3aBUCHUT OT CBOICTB JIB 1 ocHOBBI. MeHTOI
pacTBOPSAIOT B PpAaCIUIaBICHHOM Ba3elMHE Ipu Temieparype He Bbime 40-45° C. Ddenpuna
TUAPOXJIOPHUA JJIsl OKa3aHHUs TEeparneBTHUECKOTo IEHCTBUS JTOJKEH OBbITh pacTBOpeH B Boje. Boga
HaXOJWUTCS B COCTaBE KOMIIOHEHTa OCHOBBI — JIAHOJMHA BOAHOrO, coctosAwmero u3 70% naHonuHa
0e3BOHOTO W BOABL. Takum oOpaszoM, sdeapuH pacTtBopsoT B 1,5 M Boabl OYMINIEHHOW U
SMYJIBTUPYIOT 3,5 T aHoIUHA G€3BOIHOTO.

3. moyry4yaroT U3 3()UPHOTO Macia MATHI IEPEYHON. FIPUPHOE MACIIO MOTYUarOT U3 CBEXKECOOPAHHOTO
CBIPBSI METOJIOM MIEPETOHKHU C BOJSHHBIM NapoM.(Metoalunu 2)

Mentae piperitae folia —MsTBI IEpeuHOit TUCTBS

Menta piperite- msTa nepeuHast

Lamiaceae-ry0onBeTHbIe

4. DdenpuHa  THAPOXJIOPUI MOJIy4aroT u3 no0eros adenpsl XBOILIEBOM.
Ephedrae equisetinae cormi - [To6eru 3¢eapsl XBowIEBOI

Ephedra equisetina -Ddempa xBoriesas

Ephedraceae- Cem. Ddenpobie

Ddeapun- aaKoIOn]] C a30TOM B OOKOBOM 1enH(0e3reTepoInKIia)

5. B nmpomnucu copepxutcs quQuiIbHas OCHOBA!

Bazenun otHocutcs (ruzppodobHas ¢daza) K YrIIeBOAOPOIHBIM OCHOBaM,

JIAHOJIUH - K BOCKaM (3MyJIbIraTop), BOJOCOAEpKAIIUN TU(PHIBHBIA KOMIIOHEHT,

BO/Ia ounIIeHHast (TruapoduiIbHast)



3ananue 46. CuryarionHas 3agada

B antexy obpatuics namueHT « PUTOLEHTPA» C PeLenTOM:
Rp.: Foliorum Sennae 3,0

Corticis  Frangulae 6,0

Aquae purificatae ad 250 ml

Extrahe.

Misce. Da. Signa: ITpunumars 1o 1 cT. j1. 3 pasa B €Hb.

HpOBI/I30p-TeXHOHOF IIpOTaKCHUpPOBaJI PCUCIT II0 BBIIIC HpHBeI[eHHOfI IMPpOIIMCHU, BbIAAJI ITAOUCHTY
KBUTAHIHWIO U IEpCaal pCUCHT Ha U3rOTOBJICHHUC.

1. VYkaxure 0COOCHHOCTH TEXHOJIOTMHA MHOTOKOMIIOHEHTHOTO BOJTHOTO MU3BJICUCHHUS.
2. YKaKuTe CPOKU F'ONHOCTH JAHHOTO IIperapara.
3. HazoBute chlpbeBblE HCTOUYHUKU JINCTHEB CEHHBI U KOPBI KPYLIMHBI (JATUHCKUE U PYCCKHE

Ha3BaHus). Kakue OMOJI0rHyecky akTUBHBIE BELLECTBA COAEPIKATCS B AAHHBIX BHJAX ChIPbs?
VYkaxute ux papMakoJOoru4eckoe AecTBHE.
4. Onuiure yciaoBUsl XpaHEHUs! U3TOTOBJIEHHOIO Mpernapara.
JIomyCcTUMO JIM MCIOJIB30BAaHME KOHUEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX CPEICTB
IIPYU U3TOTOBJICHUU BOJIHBIX U3BJICUEHUH U3 JICKAPCTBEHHOT'O pacTUTENBbHOTO chipbs (JIPC)?

o

Ipasunvnuiti omeem:

1.Bongubie u3BJ€UEHHS] W3 JIEKAPCTBEHHOI'O PACTUTEIBHOTO CBIPhSA, TPEOYIOIIET0 OJUHAKOBOTO
peKHUMa SKCTpakUUU, OOYCIOBICHHOTO (PU3MKO-XUMUUYECKMMH CBOMCTBAMU JIEHCTBYIOIIUX U
COITYTCTBYIOIIMX BEIIECTB PACTCHUH, M3TOTABJIMBAIOT B OJHOM WH(YHIUPHOM CTakaHe Oe3 ydera
aHATOMO-MOP(OJIOTUYECKON CTPYKTYphl ChIphsi. OOBEM BOABI OYHILEHHON pPacCUUTHIBAIOT, C
HCIOJIb30BaHUEM COOTBETCTBYIOIIUX KO3()PHUIIMEHTOB BOIOTOTIIONICHHUS.

MHOTrOKOMIIOHEHTHBIE BOJHBIC HM3BJICUEHUS U3 JICKAPCTBEHHOI'O PACTUTEIBHOTO  CHIPHS,
TpeOyIOIIETr0 pPa3IMYHBIX PEXKUMOB JKCTPAKIMH, HW3TOTABIMBAIOT pa3[elbHO, HCIONb3Yys s
SKCTPAKIIUU MaKCUMaJIbHO BO3MOXHBIN 00beM BOJIBI OYHIIIEHHOW, HO HE MEHEE YeM JIECATUKPATHBIN
M0 OTHOIIEHUIO K MAacCE ChIPhSI.

2.JlaHHOE BOJHOE HW3BIICUCHHE TPEOYET PA3HBIX PEIKUMOB IKCTPAKIUU. M3 TUCTHEB CEHHBI TOTOBST
HACTOM C MOJHBIM OXJAKJIECHUEM, U3 KOPHEH KPYIIMHBI — OTBap 0€3 OXJIaKICHHUS.

B cootBerctBun ¢ mpukazom M3 P® ot 22.05.2023 r. Ne 249H «OO0 yTBep:KIEHUH MpaBUII
U3TOTOBJICHUS M OTIYCKA JICKAPCTBEHHBIX MPENapaToB Ul MEJUIIMHCKOTO IPUMEHEHUS allTeUHbIMU
OpraHM3alUsIMH, MUMEIOIMMHU JIMIEH3UI0 Ha (apMalleBTUYECKYIO AESTENbHOCTH» CPOK TOJHOCTU
HACcTOEB M OTBAapOB He OoJjiee 2 CyTOK

3.Cassia acutifolia — kaccust ocTposMcTHas, aHTpaIEHIPOU3BOIHBIE — CeHHO3uAbI A u B. Frangula
alnus — kpymMHa ONBXOBH/HAS, AHTPAICHIIPOM3BOJAHBIE — (paHrynapo3un, (QpaHryJHH,
(bpaHryna’MOaMH.

Oxka3bIBatoT c1aduTeNbHOE IEHCTBUE.

4.B cootBerctBun ¢ TpeboBanusmMu OPC.1.4.1.0018 «Hacroum u otBape» I'® XV xpaHeHue
HAaCTOEB ¥ OTBApOB OCYILECTBIIAETCS MpU TeMIiepatype oT 2 10 8°C, B 3alUIEHHOM OT CBETa MECTE.
5.B cootBerctBun ¢ OPC.1.4.1.0018 «Hacrtou u otBaps» '@ XV mpu H3roTOBICHUH BOIHBIX
m3BneueHnii w3 JIPC He gomyckaeTrcss WCHOJIB30BAHME KOHIUEHTPUPOBAHHBIX  PACTBOPOB
JIEKaPCTBEHHBIX CPEJICTB.

3ananue 47. CuryarioHHas 3a1a4a

B anteke ropojckoil KIMHUYECKOW OONBHHIIBI TOTOBWJIM PACTBOP TIIOKO3bl M30TOHHYECKHUM IS
uHOy3uil.

B accucrenTckoii-acenTuyeckol 3aKOHYMIACH CYOCTaHIMs TIIOKO3bl. DapmarieBT, paboTaromuii B

aACCIITUYCCKOM 6J'IOKC, MOIPOCHIT KOJIJICTY ITPUHCCTHU U3 aCCHCTEHTCKOM IITaHTJIacC C TJIFI0OKO30M.

1. JlaiiTe onpeneneHue pacTBOPOB I HHPY3Hil.



2. Tlepeuncnure JONOTHHUTENbHBIE TPEOOBAHUS K MH(PY3MOHHBIM PACTBOPaM, U3rOTaBINBAEMBIM
B aIlTeKax.

3. Omuennre aeiictBus papmareBta. OTBET 00OCHYITE.
4. Ykaxute 0cOOCHHOCTH TEXHOJIOTHH PACTBOPOB IIFOKO3bI ISl UHBEKIINN 1 HHY3UH.
5. Vkaxure MakCHUMaJbHBII 00bE€M MHBEKIMOHHBIX U MH(Y3MOHHBIX PACTBOPOB, JOMYCTHMBIH

AJIs1 CTEPpUIN3alnu.

Ilpasunvruviii omseem:
1. PactBop mus wuHpy3uir (cormacao ODC.1.4.1.0007.15 «JlekapcTBeHHBIe (HOPMBI IS
napeHTepabHOro npuMeHeHus» '@ XV) — BOIHBIA pacTBOp MJisi BHYTPUCOCYJIUCTOTO BBEACHUS
oosemom 100 M u Gosee.
2. B cootBerctBun ¢ tpeboBanusiMu ODC.1.0006 «CrepuibHbIC JIEKapCTBEHHBIE IperapaThl
anTeyHoro wu3rotoBieHus» '@ XV, NOMOTHUTENBHBIMH TPeOOBAaHUSMHU [UISI HM3TOTOBICHHBIX
UH(QY3UOHHBIX  PAaCTBOPOB  SBIAIOTCS: H30TOHUYHOCTh, HW3OTHJIPHUYHOCTb, H3OMOHUYHOCTD,
M30BSI3KOCTb.

N3roTtoBneHHble MHbEKIIMOHHBIE U UH(DY3HOHHBIE PACTBOPHI TOJIKHBI OBITH:

. CBOOO/IHBI OT MEXaHUYECKHX MPUMECEH;
. MIPO3PAYHBL;

. CcTaOUIILHEL,

. CTCPUIIHHBL

. aIMPOTCHHBI.

3. B coorBerctBun ¢ I'® XV ansi M3roToBIEHHS MHBEKIMOHHBIX M WH(Y3HMOHHBIX IPETapaToB
UCIIONIB3YIOT CyOCTaHIINH, MPOIIESAIINE UCTIBITAHUS Ha OaKTepHaIbHbIE SHJOTOKCUHBI WJIM MUPOTEHBI.
K cyOcrannusam, ucnosib3yeMbIM JJIsi U3TOTOBJIEHHUS JIEKAPCTBEHHBIX IPENAapaToB il BHYTPEHHEIrO
WIM Hapy>KHOTO MPUMEHEHHUS, IaHHbIe TPeOOBaHUA HEe MpeabsABIsAioTcs. [loaToMy OHM HE MOTYT OBITh
MCIIOJIb30BaHBbI JIsl U3TOTOBJIEHUS PACTBOPOB JUIsl MHbEKIMN WX UHDY3UH.
4. Vcnonw3yerca crabunuzatop npu npuroroBienun (Crabunusarop Beitbens 5 % ot oOmiero
00bemMa HE3aBUCUMO OT KOHILIEHTPALUH).

B coorBerctBun ¢ O®C.1.0006 «CrepuibHble JI€KApCTBEHHbIE IIpeHaparbl anTe4YHOI'o
uzroroieHusi» '@ XV, pacTBOpHI MIIOKO3bI HEOOXOAUMO CTAOUIN3UPOBATh PACTBOPOM  KHUCIIOTHI
xJyiopuctoBojioposiHoi 0,1 M u Hatpus xjopunoMm. HeoOxoaum mepecueT IFOKO3bl O€3BOJHON Ha
[JIFOKO3Y BOJIHYIO C YYETOM BJIaKHOCTH.

3.Heo6xonuMo mpoBepsATh KOJIUYECTBEHHOE COJEp)KaHHE TJIIOKO3bl /10 W IOCHEe CTepHIIN3ALUU.
CopepxaHue TJIOKO3bl JIOJDKHO OBITh OAuHakoBO. HeoOxomumo coBepuiaTh NPOBEPKY Ha
OTCYTCTBHE MEXaHMYECKHX BKIIOYEHMM 1O W Mocie crepuinusaunuu. [IpoBepky coBepiiaroT Ha
4yepHOM (oHe.

5. B coorBerctBuu ¢ O®PC.1.0006 «CrepusibHble JI€KapCTBEHHbIE IIperaparbl anTeyHOro
usrotosneHus» ['® XV «He momyckarorcsi crepuiu3anusi pacTBOpoB o0beMoM Oosiee 1 nutpa u
MOBTOPHAs CTEPHIIN3ALNS HHBEKIMOHHBIX U UH(PY3UOHHBIX PACTBOPOBY.

3ananue 48. CuryarioHHas 3a1a4a

B myHununansHyro anteky ropoga N oOparuiach *KEHIMHA C pEelenToOM OT Bpaya- HEBpOJora Ha
N3TOTOBJICHUC MHUKCTYPbI KBaTepa JJIA eé pe6eHKa 3 51eT 1o CJ'ICIIyIOI_HCﬁ IMpOIUCH:

Rp.: Infusi rhizomatis cum radicibus Valerianae ex 10,0

Infusi foliorum Menthae ex 4,0- 200ml

Coffeini-natrii benzoatis 0,4

Natrii bromidi 3,0

Magnesii sulfatis 0,8

M.D.S. Ilo 1 cTonoBoii noxKe 3 pa3a B I€Hb.

1. TlpuBeauTe 4aCTHYIO TEXHOJOTHIO U3TOTOBJICHHS MUKCTYphI KBaTepa.

2. HammmuTe mumeByro 1 000pOTHYIO CTOPOHY ITACIIOPTa MUCEMEHHOTO KOHTPOJISL.

3. VKaxWuTe OTUKETKH U TNpeaylnpeauTelbHble HAINNCH, HEOOXOIUMbIe I OQOPMIICHUS
(dbakoHa a1 OTIycKa.



4. VYxaxute (hapmakonoruyeckoe Jeiicteue MukcTypsl Karepa.
5. Tlpennoxute anamorn MUKCTYpbl KBaTtepa juist mereii 3 JIeT U3 anTeyHOTro aCCOPTUMEHTA.

Ilpasunvruviii omseem:

1. 3roTroBienne MHOTOKOMITOHEHTHBIX BOJHBIX U3BJICUCHHI U3 CHIPHSI, COAEPKAIIETO OJHY U Ty Ke
rpynmny OMOJIOrMYECKUX aKTUBHBIX BEUIECTB, HE3aBUCHMO OT TMCTOJIOTMUYECKOM CTPYKTYpPhI TOTOBST
OJTHOBPEMEHHO.

N3Bneuenust n3 kopuepwuin u kopHen Banepuansl (KBIT = 2,9) u nucteeB matel (KBII = 2,4) rotost
OJTHOBPEMEHHO, TaK KaK TpeOyeTcs OIMHAKOBBIN PeXXUM IKCTpaKuu. Boabl B JTaHHOM ciydae OepyT:
200 + (10,0%2,9) + (4,0x2,4) = 238,6 M = 239 mu1.

WzroroBnenHoe wu3BiedeHHEe (GUIBTPYIOT B MOACTaBKY, pactBopsitoT 0,4 r kodeuna- HaTpus
Oenszoara, 3 r HaTpusa Opomuzaa, 0,8 r marHus cynabdara mpu MepeMElIMBaHUU U (QUIBTPYIOT BO
(1aKoH TS OTITYCKA.

2. O6opotHas cropona ITTTK

KBII xopHeBuIl ¢ KOpHAMU BajlepraHsl = 2,9

KBII nuctheB mMatel = 2,4

Boner ounmiennoit: 200 + (10,0 x 2,9) + (4,0 x2,4) = 238,6 mu1 = 239 mn

JIuuesas cropona I1IIK
Hara Ne peuenra

Rhiz. cum rad. Valerianae 10,0
Fol. Menthae 4,0
Aquae purificatae 239 ml
Infusi rhiz. cum rad. Valerianae et fol. Menthae ad200mi
Coffeini-natrii benzoatis 0,4
Natrii bromidi 3,0
Magnesii sulfatis 0,8
V =200 ml
[TpuroroBu (MOIIUCH)
[IpoBepuin (moamnuce)
3. CornactHo nmpukaszy M3 P® ot 22.05.2023 r. Ne 2491 «O0 yTBEp»/A€HUU PABUI U3TOTOBJICHUS U
OTIyCKa JICKaPCTBEHHBIX MPEMapaToB JJIsi MEIUIIMHCKOTO IPUMEHEHUS allTeYHBIMU OpTraHU3aIUsIMHU,
UMEIOITUMHU JIMIEH3UI0 Ha (hapMalleBTUYECKYIO IeITETbHOCTD)
Ha ¢dnakone m1st oTIycka JOKHBI OBITh CJIETYIONTNE dTHKETKH:
«Muxcrypa», «BHyTpeHHEEY.
[IpenynpenurenbHbIe HATTUCH:
«XpaHuTh B mpoxiaaHoM Mectey. «llepen ymoTpeOiieHneM B30anThIBaTh». A TaKKe YKa3bIBalOT
HOMEp peLenTa.
4. Mukctypa KBarepa o0mamaeT celaTUBHBIM JEHCTBHEM. 3a CUET COAEpKaHUs CyibhaTa MarHus
MukcTypa KBatepa 061amaeT mpoTUBOCYA0POKHBIM 3D (HEKTOM.
Hcnone3yeTcss mpu HEBpPO3ax pa3HOM OJTHOJNOTHH, JIETKOM ¢GopMe HEBpPaCTeHHH, KOTOpas
COMPOBOXKAAETCA  TPEBOIOW,  CTPAaXxOM,  IOBBIIIEHHONM  YTOMJISIEMOCThIO,  OECCOHHUIIA,
BETe€TOCOCYAUCTAs! AUCTOHHS.
5.Tenoren nerckuii (HEBPOTHYECKHE W HEBPO3OMOJOOHBIE PACCTPONCTBA, COMPOBOXKIAIOIIHECS
MOBBIIIEHHOW BO30YAMMOCTBIO, Pa3IpaKUTEIBHOCTBIO, TPEBOTOHM, HAPYIICHHWEM TOBEICHUS W
BHUMAaHMSI, BET€TATUBHBIMHU PacCTPOMCTBAMHU ).
['mununa  (pa3nuuHble  (QYHKIMOHAIBHBIE W OpPTaHWYecKHe 3a00JeBaHUS HEPBHOW CHCTEMBI,
COMPOBOXKAAIOIIMECS  TOBBIMIEHHONH  BO30YIUMOCTHIO, OMOIMOHANBLHOM  HECTaOMJIBHOCTHIO,
CHI)KEHHEM YMCTBEHHOM pPa0OTOCIOCOOHOCTH M HAapyLIEHHWEM CHA: HEBPO3bl, HEBPO30I0J00HbBIE
COCTOSIHHMSI M BET€TOCOCYIUCTAsl IUCTOHUS U . ).
JlopMukuHa (romMeonaTHYeCKUi MperapaTr CIOCOOCTBYET HOpMaM3allMM JETCKOr0 CHa |
0O0JpCTBOBaHUS, YyCTpaHseT OECCOHHHUILY, TPEBOXKHOCTb, TMOBBIIICHHYIO  BO30YIMMOCTbD,
pa3apaXUTENbHOCTb, TUTAKCHBOCTB ).



3ananue 49. CuryarmionHas 3agada

B anreky mocTymnui penent Ha U3roTOBJICHHUE JIEKAPCTBEHHON (DOPMBI TIO MPOIHCH:
Rp.: Dibazoli

Papaverini hydrochloridi ana 0,02

Sacchari 0,3

M.f. pulv.

D.t.d Ne 10

S. ITo 1 mopomiky 3 paza B iecHb BHYTPb.

1. Jlaiite TeopeTnueckoe 000CHOBAaHME BBITMCAHHOM JIeKapCTBEHHOM (popme.

2. W3noxuTte CTauK TEXHOJIOTHYECKOTO MPOIIecca N3TOTOBICHHUS JICKAPCTBEHHON (OPMBI.

3. Odopmute macnopt NUCHMEHHOIO KOHTPOJISI Ha JaHHYIO JIEKAPCTBEHHYIO (GopMmy (JIMLEBYIO U
000POTHYIO CTOPOHBI).

4. TlpuBenuTe HOPMATUBHO-TIPABOBbIE AKTHI 110 M3TOTOBJICHUIO JEKAPCTBEHHON (OPMBI U OLEHKY
KayecTBa U3rOTOBJIEHHOT'O ITOPOLIKA.

5. Ilepeuncnure TpeGoBaHUMS K O(GOPMIICHHIO DPELENTOB M OTIYCKY JTaHHOTO JIEKapCTBEHHOTO
npernapara.

IIpasunvhviii omeem.:
1. Beinucana TBepAas JekapcTBeHHAs (popMa — MOPOLIOK CI0XKHBIHM, J03UPOBAHHBIN AJ1s1 BHYTPEHHETO
IPUMEHEHHUS, BBIIIUCAH PACIPENEIUTENbHBIM ClIOCOOOM. IHrpeIneHThl COBMECTUMBI.
2. JIn6a301 ¥ mamaBepvHa THAPOXJIOPUJ SIBISIOTCS BEIECTBAMHU, Y KOTOPHIX TpeOyeTcsl MpoBepKa
BP/1=0,2 BC/I=0,6 P1=0.04 C1=0.12 du6a3on BP/1=0,05 r. P/ =0,006 r BCA=0,15 r CA=0,1 r
Bribupaem crynky Ne4 ,na BP-5 orBemmBaem caxapa 3.0,3aTupaeM UM MOpbI CTYIKH, TaK Kak OH
seisiercs uHaupdepentHsiM BemectBoM .Ha BP- 1 orBemmBaem 0,2 nubazona u 0,2 mamaBepuHa
THJIPOXJIOPH/IA, TTOMELaeM B CTYNKY M OJHOBPEMEHHO H3MeJIbYaeM, a Jajieeé CMEIIMBAaeM CO BCEM
KOJINYECTBOM caxapa [0 MOJy4eHHUs OJHOpPOJHOro mnopomka. [IpoBepseM kauecTBO MOPOIIKOBOH
Macchl: CKpeOKOM COOMpPaeM CO CTEHOK CTYIKHU MOPOIIOK, HAJaBIMBaeMHA HETO MECTHKOM, TP 3TOM
B YIJ1yOJIeHHH He J0JDKHO OBITh OniecTsmux BKparuieHui. [lopomkoByto Macecy nozupyem o 0,34 Ha
10 no3. YnakoBbIBaeM B BOILIEHbIE WK NapaduHUPOBaHHBIE Kancyibl. [lopomku ckinaapiBaeM 1o 3-5
LITYK ¥ TIOMEILIAEM B ITAKET.

3.0¢opmitsieM TUIEBYIO CTOPOHY NMacnopTa nucbMeHHoro KoHTposs (ITTIK):

Hara perr. Ne

Saccharum 3,0

Dibazolum 0,2

Papaverinihydrochloridum 0,2

Mob6m. = 3,3

my = 0,33 Ne 10

IIpurorosui:

IIposepuir:

Ornycrun:

Ob6opotHas cropona I1I1K:
Mmub6azona=  0,02x10= 0,2
Mnanas. rugpoxi. = 0,02x10=0,2
Mcaxapa=0,3%10=3,0

Mo6ur= 0,2+0,2+3,0= 3,4
M1=3,4:10= 0,34 Nel0

4. O®C.1.8.0001 - «JlekapcTBeHHblE npemapaTbl anTe4Horo usroropieHusn» [ O XV,
OPC.1.4.1.0010.15-«ITopomku» I'd XV, ODC.1.8.0005- «HecrepunbHble JieKapCTBEHHBIE ITPETapaThl
anTEeYHOr0 M3TOTOBJICHUS B BHUJE TBEPAbIX JieKapcTBeHHBIX (opm» I'd XV, Ilpukaz M3 PO or
22.05.2023 1. Ne 2491 «OO0 yTBepkKI€HUU MTPaBUII U3TOTOBJICHUS U OTIYCKA JIEKAPCTBEHHBIX NPENapaToB

JUIST  MEIUIIMHCKOTO MPUMEHEHHsI anTeYHBIMH  OpraHU3allusM{, HMEIOIIUMU  JIULEH3HIO
(dapMaleBTUYECKYIO 1€ATEIbHOCTh)»



OueHka KayeTBa:

-IIpaBuiIbHOCTH yMakoBKU U OGOpPMIICHHS: TOPOLIKK YIaKOBaHbI B BOLIEHBIE KAICYJbl C y4ETOM
(u3-X1UM CBOKCTB.

-OpraHoyienTHYeCKUi KOHTPOJIb: IBET O€JIbIi, BKYC TOPbKOBATHIH, O€3 3amaxa.

-OTHOPOTHOCTH TIOPOIIKOB: BU3YAILHO HE OOHAPYKUBAETCS OTICIBHBIX BUJIUMBIX YaCTHIIL.
-IIucbMeHHBI KOHTPOJIb 3akiroyaeTcs B mpoBepke coorBercTBusi 3anucei BIIIIK u Ha penenre,
a TaK>Ke B MPABUIILHOCTU MPOU3BEICHHBIX PACYETOB.

Ha IIIK yxa3siBaroT gaty, Ne penenra

-KoHTpoabs npu 0TIycke COOTBETCTBUSL:

. V1akoBKH - (PU3NKO-XMMHUYECKHUM CBOHCTBaM,

. J103 — BO3pacTy OOILHOTO,

. damMuIUK ¥ MHUIMAIOB OOJBHOIO Ha pELENTe, B CHTHATYpe, dTHKEeTKe, No Ha pelenre,
CHUTHATYpE, 3THKETKE,

. OdopmiieHue JIeKapCTBEHHOTO CpPEACTBA B COOTBETCTBHHM C JCHCTBYIOIIMMHU TPUKA3aAMH:

JIOJDKHA OBITh HAKJIEeHAa COOTBETCTBYIOIIAS STHUKETKA, MOJUYEPKUBAIOIIAs LBETOM OOIIyI0 (Gopmy
Ha3HA4YEHUs
-JlononHuTenpHO (pU3NYECKUN U OIPOCHBIN)

5. B cootBerctBumn c Ilpukazom MunmcTepcTBa 3apaBooXpaHeHus Poccuiickoii dexepanuu OT
24.11.2021 Ne 1094u "OO yrBepxknenuu Ilopsiaka Ha3HAUEHUS JIEKAPCTBEHHBIX MpenapaTos, (GopM
pEeNEenTYPHBIX OJIAHKOB Ha JICKApPCTBEHHBIE Tpenaparsl, [lopsaka opopMieHHs yKa3aHHBIX OJIAHKOB,
UX y4yera U XpaHeHus, popm OJIaHKOB PELENTOB, COAEPKAIINX Ha3HAUYCHHUE HAPKOTUYECKUX CPE/ICTB
WJIM TICUXOTPOIMHBIX BeliecTB, [lopsika uX M3rOTOBIICHUSI, PACTIPEICICHUS, PETUCTPAIIMU, YIe€Ta U
xpaHeHusi, a Takke IIpaBun odopmiieHus OJlIaHKOB pelenToB, B TOM 4uciae B Qopme
QJICKTPOHHBIX JTOKYMEHTOB" JaHHBIN Tperapar BBITUCHIBACTCS HA pElenTypHOM OiaHke (GopMbl No
107-1/y. Ha 6nanke cTaBUTCS ITaMI MEAMIIMHCKOW OpraHU3allMy C YKa3aHHUEM ajpeca U TeiaedoHa,
nata Beimucku, ©.M.0. manueHTa ¥ MEAMIIMHCKOTO paOOTHUKA YKa3bIBACTCs MOJIHOCTHIO, B rpade
BO3PAcT yKa3bIBA€TCA KOJIUYECTBO MOJHBIX JeT. B rpade «Rp» ykaspiBaeTcs: Ha JTaTUHCKOM SI3bIKE
HanMmenoBanue JII1 (MexayHapogHOE HEMATEHTOBAHHOE HIIU TPYIIUPOBOYHOE, TUOO0 TOPrOBOE), €TO
JIO3UPOBKA, KOJIMYECTBO; HA PYCCKOM WJIM PYCCKOM M HAIMOHATBHOM S3BIKaX CIOCOO MPUMEHEHHS
JIEKapCTBEHHOT0 Tpenapara. PerenT, moAnuceBaeTcss MEIUIIMHCKUM PAOOTHUKOM U 3aBEPSIETCS €Tr0
JIMYHOM I1€YaThIO.

3ananue 50. CuryarmionHas 3agada
B anrexy mocTynui penent Ha U3rOTOBIIEHUE JIEKAPCTBEHHOU (POPMBI TIO MTPOTUCH:

Rp: Sol. Pilocarpini hydrochloridi 1% - 10,0
D.S. I'naznsie kammu. [1o 2 xarm 3 pasa B JicHb B 00a Ti1asa.

1. JlaiiTe TeopeTuyecKoe 000OCHOBaHHUE BHIMMMCAHHOM JIEKAPCTBEHHOU (hopme.

2. N3noxuTe cTanuu TEXHOJIOTHYECKOTO MPOIEcca U3rOTOBICHUS JIEKAPCTBEHHON (DOPMBI.

3. OdopmMuTe macmopT MUCbMEHHOTO KOHTPOJIS Ha IAHHYIO JIEKAPCTBEHHYIO0 PopMy (JIMLIEBYIO U
00OpOTHYIO CTOPOHBI).

4. [Tepeuncnure TpeGoBanus K 0HOPMIICHUIO PElIeTiTa Ha JaHHBIN JIEKApCTBEHHBIH Mpemnapar.

5 KOHTpOJ'IB IMpU OTITYCKE M3TOTOBJICHHBIX JICKAPCTBCHHBIX ITPECIIapaToB.

IIpasunvuoiii omeem:

1. Brmmucana Tna3zHas JekapcTBeHHas ¢opMa B BHAE BOJHOTO HCTHHHOTO pPAacTBOPA,
MpeHa3HaYeHHAs I MHCTHUIALMK B TJ1a3. [ JTa3HbIe KaIrIu OTHOCSITCS K JIEKApCTBEHHBIM (hopMam
MECTHOIO INPUMEHEHUs. B cocTaB BXOIMUT MUIOKAapHUHA TUAPOXJIOPHUI — SIOBUTOE BEUIECTBO, HO
TaKKaK JICKapCTBeHHas (popma mpeHa3HavYeHA 711 HApYKHOTO TPUMEHEHUS, 03Bl HE TIPOBEPSIEM.

2. ['OTOBST B aCENTUYECKUX YCIOBHSIX.

CTepuibHBIM HWJIMHAPOM OoTMepuBaeM 10 M1 BOABI OUYMIIEHHOW H IPUMEPHO MOJIOBUHY MEPETUBAEM
B mnojcTaBky. lIpoBusop-texHosor mno TpeOoBaHHIO (apMalieBTa IOCle IMPOBEPKH pPacyeToB
orBemmBaeT 0,1 muiokapnuHa TUAPOXJIOPHAA HA Becax AJiA SJOBUTHIX BEIIECTB B MPHUCYTCTBHH
¢dapmalieBTa Ipy JBOITHOM KOHTpOJIE pa3HOBECA U HA/ANKCH Ha LITaHTJIace.



[lepenocuT nmuokaprnuHa TUAPOXIOPUL B oacTaBKy. Ha Becax orsemmBaem 0,07 HaTpus xjopusia,
NEPEeHOCUM B TMOACTaBKy. PacTBopseM NWIOKapnuHa TUAPOXJIOPUA W HATpus XJIOpUI TPHU
NEepEeMEIIMBAaHNM W TIONYYEHHBIH pPacTBOp (QUIBTpyeM uepe3 [BOMHON OyMaxHblii (QuiIbTp,
IPOMBITHI BOJOM OUMIICHHOW B (uiakoH it oTmycka. Yepe3 3ToT xe ¢GuibTp (uibtpyem
OCTaBIIMKCS 00beM BOJIbI OUUIIeHHON. DIIaKOH 3aKphIBAEM PE3MHOBOM MPOOKOH

KonTpons JIO

OTparoT Kamid Ha KaueCTBEHHBIM W KOJMYECTBEHHBIM aHaIN3, MPOBEPAIOT Ha OTCYTCTBUE
MEXaHUYECKUX BKIFOYECHUH.

YKkynopka

@akOH € PacTBOPOM YKYMOPHUBAIOT PE3WHOBOM MPOOKOW M METAIMYECKHM KOJIIAYKOM TOJ
obkarky. Crepunusytot npu 120°C B TeueHre 8 MUHYT.

Odopmienne K OTIyCKy

@®nakoH O0QOPMIIAIOT ITHKETKOM PO30BOro IBETa Ui TJIA3HBIX Kalleidb, Ha KOTOPOH YKa3bIBalOT
HoMmepa anteku, perenta, MO OGompHOro, cmocod mnpumeneHus. Cpok rogHoctu 30 CyTOK.
HakneuBaroT npenynpeauTenbHble ITUKETKU: «XPaHUTh B MPOXJIAJHOM W 3alIUIIEHHOM OT CBETa
mectey», «CtepriibHO», «OO0pamarbesi ¢ OCTOPOKHOCTHIO», «XPAHUTh B HEAOCTYMHOM OT JeTel
MECTe».

3. IIK nunesas ctopoHa

Hara Ne penenra

Aquae purificatae 10 ml

Natrii chloridi 0,07
Pilocarpini hydrochloridi 0,1
V=10 ml

Sterilisatum! 120 °C - 8 muH.
[TpuroroBun

[IpoBepui

Otnycrun

[IITK oGopoTHas cropoHa

1,0 nuitokapnyuHa ruApoxaopuaa SkBuBasieHTeH 0,22 HaTpUs XJI0pHUaa

KomuuectBo NaCl, nHeooxoaumoe 1y1st n30ToHHpoBaHust 10 M1 BOJBI.

0,9 NaCl wuzotonup 100 M Bozbl

komumuectBo  NaCl, HeoOxommmoe s jgousoTroHupoBanuss 1% pacTBopa NHIIOKapIHHA
TUAPOXJIOPHIA.

0,09 -0,022 = 0,068 » 0,07 r

[Munokapnuna runpoxnopuna 0,1 r

Bogp! ounmiennon 10 mn

OO6mmit 0ovem 10,0 M

4. TMTunokapruHa ruapoxjopua He nomiexxut IIKY u BeimMchiBaeTcss Ha peuentypHoM OjaHke
dopmer 107-1/y B coorBerctBum c¢ [lpmkazom MunucrepcTBa 3apaBooxpaneHus Poccuiickoit
Oeneparun ot 24.11.2021 Ne 10941 "OO ytBepkaeHun llopsiika HasHaueHMs JEKapCTBEHHBIX
npenapaTroB, GopM pelenTypHbIX OJaHKOB Ha JIeKapCTBEHHbIE MpenapaThl, [lopsnka odpopmuenus
yKa3aHHbIX OJIaHKOB, MX ydeTa W XpaHeHHs, (hopM OJIaHKOB PEILENTOB, COJAEPKALIMX HAa3HAYCHHE
HapKOTUYECKUX CPEACTB WM MCUXOTPONHBIX BemlecTs, [lopsaaka ux u3rotoBiaeHusl, pacipeesieHus,
perucTpanmy, yuera U XpaHeHus, a Takxe [IpaBun oopmienus: 61aHKOB peLieNTOB, B TOM YHUCIIE B
dbopme PIEKTPOHHBIX JOKYMEHTOB"

OO0s3arenbHbIe PEKBU3UTHI: IITAMI METUIIMHCKOM OpraHu3alny ¢ yKa3aHHeM HauMEeHOBaHMs, ajipeca
u TenedoHa, nara BeimUckH peuenta, OPUO wmexn.pabotHuka (monHocteio), ®UO mnanmenra
(MOJIHOCTBIO), BO3pacT MalueHTa (KOJUYECTBO MOJHBIX JeT), HaumeHoBanue JIII Ha natmHCKOM
a3bike 1o MHH wnu rpynnupoBoYHOMY HaUMEHOBAHUIO, @ B ClIydae UX OTCYTCTBHUS IO TOPIrOBOMY
HaMMEHOBAHHUIO, JO3MPOBKA, KOIUYECTBO, croco0d mpumenenus JIII, moamuck W nuyHas mneyaThb
MEAMIIMHCKOTO paboTHHKA. J[0OMOTHUTENbHBIE PEKBU3UTHI HE IPETYCMOTPEHBI.

5. Cormacio TtpeboBanusam O®PC.1.8.0001 - «JlexkapcTBeHHbIE THpenaparbl anTEYHOrOo
m3rotoBiieHUs» ['@ XV KOHTpONIO MpHU OTIYCKE JEKAPCTBEHHBIX MPENapaToB IOJBEPraroTCs BCE
M3TOTOBJICHHBIE JIEKAPCTBEHHBIE IIPENapaTsl, B paMKax KOTOPOIO INPOBEPSETCS COOTBETCTBHE: a)



YIIaKOBKM JIEKAPCTBEHHOTO TpenapaTa (U3NKO-XUMHUECKUM CBOWCTBAM, BXOISIIUX B HErO
JIEKapCTBEHHBIX CPEACTB; 0) YKa3aHHBIX B peLENTe WIM TPeOOBaHUU J103 HAPKOTUYECKUX CPENICTB,
IICUXOTPOIHBIX, CHJIBHOAECUCTBYIOUIMX BEIIECTB BO3PACTy INAIMEHTa; B) PEKBU3UTOB pELEITA,
TpeOOBaHUS CBEACHUSM, YKA3aHHBIM Ha YIAaKOBKE M3TOTOBJIEHHOTO JIEKAPCTBEHHOI'O Iperapara; I)
MapKUPOBKH JIEKAPCTBEHHOTO Mpernaparta TpeOoBaHUsAM. Ilpy BBISIBICHHH OJHOTO M3 YKa3aHHBIX
HECOOTBETCTBUI M3rOTOBIICHHBIN JIEKAPCTBEHHBIN IIpenapar He MOUICKUT OTIIYCKY.

3ananue 51. CutyannonHas 3aaada

B peuenTypHO-IPOU3BOJACTBEHHBIA OTIEN ANTEKH IMOCTYIMJ PELENT, COACPKALINA CIeIyIONIyIO
IPOIUCH:

Rp.: Infusi rad. Althaeae 200 ml

Natrii benzoatis 3,0

Sirupi simplicis 20 ml

Elixiris pectoralis 4 ml

M.D.S. Ilo 1 neceprHoii n0kKe 4 pa3a B ICHb.

[Tocne QapmMareBTUYECKOM SKCIEPTU3bl U TAKCHPOBKU pELENTa MPOBU30P-TEXHOJIOT MOPYUUIT
M3TOTOBUTH JIEKAPCTBEHHBIN Iperapar MoJIoAoMY (GapMareBTy, KOTOPBIH pacTBOPUI B MOJCTaBKE B
170 mu Boasl ounieHHO# 20 T' CyXOro 3KCTpaKTa-KOHILIEHTpAaTa KOPHS aiTes, MpoQUIbTPOBall Yyepes
TaMIOH BaThl BO ¢urakoH, nodasmi 30 mur 10% pactBopa HaTpust OeH30aTa, 4 MJI SITUKCHUPA TPYTHOTO
u 20 M cupoma caxapHOro, mepeMeniai, MPOBEpPHSl Ha OTCYTCTBHE MEXAaHHYECKHX BKIIOUEHUH U
0OpPMUIT K OTITYCKY 3TUKETKOU «BHyTpeHHee» «MUKCTypa»,c MpeaylnpeauTeIbHBIMA HAITICSIMHU:
«XpaHUTh B MPOXIIAJTHOM, 3AIMIIEHHOM OT cBeTa MecTey, «llepen ymorpebienueM B30aNTHIBATHY,
«XpaHUTh B HEAOCTYMHOM [uis JneTeid mecre». OdopMmin macmopT NHCEMEHHOTO KOHTPOJIS.
[TpoBHU30P-TEXHOIIOT MOCIE MTUCHbMEHHOT0, (PU3UYECKOT0 U OMPOCHOT0 KOHTPOJISA Cliejall BBIBOJ, YTO
HACTOW HM3rOTOBJIEH HEYIOBJIETBOPUTEIHHO, U PEKOMEHI0BANl M3TOTOBUTH HOBBIH.

[Tpumeuanue:

KVYO narpus 6enzoara = 0,6 M/t

KVYO cyxoro skctpakra koHIeHTpaTa anresd = 0,61 miu/r;

K pacx. = 1,3 mii/T; tonmycTUMBbIe OTKJIIOHEHUS 15l 00bema cBbime 200 v - 1%.

1. HazoBuTe BO3MOYKHBIC BAPHAHTHI H3TOTOBIICHUS JJAHHOTO JIEKAPCTBEHHOTO TIperapara.

2. Cornmacusl 71 Bbl ¢ BBIBOJOM NPOBHU30pa-TEXHOJOra, 4YTO TMpemapar HW3rOTOBIEH
HeyaoBieTBOpuTeNbHO? OTBET aprymeHTupyite. Odhopmute 000pPOTHYIO CTOPOHY MAacoOpTa
nuceMeHHoro kouTposs (II1K).

3. [IpuBenuTe NPABMIBHYIO TEXHOJIOTHMIO M3TOTOBIECHUs JIEKAapCTBEHHOIO IIpernapara 1o
pELENTYPHON IPOIUCH C UCIIOIB30BAHUEM CYXOI'0 DKCTPAKTA-KOHLIEHTPATA aJITesl.

4. VYkaxxute 0cCOOEHHOCTH M3TOTOBJIEHMSI JIEKaPCTBEHHOI'O Ipernapara Mo JaHHOW pelenTypHOM
IIPOIUCH C UCIIOJIB30BAHUEM JIEKAPCTBEHHOT'O PACTUTENIBHOTO CBIPbSl — KOPHEH anTes.

5. Odopmute obopotHyto u snueByto ctoponbl [ITIK Ha naHHBIN JNekapcTBEHHBIN Mpemnapar,

HW3TOTOBJICHHBIM U3 JICKAPCTBCHHOI'O PACTUTCIIBHOT'O ChIPbA.

Ilpasunvuviti omeem:

1. BonHoe W3BJIEUEHHUE MOXKHO H3TOTOBHUTH U3 JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPhS WU C
UCIIOJIb30BaHUEM CYXOT'0 SKCTpaKTa-KOHIIEHTpaTa KOpHEH anTesl.

2. CornaceH(na). BogHoe m3BneueHne M3 KOpHEH anTes MPU OTCYTCTBUHU YKa3aHHSI MAacChl CBHIPbHS
CleyeT TOTOBUTH B cooTHOIIeHUU 1:20, To ecTh HyXHO B3sATh 10 T CyXOro sKcTpakTa-KOHI[EHTpaTa
(1:1). HapymieHn mopsaok J0OaBICHUS KHUIKUX JEKAPCTBEHHBIX cpeacTB. OO0bEM 00IIMi onpeaesnsT
o perentypHoi npomnucu. Oobem obmmii = 200 vt + 20 mut + 4 it = 224 M. [Ipupoct 0o6beMa 0T
pacTBOpPEHHST CYXOro IKCTpakTa — KoHIeHTpata aires = 10,0 x 0,61 mu/r = 6,1 M. JlomycTumbie
OTKJIOHEHUS i naHHoro oowsema = 200x1%/100% = 2 mu. CnemoBaTenbHO, HEOOXOAUMO YUECTh
IPUPOCT 00BEMa OT PACTBOPEHHUS] CYXOro JKCTpakTa KOHIEHTpara. OOBEM KOHIIEHTPUPOBAHHOTO
pactBopa Hatpus 6enzoarta = 3,0x10 = 30 mu. O6bem Boasl = 200 M - 6,1 mn

-30 M = 163,9 mit.



3. B moacraBke B pacCUMTAaHHOM KOJHYECTBE BOJBI OYMINEHHOW pPACTBOPSEM PACTBOPSIEM CYXOW
9KCTPaKT-KOHIIEHTpAT aires, GUiIbTPyeM depe3 TaMIIOH BaThl B OTIYCKHOM (rakoH, nqobasisiem 30
min 10% pactBopa Harpus OeH3oara. B otTaenbHON mozacraBke cmemmBaeMm 20MJ caxapHOTO
cuponna u 4 Mia rpyaHoro siukcupa. Bo ¢rnakon ngo0apisieM YacTAMU MPH  MOCTOSHHOM
nepeMenInBaHU Y., IPOBEPSIOT Ha OTCYTCTBHE MEXAHUYECKUX BKIFOYCHUN, ODOPMIISIOT K OTITYCKY.

4. OcoOeHHOCTH H3TOTOBJICHHUS naHHOW Jiek. ¢Gopmbel u3 JIPC: a) HAcTod TOTOBAT XOJOIHBIM
crioco0oM 0e3 HarpeBaHwusl, HAaCTaWBaIOT MPU KOMHATHOHM TemnepaTtype 30 MUH. 0) anTeHHbII KOPEHb
MocJie U3BJICUEHUSI HE MOJBEPraeTcsl OT’)KUMaHHUI0, YTOObI B TOTOBYIO CJIM3b HE MOMNal Kpaxmail U
KJIETOYHBIE 3JIEMEHTHI; B) coriacHo ['®D HacToil roToBAT B cooTHOIeHuH 5:100; r) yuyuThiBas, 4To
HAcToi rotoBiT 0e3 omkuManus, ['® pexomenayer Ha 100ma Hactost Opath 6,5 ceipbs U 130 M
BOJIbI, T.€ yuuThiBaTh Kpacx=1,3.

5. O6opotHas cropona I1T1K:

V o6mmit = 200 mut + 20 mur + 4 it = 224 mnn

Macca JEKapCTBEHHOT0 pacTuTeabHoro chipbsa = 10,0 x 1,3 mu/r = 13,0

00beM Boabl ouniteHHon = 200 v x 1,3 M/t = 260 mn

pUpPOCT 00bEMa OT pacTBOpeHus HaTpus oenzoarta = 3,0 x 0,6 ma/r = 1,8 mn

JOITYCTHMBIE OTKJIOHEHHS JIJIsl JaHHOTO o0Bhema = 224 M X 1%/100% = 2,24 w1, cienoBaTensHo,
IpUPOCT 00bEMA OT PACTBOPEHUS HATpHs O€H30aTa HE YUYUTHIBAIOT.

JInuesas cropona IIIIK:
Jara  Pement  Ne
Radicis Althaeae 13,0
Aquae purificatae 260 ml
Natrii  benzoatis 3,0
Sirupi simplicis 20 ml
Elixiris pectoralis 4 ml

V oOuuit = 224 mn +/- 2,24 M
[Ipurorosuin

[TpoBepun

Otnyctun

3ananue 52. CuryalrioHHas 3agada

B peHeHTypHO-HpOI/I3BO,I[CTBeHHBII>'I OTACII allITCKHU HOCTYIWII PCUCIT, conep;xamnﬁ CJICAYIOLIYIO
HPOIIHUCH:

Rp.: Dibazoli 0,004

Papaverini hydrochloridi 0,02

Theobromini 0,2

M.f. pulv.

D.t.d Ne 10

S. ITo 1 nopomky 2 pa3a B I€Hb.

[TpoBu3op-TexHOMOr mocie (apMaleBTHUYECKONH OSKCHEPTU3bl pelenTa W TAKCUPOBKH MOPYUUIT
M3TOTOBUTH JIEKAPCTBEHHBIN MperapaT MOJoaoMy ¢apMareBTy, KOTOPBIA claenan HeoOXOJauMble
pacuéThl, U3TOTOBHII MOPOIIKOBYIO CMECh, OPOPMII MACTIOPT MUCHMEHHOTO KOHTPOJS U OTJAN Ha
npoBepky. [Ipu KomuyecTBEHHOM aHaM3e OBUIO YCTAHOBJIEHO, YTO COJEpKaHHWE auda3ona B
MOPOUIKAX HE YKIIAJIBIBAETCA B IONYCTUMbIE HOPMbI OTKJIOHEHUH.

[IpoBeneHne OMPOCHOTO KOHTPOJIS TOKa3ano, 4Tro (apmaneBT u3Menbuuia B crynke 2,0r
TeoOpoMuHa, momecTun B cTynky 0,04r nubazona, u3mMenbuni, cMemian, nodasun 0,2r mamnaBepuHa
TUAPOXJIOPHUAA, U3MEITBUYMI U CMEIal 0 OAHOPOAHOCTU. [IpoBH30Op-TEXHOMOT caenand BBIBOJ, YTO
MOPOUIKU U3TOTOBJICHBI HEYIOBJIETBOPUTENIBHO, U PEKOMEHA0BAJI U3TOTOBUTH UX BHOBD.

1. JlaiiTe XapakTepUCTHKY JIEKapCTBEHHOU (hopme, TpUBEIEHHO B IIPOIKCH.

2. CornacHel  Jn Ber ¢ BBIBOJIOM MIPOBHU30pA-TEXHOJIOTA,  4YTO  Ipemnapar
U3rOTOBJIEH HEYIOBJIETBOPUTENBHO? OTBET apryMEHTUPYHTE.

3. Uro takoe Tputypauusa? Korna u ¢ kakoil 1ebio €€ UCTIOIB3YIOT?



4. Kak BbIOMparoT pa3BeieHHE TPUTYPALUU IPU U3TOTOBICHUH TOPOILIKOB?
S. [IpuBenuTe NPaBUIIbHYIO TEXHOJIOTHIO U3TOTOBJIEHUS MTOPOILKA 10 MPOIHUCH.

Ilpasunvruviii omseem:

1. B peuente BbINMCAH CIIOKHBIM JO3MPOBAaHHBINA IOPOIIOK JJsi BHYTPEHHEro INpUMEHEHHs. B
cootrBercTBUU ¢ ODC.1.4.1.0010.15 «Ilopomkuy I'd XV, mopomku - JekapcTBeHHas ¢opma,
cocTosAlIasl W3 TBEPABIX OTACIBHBIX CYXHX 4YacTUI[ pPAa3JIMYHON JUCHEPCHOCTH, 00aaaromias
cBoiictBOM chbimydyecTd. OCOOEHHOCTh HW3TOTOBJCHMSI CBSi3aHAa C cojepxkaHueM auba3zona B
konmmuectBe Menee 0,05 © Ha BCIO MOPOIIKOBYIO MacCy, YTO HE TIO3BOJSET OOECIECUYHTH
OJIHOPOJAHOCTH CMECH U TOYHOCTD €0 JO3UPOBAHUS.

2. Jla, cormnacHa. IlpenapaT npuroToBieH HEYIOBJIETBOPUTEIHHO, TAaK KaK KOJIMYECTBO AubOa30a Ha
Bcro Mmaccy mopomka 0,04 3to menee yem 0,05, mosToMy Hajo OBUIO MCIOJIB30BaTh TPHUTYPAIHIO
(1:10).

3. Tpurypauuss — mopoumkooOpa3Has CMeCh SJOBHUTOIO WU CHIJIBHOACWCTBYIOIIETO BEIIECTBA C
uHM (G (HEepeHTHBIM HANIOTHHUTENIEM (Yallle ¢ MOJIOYHBIM caxapoM) B cootHomenusax 1:10 nmm 1:100.

Tputrypanuu UCOIB3YIOT, €CIH SII0BUTOIO WM CHIIbHOJEHCTBYIOMIEro BemiectBa Boimucano 0,05 r
¥ MEHEE Ha BCIO TIOPOIIKOBYIO MAaCCYy.

Hcnonp30BaHue TPUTYpAIMil BEI3BAHO IBYMS IPUYHMHAMMU:

- HEBO3MOKHOCTh OTBECHThH C JIOCTATOUYHON TOYHOCTHIO HAaBECKY BemiecTBa Maccoit menee 0,05 r Ha
PYYHBIX OJTHOTPAMMOBBIX BECaXx;

- HEBO3MOXXHOCTh PAaBHOMEPHOTO pPACHpPEACICHHUS MAJIOr0 KOJIMYECTBAa BEIIECTBA CHUCKA A WIH
cnucka b B o0meli macce mopoimika. lMcmnonb3oBaHue TPUTypaluy OOECIeuynBaeT PaBHOMEPHOE
pacripenielieHne Majioro KOJHMYECTBAa SIOBHTOTO WJIM CHIBHOJICHCTBYIOIIETO BEIIECTBA B OOIIEH
Macce MOPOIIKa U TOYHOCTh T03UPOBAHMUSL.

4. BpiOop pa3BeleHHS TPUTYPALUU 3aBHUCHT OT MAaCChl SIOBUTOTO WJIM CHIJIBHOJIEHCTBYIOIIETO
BElIleCcTBa Ha Bce J103bI opoiuka. Eciau BemectBa Boinucano B konmuuectse 0,01-0,05 r, ucrnons3yrot
tputypauuto 1:10, menee 0,01 r — tpurypauuto 1:100.

5. B crynke m3menpyaror 2,0 r TeoOpomMuHa, M00aBISIOT U u3MenpdaroT 0,2 © mamaBepuHa
ruapoxyiopuia (COOTHOIIEHHE HHrpenueHToB He mnpesbimaer 1:20), 3arem podamstor 0,4 T
tputyparuu aubaszona (1:10), Bce CMeMmMBAIOT A0 OJHOPOIHOCTH. [IpOBEPSIOT OJHOPOAHOCTH
cmecu. JlosupyroT no 0,26 r yncnom 10 M ynakoBbIBalOT B BOUIEHbIE WU TNapapUHUPOBAHHBIE
Karcysbl 1 KOpoOky uiu nmaket. OQopMIISIOT K OTITYCKY.

3ananue 53. CuryarionHas 3agada

B peuenTypHO-IpOU3BOJACTBEHHBIA OTIEN ANTEKH IMOCTYNWJI PELENT, COJACpPXKALIUi CIelyronyto
MIPOTIHCH:

Rp.: Laevomycetini 2,5

Acidi salicylici 1,0

Spiritus aethylici 70 % 50 ma

M.D.S. IIpu rHOHHHUYKOBBIX 3200JIEBAaHHSIX KOXKH.

[TpoBU30p-TEXHONOr MMOCE IMPEeIBApPUTENBbHON  (papMaleBTHUECKOM JKCHEepTH3bl U
TAaKCUPOBKHU TOPYYMJI U3TOTOBUTH JIGKAPCTBEHHBIN Tpermapar MojoioMy ¢apmareBty. ToT caenan
HE0O0XO/MMBbIEe pacu€Thl, U3TOTOBHJI PAacTBOp MO JAHHOW MPOMUCH, OPOPMUI JIMLEBYIO CTOPOHY
nacropTa MMCEMEHHOTO KOHTPOJIS ¥ OT/IaJ TPOBU30PY-TEXHOIIOTY Ha TTPOBEPKY.

HpI/I MIPOBCACHUN OITPOCHOTO KOHTPOJISA BBIACHUJIIOCH, YTO (bapMaueBT HU3TOTOBUJI JICKAPCTBCHHYIO
dbopMy B acCHCTEHTCKON KOMHaTe. B CTymKy MOMECTHJ JIEBOMHIIETHH, KHCIOTY CAMIUIIOBYIO U
m3Mmenpumil. [IpomsBen pas3baBieHue dTaHoia, cMmemaB 36,5mim 96% crmpra w 13,5M1 BOjBI
ounIleHHOH. BHec Mo YacTsM BOAHO-CIIMPTOBYIO CMECh B CTYIIKY, cMemlai. PacTBop mepeHec BO
daakoH 11t OTIycKa TeMHOTO cTekia. Odopmun stukeTkon «HapyxHoey,

«XpaHUTh B MPOXJAJHOM MecTe», «XpaHUTh B 3alIUIIEHHOM OT CBETa MeCTe», «XpaHWUTb B
HEJOCTYIHOM 17151 ieTeit mecte». Ha o6opore pelienta yka3an y4€THOE KOJMYECTBO CIIUPTA, BITUCAI
curHarypy. [IpoBu3op-TexHoIOr caenan BbIBO, YTO MpernapaT U3roTOBJIEH HEYIOBIETBOPUTEIBHO.

1. JlaliTe XapaKTEepUCTHKY JIEKapCTBEHHOU (opme, MpUBeleHHON B peuentypHoil mponucu. C



9eM CBsI3aHBI OCOOCHHOCTH €€ M3TOTOBIICHUS M ODOPMIICHUS K OTITYCKY?
2. CornacHsl 1 Ber ¢ BEIBOJIOM MPOBHU30PA-TEXHOJIOTA, 4TO Tpemnapar
W3TOTOBJIEH HEYJOBJIETBOPUTENHbHO? OTBET apryMEeHTUPYUTE.
Kak paccunThIBaioT (hakTHueCKuii 00bEM pacTBOpPA M KOJIMYESCTBO CIIUPTA st yuéTa?
[IpuBeanTe MpaBUIIbHYIO TEXHOJIOTHUIO PACTBOPA MO JAHHOM MPOMKCH.
[lepeuncnure cnupTOBBIE PACTBOPHI, BBIITyCKaeMbIe dbapmaieBTUYECKOM
MIPOMBIIIJICHHOCTHIO (HE MEHEe TPEX).

ok w

IIpasunvhviii omeem.:

1. B peuente nponucaHa xujKas JeKapcTBEHHas GpopMa Ul HAPYKHOIO MPUMEHEHHs — CIIUPTOBOM
pPacTBOp CJIOKHOTO COCTaBa, HE BBIMYCKAEMbIN MPOMBIIUIEHHOCTHI0. CIIMPTOBBIE PACTBOPBI TOTOBAT
Macco-00bEMHBIM CIIOCOOOM HPSIMO BO (DJIAKOH JJsl OTIYCKA, TaK KaKpacTBOPHUTEIb — JIeTydas
KHUJIKOCTb. OCOOEHHOCTH M3TOTOBJICHUS CBSA3AaHBI C HAIMYHEM B MPOIMUCH aHTUOMOTHKA, HEBOJHOTO
JIETy4ero pacTBOPUTEIIS, a TaKXkKe SBJICHUS KOHTPAKI[MH, COIPOBOXKIAIOIEI0 pa30aBiieHHE ITAHOJIA.
OdopmiteHne K OTITYCKY 00YCIOBIEHO MPEIMETHO- KOJIMYECTBEHHBIM YY€TOM CIUPTA 3TUIOBOTO.

2. la, cornacHa(eH). M3roToBieHne HEyJOBIETBOPUTENbHOE TI0 CeIyoIuUM npuunHam. Hamuuue B
IPOTHCH aHTUOMOTHKA — JICBOMUIIETHHA O0YCIIOBIMBAET M3TOTOBJICHUE TpETapara B aCeNTUYECKUX
YCIOBUAX. DTAHOJ SBISETCSA JIETYYUM PacTBOPUTEIEM, MO3TOMY M3-3a IOTEPb €ro He ClledyeT
IOMELIATh B CTYIIKY, a TOJIbKO - BO (IaKOH AJis oTnycka. [IponucaHHble JiekapCTBEHHbIE BELIECTBA
JIETKO pacTBOPUMBI B 3TaHOJIE W He TpeOyroT u3MenbueHus B crymnke. Ilpu pasbaBienun cnupra
HaOJII0/1aeTCsl SIBJIEHUE KOHTPaKLUH, (CymMMa 00BEMOB HMCIIOIb30BAaHHOIO KPEMKOIO CIIUPTA U BOJBI
OYMILIEHHOH J0JKHA OBITh OoJbIe S0 M),

3. ®dakthueckuii 00BEM JAHHOTO CHUPTOBOTO pactBopa Oosbmie 50 My, 9TO OO0YCIOBIECHO
pacTBOpEHHEM TBEPIbIX BEIIECTB, CyMMAapHOE CoJiepXKaHue KOTOpbIX mpeBbimaer 3%. OObem
pacTBopa CKJIaJbIBaeTCs U3 00beMa CIUpPTa 3TUJIOBOIO U IPOU3ZBEAECHUH MacChl KaXKJ10TO
JIEKapCTBEHHOT'O BeIlleCTBA Ha ero Ko3((UIMEHT yBelndeHus oObema. Maccy HCHOIb30BaHHOTO
CHMpTa YYETHOM KOHLEHTpAIMM OTpa)kaloT Ha 000poTe perenta B cOOTBETCTBUU ¢ JaHHbIMH (I'D
XV) wim maccy crnupra y4eTHOM KOHILEHTPALUM HAXOAAT NMyTeM YMHOXXEHHsS ero o0Obema Ha
wioTHOCTh. B nannoit JI® ornymeno 29,45 cnupta stunoBoro 96%.

4. B acenTuyeckux YCJIOBHUSAX B CTEPWIbHBIA ()IAKOH Ul OTIYCKAa M3 CBETO3AIMTHOIO CTEKJa
MOMEIIAIOT OTBEIIEHHOE KOJUYECTBO JIEBOMULIETHHA U CATUIMIIOBOM KUCIOTHL. B MepHOM 1unuHIpe
IpoBOJAT pa3baBieHue Bojon 96% cnupra 10 nomxydenus 50 mu 70% cnupra, KOTOPbI BHOCAT BO
¢nakoH nns ornycka. DIAaKOH YKYNOPHBAIOT, JIEKAapCTBEHHBIE BEIIECTBA PACTBOPSIOT IPHU
B30aIThIBaHUU. KOHTPOIMPYIOT MONHOTY PacTBOPEHUS U OTCYTCTBHE MEXAHWYECKMX BKIFOUEHU.
O opMISIOT K OTITYCKY.

5. PactBop kucnots! canuumioBoit 1 win 2%, pactBop kuciotsl 6opHoit 3%, pactBop ioga 5%,
pactBop @yparununa 1:1500, MeHnoBasuH u Jip.

3amanne 54. CuTyanroHHas 3aj1a4a

B peunenTtypHO-IpOM3BOJACTBEHHBIH OTAENT aNTEKH MOCTYNMJ PELENT, COJAEpKalIUil CIIEIYIOIyI0
IIPOIHUCH:!

Rp: Anaesthesini 1,5

Methyluracili

Sol. Vitamini E oleosae 5% ana 5,0

Ol. Helianthi ad 100,0

M. D. S. JInst TaMITOHOB.

[IpoBu3op-TEXHOJIOT TMOCHe NpeABAPUTEIbHON (apMaleBTUUECKOW HKCHEPTU3bl U TaKCUPOBKHU
NOpYYMJI M3TOTOBUTH OTOT JIEKAPCTBEHHBIN mpemnapar MoisiogoMy QapmaneBty. ToT caenan
HE00X0/IMMbIe pacuéThl, OBICTPO M3TOTOBHII JIEKAPCTBEHHYIO (opMy, 0OPMIII JIUMIEBYIO CTOPOHY
[acIopTa MUCBMEHHOIO KOHTPOJIS W OTJA] IPOBH30PY-TEXHOJOTY Ha mpoBepKy. [Ipum npoBenenun
ONPOCHOTO KOHTPOJSI BBIICHWIOCH, 4TO (hapmaneBT momecTwsn Bo ¢uiakoH Juist ormycka 1,5
aHecTte3mHa, 5,0 meTrwirypamwia, S mut pactsopa ButamuHa E u 100,0 moaconneunoro macna. @nakoH
YKYIIOPWJI U Harpen Ha BOZASHOHN Oane. JlekapcTBeHHBIN mpenapaT oGOpMIII K OTIYCKY 3TUKETKOH
«HapyxHnoe». [TpoBu3op-TexHOIOT  cenail  BBIBOJ, YTO npenapar M3TOTOBJIEH
HEYJIOBJIETBOPUTEIBHO.



1. Kakass nexapctBeHHas (opma mpuBeneHa B mpomnucu? OxapakTepusyuTe ee Kak

JUCIIEPCHYIOCUCTEMY.

2. B uwem cocrour IIPaBUJIO npod. Jepsruna, HCIIOJIb3YEMOCTIPH
(GhOpMUPOBAHUHU CYCIIEH3MOHHBIX CUCTEM?

3. CornacHsl 1 Ber ¢ BBIBOJIOM MIPOBU30PA-TEXHOJIOrA, YTO

npenapar M3roTOBJIEH HEYAOBIETBOPUTEIbHO? OTBET apryMEHTUPYITE.

KakoBa panyioHajibHasi TEXHOJIOT U JIEKAPCTBEHHOU (hOpMBI?

S. Kakue Buabl BHYTPHANTEHYHOIO KOHTPOJISI MCIOJB3YIOTCS IPU OLEHKE KauecTBa
JTAHHOT O Ipernapara’?

&

Ilpasunvruviii omseem:

1. B peuente mpommcaHa JieKapcTBeHHas ¢opMma sl Hapy>KHOTO IMPUMEHEHHs CII0KHOTO
cocTaBa, KOMOMHUPOBAHHBIN JIMHUMEHT, TaK KaK MaclIAHbII pacTBOp BuTamuHa E cMemnBaercs

C MOJCOJHEYHBIM MaciioM, AHECTE3UH PACTBOPUM B MoJIcOHEYHOM Maciie 1:50 (romoreHnHas
cuctema), Metuypanui He paCTBOPUM B Macie U 00pa3yeT CyCIeH3HIO.

2. «/lna momydeHus: TOHKO M3MENBbYSHHOTO JICKAPCTBEHHOT'O BEIIECTBA MPHU €ro AUCIECPTHPOBAHUN
pEKOMEHIyeTCcsl A00aBISITh PACTBOPHUTENb B IMOJIOBUHHOM KOJIMYECTBE OT MACChl M3MEIhb4aeMOTro
JICKapCTBEHHOT'O BEIIECTBAY

3. Ha, cornmacHa(en). M3roroBieHue HEyIOBJIETBOPUTEIHHOE IO CIEAYIOUIUM MPUYUHAM.
MacnsHblii pacTBop BuTammuHa E nosupyercs mo macce BO (DJIaKoH JUis OTITYCKa, €ro He
ClIeTyeT HarpeBaTh, YTOObI HE CHUKATh CTA0MIIBHOCTb.

AHECTE3WH W METHIIypaliia IpeaBapuTeIbHO HY)KHO M3MEIbYUTh U PACTBOPHUTH, MOIYIYUB U3 HEE
MyJbITY.

HyxHo mpoBecTu pacueT KonuyecTBa Macia IOJCOJIHEYHOTO0 C YYETOM TOr0, YTO JIEKApCTBEHHAs
dopma um3roraBimBaetcs mo macce (mpukaz M3 PD ot 22.05.2023 1. Ne 249 «O06 yTBEep»)ACHUU
NpaBWI HM3TOTOBJICHUS M OTIYCKA JICKAPCTBEHHBIX IPEMapaToB sl MEIUIMHCKOTO MpPUMEHEHHUS
anTeYHbIMHU OPraHU3aLUsIMU, UMEIOIIMMHU JIMIICH3UIO Ha apMaleBTUYECKYIO JIEATEIbHOCTDY).

[Ipu ormycke mnpenapaT MAODKEH OBITh CHAOXKEH JOTOJIHUTENBHBIMU IPEIyNpeIuTeIbHBIMU
HAAMUCSIMU: «XPAHUTh B TPOXJIATHOM, 3aITUIIIEHHOM OT CBETa MECTE,

«Ilepen ynorpebiaeHneM B30aNTHIBATh», «XPAaHUTh B HEAOCTYITHOM JUISI IETEN MecTe.

4. B nepByro oyepeab B3BELIMBAIOT U MEPEHOCAT B CTYNKy 1,5 aHectesuHa u 5,0 MmeTmitypanuia,
U3MENBbYAIOT, 3aTeM I10 TpaBuily [lepsruHa 100aBISIOT B MOJOBUHHOM KOJWYECTBE OT BCEH MacChl
B3BEIIMBAEMBIX BEIIECTB, OCHOBBI Macia [logconneunoro, T.e. Ha 6,5 o0IIel Macchl MPUXOAUTHCS 3
MJI OCHOBBI, JOOABJISIFOT B CTYIKY U moMemnBaroT, 100-3 mi-5 Ma=92, nanee 100aBlISIOT OCTAIbHBIC
92 M1 Macna OJICOTHEYHOTO M TOJIBKO B KOHIIE J0OaBIIsAIOT pacTBOp BuTamuHa E. 3arem nomermaror
Bce B OTnyckHOM ¢uakoH. Odopmisiem stuketkoit «Hapyxnoe» u «llepen ymoTrpebiaeHueM
B300/TaTh», «XpaHUTh B HEAOCTYITHOM JIJIS IETEH MECTe»

5. CormacHo O®C.1.8.0001 - «JlexkapcTBeHHBIE TIpenaparbl anTeyHoro usrotosieHus» ['® XV

perIaMeHTHPOBAHBI

O06s13aTenbHbIE BUABI KOHTPOJIS:

. NUCbMEHHBIH KOHTPOJIb (IIPOBEpPKa COOTBETCTBUS 3amlKcedl B Macnopre MNHCbMEHHOI'O
KOHTPOJIS POITUCH B PELieNTe, MPABUIBLHOCTH IPOU3BEACHHBIX PAaCUETOB);

. OpraHOJENTUYECKHI KOHTPOJIb (TMPOBEpKa MO MOKA3aTeNsIM ONMCAHUE — BHEIIHUN BUJI, I[BET,
3arax, OTCyTCTBHE BUIUMBIX MEXaHUYECKUX BKIIIOUCHHN );

. KOHTPOJb MpPU OTHYCKE (COOTBETCTBUE YIAKOBKH (U3UKO-XMMUYECKHM  CBOHCTBaM

BXOJIANINX JICKAPCTBCHHBIX BEIIECTB, HOMEpa Ha peIenTe W HOMepa Ha JTHKETKe, (pamuiun
0OJBPHOTO HAa KBUTAHIMU, (HaMUIMM HA STUKETKE U PEIeNnTe WM ero KOMHWH, KOMUN pEelenTOoB
MIPOTIHCSIM PEIIETITOB).

B kadecTBe BEIOOPOYHOTO KOHTPOJISI MOKET OBITh POU3BEICHBI:

. ONPOCHBII
. ¢buznueckuit
J XUMHUYECKUN

3anmanue 55. CuryaroHHas 3agada



B peuentypHO-IpOM3BOJACTBEHHBIA OTHEN ANTEKU IOCTYNHI PELENT, COACPXKALIUN CIEAYIOLIYIO

IIPOIUCH:

Rp.: Dimedroli 2,0

Acidi salicylici 5,0

Lanolini

Vaselini ana 50,0

M.D.S. Mas3b f1s pyK.

[TpoBU30p-TEXHONOr MOCE MpeIBapUTENbHON (apMalleBTUYECKON S3KCIepTU3bl U TaKCHPOBKU

HOPYYHJII M3TOTOBUTH TOT JIEKAPCTBEHHBIN IpenapaT MOJIOIOMY (papMareBTy.

Tor cpenan HeoOXOAWMBIE pacu€Thl, OBICTPO M3TOTOBWJI JICKAPCTBEHHBIH NpenapaT MO JaHHOH

nponucu, OoQpOpMHI JMLEBYIO CTOPOHY MAacHopTa IMHCbMEHHOIO KOHTPOJIA M OTAAl IPOBU30PY

TEXHOJIOTY Ha IIPOBEPKY.

ITpn mpoBefeHHH OMPOCHOTO KOHTPOJIS BBIACHWIOCH, YTO (hapMaleBT IOMEeCTUI B (aphopoByro

YaIKy JJAHOJIMH O€3BOJIHBIN, Ba3eIMH M HAarpell CMech Ha BOJSTHOW OaHe 10 paciuiaBieHus. B cTynke

U3MENBbYMI JUMEJPOJI U KUCIOTY CaluIIoByl0. BHec B cTynky cMech u3 (appopoBoil yamku.

CwMmemran u nepeHec Bo (prrakoH OpaHXEeBOTO CTEKJa. YKYHOpHI M 0(OPMIII K OTITYCKY STHKETKON

«HapyxHoe», npe1ynpeIuTeIbHON HaAIMChIO:

«XpaHuTh B MPOXJAJHOM, 3AIIULICHHOM OT CBETAa MECTE», «XPAHUTb B HEINOCTYIHOM IJs JAETel

MmecTe». [IpoBU30p-TeXHOJIOr clienall BbIBOJ, YTO Ma3b U3TOTOBJIEHA HEY/I0BIETBOPUTEIILHO.

[Ipumeyanue: pacTBOpUMOCTh qumenpoa B Boae 1:0,35,

JIOMyCTUMBIE OTKJIOHeHHs B Macce Ma3u cBbiie 100,0 cocrasisitor +/- 2%.

1. KakoBsl 00111e npaBuia BBEICHUS JIEKAPCTBEHHBIX BELIECTB B MAa3€BbIE OCHOBBI?

2 Yro Takoe KOMOMHUPOBAHHBIE Ma3n?

3. Oxapakrepu3yiTe IPUBEIECHHYIO B IIPONNCU Ma3b KaK AUCIIEPCHYIO CUCTEMY.

4 CornacHsl 11 Bbl Cc BBIBOJOM NPOBU30PA-TEXHOJOrA, YTO Mpenapar H3rOTOBJIEH
HEYJIOBJIETBOPUTENBHO? OTBET apryMEHTUPYHTE.

S. [IpennoxxuTe onTUMaIbHBIA BapUaHT TEXHOJIOIMM U3TOTOBIICHUS JIEKAPCTBEHHOIO Mpenapara
10 MpuBeAeHHON nponuck. OpopmMuTe JUIEBYIO CTOPOHY MMaCHOPTa NUCHbMEHHOIO KOHTPOJIS
(IIIIK).

Ilpasunvnwviii omseem:

1. JlexapcTBeHHbIE BeIlleCTBAa BBOAAT B Ma3eBble OCHOBBI B COOTBETCTBHUM C UX (DU3HKO-
XUMHYECKIMH CBOMCTBAMMU:

€CITM JICKAPCTBEHHBIC BEUIECTBA PACTBOPUMBI B OCHOBE, TO BEIIECTBA JIMMTOPHIBLHOTO XapakTepa
pacTBOpSAIOT B PACIUIABICHHOH OCHOBE; BEHIECTBA THAPOMUIBHOTO XapakTepa pPacTBOPSIOT
HEMOCPEACTBEHHO B OCHOBE MJIM B MMHUMAJIbHOM KOJIMYECTBE BOJIbI;

€CITM JIEKapCTBEHHBIE BEIIECTBA HEPACTBOPHMEI HA B OCHOBE, HH B BOJIE, TO OHH

BBOJIATCS 0 TUITY CYCIIEH3UU C YYETOM cojiepxaHus TBepAol ¢azbl: 10 5%, ot 5% no 25%,

oosee 25%:

€CIIU JIEKapCTBEHHBIE BEILIECTBA PACTBOPUMBI B BOJIE, HO HEPACTBOPUMBI B OCHOBE, TO UX

PacTBOPSIOT B BOJIE C TIOCIIEAYIOUIHM SMYJIbTUPOBAHHEM KOMITOHEHTAMHU OCHOBBI.

Cyxue M TyCTble SKCTPAKThl MPEABAPUTEIBHO PACTHPAIOT C PABHBIM KOJIMYECTBOM CIIUPTO-BOJHO-
TJIMLIEPUHOBON CMECH.

2. KomOuHUpOBaHHbIE Ma3M — 3TO COYETAHHWE HECKOJbKUX THUIIOB JIUCIEPCHBIX CHUCTEM,
00yCJIOBJICHHOE Pa3IMYHBIMH (PH3UKO-XUMUYECKUMHU CBOWCTBAMH JICKAPCTBEHHBIX BEIIECTB MPAa3HBIM
CHOCOOOM UX BBEJCHHS B OCHOBY.

3. B penenre mpommcana MsrKas JieKapcTBeHHas ¢opma Ui HapyKHOTO TNPUMEHEHUS -
reTeporeHHasl KOMOMHHUpPOBaHHAs Ma3b, COCTOSIAS U3 AMYJIbCHOHHON Masu (IUMEIpoJ Tocie
pacTBOpEeHHS B BOJIE 00pa3yeT Ma3b-3MYJIbCHIO) U CYCTICH3UOHHOM Ma3u (CAIMIIMIIOBAs KUCIIOTA).

4. Na, cornacHa(eH). M3roroBieHne HEYAOBIETBOPUTEIBHOE IO CIEIYIOIIUM MPHUYUHAM.
Heo06xoauMocTy B TUIaBIEHUN OCHOBEI HET.

ConepxaHue KUCIOTHI CAIMLMIOBOM B Ma3M COCTaBisieT MeHee 5%, TMOITOMY €€ HYXKHO
W3MENBYHTh 110 TpaBuiIy JlepsrrHa cO BCIIOMOTATeNbHOM YKHIKOCTHIO POJCTBEHHOW OCHOBE -
BA3€JIMHOBBIM MAacJOM B KOJIMYECTBE %2 OT MAcChl M3MEIbYAEMOT0 JIEKAPCTBEHHOI'O BEIECTBA.
Jumenpon HEOOXOIMMO MPEIBAPUTEIIEHO PACTBOPUTH B BOJAE OYHINEHHOH C y4€TOM



PacTBOPUMOCTH.
5. B cTynky nomemaroT OTBEIIEHHOE KOJUYECTBO CAIMIIMIIOBON KUCIOTHI, U3MENIBYAIOT C
BA3€JIMHOBBIM MAcCJIOM (MIPHOIM3UTENBHO 2,5 T).

I[To yacTsiM 100aBIAIOT Ba3eIMH, CMELIMBAIOT 10 OJHOPOJHOCTH. OTOABUralOT Ma3b Ha

Kpai CTYIIKH.

B ocBoGoauBIIYIOCS CTYNKY OTBEIIMBAIOT AUMEAPOJ, pacTBOpsitoT B 0,7 MJI BOABI OYMIIEHHOM,
HOJYYEHHBI PACTBOP SMYJIBIUPYIOT JIAHOJIMHOM BOAHBIM 10 OOpa30BaHMS OAHOPOJHOM MAacChl.
CMemuBaroT CyCIEH3MOHHYIO U OMYJIbCHOHHYIO Ma3b.

[TocnenoBaTenbHOCTh M3TOTOBJICHUS CYCIIEH3MOHHOW U SMYJIbCHOHHON YacTel KOMOMHUPOBAHHOM
Ma3d He SBIAETCS NPUHLMINAIBHOW (Takke BEpPHBIM BapUaHTOM TEXHOJIOTHH  SIBIISETCS
U3TOTOBJICHHE B MEPBYIO OYEPEIb IMYIbCUOHHOM YyacTu Masn).['0TOBYI0 Ma3b MepeHoCsT B OaHKY U
0(OPMIISIOT K OTITYCKY.

JInuesas cropona 111K

Jara

Pentenit Ne

Acidi salicylici 5,0

Olei Vaselini 2,5

Vaselini 50,0

Dimedroli 2,0

Aquae purificatae 0,7 ml gtts. X1V

Lanolini hydrici 50,0

m o6mas = 107,0 +/- 2,1
[Ipurorosuin

[Tposepun

Otnycrun

3anmanue 56. CuryarioHHas 3aqa4a

B penenTypHO-IPOU3BOJACTBEHHBIA OTIEN ANTEKH IMOCTYNHJI PEIENT, COJACPKALINH CIIeIyIONIyIO
IPOMHCH:

Rp.: Natrii benzoatis 2,0

Liquoris Ammonii anisati 5 ml

Sirupi sacchari 5 mn

Aquae purificatae 180 ml

M.D.S. Ilo 1 ct.11. 3 pa3a B 1cHb.

[TpoBU30p-TEXHONOr TMOCE MpeIBapUTENbHON (papMaleBTUYECKON S3KCIepTU3bl U TaKCHPOBKU
MOPYYHJI H3TOTOBUTH 3TOT JIEKAPCTBEHHBIN MpenapaT GpapMareBTy.

Bo ¢umakon nmist ornmycka ormepuBaroT 160 ma Boasl oumineHHoH, 20 mi 10% pacTBopa HaTpus
Oenzoata (1:10), 5 My cuporna caxapHOTO W B TIOCIEIHIOI OY€peh - 5 MJI HallaThIPHO-aHUCOBBIX
Karesb. CMEInBaloT, YKyIOpUBaloT, 0QOPMIISIOT STUKETHOM

«BHyTpenHeey.

1. Jaiite onieHKy JiekapcTBeHHOU hopmbl. OnieHnTe 1eicTBUS hapMaleBTa.

2. KakoB anroputm JeficTBuii IpoBU30pa MO U3TOTOBJICHUIO JAHHOM JeKapCTBEHHOM (hOpMBbI?

3. B coorBerctBun ¢ kakumu HJI pomkeH coOmrogaThCcsl CaHUTApHBIM PEXUM TMPU
M3TOTOBJIEHUH MPOTIHCU?

4. OO6ocHyiiTe olIeHKY KadecTBa JIEKapCTBEHHOT0 IpenapaTa.

5 VYkaxure GpapMakoTepaneBTHIECKOe AEHCTBUE TPOITUCH.

IIpasunvuoiii omeem:

1. Beimucana okuakas —JiekapcTBeHHas (opMa A BHYTPEHHEro  NPUMEHEHUs,
IpeJICTaBIIsIIoNIast C0O0M KOMOMHUPOBAHHYIO CUCTEMY: UCTUHHBINA pacTBOp HaTpHs OeH3zoaTa U
CYCIIEH3HMI0, ITOJIyYEHHYIO KOH/IEHCAlMOHHBIM METOAO0M (HAILIATBIPHO-aHUCOBBIE KAIUIH).

@dapMaleBT HEBEPHO BBEJ HAILIATBIPHO-aHUCOBBIE KAIlIK, T.K. IPU TAKOM BBEJIECHUU Ha MIOBEPXHOCTH
U CTeHKax (hjaKoHa MOSBISIIOTCA MacisHbIE MATHA, a B AaJbHEWIIEeM KpYIHbIe KPUCTAIIbl aHETOJIa



(KOMITOHEHT aHMCOBOTO Macia). HamarelpHO-aHHCOBBIE KalulH Tepes MOMENICHHEM BO (IaKOH
HEO0OXOUMO CMEIIaTh C CaxapHbIM CHUPONOM HJIM C PaBHBIM KOJMYECTBOM MHUKCTYpBI, BO (JIaKoH

N00aBIIATh YACTSIMH MIPU TOCTOSHHOM NEpEeMEIIMBaHUK. B 3TOM ciiydae moiydaercsi TOHKasi B3BECh
aHeToJja.

1. Tlpu cMmemmMBaHUM HAIATBIPHO-AHUCOBBIX Kallejb, COCTOSIMIMX U3 2,81 I Maciaa aHMCOBOTO,

15 mn pactBopa ammmaka, mo 100 mi crnmpra, ¢ BOAHBIMH PAcTBOPAMH BBIJCISICTCS HE
PacTBOPUMBI B BOJIE KPUCTAIUTMUECKUI aHETO.

2. Aneron sBasieTcs TUIPOGOOHBIM BEIICCTBOM M HYXKJaeTcs B crabuimsarope. s Toro, yToOs
UCKJIIOUYUTH BO3MOKHOCTB MPMIIMIIAHKSI aHETOJIAa K CTeHKaM (pJIakoHa, B

OTJIEIbHOM CTaKaHYMKE CMEIIMBAIOT MJI CAXapHOT'O CHPOIIa M 5 MJI HAIIaThIPHO-aHUCOBBIX

KareJb.

CMmech yacTAMU TpU TEpEeMEIINBAaHUM J00ABISIOT K PAacTBOPY B CKISHKY Ui OTIYCKa.
TimarenbHO EPeMENINBaOT.

[Ipu oTCyTCTBHMM B MPONUCH CHPOIOB HAIIATHIPHO-AaHUCOBBIE KA OCTOPOXKHO

N00aBJISAIOT K MUKCTYpPE TaK, YTOOBI dKUAKOCTh HE TOIaja Ha FOPJIbIIIKO (UIakoHa.

®aKkoH YKyHNOPUBAIOT IUIOTHO IJIACTMACCOBOM MPOOKOW C HAaBHMHUYMBAIOLIEHCS

KPBIIIKOM.

Cornacno npukazy M3 PO ot 22.05.2023 r. Ne 2491 «OO0 yTBep>KI€HUU MPaBUI U3TOTOBICHUS U
OTITyCKa JIGKAPCTBEHHBIX IMPETapaToB I MEIUIIMHCKOTO MPUMEHEHHS allTeYHBIMHI OpPTaHU3aAIUSIMH,
UMEIOLITUMHU JIMIEH3UIO Ha (hapMalleBTUYECKYIO 1eATEIbHOCTEY», O(OPMIISIIOT STUKETKAMHU:
«BuyTtpenHee», «XpaHHTb B IPOXJAJHOM M 3alIMIICHHOM OT CBETa MeECTe», «XpaHUTb B
HEJOCTYITHOM JUIs ieTeit mectey, «llepen ynorpebieHuemM B30aNThIBATH.

3. [Ipukaz M3 P® ot 22.05.2023 r. Ne 249n «OO0 yTBEp>KICHUU MPABUI M3TOTOBJICHUS U OTITyCKa
JICKaPCTBEHHBIX IMPENapaToB [UIsl MEIUIMHCKOTO TMPUMEHEHUS amnTeYHbIMU OpTraHHU3aIUsIMHU,
UMEIOIIMMHU JIUICH3HUIO HA (PapMaIeBTUIECKYIO ICATEIbHOCTDY.

[TocranoBnenue ['maBHOTO TOCyIapcTBEHHOTrO canutapHoro Bpaya P® ot 24 nexadps 2020 r. Ne 44
«O06 yrBepxknennn canutapabix npaswin CII 2.1.3678 - 20 "CanuTapHO-31HIEMHUOJIOTHYECKUE
TpeOOBaHUS K SKCIUTyaTallud MOMEUICHHH, 3JaHuil, COOpYKEeHHM, 000pyA0BaHUs M TPAHCIOPTa, a
TaKXKe yCJIOBUSM JIEATEIBHOCTH XO3SMCTBYIOIUX CYOBEKTOB, OCYIIECCTBISIONIUNX MPOIaXKy TOBapOB,
BBINOJIHEHHE Pa0OT WIIM OKa3aHUE YCIIyT»

[Tepen mHauamom paboTsl paboyasi TOBEPXHOCTh CTOJIA U pyKH (papmaiieBTa

00pabaTbIBatOTCS. paCTBOPOM JETMHHA, BECHI IPOTUPAIOTCS PACTBOPOM Iepekucu Bogopoaa. [locne
M3TOTOBJIEHHS IPOIMCH BECHI IPOTUPAIOTCS CTEPUIILHON OHOPa30BOW MapiyieBoil canderkoil. Takxke
CTEpHIIBHOM 0JTHOPa30BOil candeTkoil MPOTUPAIOT FOPJIBIIIKHY IITAHTIACOB

4. O®C.1.8.0001 - «JlexkapcTBeHHblE Hpenaparbl anTeyHoro usroropieHusn» [O XV
periiaMeHTHpYeT 00s13aTeNIbHbIE BU/IbI KOHTPOJIS:

- NMHACHMEHHBI KOHTPOJb (NPOBEpKa COOTBETCTBHUS 3alMCEH B MACIOpTE MUCHMEHHOTO KOHTPOJIS
IPOMKCH B peLenTe, MPaBUIIbHOCTH MPOU3BEICHHBIX PACUETOB);

- OpTaHOJIEITHYECKUI KOHTPOJIb (TIPOBEPKa 10 TIOKA3aTeNsIM ONMCAaHNE — BHEITHUI BHJI, IIBET, 3arax,
OTCYTCTBHUE BUJMMbIX MEXaHUYECKUX BKIIIOUEHHH);

- KOHTPOJIb TIPU OTITyCKE (COOTBETCTBHE YIAKOBKH (H3UKO-XMMHYECKHM CBOMCTBAM BXOJSIINX
JIEKapCTBEHHBIX BEIIECTB, HOMEpa Ha pelenTe M HOMepa Ha ATHKETKe, (aMuiIuu OOJILHOrO Ha
KBUTAaHIIMH, (HaMWIMKM Ha DTUKETKE W pEleNnTe WM ero KOIWHW, KOMWW pPEelenTOB IPOMUCIM
pEIenTOoB).

Anamms JIOKYMEHTAIUH.

Penent BbIMMCAaH MPaBUIBHO.

WHrpemMeHThl COBMECTHMBI.

[TacmopT NUCHBMEHHOTO KOHTPOJISi COOTBETCTBYET PELIETITY.

[TpaBUIBHOCTP YITAKOBKH U 0(hOPMIICHUSI.

O6beM  ¢akoHa TEMHOrO0 CTEKJIa COOTBETCTBYET  KOJIMYECTBY  cycneH3uu. DiakoH



YKYIOPEH IJIOTHO.
Odopmnenue coorBercTByeT npukazy M3 P® ot 22.05.2023 1. Ne 2491 «O06 yTBEep)IACHUU TPABUIT
M3TOTOBJIEHUS U OTIIYCKA JIEKAPCTBEHHBIX MPENapaTroB A MEAUIMHCKOIO IPUMEHEHUS alTeUYHbIMU
OpraHu3aIsIMHI, UMEIOIIMMU JINLEH3UIO Ha (hapMalleBTUUECKYIO AEeITeIbHOCTD)
Pecycnennupyemocts. CycneH3usi BOCCTaHaBIMBAaET PaBHOMEPHOE pacCIpelesIeHNe

YacTHUIl [10 BceMy 00beMy Mpu B30aIThIBAHUU B Te€UeHUE 15 cekyH/I.

OpHopoaHOCTh YacTull aucriepcHoi ¢azpl. O0bem Mukctypbl 190 mur + 3,8 M1, 9TO COOTBETCTBYET
HOpMaM JOMYCTUMBIX OTKJIOHEHUH (£2%) (ODC.1.8.0001 - «JlexkapcTBeHHbIE IIpENapaThl aTEUHOTO
usrotosieHus» 'O XV).

5. Kodeun-benzoar Harpust npumeHsroT npu 3a00J€BaHHUAX, CONPOBOKIAIOMIUXCA YrHETCHHEM
GyHKIMI UEHTpadbHOW HEPBHOM CHCTEMBI U CEPACYHO-COCYIUCTOM CHCTEMbI, THIIOTEH3UH,
ACTEHMUYECKOM CHHJPOME, IIPU Clla3Max COCYAOB I'OJIOBHOTO MO3ra (MUIPEHb), IPU TOJIOBHOM Oosn
(B xoMOMHaMU €  JAPYTMMH  JIEKAPCTBEHHBIMH  CpEJICTBAMH,  HAmpuUMep,  KHUCJIOTOM
aleTHJICATUITUIIOBOIN ).

[Ipenapar Ha3HA4alOT MPH HEOOXOTUMOCTH MOOHMIM3AIIMU PE3EPBOB OpPraHU3Ma, JJsl MOBBIIICHUS
MICUXUYECKONM M (U3HYECKOM paboTOCIIOCOOHOCTH, yCTpaHEHUsI COHJIuBOCTH. Y nererr Kodewn-
benzoar Hatpus npuMeHSIOT IIpU 3HYpE3e.

HamarsipHo-anucoBble Karmiy. B KoMIIIEeKCHO Tepanuu B KayecTBe OTXapKUBAIOIIEIOCPEICTBA MIPH
BOCTIQJIUTENIBHBIX 3a00JIEBaHUSIX BIXATEIbHBIX ITyTEH.

AHHCOBOE Macio ToOcje IOMNaJaHus B OPraHU3M OKa3blBaeT CTUMYIUPYIOIIEe BO3ACHCTBHE Ha
CEKpEeLMI0 OPOHXUAIBHBIX JKEJe3.

Taxxe 3TO BEIIECTBO CTUMYIUPYET MPOLIECCHl MUIIEBAPEHUS U SBISETCS HEIUIOXHM AHTUCEITHKOM,
OTJIMYHO Pa3KUKAET MOKPOTY.

HamaTeipHO-aHUCOBBIE KalUIM MOTYT HPUMEHAThCA JUIsl JICYEHHs BIaXHOro Kauwis. OHH
CTUMYIUPYIOT 3(PPEKTHBHO OYHIIEHHE OPOHXOB, AKTUBHU3HPYIOT HPOIECCHI PA3KIDKEHHS BI3KOM
MOKPOTBI, YTO CHOCOOCTBYET €€ OTKAlUIMBaHHIO, a TaKKe HE Jal0T Pa3BUTHCS CaMbIM Pa3HBIM
OCJIO’)KHEHUSIM U peLuIMBaM HETYTOB.

Kpome Bcero mpodero Takoe JIEKapCTBEHHOE CPEACTBO IOMOTAET 3a)KUBJICHHIO CIM3HUCTHIX B
JIBIXaTEIbHBIX MyTSX.

3amanue 57. CuTyanroHHas 3aj1a4a

O06ocHyliTe MPaBUILHOCTh TEXHOJIOTHH Ma3H B YCIIOBUSX aNTEKU MO MPOIUCHU:

Rp.: Ephedrini hydrochloridi 0,2

Camphorae 0,3

Streptocidi Sulfadimezini ana 1,0

Norsulfazol 1,5

Solutionis Adrenalini hydrochloridi 1:1000 guttas V

Lanolini 5,0

Vazelini 15.0

M. f. ung.

D.S.: Ma3s s Hoca.

[IpoBU3Op-TEXHOJIOT TMOCJIE€ MPEIBAPUTETHLHON (DapMaleBTUUECKON JKCIEPTU3bl U TAKCHPOBKHU
MOPYYHIT U3TOTOBHUTH TOT JICKAPCTBEHHBIN Mpenapar ¢hapMaiieBTy.

@dapManeBT MPUTOTOBUI Ma3b CJIEAYIOHNIMM 00pa3oM: B CTYHOKYy IOMecTWal KaMpopy U Kak
TPYJIHOM3MEIIbYaEMOE BEIIECTBO U3MENIbUMI €€ B MPUCYTCTBUU 3 Kalejidb CIHUPTA, 3aTEM B CTYNKY
MOMECTHJI CTPENTOLH, CYIb(haTuMe3uH W HOPCYIb(azoa U MPOAODKANT AUCHEprupoBats ¢ 17
KarmsiMu cirpra. K cMecu mopomkoB 100aBUI MOCIENOBATENIbHO JIAHOJMH, Ba3elMH U 5 Kareib
pacTBopa aJpeHajdnHa THApoxJopuaa U sdenpuHa ruapoxiopuaa. ['oToByro Ma3zp MOMeCTHI B
HIMPOKOTOPIY0 OaHKy TeMHOro cTekina odgopmuB d3TukeTko «HapyxkHoe», «XpaHuth B
3allMIIEHHOM OT CBeTa MecTe», «XpaHUTh B MPOXJIATHOM MeCTe», «XpaHUTh B HEAOCTYITHOM JUIS
JIETEN MECTEN.

1. JlaiiTe OLIEHKY TPaBUIILHOCTH M3TOTOBJICHUS Ma3H U €€ XapaKTePUCTHKY.

2. [IpuBeauTe kIaccuPpUKaIUIO Ma3eBbIX OCHOB C IPUMEpPaMH B COOTBETCTBUU C ['D.



3. [IpemyioxuTe JEKapCTBEHHbIE PACTEHUSI M CHIPhE PACTUTENBHOIO U KUBOTHOTO
MPOUCXOXKACHUS JUISl TOJY4YeHHs] TpenaparoB, MPOU3BOAHBIX  (PEHHIIATKUIAMUHOB!
Ddenpuna ruapoxnopuna U AnpeHalvHa TUApoxyopuaa. Kakoe cblpbe UCHONB3YETCS IS
nonydeHuss denpuna? Jlalite XapaKTEpUCTUKY ChIPbsI U TPOU3BOAIINX PACTCHUM, KOTOPHI €
SIBJISIFOTCS €70 UCTOYHUKAMU.

4. [IpuBeaute pacu€tel U 0GOPMUTE JHIEBYIO CTOPOHY MacmopTa MUCBMEHHOI'O KOHTPOJIS
(TITIK).
5. Ha xakom penentypHoM Oi1aHKe BBITUCAH pelenT?

IIpasunvrviii omeem.:

1. dapmareBT He NPaBUIIBHO U3MOTOBUI JAHHYIO Ma3b.
Hcxons 3 CBOWCTB AaHHBIX BELIECTB MOXKHO YTBEP)KIaTh, YTO Ma3b IO JAHHOM MPONMCH SBISETCS
KOMOMHUPOBaHHON JucnepcHoil cuctemod. Takum o0pazom, sdenpuHa THIPOXJIOPHI HYKHO
BBOJIUTH B Ma3b IO THUILy dMYJIbCUH, KaM(pOpy — B BUJE Ma3HU-pacTBOpa, Cylb(haHWIAMHUABI — I10
IpaBUIaM M3TOTOBJIEHUS CYCIIEH3MOHHBIX Mased ¢ colepkaHueM TBepaoi ¢asel Oosmee 5 % oT
Macchl Ma3u. TeXHOIOTHsl MPUTOTOBIICHHS: KaM(pOpy pacTBOPSIOT B 5,0 T pacrlaBI€HHOTO Ba3eluHa
(mpu temnepatype He Bbiue 50 °C). Crpenrouns, cyibdaaiMe3nH U HOPCYIb(a30a MOMEIAIOT B
MOJIOTPETYIO CTYNKY U JUCHEPTUPYIOT B IpUCYTCTBUM 1,8 T pacTBopa Kam@opsl B Ba3enuHe (IO
npaBuity Jlepsruna), 3aTeM 100aBISIFOT OCTAJbHON Ba3elMH, NEpEMELINBAIOT U 00pa30BaBLIYIOCS
Ma3b OTOJBUTAIOT HA Kpall CTYNKU. B 0CBOOOXKIIEHHYIO CTYNKY NOMEMIAIOT PeIpUH TUAPOXIOPHUI,
pPacTBOPSIOT €r0 B pacTBOPE aJipeHaIMHA THAPOXJIOPUAA U K MOJy4YEHHOH KUIKOCTU MPUMELINBAIOT
BHayajie JIaHOJIMH, a 3aTéM pPaHee IPUTOTOBJICHHYIO CYCIIEH3HMOHHYIO Ma3b, MacCy TIIATEIbHO
HepeMelUBatoT.
2. TepaneBTruyeckoe AeHCTBUE Ma3eil BO MHOTOM ONpEAEseTCs NCIO0Ib30BAHHOM Ma3eBOM OCHOBOM.
I'® paer xnaccupuKamuioo Mas3eBBIX OCHOB: JHOQWIBHBIC, TUAPOPHIBHBIE, TUAPOPHUIHLHO-
TUNO(QUIBHBIC.
K numoduisHBIM OCHOBaM OTHOCSTCSI:
- YIJI€BOAOPOAHBIE (Ba3esUH, CIUIABbl YIIIEBOIOPOJIOB);
- KUPOBBIE (NIPUPOTHBIC JKUPBI, U MX CIUIABBI C PACTHTEIBHBIMH MacllaMd H KHUPOIOJAO0OHBIMU
BEIIIECTBAMH ),
- BOCKH (BOCK ITYENTMHBIH, ClIepMalleT, JJAHOJIHH);
- CUJIMKOHOBBIE OCHOBBI.
K runpodunbHbIM OTHOCSTCS:
- TEIM BBICOKOMOJIEKYJISPHBIX YIJIEBOAOB M O€NKOB (3(QHphl IEJUIION03bl, Kpaxmai, KOJUIareH,
JKEJIaTuH, arap);
- TeJIM HEOPTaHNYECKUX BellecTB (TIIMHUCTBIE MUHEPaJIbl - OEHTOHUT);
- renu CHHTETHYECKUX BBICOKOMOJIEKYJISIPHBIX COEIMHEHU N (MOAMATUIIEHOKCH A,
HNOJMBUHUIIUPPOJIUAOHA, OTHAKPUIAMUTIA);
- reJIn MUKpOOHBIX MoJMcaxapuioB (ayba3uian);
- pactBOpHI 051Uro3gupoB (90% onurospupa-50 u 10% cnupTa THUIOBOrO).
K ruapodpunbHO-TUIIOPUIBHBIM OTHOCSTCS:
- 6€3BOJIHBIE CIUIABHI JUMOPUIBHBIX OCHOB C AMYJIbraToOpaMu (CIUIaB Ba3elIMHA C JIAHOJUHOM MIIH C
JPYTMMHU 3MYJIbraTOpaMHu), TaKk Ha3blBaeMble a0COPOIIMOHHBIE OCHOBBI;
- MYJbCUOHHBIE OCHOBBI TUNA B0/1a/MacIio (3MyIBraTOpHI co 3HaYEeHUEM
rugpodunsHomUnoduIbHOTO 6ananca I'JIb or 3 10 6);
- SMYJbCHOHHBIE OCHOBBI THIIa Maciio/Boaa (3mMyinbraropsl co 3Hauenuem [JIb 8-18, narpuessie,
KaJIMeBbIC, TPUITAHOJIAMUHOBBIC COJIU KUPHBIX KUCIOT, TBUH-80).
Ma3zeBasi ocHOBa o0ecreyrBaeT HaJyUIeXKalluid o0bEM Ma3d, HeoOXOAUMBIE (U3UKOXUMHUYECKUE
CBOICTBa, KOHIEHTPALIMIO JIEKAPCTBEHHBIX BEIIECTB U TEPANEBTUUECKYIO0 aKTUBHOCTh Ma3u
3. Ddenpun u ero auacrepeomep rmnceBaodenpun coaepxarcsa (0,5-2%) B pasnuuHBIX BHUAAX
adenpsl, cemeiictBa a3¢denpossix (Ephedraceae).
IIOBETU D®E/PHI (TPABA XBOMHUKA) - CORMUS EPHEDRAE
Ddenpa xsomesas - Ephedra equisetina Bge.



Cem. Ddenpossie - Ephedraceae

borannyeckas xapaktepucTuka. MHOTOJE€THUN ABYAOMHBIN I'YCTOBETBUCTBIM KYCTAPHHUK C TOJICTHIM
CepbIM CTBOJIOM BbIcOTOW A0 1,5 M. BerBu nepeBsHUCTBIE, TOJICTBIE, HANpPAaBIEHbI BBEpX.
PenyuupoBaHHbIe JIUCThS MPEACTABICHBI MJICHYATHIMU KPACHOBATO-KOPUYHEBBIMU 00pa30BaHUSIMHU.
HBCTKI/I PasaCIIbHOIIOJIBIC. Ha OIHHX KYCTaxX pa3BHUBAIOTCA KCHCKHUEC COUBCTUA, HA APYTUX MYKCKHUC.
My>KCcKHe KOJIOCKM >KeITOBaThle, MOYTH IapoBuaHbe. JKeHCkue KOJIOoCKW 3eneHoBateie. [lmoxa -
JIOKHAs MACUCTAA KCJIITOBATAas WM KpaCHOBaTasd IHIIKO-ATOA4a.

Xumudeckuii coctaB. Bo Bcex opraHax pacTeHHs cojepxarcs ankajgouasl: |-adenpun, d-
ncesoddenpun. HanbomnpIee KOJMUECTBO aTKAIOUIOB HAXOIUTCS B 3€JICHBIX BeToUKax (10 3,5%).
Taxoke comepkaThes 1yOnIbHbBIE BEIIECTBA, ACKOPOMHOBAs KUCIIOTA.

XapakTepUCTUKa ChIPbS: YICHUCThIE HEOJPEBECHEBIINE MPYTOBUIHBIE C MEXKIOY3IUSIMHU BETBU
JumHoH 10 30 cM, CBETII0-3€JIEHOr0 1IBETA.

Haubonee mupoko DdenpuH npuMeHseTcs Npu JICYCHUH 3a00JIeBaHUI aJUIEPrUUecKOro Xapakrepa
(OpoHxmanbHas acTMa, KpalMBHUIA, BA3OMOTOPHBIM HACMOPK U JIp.).

[IpupoHBIM HCTOYHHMKOM IOJYYEHHs aJpEHAIMHA U KOPTUKOCTEPOHUIOB CIIY:KAT HAANOYEUHHUKHU
KPYITHOTO POraToro CKOTa U CBUHEH.

4. JlumeBas CTOpOHA

Jlara No penenrta

Camphorae 0,3

Vazelini 15.0

Streptocidi 1,0

Sulfadimezini 1,0

Norsulfazol 1,5

Solutionis Adrenalini hydrochloridi 1:1000 guttas V

Ephedrini hydrochloridi 0,2

Lanolini 5,0

Mo0ur- 24,0

[TpuroroBui (MOIIUCH)

[IpoBepun  (moamuce)

Otnyctun (MOANUCH)

O6opoTHass ~ cTOpOHA

Kamdopa 0,3

Bazenunl5,0

Crpenrorup 1,0

Cynbhagumesnn 1,0

Hopcynsdazon 1,5 %rts.dasei= (1,0+1,0+1,5)*100%/ 24=14,5% cnenoBaTebHO H3MEIbYaeM B
IPUCYTCTBUH PACIUIABIEHHOMOCHOBBI

PactBopa kamdopsi(ro npasuny epsruna) (1,0+1,0+1,5) * .=1,8

Odenpun 0,2

PactBop Anpenanuna 1:1000 5 kam.

Jlanomnu 5,0

Mo6ur=0,3+15,0+1,0+1,0+1,5+0,2+5,0=24,0

5. B cootBerctBun c Ilpukazom Munucrepcta 3apaBooxpaneHust Poccuiickoit depepanuu ot
24.11.2021 Ne 1094n "OO6 yrBepknenun llopsnka HazHaueHUs JIEKAPCTBEHHBIX MpenapaTroB, GopM
peLenTypHbIX OJaHKOB Ha JieKapCcTBEHHbIE npenapatsl, [lopsaka opopMiieHHs yKa3aHHBIX OJIaHKOB,
UX y4yeTa U XpaHeHus, GopM OJaHKOB PEIENTOB, COAEPKAIIUX HA3HAUEHHE HAPKOTUUYECKHUX CPE/ICTB
WIM TICUXOTPONHBIX BenlecTs, llopsaka UX M3rOTOBIEHUS, paclpeiesIeHNs, perucTpaluy, ydera u
XpaHeHus, a Takxke [IpaBun opopmiieHrs OJaHKOB PELENTOB, B TOM 4Hcie B (OpMe IIEKTPOHHBIX
JIOKYMEHTOB"

OTnycky mo perentaM, BBIIIMCAHHBIM Ha peLENnTypHbIX Onankax gopmbl N 148-1/y-88, momiexat
KOMOMHUPOBAHHbIE JIEKAPCTBEHHBIE IMpENaparhl, cojepkamue: H(enpruHa THAPOXJIOpUA B
KoJinuecTBe, mpeBbimaromem 100 mr, u 70 300 Mr BKITFOUUTETBHO



3anmanue 58. CuryarmonHas 3agada

MoroioMy crienuanucTy ObUIO MPEATI0KEHO HW3TOTOBUThH Mpermapar IO CISAYIONIeH MPOMUCH:
Bo3bmu:

Kamdopsr

Mentosa nopoBHy 1o 1,0

Macina BazennHoBoro 25,0

Cwmemaii. [laii. O603Ha4b. YIIHBIC KAILIH.

®dapMareBT MOMECTHI B OTITYCKHOU (hi1akoH KaM(opy ¢ MEHTOJIOM, HECMOTPSI Ha 00Pa30BABIIYIOCS
KUAKYI0O CMeCh N100aBHJI BazenuHOBOE Macio. (DIakoH YKYMOpWUJ IUTACTMACCOBOW MPOOKOH C
HABUHYMBAIOMICHCS KPBIIIKONH U Havasl opopMIISITh K OTHYCKY. EMy ObLIO clienano 3amedaHue.

1. brina nmu gomymiena ommoka papmaieBTom?

2. Kak yuuThIBaeT TEXHOJOTI (HU3MKO-XMMHUYECKHE CBOHCTBA MOHOLMKIMYECKUX TEPIICHOB
(MeHTONa, BaNMIONIA, TEPHUHTUApPATa) W OHIMKIMYECKUX TepHneHoB (Kamdopsl u
OpomMKkamM(opbl) TNPH  HM3TOTOBICHHM JIGKAPCTBEHHBIX  MpPENaparoB B  Pa3IMYHBIX
JIeKapCTBEHHBIX (hopmax?

3. [Momnexar nu Kakue-muOO U3 YyKa3aHHBIX B IPONMCU JIEKAPCTBEHHBIX IpenapaToB
IIPEIMETHO- KOJIMYECTBEHHOMY YYETY B anrteke?

4. KaxoBbl yc10BHsI XpaHEHUs ATUX JIEKAPCTBEHHBIX BEILECTB U PABUJIA UX JO3UPOBAHUS?

5 [IpemtoxxuTe MpaBUIBHBINA BAPUAHT U3TOTOBJICHUS JIEKAPCTBEHHOM (DOPMBI.

Ipasunvnviii omeem.:

1. beula pomymeHa omuOka B u3roToBieHud. Beimmcana JI® Ha HEBOJHOM MAaciIsIHOM
pactBopuTtene. MeHTox ¢ kampopoir 00pa3yIoT 3BTEKTUIECKYIO CMECh.

2. MenTou, BaIuA0, TEPIMHIHIPAT, Kamdopa, Opomkamdopa - HepacCTBOPUMBIE B BOJIE, CIIUPTO- U
KUPOPACTBOPUMBIE  COEIMHEHHUs. V3roTaBiMBalOT C  BBIIIENIEPEUNCICHHBIMU  BELIECTBAMU
CIIEAYIOIIME JIeKapCTBEHHbIE (OpPMBI: MOPOWIKH (0COOEHHOCTb TEXHOJOIMH IOPOILIKOB C
TPYAHOM3MENbYaEMbIMU BEIIECTBAMH — IMPHUMEHEHHE CIHpPTa STHJIOBOTO WM 3(Upa B KaduecTBE
BCIIOMOTATENIbHO JKHUJKOCTH), HEBOJHBIE PAcCTBOPHI (M3rOTaBIMBAIOT BO (hakoHe Js OTIyCKa,
pacTBOpEHHUE MPOU3BOJIAT NPU HarpeBaHUU Ha BOASIHON OaHe, B Cllydae MCIOJIb30BAaHUS HEJIETYUEro
pacTBOpUTENs, IPU MEPEMEIINBAHUU B CIIy4ae UCIOIb30BaHUS JIETYUYEro pacTBOPUTENS), CYCIIEH3UU
(M3roTOBJIEHNE TUCIEPCUOHHBIM WM KOHIEHCALMOHHBIM METOAaMHU), Ma3u (0Opa3yrouuiics tun -
Ma3u-pacTBOPSI, T. €. CIIABJIAIOT C OCHOBOI).

Kunkue nexpopMbl TOTOBAT MO THUILY CYCIIEH3HMH, T.K. TE€pIEHbl 001aJat0T pe3KO BBIPAKCHHBIMU
ruipopoOHBIMU CBOMCTBAMHU, CTAOMIM3UPYIOT >kenaTo3oi 1:1. TepnuHruapar oOnagaer HE pe3Ko
BBIPQXEHHBIMU THIPO(POOHBIMU CBOICTBAMH, MO3TOMY KOJIMYECTBO KEIATO3bl JAOKHO OBITH B 2
pa3a MeHblue, T.€. 1:0,5

3. He momnexar (Ilpukaz MunsapaBa Poccun ot 22.04.2014 Nel83u "OO yTBepKICHHUU MEPEUHS
JEKapCTBEHHBIX  CPEIACTB  UIsl MEAMIMHCKOIO  IPHUMEHEHHUs, MOMJIEXKAllUX  IPEeIMETHO-
KOJIMYECTBEHHOMY y4eTy")

4. Yka3aHHbIE BEIIECTBA OTHOCATCS K maxyuum BemecTBam. CornacHo mpukasy Ne706H,nmaxyudue
JIeKapCTBeHHbIECpeACTBA  ((hapMalieBTHUEeCKUECyOCTaHIIMN KakK JeTyuune, Tak ©
NPaKTUYECKH HelleTy4yHe, HO 00Ja/Jaiolle CHJIBHBIM 3alaxoM) cJelyeT XpaHUThb B FepPMETHUECKU
3aKpBITOM Tape, HEMPOHMIIAEMOW Jis 3amaxa. B ormensHOM mikady UIsl Maxydux BEIIECTB.
Jo3upytot ykazanHsle JIB Ha pyuHBIX Becax, BBIAECNEHHBIX [UId paOOThl C MaXy4lMHU BELIECTBAMHU.
Ho3upyrot mo macce.

5. OtBemuBaem 25,0r Ba3eIMHOBOIO Macia B BHITApUTENbHYIO YalKy. Harpesaem Ha BozsiHOM OaHe
1m0 40 C. B cximsiHKy juig oTmycka oTBemnBaeM 1,0r xam¢opbl M pacTBOpsieM B IOJOBHHHOM
KOJIMUECTBE Ba3€JIMHOBOTO Macia. B BBIIapUTENbHYIO YAIIKy C OCTaBIIECHCS YacThIO Ba3€IMHOBOIO
Mmacia nob6asingeM 1,0r MeHTosna (T. K. MEHTOJ JIETyuyee BELIECTBO €ro HeoOXOAWMO PacTBOPSTH B
IpeBapUTEeIbHO HAarpeToM Macjie Juis TOro, 4TOObl CHU3UTH MOTepu BemecTBa). llomydeHHbIH
pacTBOp MEPEHOCHM B CKIIIHKY /7151 oTIrycka. OgopmiisieM K OTITYCKY.

[IIK

Hara Ne penenra



Camphorae 1.0

Mentholi 1.0
Olei vaselini 25.0
MoOm = 27,0

3amanne 59. CutyannoHHas 3a1a4da

AnTteka mony4yuia OKUIKHUA OKCTPAKT-KOHIICHTPAT KOPHEBWI C KOpHsAMH Baiepuanbl (1:2).
CTyneHTy-paKkTUKAHTY OBLIO MPEAI0KEHO U3TOTOBUTH TIPErapaT 1Mo MPOTHCH:

Bo3bmu:

Hacros xopHeBui ¢ kopHsmu Basiepuanbl 180 M

Kodenna natpus 6enzoara 0,6Harpus 6pomuma 1,0

Hacroiiku TpaBbl myCTBHIpHUKA 5 MIT

Cwmemraii. [lait. O603naub. [1o 1 cTonoBoii noXxkke 3 pa3a B JICHb.

1. Mosxert i1 OBITh UCIIOJIB30BAH MOMYUYEHHBIH SKCTPAKT JIJISl U3TOTOBICHUS MUKCTYPbI?

2. Kakyro KOHCYJIBTaTUBHYIO IIOMOIIb MOXET OKa3aTh CTYICHT-TIPAKTHKAHT OOJIHHOMY IMPHUOTITYCKE
npemnapara?

3. Kakue coBpeMeHHbIE JIeKapCTBEHHBIE npernaparbl  CHHOHUMBI WM aHAJIOTHU

MOJKET MPEJUIOKUTD CTYICHT-NIPAKTUKAHT BMECTO JAHHOTO Mpernapara’?

[IpennoxuTte ONTUMANBHBIN BApUAHT TEXHOJIOTHUH U3TOTOBICHUS.

JomyckaeTcsi M MCHOJIb30BaHUE KOHIIEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX CPEJCTBIIPU

W3TOTOBJICHUH BOJHBIX M3BJICUECHUN U3 PACTUTEIBHOTO ChHIPHS?

S

Ipasunvuwiii omeem:

1. Cornacno I'® XV: BogHbIe U3BJICUECHUS MOTYT OBITh M3TOTOBJICHBI ITyTEM PACTBOPEHHS B BOJIC
CTaH/JapPTU30BaHHBIX CYXUX HIIU JKUIKUX SKCTPAKTOB-KOHIIEHTPATOB, B3STHIX B COOTBETCTBYIOIIUX
konuuecTBax o orHoureHuo K JIPC (1:1 wm 1:2).

Cornacao O®C.1.4.1.0018 «Hactou u otBaps» '@ XV: npu U3roTOBIEHUH BOJHBIX H3BJICUCHUIN
UCIIOJIB3YIOTCSl CTaHAAPTU30BAaHHBIE CyXHE€ W JKHMJKHE dKcTpakThl. CyXxue CTaHIapTHU30BaHHbBIE
9KCTPaKThl BBOAATCA B cocTaB xuakux JI® mo mpaBuimam pacTBopeHus: mopourkoodpasusix JIC, a
YKUJIKHE - TIO TIpaBHIIaM T00aByieHus cnupTocoaepxkamux JIC.

CornacHo TpeboBanusM HJ| MHUKCTypy MOXHO NPUTOTOBUTH C HCIOIB30BAaHUEM OJKCTpaKTa-
KOHIIEHTpAaTa.

2. CTyneHT TpaKTHKAaHT MOXXET OKa3aTh KOHCYJIBTATHBHYIO TOMOIb [0 TpaBUjaM MpUEMa H
pexXuUMY JT03UpOBaHMS MUKCTYpPHI (10 1 ¢T 11 3 pas3a B JieHb), XpaHEHHUIO €¢ B JOMAIIIHUX YCIOBHSIX
(XpaHUTh HY)KHO B IPOXJIAIHOM, 3aIUIIIEHHOM OT CBETa MECTE; XPaHUTh B HEJOCTYITHOM JIsI IeTel
MecTe; TMepea TNPUMEHEHHEM B30alThiBaTh, IO BONPOCAM MPUMEHEHHS U COBMECTHUMOCTH
JIEKapCTBEHHBIX MpENapaTroB, UX B3aMMOJCHCTBHIO ¢ mumlei (B mepuoa mpruMeHeHHUs MOXKET ObITh
NOBBILIICHHAS] COHJIMBOCTh, MIOTOMY CJIEyeT BO3JEP)KUBATHCS OT YIPABIEHUS aBTOMOOWIIEM, T.K.
U3MEHSETCSl CKOPOCTh PEaKIUu.)

3. HoBo-naccurt (pacTtBop [uid npuéma BHYTph), KapauoBaseH (kamium i1 mpuéMa BHYTPb).

4. MuKCTypy MOKHO TMPHUTOTOBUTH, MCIOJB3Yys IKCTPAKT-KOHIEHTPAT BallepHaHbl KXUAKUN 1:2 u
KOHIEHTPUPOBAHHbIE PACTBOPHI MPOMHUCAHHBIX JIEKAPCTBEHHBIX CpelcTB. KomanmuecTBo KOopHEBUI C
KOpDHSIMH BajJepuaHbl TMpPU OTCYTCTBUU YKa3aHWW B penente OepyT, B COOTBETCTBUU C
ODC.1.4.1.0018 «Hacrou u orBapei» '® XV B coorHomenuu 1:30, To ectsb 6,0 1, ciemoBaTeNnbHO,
SKCTpPAKTa-KOHIEHTPATA BaJIepUaHbI )KUJKOTO - 1:2 = 12 M.

OOmmit 00beM MukcTypsl 185 mi. IlpoBepsieM pa3oBy0 W CYTOYHYIO 03Bl KOpeHHaOeH30aTa
HaTtpud. KomnuectBo nmpuemon 185 mur: 15 mn= 12,3=12.

Kodenna-6enzoara narpus: P/ 0,6:12 =0,05 BP[ =0,5; CJ 0,05x3= 0,15 BCJl =1,5. [Ho3a He
3aBbIIICHA.



Bo ¢mnakon mis ormycka ormepuBaioT 157 mi Bonel, 5 mul pactBopa Hatpust Opommuna (1:5), 6 mu
pactBopa kKo(enna-6enzoara Hatpus (1:10), 12 M KHAKOro 3KCTpakTa KOHIIEHTpaTa KOPHEH U
KOPHEBUIII BAJIEPHAHBI U 5 MJI HACTOMKH TPaBbl MMyCTHIPHUKA. MUKCTYpY 0(OPMIISIOT K OTITYCKY.

5. B coorBerctBun ¢ OPC.1.4.1.0018 «Hacrom u otBape» ['® XV npu H3roTOBIEHUH BOJHBIX
U3BJICYEHUM W3 JIEKAPCTBEHHOI'O CBIPbS, HE JOIYCKAETCSl MCIIOIb30BAaHUE KOHLIEHTPUPOBAHHBIX
pPacTBOPOB JIEKAPCTBEHHBIX CPE/ICTB.

3amanne 60. CuTyanroHHas 3a1a4da

[Tpu M3roTOBICHHUHM TperapaTa 1o CJACAYIOICH MPOITHCH:
Bozbmu:

Hatpus 6enzoara

Hatpust canumiata noposry mo 3,0

HarmratelpHO-aHHCOBBIX KaIeab 5 M

Boas! ouniniennoi - 150 ma

Cwmemraii. [lait. O603naub. [1o 1 cronoBoii noxkke 3 pa3a B JICHb.

CTyneHT-IPaKTUKAaHT OTMEPUI B IIUPOKOTOPIyI0 MoacTaBKy 150 Mi1 BOIBI OYMILEHHOM, OTBECHI B
Hee mo 3,0 T HaTpus OeH30aTa M HATPHS CaIMLIMIATa W, B30AITHIBas J0 IMOJHOTO PAacTBOPEHUS,
700aBUJI B MOJICTABKY HAIlaThIpHO-aHUCOBBIE Karu 5 Mi. [IpoduiibTpoBan yepes3 phIXJiblii TaMIIOH
BaThl, IPOMBITHIN BOJIOM, BO (hiakoH ajsi oTmycka. EMy Obulo chaenaHo 3ameudaHue 00 OTCYTCTBUU
npodeccuoHaIn3Ma.

[Ipumeuanue:

B anteke mmeroTcsi KOHIIEHTPUPOBAHHBIE pacTBOpBI: HaTpus Oen3oarta - 10%, HaTpus camuuuiara -
10%.

JlomycTrMBble OTKJIOHEHHS ISl IaHHOTO 00beMa COCTaBISIOT +/- 2%.

Kakoii Tun nucnepcHoil cucreMsl 00pasyeTcst Ipyu MPaBUIbHOM U3TOTOBJICHUH?

Cnenaiite pac4€Tbl 1 0pOpPMHTE JIMIEBYIO CTOPOHY Macnopta nucbMenHoro KoHTpods (ITI1K).
ITpennoxkuTe ONTUMAIBHBIN BApUAHT TEXHOJIOTHH U3TOTOBJICHUS.

[lepeuncnure BUABI BHYTPHUANTEYHOIO KOHTPOJIA MPU OTIYCKE JAHHOTO JIEKApCTBEHHOTO
npernapara.

5. Kak nomxkeH ObITh 0OpMIIEH IIpenapar K OTIYCKY U3 anTeKu?

e

Ilpasunvrwviii omseem:

1. ITpu paBUILHOM U3TOTOBJICHUH 00pa3yeTcs TeTePOTHHHAS CUCTEMA - SMYIIbCHS.
2. O6opotHas cropona II1K:

V o0uwmit = 155 mo.

V pactBopa HaTpus 6enzoara = 3,0 x10 = 30 ma

V pactBopa Hatpus camummiara = 3,0x 10 = 30 mn

V Bogap! ountieHHoi = 155 Mt - 30 M1 - 30 M1 - 5 M1 = 90 M
Homyctumble oTkiaoHeHUs - 155 x 2%/100% = 3,1 wmn
JIuuesas cropona I111K:

JHara Penerit Ne

Aqguae purificatae 90 ml

Sol. Natrii benzoatis 10% (1:10) 30 ml

Sol. Natrii salicylatis 10% (1:10) 30 ml

Lig. Ammonii anisati 5 ml

V obuuii = 155 mut +/- 3,1 mn

IToammcu.

3. UzroraBnuBaeM MHKCTYpPY C MCIOJb30BAHHWE KOHLEHTPUPOBAHHBIX PACTBOPOB, MOITOMY MOYKHO
TOTOBUTH Cpa3y BO (hJIaKkoHE JUIsl OTIyCKaA.

Bo ¢uakon s ormycka ormepuBaroT 90 mut ounineHHo# Bojibl, o 30 ma 10% pacTtBopoB HaTpus
OeH3oaTa W HaTpusa canuuuiata. B meHTp ¢uakoHa MpH MOCTOSHHOM IMepeMEeNIMBaHUHM TOHKOM



CTPYHKO# T00aBISIOT 5 MJT HAIIATHIPHO-aHUCOBBIX Karelb.

4. TTuceMeHHBIN, OPTaHOJIECNTHICCKUN, OTIPOCHBIN, (PU3NUECKUIA.

5. ®nakoH ykynopusaioT. OGopMIIIIOT B COOTBETCTBUH ¢ mpukazoM M3 P® ot 22.05.2023 r. Ne
2491 «OO0 yTBEp)KIIEHUU TMpaBUJI HU3TOTOBJICHHUS M OTIYCKa JIEKAPCTBEHHBIX IPENapaToB IS
MEJMIIMHCKOTO  TMPHUMEHECHUS  aNTeYHBIMH  OpraHU3allMsM{, WMCIOIIMMU JIMIICH3WIO  Ha
(apMaleBTUYECKYIO AEITEIbHOCTDY 3TUKETKOM, UMeronIei Ha 6esioM (oHE CUTHANIBHBIHN 1IBET B BUJIE
3€JICHOTO MMOoJsl (471 BHYTPEHHETO NPUMEHEHUs) ¢ HaamucsmMu: «BHyTpennee» «MUKCTypa», ¢
YKa3aHHUEM:

a) HAMMEHOBAHMSI alITEYHON OpraHU3allly;

0) MECTOHAXO0K/JICHHS alTeYHOW OpraHu3aluy;

B) HOMEpA PELENTA;

r) ®.1.0. nanuenra;

€) cocTaBa JEKapCTBEHHOTI'O IIpernapara;

K) TOIPOOHOTO OMKCaHus crocoda mpuMeHeHus (1o 1 cTonoBoi J0kKe 3 paza B JICHb),

3) JaThl U3rOTOBJIEHUS JIEKAPCTBEHHOT'O Ipernapara;

1) CpOKa TOJIHOCTH JIEKAPCTBEHHOTO Mpenapara;

K) LIEHBI JIEKapCTBEHHOTO Ipernapara.

J171st MUKCTYp HaKJICUBAIOT IONOJHUTENbHBIE TPEIyPEaUTEeNIbHbIC HAAICH:

«XpaHUTh B MPOXJIATHOM MeCTe», «XpaHUTh B 3aIIUILEHHOM OT CBETa MECTE,

«[lepen ynorpebieHnemM B30aNTHIBATH» U 00s3aTeNIbHAS MIPEIyNIPEIUTEebHAS] HAAINCH!

«XpaHUTh B HEJIOCTYITHOM JIJIsI IETEI MecTe».

3ananue 61. CuryanunonHas 3agada

B anrtexy noctynuin penenr:

BospMmu: kucnotsl ackopounoBoii 0,1

putamuna P 0,075

caxapa 0,13 r

Cwmeriaif, 4To0BI MOJIYYHIICS TOPOLLIOK.

Jaii Takux q03 Ne 12,

O603Haub: 1o 1 nopouiky 3 pasa B A€Hb.

B anreky uepes nBa aHs ¢ xano0oi oOpatuics O0IbHOMN, YTBEPKIAIOUIHI, YTO MO0 TaHHOMY peLenTy
eMy ObUI BBIJaH MCIIOPYEHHBIH IMOPOIIOK TEMHOTo IiBeTa. JIMpeKTOp amnTeKH, HW3y4uB MacHopT
MUCHbMEHHOTO KOHTPOJISI, yOeIMIICS B BEPHOCTH TEXHOJIOTHH W3TOTOBIICHHS IIperapara.

1. Kakume pa3pscHeHus Jajl JUPEKTOp anTeKu TMalMeHTy W KaKhue 3aMedaHus BbICKa3all
MIPOBHU30PAM-TEXHOJIOTaM, BBIJaBaBIINM Mpenapat 60JbHOMY?

Uro sBASETCS MPUYMHON OTCHIPEBAHUS W PACIUIABICHUS CMECH TOPOMIKOOOPa3HBIXBEIIECTB?
3. B COUYETAHHUH C KaKMMHU eIle BelIeCTBaMU AacKOpOMHOBas KHUCIOTa JaeT
OTCBIPEBAIOIINE CMECH?

YKakuTe MyTH YCTpaHEHUsI HECOBMECTUMOCTH B IAHHOM CITydae.

Kakne COBPCMCHHBIC JICKAPCTBCHHBIC npemnaparbl CHUHOHUMBI NIIMaHaJIOTU MOKHO
MPEITI0KUTH BMECTO ATOTO opoIka?

no

o ks

IIpasunvuoiii omeem:

1. Ilpu XpaHEHWHU MOPOIIKOB JAHHOTO COCTaBa B TOMEIIEHUHM C OTHOCHTEIBHOH BiIaKHOCTHIO 40-
45%, OHM HE H3MEHSIOT CBOMX CBOWCTB Ha HPOTsDKEHHMHM S5 cyTok. Ilpu Oomblueil BiIaKHOCTH
MIOPOUIKH OTCHIPEBAIOT U TEMHEIOT. [Ipy OTIyCKe MOPOLIKOB MMPOBU30paM CIEA0BAIIO MPEAYIPEIUTh
00JIBHOTO 0 HEOOXOAMMOCTH XPAaHUTh UX B CYXOM MecCTe.

2. OTcpIpeBaTh CMECH MOTYT 3a CUET YBEIWYCHHS UX TUTPOCKOMUYHOCTH, 0Opa30BaHUs JTBOMHBIX
COJIEH C MEHBIIUM COJEPKAaHUEM BOJBI, BBIIEICHUS KPUCTAUIM3ALMOHHOW BOJbI IIPU BBEICHUU B
CMECh KpPHUCTAJUIOTUIPATOB, BBIACIECHUS BOABI NPU PEAKIUH HEUTpalu3alud WIH 00pa3oBaHUS
TUTPOCKOIIUYHBIX IMPOAYKTOB. Ha CKOpPOCTH OTCHIPEBaHUS CMECH BIIMAIOT BIIAXXHOCTb HCXOJIHBIX
WHIPEIUECHTOB, JUINTEIIBHOCTh IIEPEMEIIMBAHUSA W CTENEHb WX W3MEJIbYEHMS, YIIaKOBKa,
OTHOCHUTEIIbHAs BJIAXKHOCTb BO3JyXa IIOMELICHUSA, B KOTOPOM H3TOTaBIUBACTCA JIEKApCTBEHHAs



dopma, u pyrue GpaxTopsl.

3. AcCkOpOHMHOBas KUCJIOTAa JaeT OTCHIPEBAIOIIME CMECH B COYETAaHUHM C BELIECTBAMHU MIEJIOYHOTO
Xapakrepa:

TEMHCAIOM, SYQHUTMHOM, HATPUSl THAPOKApPOOHATOM, a TaK)KE€ HHUKOTHHOBOH KHCIIOTOH, KOTOpas
NPUTATUBACT BJIATY U3 BO3/YyXA.

4. TlpoBu3op MOJKEH BBIOPATh COOTBETCTBYIONIYIO YIAKOBKY (BOILICHBIE WJIM TEpPraMEeHTHBIE
Karcymibl), O(QOPMHUTH JIEKAPCTBEHHBIM MpernapaT COOTBETCTBYIOUIMMH IPEIyNpEeIUTeIbHBIMU
ITHKETKAMH U MPEAYNPEAUTH O0JILHOTO 00 YCIOBUSAX XPaHCHHUS.

[lo cornacoBaHuio ¢ BpauoM MHTPEIUEHTH MOKHO OTITYCTUTB OTAEIBHO.

5. AckopytuH, TpokcepyTuH (TaOJIETKH).

3amanne 62. CuTyanoHHas 3a1a4a

B anrteky ropoma H. oOparuics moceTWTedb C PEIENTOM, BBIMMCAHHBIM B ropojae X. Perent
BBINKCAH Ha perentypHoM 6nanke popmsl Nel07-1/y, uMeeT Bce OCHOBHBIE PEKBU3UTHI:

Rp.: Sol. Natrii bromidi 2%- 100 ml

Codeini phosphatis 0,2

T-rae Valerianae

T-rae Leonuri ana 5 ml

M.D.S. ITo 1 neceptHOli J0KKe 3 pa3a B JICHb.

[IpoBHu30p MNPUHSIT PELENT, ACCUCTCHT W3TOTOBWII JICKAPCTBEHHBIM TIperapar, MpPOBU30P €ro
otnycTui. B KoHIe pabouero JHs, OCyIIECTBIISS PEAMETHO-KOJIHYECTBEHHBIN YUET JICKApCTBEHHBIX
MpenaparoB, 3aBEAYIOMIUNA allTeKOW YBUIEN MPUHATHIN MpoBU30poM perent. OH caenan npoBU30pY
3aMEYaHHue.

[Ipumeuanue:

BP]l konenna gocdara = 0,1; BCJI = 0,3. HEO koneuna docdara = 0,2.

B anTeke nmeercs 20% KOHIICHTPUPOBAHHBIN pacTBOp HaTpusi Opomuaa. JlomycTHMbIE OTKIIOHEHUS
B 00beMe cBble 50 o 150 Mt cocraBisroT +/-3%.

1. Ha xakom OjaHKe W COTJIACHO KakKOMY HOPMATUBHOMY JOKYMCHTY BGBLIIIHCBIBACTCA JaHHAs

pomnuce?

2. Ilepeuncnure TpeOoBaHUS K OQOPMIEHHMIO pelenta M OTIHYCKYy JaHHOTO
JIEKapCTBEHHOTO IIpenapara.

3. IlIposenure (bapManeBTUYECKYI0 JKCHEpTH3y MJAHHOM TpPOMHMCH U CleNaiTe

HE0OXOIUMbIE PACUETHI.
4. OOGocHYHTE TeXHOJIOTUIO U3TOTOBJICHHUS TaHHOM JIEKapCTBEHHON (OPMBI.
5.  Ykaxure 0coOEHHOCTH 0(OPMIICHHS K OTIYCKY IaHHOM JIeKapCTBEHHON (POPMBI.

Ilpasunvnwviii omseem:
1. JlanHast mponuch, cojiepkalias KOAEHH, BBIIUCHIBAeTCA Ha peuenTypHoM OnaHke (opmbl Nel4d8-
1/y-88.

CornacHo mpuka3dy MuHucrepcTsa 3apaBooxpaHeHust Poccuiickont ®@enepanuun ot 24.11.2021 Ne
1094n "OO6 yrBepxnenuu [lopsinika Ha3HAYEHUS JIEKAPCTBEHHBIX IMpenapaToB, GOpM peleNnTypHbIX
O/aHKOB Ha JieKapcTBeHHbIe mpemnapathl, [lopsaka odopmiieHUs yKa3zaHHBIX OJIAHKOB, MX ydeTa U
XpaHeHus, (Gopm OJIaHKOB pELENTOB, COJAEpKAIIMX Ha3HAUYEHHWE HAPKOTHUYECKUX CPEACTB WU
IICUXOTPONHBIX BewlecTB, llopsaka WX W3rOTOBIIEHUS, pAaclpeAeieHUs, PETUCTpalluu, ydeTa |
XpaHeHus, a Takxke [IpaBun opopmiieHrs OJ1aHKOB PELENTOB, B TOM 4ucie B (OpMe IIEKTPOHHBIX
JOKYMEHTOB", OTIIYCKY IO pelLenTaM, BBIITMCAHHBIM Ha pelenTypHBIX OnaHkax ¢opmbl Ne 148-1/y-
88, moanexxaT KOMOMHHPOBAHHBIC JICKAPCTBEHHBIE MPETapaThl, COJEpKAIINE KOJEHH M €0 COJN
(B mepecueTe Ha YMCTOE BellecTBO) B koiuuecTBe A0 20 Mmr (Ha 1 m03y TBEpIOW JieKapCTBEHHOU
¢dopmel) miu B konuyectse 10 200 mr (Ha 100 mut miu 100 1 xuakoit nekapcTBeHHOW (HOpMBI st
BHYTPEHHETO IIPUMEHEHU).

2. Ha penienrtypaom 6manke 148-1/y-88 momkHBI OBITH CIEAYIONIHE PEKBU3UTHI:
. TaMI MEIUIUHCKOW OpraHM3anvy (C yKa3aHWeM ITOJIHOTO HAaWMEHOBAaHUS MEIUITUHCKOU



OpraHu3aly, ajapeca, TeaegoHa);

. cepus U HOMEp pelenTypHOro OJ1aHKa;

. JlaTa BBITICKHU PELIeTITa;

. ®UO narmeHTa MoJHOCTHIO, BO3PACT;

. Homep MenMuuHCKON KapThl;

. ®UO Bpaua (henpamiepa) MOJTHOCTHIO;

. HauMeHoBanue JIC Ha JIATUHCKOM S3bIKe (MHIUBUIAYyalTbHAS MPOMHKCH) MO MEXIYHAPOIHOMY
HENaTeHTOBAaHHOMY HaMMEHOBAHHUIOC YKa3aHUEM KOJIMYECTBa, JO3UPOBKU U CI0c00a MPUMEHEHUS;

. MOANKCh M JMYHAs TedaTh Bpaya ((denpamepa);

nevyath MEIULUHCKON opraHuzauuu «Jlins penenToBy.
[TpoBepsieTcs BeICIIas pa3oBas U BICIIAS CYTOYHAS JTO3HI.
Ecin HeoOxoauMo MpeBbILICHHE BBICIIEH Pa3oBOM J03bI, TO Bpay YKa3bIBAeT J03Y IPOIHUCHIO U
CTaBUT BOCKIIMIIATEIIbHBIN 3HAK.
Hopma oTmycka mpoBepsieTcs, B KOMOMHHUPOBAHHBIX JIEKAPCTBEHHBIX IpernapaTax, COAEpKallux
KOJIeHWH (COJM KOJIeWHA) HOpMa OTIycKa KoaenHa He 6omee 0,2 T.
Cpoxk netictBus penenra Ha Omanke Gpopmbl Ne148-1/y-88 cocrasmsier 15 queid.
Penenit xpanuTcss 3 roga B anTeke, IMOCKOJIBbKY JICKAPCTBEHHBIN IMpemapaT MOMJICKHUT MPEAMETHO-
KOJIMYECTBEHHOMY Y4eTy. bollbHOMY BbIJIa€TCsl CUTHATYpa.
3. JlaHHBI COCTaB MPOMHCH HECTAaHMAPTHBIA (HEO(PHUIIUATBHEIN).
KOMIOHEHTHI IPONKUCH COBMECTUMBI.
Hopma eauHOBpEeMEHHOTO OTITyCKa Ui KojenHa (ocdaTta Ha OJUH PELENT HE JOJDKHA MPEBBIIIATh
0,2r.
[Ipou3BoasAT MpOBEPKY 103 CHIIBHOICHCTBYIOIIETO BeliecTBa (kojenna docdar):
- 001wt 00beM JiekapcTBeHHOUM opmbl 100 mut + 5 mur + 5 mur = 110 mut;
- kosmyectBo npuemoB 110 mu / 10 mor = 11,
- pa3oBas 103a koaeuna ¢ocdara 0,2 / 11 npuemos = 0,018;
- cyrounas no3a 0,018 x 3 =0,054.
BhICIIAsl pa3oBasi qo3a kojaeuHa ¢ocdara ans B3pocnsix 0,1, Beicmias cyrounas no3a0,3.
BbIBOI: 103BI HE 3aBBIMICHBI.
[Tpou3BoIMM pacyeT KOJUIECTB JICKAPCTBCHHBIX BEIIECTB:
Koneuna ¢ocdara 0,2;
Hatpus 6pomuna 2,0;
V KOHLIEHTPHUPOBAHHOI'O pacTBOpa HaTpus opomuaa = 2,0 x 5 =10 mr;
V Boas! ountenHon = 100 mi - 10 M = 90 mu;
Hacroiiku Banepuansl 5 M
Hacroliku nyctelpHuka 5 M
OO6umit 00bemM MUKCTYpbI 110 M.

N3menenue oOmiero oobemMa KUIAKOM JeKapCcTBEHHON (OPMBI IIPU PACTBOPEHUHU MOPOLIKOOOPAa3HBIX
JIEKapCTBEHHBIX BELIECTB HE YYUTHIBAETCS, TaK KaK OHO YKJIAJbIBACTCSI B OTKJIOHEHMS, JOIIYCTUMbIE
B 0011eM 00beMe KMJIKHX JIEKApCTBEHHBIX ()OPM IPU U3rOTOBIEHUH MacCO-OObEMHBIM METO/IOM, B
cootBercTBUU ¢ OPC.1.8.0001 - «JlekapcTBeHHBIE Mpenaparbl aNTeYHOro M3roroBiaeHus» ['d XV
Jonyctumbie oTkioHeHus B 00beme = 110 mi x 3%/100% = 3,3 mu1.

4. ITockonbKy AaHHas JiekapcTBeHHast (popMa npezacTaBisieT co0oi BOIHBIA PacTBOp, TO, COTIACHO
npukazy M3 P® or 22.05.2023 1. Ne 2491 «O0 yTBep:K/I€HUU MPaBUI U3TOTOBIEHHUS U OTIIyCKa
JIEKapCTBEHHBIX INIPENapaTroB s MEIUIUHCKOTO IPUMEHEHHS aNTEYHbIMM OpraHHU3alUsaIMHU,
UMEIOUIUMH JIMIIEH3UI0 Ha (PapMaleBTUYECKYIO IESTeNbHOCTbY, PAacCTBOP HM3rOTaBIMBAIOT Macco-
00BEMHBIM METOIOM.

B nepByto ouepeapr 0TMEpHUBAOT B OACTaBKY 90 M1 BOJIbI OUMILEHHOM, B KOTOPOU pacTBopsroT 0,2
KozenHa (ocdara, mosyyeHHOro mno opopMIIEHHOW OOOpPOTHOW CTOpOHE pelenTa y HpoBH30pa-
TEXHOJIOra, OTBEYAIOILIEr0 32 XpaHEHHUE SAOBUTHIX U CTOSIIMX HA MPEIMETHO-KOJIMYECTBEHHOM yUeTe
JIEKapCTBEHHBIX BEILIECTB.

[IepememnBaroT 10 MOJHOTO PaCTBOPEHUS.

3areM pacTBOp (UIBTPYIOT BO (hJIaKoH JUIs OTIYCKa 4epe3 BAaTHBIM TaMIOH, MpPeIBapUTEIILHO
MIPOMBITBIN BOJAOUW OUYMILEHHOM.

HenocpencrBenno Bo ¢uiakoH Ju1st oTiycka otMepuBatoT 10 mit 20% KOHIIEHTPUPOBAHHOT'O PacTBOpa



HaTpus OpoMUa, 3aTeM JOOABJISAIOT O 5 MIT HACTONWKH MyCTHIPHUKA M HACTOMKHU BaJepUAHBI.
YkynopuBaroT (JIakoH MI1acTMacCOBOM MPOOKOW M HABHHYMBAIOIIEHCS KPBIIITKOM.
OdopMIISIOT K OTIYCKY.

5. Cornacno npukazy M3 PO ot 22.05.2023 r. Ne 2491 «O0 yTBEp:KICHUH MPAaBUII U3TOTOBICHUS U
OTITyCKa JIEKAPCTBEHHBIX MPENapaToB A MEAUIMHCKOIO MPUMEHEHHUs alTeYHbIMH OpraHU3alUsIMHU,
UMCIOIIMMH JIMLEH3UI0 Ha (apMaleBTHUECKYIO JAEATEIbHOCTH», JaHHas JeKapCTBeHHas (opma
odopmIIsieTcs K OTIYCKY OCHOBHOM 3TUKETKON «BHYyTpeHHee», Ha KOTOPOH TOJKHO ObITh YKa3aHO:
- HauMEHOBaHue anTe4yHoll opranuzanuu wim DP.U.O. uHIUBHAYanbHOrO NPENIPUHUMATEINS,
MMEIOLIET0 JUIEH3UIO Ha (hapMalleBTUUECKYIO I€ITeIbHOCTD;
- MECTOHAaXOXXJIEHHWE AaNTeyHOM OpraHu3alud WM MecTo (apMaleBTUUECKON AesTeTbHOCTH
WHAUBUAYAIBHOTO IPEIITPUHUMATENS;
- Homep penenta (mpucBauBaerca B anteke); ®.UM.O. manmeHta, HaMMEHOBAaHHUE WJIM COCTaB
JIEKapCTBEHHOI'0 MperapaTa; crnoco0 MPUMEHEHUs JIEKapCTBEHHOIO IpernapaTa (BHYTpPEHHeE), BUJ
JIEKapCTBEHHOH (POPMBI (MUKCTYPA);
- IOJIpOOHOE OIMHKCaHUE crocoda MPUMEHEeHUs (11 MUKCTYp: «11o 1 aecepTHOH Jloxkke 3 pa3 B JeHb
JIO €1IbI»);
- 1aTa U3TOTOBJICHUS JIEKAPCTBEHHOTO IIperapara;
- CPOK IOJIHOCTH JIeKapcTBeHHOro npemnapara («['ogeH no_ »);
- 1IeHa JICKapCTBEHHOTO Mpernapara; mperocTepekenne « XpaHuTh B HEAOCTYITHOM AJIs AETe MeCcTe.
JlononHUTENbHBIE STUKETKU: «XPaHUTh B MPOXJIAJHOM MECTE», «XPAHUTDH B 3ALUIICHHOM OT CBETa
mecTey, «llepen ynorpebiennem B30anNThIBaTh». BhIUCHIBaeTCS CUTHATYPA.

3ananue 63. CuryarionHas 3agada

B anTeky ropoga C. oOparuiach XCHIIMHA C PELENTOM, BBITUCAHHBIM Ha PELENTYPHOM OJIaHKE
dopmbr Ne 148-1/y -88, odopmileHHBIM B COOTBETCTBHH C TPEOOBAaHUSMU HOPMATHBHBIX
JIOKYMEHTOB:

Rp.: Ephedrini hydrochloridi 0,02

Dimedroli 0,03

Glucosae 0,3

M.ut fiat pulvis

D.t.d. Ne 30.

S. ITo 1 nopomiky 3 pa3a B 1€Hb.

[Ipumeuanue:

Ddenpuna r/x: BPII = 0,05, BC = 0,15. Jumenpon: BP/ = 0,1, BC/ = 0,25.

Hopwma equHOBpeMeHHOTO OTITycKa 3denapuna r/x = 0,6.

Jonyctumble oTkI0HeHHs B Macce nopoikos ot 0,3 1o 1,0 cocrasisiror 5%.

1. Ha xakoM OnaHke M COIJAcHO KakKOMY HOPMATUBHOMY HOOKYMCHTY BBIIIUCBIBACTCA JaHHAA

pomnuce?

2. Tlepeuncnure TpeOoBaHUS K OQOPMIEHHMIO pelenta MW OTIHYCKYy JaHHOTO
JIEKapCTBEHHOTO IIpenapara.

3. IIposenute (bapMareBTUYECKYI0  JIKCHEpPTH3y JaHHOW MpomucH, odopMHTe

000POTHYIO CTOPOHY pELIeNTa U CAeaiTe HE0OXOIUMbIE PACUETHI.
4. OOocHyMTe TEXHOJIOTHUIO U3TOTOBICHUS JAHHOM JIEKAPCTBEHHOM (hOPMBI.
5. VYkaxwure 0cOOeHHOCTH 0(hOpMIIEHUS TaHHOM JIEKapCTBEHHON (POPMBI K OTITYCKY.

IIpasunvroviii omeem.:

1. JlanHast mpomnuce, coaeprkarias 3¢ eapuHa TuAPOXIOpU, BHIITHCHIBAETCS HA PELIENITYPHOM OJlaHKe
dopmer Ne 148-1/y-88.

CornacHo mnpukasy Ilpukxazom MunucrepctBa 3apaBooxpaHeHust Poccuiickoit ®enepauuu OT
24.11.2021 Ne 1094n "OO yrBepxknenun llopsinka HazHaueHUsT JTEKAPCTBEHHBIX MpemaparoB, Gopm
peLenTypHbIX OJaHKOB Ha JieKapCTBEHHbIE IpenapaTsl, [lopsaka opopMieHHs yKa3aHHBIX OJIaHKOB,
UX ydeTa U XpaHeHus, (opM OJaHKOB PELENTOB, COAEPKALIUX Ha3HAUEHHE HAPKOTHUECKUX CPE/ICTB



WM TICUXOTPOMHBIX BemlecTB, [lopsaka WX M3TOTOBJICHHS, paClpeleieHHs, PETUCTPAlUH, yueTa U
XpaHeHus, a Takxke [IpaBun odopmiieHns GIaHKOB PELENTOB, B TOM 4Hcie B (OpMeE 3IEKTPOHHBIX
JOKYMEHTOB"  KOMOMHHpPOBAHHBIE JICKAPCTBEHHbIE Mpemaparsl, coaepkamme  ddeapuHa
ruapoxJIopua B komudecTtse, npepbimatomeM 100 mr, u 1o 300 mr BrimtountensHo (Ha 100 mur nmm
100 r kuakoil JeKkapcTBEHHOW (OPMBI Ui BHYTPEHHETO TNPUMEHEHHUS) M JIEKapCTBEHHBIC
npemnaparsl, cojepxaiire 3peapuHa TUApOXJIopua B KoiuuecTBe 10 50 Mr BiIrouMTenbHO (Ha 1
1103y TBEPOH JIEKaPCTBEHHON ()OPMBI), BHIMMUCHIBAIOTCS Ha OmaHkax ¢opmbl Ne 148-1/y-88.

2. Ha penentyprnom 6nanke 148-1/y-88 momkHbBI OBITH CAEAYIOMINE PEKBU3UTHI:

o mTaMno  MEAWUIUHCKOW  opraHm3anud (C  yKa3aHHEM IIOJIHOTO  HAaMMEHOBAaHUS
MEIMIIMHCKON OpraHu3allyy, ajapeca, Teiedona);

e cepHs M HOMED PeleNTypPHOro OJIaHKa;1aTa BBIMUCKH PELenTa;

e ®OUO nanueHTa MOJHOCTHIO, BO3pacT;HoMep METUIIMHCKOM KapThI;

e  @OUO Bpaua (denpamiepa) NOJHOCTHIO,

e naumeHoBanue JIC Ha TaTUHCKOM s3bIKe (MHIMBUIYyajbHAs MPOMKUCH) MO MEXAYHAPOIHOMY
HENAaTeHTOBAaHHOMY HaWMEHOBAHHUIOC YKa3aHHEM KOJM4YeCTBa, JIO3UPOBKHM M CHocoba
IPUMCHCHUS;

® T[OANKCH U JIMYHAS TeuyaTh Bpaua ((enpamiepa); meyaTb MEIUIIMHCKOW opraHu3anuu «J{ms
PEILEeTITOBY.

[TpoBepsieTcs BbIcIIasi pa3oBasi U BBICIIAsl CyTOYHAs J103bl. Eci HE00X0MMO MpeBbIlIeHUE BhICIIEH
Pa30BO¥ 103bI, TO Bpa4 YKa3bIBAET /103y MPOMKCHIO U CTABUT BOCKJIUIATEIBHBIN 3HAK.

Cpoxk netictBus peuenta Ha 6nanke ¢popmbl Nol148-1/y-88 cocrapnsier 15 nueit. Peuent xpanurcs 3
rojia B anTeke, JIGKAPCTBEHHBIN IpenapaT IMOJISKUT MPEIMETHO-KOJIMUYECTBEHHOMY YUETY.
PexomennoBanHoe KonuuecTBO 3deAprHa TUAPOXIOpUAA B TMOPOMIKAX A €IUHOBPEMEHHOTO
ornycka 601pHOMY, cornacHo [Ipukasy MunucrepcrtBa 3apaBooxpanenus Poccuiickoit denepanun
or 24.11.2021 Ne 1094n "OO6 yrBepxknenun llopsinka Ha3HaYeHHS JIEKAPCTBEHHBIX IPEMapaToB,
dopM penenTypHbIX OJIAHKOB Ha JIeKapCTBEHHBbIC mpemnapathl, [lopsaka odopMieHHs yKa3aHHBIX
0JIaHKOB, WX Yydera U XpaHeHus, ¢GopMm OJaHKOB PEIENTOB, COJACPXKAIIUX Ha3HAYCHUE
HApPKOTUYECKUX CPEJCTB MJIM MCUXOTPOMHBIX BelecTB, [lopsiaka UX U3rOTOBICHHUS, paclpeieeHHUs,
perucTpanym, yuera u XpaHneHus, a takxe [IpaBun opopmieHust 6JaHKOB PELENTOB, B TOM YHUCIIE B
dopme 3IEeKTpOHHBIX AOKyMeHToB'coctaBnger 0,6 T, mockonbky mno ngaHHOM mnporucu Ha 40
MIOPOIIKOB Macca ddenpruna ruapoxsiopuaa cocraBut 0,8 T u penent He cONEPKUT 0cOObIe OTMETKU

0 BO3MOXXHOCTH YBEIMUYEHHsS] HOPMBI €JMHOBPEMEHHOI'O OTIYCKa, HEOOXOJMMO YMEHBIIUTh YHUCIIO
103 110 30, He u3MeHsI KOHIEHTPALUH JIEKAPCTBEHHBIX BEIIECTB B IIPOIHCH.

Cpok neiictBus perenrta Ha 6manke popmbl Ne148-1/y-88 cocraBnser 15 nHei.

Penent  xpammrcss 3 roga B amTeKe,  JIGKAPCTBEHHBIM  Tpemapar  MOJUICKHT
PEIMETHOKOJIMYECTBEHHOMY YUETY.

3. Bommmcan tBepmas JI® — croXHBI JO3MPOBAHHBIA TMOPOIIOK JUII BHYTPEHHETO NPUMEHEHHS
pacrpenenuTeNbHbIM ciocoboM. B coctaB JI® BXoAauT BemecTBO — 3¢enpHHA TUIPOXIOPH,
HoJyIeXKaIee IMpPEeIMETHO-KOIIMYECTBEHHOMY YYeTy M JUIsi KOTOPOTO OIpelelieHa HOopMa
€/IMHOBPEMEHHOTO OTITYCKa.

JlaHHbIN cocTaB MPONKMCH HECTAHAAPTHBIA (HEOPUIIMATIBHBIN).

KoMMmoHeHThI MPOncH COBMECTUMBI.

J103b1 CHITBHOJCHCTBYIONIMX BEIIECTB (dQenprHa THUAPOXJIOPUI W IUMEIPON) HE 3aBBINICHBI.
Odenpuna r/x

P/1=0,02 BPJI =0,05

CA=0,06 BCA=0,15

Humenpon

P1=0,03 BP1=0,1

CA=0,09 BCA=0,25

Hopma emmHOBpemeHHOTO OTIycka s 3denpuHa TUAPOXJIOpUIa HAa OJWH DPEUENT He JO0JDKHA
npesbimars0,6 T.

[To nmanHo¥ mporucu Ha 30 mopomkoB Macca 3denpuHa ruapoxiopuma cocraBut 0,6 T.
OIe10BAaTEIbHO HOPMa €IMHOBPEMEHHOT'O OTITyCKa HE MPEBBIICHA.

OOGopoTHast CTOpOHA PEIIeTITa:

Ephedrini hydrochloridi 0,6 (rects nerurpaMMoB)



JlaTa

Brigan

[Tomyunin

[TpousBoauM pacdeT Macc JIEKapCTBEHHBIX BEILIECTB Ha BCE JO3bI:

Odenpuna runpoxmopun 0,02 x 30 = 0,6

Humenpon 0,03 x 30=0,9

I'mroxo3a 0,3 x 30=9,0

OO6mas macca uHTpeueHToB Ha Bee 10361 0,6 + 0,9 + 9,0 = 10,5

Passecka 0,35 Ne 30

Jomnyctumble OTKIIOHEHHS B Macce nmopourkoB = 0,35%5%/100% = 0,02

4. TTocKONBbKY MHIPEIUEHTHI CIO0XHOTO MOPOINKA BBIMCAHBI B PAaBHBIX KOJHUYECTBAX (MEHEE YeM
1:20), mepBOHAYAIBHO B CTYNKE pacTUparoT MHAM(PPEPESHTHOE BEMICCTBO, BBHIITHCAHHOE B 0OJIBIIEM
KOJIM4ecTBE (TJII0K03a).

B ctynky Ne 6 nomemarot 9,0 ri1toko3bl, 3aTUPAIOT MOPHI U BBIHOCST Ha KamCydy.

B crynky momy4aroT mo oQOpMICHHOH OOOpOTHOH CTOpOHE pelenta y MpOBU30PATEXHOJIOTa,
OTBEUAIOLIETO 3a XpaHEHUE SIOBUTHIX M CTOSMIMX Ha MPEIMETHO-KOJIMYECTBEHHOM YyYeTe
JICKapCTBEHHBIX BemecTs, 3deapuna ruapoxiopun (0,6), uM3MenpyarOT, OTBEIIMBAIOT JTUMEIPOI
(0,9), u3MeNbYarOT U CMENIUBAOT.

B koHIIe 9acTsMu MprOABISAIOT TIIOKO3Y C KAlCyJbl B CMEIIMBAIOT JI0 OAHOPOIHOCTH.

Janee cmech pa3BemuBaroT Ha 30 MOPOIIKOB, YIIAKOBBIBAIOT U OOPMIISIIOT K OTITYCKY.

5. Cornmacao M3 P® ot 22.05.2023 1. Ne 2491 «O0 yTBEp»/I€HUHU MPABUI U3TOTOBICHUS U OTITYCKa
JICKapPCTBEHHBIX IMpENapaToB [UIsi MEIUIUHCKOTO TPUMEHEHHUS AaNTeYHbIMU OpPTaHHU3aIUsIMHU,
UMCIOIIMMH JIMIEH3UI0 Ha (hapMaleBTHUECKYIO JACATEIBHOCTbY», JaHHas JIeKapCTBEHHAs ¢dopma
odopmIIsieTcs K OTIIYCKY OCHOBHOM ITHKETKOM

«[Topomku» unu «BHyTpeHHee» Ha KOTOPOHl TOJIKHO OBITh yKa3aHO:

- HauMMeHOBaHue anTedyHoil opranmzanuu wim DO.U.O. UHIUBHUIYaTBHOTO MpPEIIPUHUMATEINS,
UMEIOILETO JIUICH3HIO Ha (hapMaIleBTUYECKYIO AEATEIbHOCTD;

- MECTOHAaXO)KJIEHHWE AaNTeuyHOW OpraHu3alud WM MecTo (apMaleBTHUECKON AesITeTbHOCTU
WHUBUIYAILHOTO TIPS IITPUHUMATEIS;

- HoMep penenTa (npucBauBaercs B anrteke); @.1.0. nanuenra;

- HAUMEHOBAHME WJIU COCTAaB JIEKAPCTBEHHOIO IIPenapara;

- croco0 NMPUMEHEHUs JICKapCTBEHHOI'O Ipenapara (BHyTpeHHee, Hapy»XHOe, Ul UHBEKLUH), BUA
JIeKapCTBEHHOM (OpMBI (TJIa3HbIE KAIUIM, Ma3b U T.11.);

- MOJPOOHOE OMHCaHUE CIOocO0a MPUMEHEHHS («IJIS MOPOIIKOB: MO__ TMOPOIUIKY___ pa3 B JICHb
__ eIm»);

JaTa U3TOTOBJIICHUS JIEKAPCTBEHHOTO Mpernapara;

CPOK TOJHOCTH JIEKapCTBEHHOTO Tpenapata («['ogeH 10 »);

[CHA JICKApCTBCHHOT'O IIperapara; nNpeaoCTCpECKCHUC «XpaHI/ITb B HCAOCTYIIHOM IJIA HGTGP’I MCCTC».
HOHOHHHTCJ’IBH&?I OTHUKETKA: ((XpaHI/ITB B IPOXJIaAHOM MECTEC), «XpaHI/ITB B 3aIIII/IHIéHHOM OT CB€Ta
MCCTC.

3anmanue 64. CuryarioHHas 3a1a4a

B anrteky moctynui penenT Ha U3roTOBJICHHUE CYNIIO3UTOPHEB IO MPOIMHUCH:
Rp.: Papaverini hydrochloridi 0.1
Coffeini 0,3
Butyroli g.s.
D.t.d. N 10 S. Io 1 cBeue 2 pa3a B JicHb.
CoTpyIHHK anTeKu ONpeAeNus, 4To O0beM THE3[ CYIIO3UTOPHOM (opMbl obecreynBaeT
noigydyeHue cBededd maccoil 3,0 r. YuuthiBas 00beM, KoTopblii 3aiiMmyr 1,0 r mamaBepuHa
runpoxiopunaa, 3,0 r xodeuHa, Obuta paccumTaHa macca Oyrupona 27,24 r (mns mamaBepuHa

rugpoxiopuaa 1/Ex = 0,63, mist kopeuna 1/Ex = 0,71).

[Tpy M3roTOBJIIEHNHU CYNIO3UTOPUEB COTPYAHMK TIIaTeabHO u3Mmenbumi 3,0 r kodenna u 1,0 r
narnaBepyuHa TUAPOXJIOPUAA C YacThlO paCIUIaBIEHHOro Oyrupona. [lamee dactsamu 100aBHI



MOJIYOCTBIBIIYIO PACIIABICHHYIO OCHOBY, TIIATEIBHO IIEPEMEIIANl U PA3IINII CYIIIO3UTOPHYIO MAacCy
B (DOPMBI.

1. IlpaBunbpHO 11 OBLIM ClIE€NAHBI PACUYETHI JEHCTBYIOIINUX U BCIIOMOTaTENIbHBIX BELIECTB?

2. [IpuBenuTe TEXHOJIOTHIO U3TOTOBJICHHSI CYMIIO3UTOPUEB HA TUAPOPOOHBIX OCHOBAX METOJIOM

BbIJIMBAHUA.

3. Uto Takoe 0OpaTHBIN 3aMeCTUTEIBHBIA KOI(DMOUITMCHT 1 KOT/Ia OH MCIIOJIB3YeTCs?

4. TTo kakuM MOKa3aTesIM POBOJIUTCS OIIEHKA KaUeCTBa CYIIO3UTOPUEB?

5. IlosicHUTE TIOPSIIOK BBHIMCHIBAHHS PELICNTa HA TAHHYIO MPOIUCH U OTITycKa 1o Hemy JIT1.

Ilpasunvruviii omseem:
1. CorpymHuk BepHO caenan pacdyeTbl JCHCTBYIOIIMX U BCIIOMOTATENIbHBIX BELIECTB
nockoibky:[TamaBepuna runpoxiaopuaa 0,1x10=1,0 Kodeunna 0,3x10 = 3,0 %
TBEPBIX BemecTB Oosee 5% (13,3%) — 0,4 (oOmrast macca TBEpabIX BemecTB. — 3,0
X -100,0 X=13,3%,
CJIEIOBATENILHO YYUTHIBAEM OOpATHBIE 3aMECTHTEIbHBIC KOA((MUIIMEHTHI U JaHHBIX BEIICCTB
byrupona 27,24
[TanaBepun ruapoxiopun 3amemiaet 1/Ex = 0,63x1,0 = 0,63
Kodenn 1/Ex =0,71x3,0=2,14
Pacuér xonmuuectBa Bytupona: 3,0x10 - (0,63 + 2,14) = 27,24.
2. UzroroBiieHue Cynmno3uTopueB Ha rHIpo(OOHBIX OCHOBAX COCTOMT M3 CICAYIONIMX CTaJuM: -
MOJIFOTOBKA JICKAPCTBCHHBIX BEIIECTB M OCHOBBI 3aKJIIOYACTCS B M3MEIBUCHHUU KOMITIOHCHTOB
WIA CaMOW OCHOBBI, & 3aTEM CIUIABJICHUM KOMIIOHCHTOB WJIM PACIUIABJICHHH CaMOW OCHOBBI,
MpeIBAPUTEIILHOEC N3MEIbUCHUE OCHOBBI O0JIETYACT €¢ IO3UPOBAHUE U YCKOPSET pacIlIaBICHIE,
- U3TOTOBJICHHE CYIIIO3UTOPHOW MACChl: KOMIIOHEHTBI OCHOBBI PACIUIABIISIFOT B BBHITAPUTEIILHOU
YaliKe ¢ Y9eTOM HMX TeMIIepaTyphl TUIABJICHUS — BHadYayie Oojiee TYTrOIUIaBKHE, 3aTeM ¢ Oosee
HU3KOH TeMmmepaTypoil miaBieHusi. He ciieayeT OCHOBBI JUIMTEILHO HAarpeBaTh, YTO MOXKET
MPUBECTH KABJICHHUSM TOJIMMOPPU3MA U M3MCHCHHIO TEMIICpaTyphl IUIaBJICHHS. TeMmieparypa
HarpeBaHus He

nojbkHa npesblimath 45-50°C. JlekapcTBeHHbIE BellecTBa B TI'HMAPOPOOHBIE OCHOBBI BBOJAT B
3aBHCUMOCTH OT UX (U3UKO-XMMHYECKHX CBOMCTB, COIJIACHO OOLIETIPUHATHIM TEXHOJOTHYECKUM
npaBwiaM. [IpurotoBieHHas UIS  BBUIMBAHHUSA ~ CYNIO3MTOpHAs Macca JOJDKHA — OBITh
HOJIYOXJIaX/ICHHON BO M30€xaHue 00pa30BaHUs MyCTOT U JUId 00ecleYeHus: 0OJTHOPOTHOCTH, TO €CTh
OXJIXK/IAIOT MACCy JI0 TEMIIepaTyphl, OJIM3KON K TeMmIeparype e¢ 3acTeiBaHus. J[03upoBaHe MacChl
u QopmupoBaHue cymnmno3utopueB. llpum wHcnonb30BaHMM MeETO/AA BBUIMBAHMUSA 3Ta OINEpaLUs
OCYIIECTBIISICTCSI OJTHOBPEMEHHO. [I[pUTOTOBICHHYIO MacCy 3aJIMBAIOT B PAa3bEMHBIE CYITO3UTOPHBIC
(GopMbl, BBHINOJIHEHHBIE U3 MeTallja, WM IulacTMaccoBble. Bo m3bekaHue NMpUIMIAHMS MacChl K
cTeHKaM (hopMbl THe31a (HOPMBI MPENBAPUTENBHO JTOJKHBI OBITH CMa3aHbl MBUIBHBIM CIIUPTOM —
rupopuiIbHas cMa3ka, a Takxke oxJaxaeHol. llocme pasnmuBa B GOpMBI UX TMOMENIAIOT B
XOJOAWIBHUK I OBICTPOTO 3aCThIBAaHUS CYIIIO3UTOPHUEB, YTOOBI TPEAYNPEAUTH OCAKICHUE
B3BELICHHOH (a3bl Ha KoHIe cBeud. [locie 3acThiBaHUS Pa3beAUHSAIOT Pa3bEMHBIE YaCTH (POPMBI U
O0CBOOOXKIAIOT cymnmo3uTopuu. [loicymmBarOT Ha BO3AyXe HECKOJIBKO MHUHYT. YIaKOBKa U
oopmIIeHHE K OTIYCKY OCYIIECTBIISIETCS] COIJIaCHO TPeOOBAaHUSM HOPMATUBHOM JOKYMEHTAIUH.

3. Ilpy mpuUroToBIEHUM CYINIO3UTOPUEB HAa TUAPO(OOHBIX OCHOBAX HEOOXOJMMO MPOBECTU PACUET
KOJIMYecTBa OCHOBBI. IlIpm u3BeCTHOM 00beéMe THe3ga (OpMBI YUYUTHIBAIOT mnpsimMod Ex
3aMEeCTHTENbHBIN KO3(PPHUIIMEHT, KOTOPBIA IMOKa3bIBAET KOJWYECTBO JICKAPCTBEHHOTO BEIECTBA,
3aHMMAIOIIET0 TOT k€ 00beM, 4To M 1 T kupoBoil ocHOBBI ¢ miaoTHOcThIO 0,95. OOparHbIi
3aMECTUTENbHBIA KOA(PGUIIMEHT HCIONb3YeTCs IMpH pacdyeTrax B Cllydae COJEp)KaHUS TBEPABIX
BemecTB 5 u Oomee %. Ha mnpaktuke ynoOHO ™OJB30BAaThCA OOpPATHBIM 3aMECTUTENBHBIM
kodpunmenToM 1/Ex, KOTOpBI paBeH KOJMYECTBY >KUPOBON OCHOBBI, 3aHHMAIOLIUN 00BEM
paBHBII 00bEMY | T JIeKapCTBEHHBIE BEIIECTBA.

4. OueHka KayecTBa CYNIIO3UTOPHEB IPOBOAMTCS MO CIEIYIOIIAM TMOKa3aTessiM: - HaJudue M
PaBUIBHOCTh OPOPMIICHHUS JOKYMEHTAIMH, - MPaBUIbHOCTE O()OPMIICHHUS JIEKAPCTBEHHON (hOpMBI
KOTIYCKY, - OJJMHAKOBasi (hopMa CYMIIO3UTOPHEB, OJHOPOTHOCTH MACCHI — OIPENENSIOT BU3YaITbHO
Ha IPOJIOJILHOM Cpe3e M0 OTCYTCTBUIO BKPAIUICHUH, - CPEIHIOI0 MAcCy OMpPEeIsOT B3BEIIMBAaHHEM
20 cymmo3utopueB ¢ TouHocThio 0 0,01 r, OTKIOHEHHWE B Macce CYIIIO3UTOPUEB HE JIOJDKHO



npesbimaTh 5%.

5.J]laHHass Tpomuch BBIMHCHIBaeTCS Ha penentypHoMm Onanke ¢opmbel Ne 107-1/y. Pemenr,
BBITIMCAHHBIN Ha penenTypHoM Osanke ¢popmbl Ne 107-1/y, nelictButeneH B Teuenue 60 aHEH co qHS
BbIMChIBaHUs. Penenrt ormaercs Bmecre ¢ JIII ¢ OTMETKOW Ha pelenTe, 4To JIEKAPCTBEHHBIN
mpernapar OTHYIIeH, JaTod OThnycka M noAanuceio ¢dapmpabotHuka. Ilpu BbeImHchHIBaHUU
MEJIUIIMHCKUM PaOOTHUKOM PELENTOB Ha TOTOBBIE JIEKAPCTBEHHBIC IMpenaparbl U JIEKAPCTBEHHbIC
npenaparbl MHAMBHAYaJbHOTO HM3TOTOBJICHHS MNAIlMEHTaM C XPOHMYECKMMHU 3a00JIeBaHUSMHU Ha
peuentypHbix Omankax (opmer Ne 107-1/y pasperraercss ycTaHaBIMBaTh CPOK JCHCTBUS pelenTa B
npejenax A0 OJHOTO T'ojia U MPEeBBIIaTh PEKOMEHyeMOe KOJIMYECTBO JEKApCTBEHHOI'O Ipernapara
JUTSL BBIMMMCBHIBAHUS HA OAMH pELeNT, ycTaHoBleHHoe npukazoM M3 P® ot 14.01.2019r. Ne1094n «
OO0 yTBep)KIAeHUH MOpsAIKa Ha3HAYCHUS JIEKApCTBEHHBIX MpenapaTroB, GopM pelenTypHbIX OJIaHKOB
HAa JICKApCTBEHHBIC MPENapaThl, MOPsIKa 0QOPMIICHHUS YKa3aHHBIX OJIAHKOB, MX Yy4YeTa M XPAHCHHS.
[Ipy BBINHCHIBAHUM pELENTOB CPOKOM JI0 OJHOIO TojJa MEIUWLUUHCKUNA pPAaOOTHUK JeNaeT
noMmetky «llamuenTy ¢ XpoHHUYECKMM 3a00JIeBaHMEM», YKa3bIBa€T CPOK JICUCTBUS pelenTa H
NEPUOANYHOCTh OTIIyCKAa JICKAPCTBEHHBIX MpEnaparoB W3 AanTeYHOW OpraHu3aludd WU
WHAUBUAYAIGHBIM  MPEANPUHUMATENIEM, HWMCIOMUM  JIUIEH3WI0 Ha  (hapMareBTHYECKYIO
NESTENIbHOCTD (€XKEHEIeIbHO, €XKEMECSUYHO M HHBbIe IMEpPHOJIbI), 3aBepseT 3TO YKa3aHHe CBOEH
MOAMKCHIO U JJMYHON MeYaThio, a TAKXKE MeYaThi0 MEIUIIMHCKON opranu3anuu « /s pernentosy.

3anmanue 65. CuryarioHHas 3a1a4a

B anTexy mocTynwit penent Ha H3rOTOBJICHHE Karelb TJIA3HbBIX 10 MPOTIHCH:
Rp.: Sol. Kalii iodidi 3% - 10 ml

D.t.d. Ne 30

S. I'ma3Hble KaIiu.

CoTpyZHMK anTeKu B AaCENTHUYECKUX YCIOBUSAX B CTEPWIBHYIO IIOJICTaBKYy OTMEPHI BOAY
ouunnieHHyto, orecun Ha BCM-20 9,0 r kanus loguaa, qoBen odbem pactBopa a0 300 mi Bomoit
ounnieHHOH. [IpoBe MoHbIH XUMUYECKUI aHamu3 pacTBopa. PacTBop mpo@miibTpoBall ¢ TOMOIIBIO
¢mibTpoBabHON ycTaHOBKM 1O 10 mMi Bo ¢uakon g ormycka Ne 30. dDiakoHBI ¢ pacTBOPOM
YKYIOPHJI CTEPUIIBHON PEe3UHOBOM MPOOKOH, MPOBEPHII HA OTCYTCTBUE MEXAHUYECKUX BKIIFOUEHHM.
VYKynopui KoJlmadykoM 1oJi 00KaTKy, IPOMapKUpOBa U MPOCTEPUIIM30Bal 1O/ AaBiaeHueM npu 120
°C B TeueHuu 8 MuHyT. IIOBTOpHO ITPOBET KOHTPOJIb MOCIE CTEPHIIU3ALINH.

1. Ouenute nelictBus corpynHuka. Ilepeuncnure TpeGoBaHMS, MpenbsABISEMbIE K IJIa3HBIM
KaIlJIsIM.

Kak B ycnoBusix anTe4Horo npou3BoICTBa 00eCeunBaeTcsi TpeOOBaHNE CTEPUIBLHOCTH?

Kak nocturaercs obecrieueHre 0OTCYTCTBUSI MEXaHUYECKUX BKIIOUCHHUH B IIIa3HBIX KaIlisix?
Obecneuenne KOMPOPTHOCTH IIa3HBIX Karelb, TPeOOBaHMS.

[TosicHuTe NOPSAAOK BHINUCHIBAHUS PELIETITa HA JAHHYIO IPOMUCH U OTITYCKa IO HEMY

gk own

Ilpasunvnuviti omeem:

1. ITocnenoBaTeNbHOCTH AEHCTBUI BepHa. TpeOoBaHUs, MPEABIBIsAEMbIE K TTIa3HBIM JEKapCTBEHHBIM
bopmam:

- CTEPUIIbHOCTb;

- CTaOMIIBHOCTD;

- IPOJIOHTUPOBAHUE JICHCTBHS;

- KOM(OPTHOCTH IPUMEHEHNUS,

- OTCYTCTBUE MEXaHHYECKUX BKITIOUCHUH.

2. CTepuIIbHOCTb TJIa3HBIX Kamlelb JOCTUTACTCS MTyTEM MIPUTOTOBIECHUS X B ACENITUYECKUX YCIOBUSIXHU

MPUMEHEHUEM OJIHOTO M3 CIIOCO00B CTepUiIM3alu, npuHsToro I'd.

3. CymectByeT 2 criocoba o0ecrieueHns: OTCYTCTBHS MEXaHUYECKHX BKIFOUSHHUH B IIa3HBIX KAIIsX.
['ma3Hbie Kammm QUIBTPYIOTCS Yepe3 CTEKIISHHBIE WM MeMOpaHHbIe (UIBTPHI C OJHOBPEMEHHOU
CTEpUIIU3ALUEH.

[Mockonbky npu (HGUIBTPOBAHUU MPOUCXOAST OOJNBIINE MOTEPU, & ITO OTPAKAETCS HA TOYHOCTHU



KoHIeHTpanuu JIB B MIa3HBIX KamjsX, OCOOGHHO TpHU OYEHb HHU3KUX KOHIeHTparusx JIB,

npuOeraroT K UCIOIb30BaHUIO KOHIIEHTPUPOBAHHBIX PACTBOPOB.

Hopmbl 10mycTUMBIX OTKIIOHEHHH B 00BbeMe IJIa3HbIX Kallelb He JOJDKHO mpeBbimarh 10% — npu

o6beme pactBopa 5-10mi, u 8%- npu odveme 11 q0 20mi

[IpuroToBneHue ria3HbIX Kaneib U3 PACTBOPOB KOHIIEHTPATOB.

4. MHorue ria3Hble Kaluld BbI3bIBAIOT MPU UHCTUUIALWK HEMPUSATHBIEC OLIYIIECHUS, U B OOJIBIINHCTBE
ciiydaeB AUCKOM(OPTHBIE sSBIICHUS 00YCIIOBICHBI HECOOTBETCTBHMEM 3HaueHWH pH M OCMOTHYECKOTO
JaBJICHUA TJIA3HBIX Kallelb 3HaueHuIo pH M ocMOTHYEeCKOMY JaBIICHUIO CIE3HON >KUIKOCTH. B HOpMme
CII¢3HAs] KHUJAKOCTh M TIUIa3Ma KPOBH HMMEIOT OCMOTHYECKOE JaBlEHHE, PAaBHOE OCMOTHYECKOMY
JaBIICHHIO M30TOHUYECKOTo pacTBopa HaTpus xjaopuaa (0,9%-uoro).
N30TOHMYECKUMU SIBIISIFOTCSI TJIA3HBIE KAaIlk, UMEIOIINE TAaKOe K€ OCMOTHYECKOE JABJICHHE, YTO U
pactBopsl Harpusi xjopuaa B koHueHtpauuu 0,9% +0,2% Tt.e. 0,7-1,1% .Kammu nHmwxke 0,7%
SKBHBAJICHTHOW KOHIICHTPAIMH TOJUIeKAT U30TOoHUpOoBaHUto 10 0,9% »KBHBaTIEHTHOU KOHIICHTPAITUN
HATpHUS XJIOPUJA.
JJi1 I30TOHUPOBAHUS TIIa3HBIX KaIlelb UCIOJB3YIOTCS CIEAYIONINE BEIISCTBA: HATPUS XJIOPUI, HATPHUS
cynabdar, OopHas KWCIOTa, HATpus HUTpaT. KONIMYecTBO M30TOHUPYIOIIETO BEHIECTBA OMPEICNISIOT
pacyeTHBIM TyTeM. PacueTsl MPOBOAAT C MCIOJB30BAHUEM H30TOHHMYECKOTO 3KBHUBAJICHTA TI0 HATPHUS
XJIOpUY.
['ma3Hble Kamiy, KOMIIOHEHTBHI KOTOPBIX B COBOKYITHOCTH MOBBILIAIOT OCMOTUYECKOE JaBJICHUE Karlelb
BhIe 1,1% SKBUBAJICHTHON KOHIICHTPAIIMU HATPHUs XJIOpUIA, HCOOXOJAUMO PacCMaTPHBATh

KaK CHelMalbHble NPONMCH M HpU OTIYCKE MNpeaAynpexjaarb OOJIbHOIO O HeOJAaronpusATHBIX
OILIYHICHUSAX. DTH KaIUTM pa3pemieHbl K MPUMEHEHHUIO, OHU OKa3bIBalOT OoJiee OBICTPHIN A(QexT,
0COOEHHO aHTUMHUKPOOHBIH.

He u3otoHupyroT ri1a3Hble Kamiu KoJulaproia, mpoTaproia, 3TakKpuIuHa JIaKTaTa, Tak KaK HaTpus
XJIOPUJ CUJIBHBIN 3JIEKTPOJIUT U MOKET BBI3BATh KOATYJISLMIO.

5. JlaHHas IPOMKCH BHIMKUCHIBAETCS Ha perentypHoM Onanke ¢popmel Ne 107-1/y.
Penent, BeimucanHblid Ha penentypHoM Onanke ¢gopmbel Ne 107-1/y, neiictButeneH B TeueHue 60
JTHEW cO JHS BBINMHUCHIBAHUS.
Peuent ornaercs BMecre ¢ JIII ¢ ormMeTkon Ha penente «JIekapcTBO OTIyHIEHO», AATON OTIYCKa U
HOJNKChIO (papMpabOTHHKA.
[Ipu BEIMHMCHIBAHUN MEIUIIMHCKUM PAOOTHHKOM PELENTOB HA TOTOBBIC JIEKAPCTBEHHBIE MPETapaThl ’
JIeKapCTBEHHbIE TMpernapaTrbl HMHIUBUAYAJIbHOTO HW3TOTOBJIEHHS MAalMEHTaM C XPOHUYECKUMH
3a00JIeBaHUAMH Ha pelenTypHbIX Onmankax ¢gopmbl Ne 107-1/y paspemiaercsi ycTaHaBIMBAaTh CPOK
JecTBUsL pelenTa B Ipelesiax J0 OJHOTO Trojla M MPEBHIATh PEKOMEHIyeMOe KOJNYECTBO
JIEKapCTBEHHOTO Tperapara Juis BBITUCHIBAHUS HA OJIMH PEIeNT, YCTaHOBIIEHHOE Tpukaza M3 PO
Ne 1094 u or 24 Hos0ps 2021 1. «OO6 yTBEp)KACHWW TOpPsAKA HAa3HAYECHUS JIEKAPCTBEHHBIX
npenapaToB, GOpM peLenTypHbIX OJIAHKOB Ha JIEKAapCTBEHHBIE Mpenapathl, Mopsjka odopMieHus
YKa3aHHBIX OJIaHKOB, UX ydeTa M XpaHeHMs, (popM OJIaHKOB PELENTOB, COJAEPKAIMX Ha3HAUCHHE
HapKOTHUYECKUX CPEICTB MJIU MCUXOTPOIHBIX BELIECTB, MOPSAIKA UX W3TOTOBIEHUS, pacIpeaeIeH s,
pEeruCTpaIy, ydeTa U XpaHeHHs, a TaKXKe MpaBuil 0QOpPMIICHHUS OJIAHKOB PEIeTITOB, B TOM YHUCIIE B
(opMe FIIEKTPOHHBIX TOKYMEHTOB

3ananue 66. CutyannonHas 3aada

B IIPOM3BOCTBEHHYIO aNTeKy ropoja X. obOparmics  GOJbHOM C peuentom
Ha U3rOTOBJICHUE JIEKApCTBEHHOUM (POPMBI COCTaBa:

Rp.: Inf. herbae Leonuri 200 ml

Natrii bromidi 4,0

T-rae Valerianae 10 mi

M.D.S. Ilo 1 cm. noarcke 3 paza 6 Oenb.

1. Vkaxure 0cOOEHHOCTH XpaHEHHs JIEKAPCTBEHHOT'O PACTUTENBHOTO CHIPbS — MYCTBIPHHUKA
TpaBbI.



N

VYkaxute 0COOCHHOCTH XPaHEHUS CIIUPTOBBIX HACTOCK.

VYkaxure pexxuM HacTauBaHMs Ha BOASHOM OaHe M OXJIAXKICHHsI HACTOEB U OTBApOB.

4. TlpoBeaute pacyeTbl JJsl M3TOTOBJICHUS JAHHOM JIEKAPCTBEHHON (OPMBI C HMCIOIB30BAaHHEM
JIEKapCTBEHHOT'0 PacTUTEIbHOIO Cchipbst (KB = 2,0) 1 HanmumuTe JIMIEBYIO CTOPOHY MacropTa
IMCbMEHHOTO KOHTPOJIS.

5. Ilouemy npu U3roTOBIIEHUH BOAHBIX W3BJICUYEHUH U3 JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIPhS HE

UCIOJIb3YIOT KOHIIEHTPUPOBAHHBIE PACTBOPHI JIEKAPCTBEHHBIX BELLIECTB?

w

IIpasunvhoii omeem:

1. ITycteipHUKa TpaBy XpaHsAT B cOOTBeTCTBHH ¢ TpeboBanusamu ['d XV ODC.1.1.0011.15
«Xpanenue JIPC u JIPIl» B rpymnme JIeKapCTBEHHOI'O ChIpbsi OCHOBHOIO XpaHeHus. Tpasa
MyCTBIPHUKA JOJDKHA XPAHUTHCA B CYXOM, XOpOIIO IPOBETPUBAEMOM IIOMEIICHUU B IUIOTHOM
3aKpBITOM Tape MPHU OTHOCUTEIBHOW BIAKHOCTH BO3ayxa He Oonee 60 £ 5% B 3aBUCUMOCTH OT
cootBeTcTByOIIEeH KiuMarnueckor 30HbI (I, II, III m IVA). BeicymeHHbIN TMyCTBIPHUK XpaHAT B
TKAHEBBIX MEIIOYKaX, MaKeTaxX M3 TUIOTHOW OyMarw WM B KapTOHHBIX KOPOOKAaX B MPOXJIATHOM,
3alIUIIEHHOM OT MOMaJaHusl BIIark MECTe.

Cornacuno Ilpukazy Mwunznpascompazsutus PO ot 23.08.2010 N 706H: HepachacoBaHHOE
JIEKapCTBEHHOE PACTUTENLHOE ChIpbe JOKHO XpaHUThCA B cyxoM (He 6osee 50% BraxkHOCTH),

XOpOLLIO ITPOBETPUBAEMOM [TOMEILIEHUH B INIOTHO 3aKPBITO Tape.

2. Cornacuo tpeboBanusam mpukaza oT 23.08.2010 r. Ne 706 «O6 yrBepxaenuu IlpaBun
XpaHEHHS JIEKAPCTBEHHBIX CPEACTBY», (apMaIleBTUYECKHE CYOCTAaHIMH, TPEOYIONIUE 3alIUThI OT
yIeTy4YMBaHUS U BBICBIXaHHS, B TOM YHUCIIE COJEpPIKAIINE JIETy4Yrue pacTBOPUTENH (B YACTHOCTH,
CIIUPTOBbIE HACTOMKHM), CIEAYET XPAHUTh B MPOXJIATHOM MECTE, B FTEPMETUUECKU YKYIIOPEHHOMN
Tapeu3 HEMPOHHUIIAEMOTO JJIsl JIETYYHX BEIIeCTB MaTepuasa, Kak B IepBUYHOM, TaK U

BTOPUYHOM (TIOTPEOUTENBCKOI) yITAaKOBKE MPOU3BOIUTEIS.

3. HacrauBanue Ha Kumsieil BOAsSHON OaHe JJ1s HACTOEB COCTaBiseT 15 MUHYT, /Ui OTBApOB —
30 munyT. OXJIaxaAeHUe NMpU KOMHATHON TeMIepaType COCTaBIISIeT AJIs HACTOeB HEe MeHee 45
MUHYT,U11 OTBapoB — 10 MUHYT.
4. [Tpu U3roTOBJICHUH HACTOEB U3 HECHJIBHOCHCTBYIOUIETO JIEKAPCTBEHHOT'O PACTUTEIHLHOTO

CBIpbsl BOJIHBIE WU3BJIEUEHUS TOTOBAT B cooTHomeHuu 1:10, Torma ceipbs (M3MeNbUEHHOU

TpaBbl MyCThIpHUKA) HeoOxoaumo B3saTh 20,0 T, BoABl /Ul HacTauBaHus ¢ yuetoM KB: V
BojbI = 200 + (20%2) = 240 (mu).

JIuuesas cropona IIIK:
Ne penenra, nara

Aquae purificatae 240 ml
Herbae Leonuri 20,0
Natrii bromidi 6,0

T-rae Valerianae 10 ml

Voobur =210 ml

[Ipurorosui:

[Iposepun:
5. Ilpu W3roTOBIEHUU BOAHBIX HU3BJICUEHHUH W3 JIEKAPCTBEHHOI'O CHIPbSI HE JOIMYCKaeTCs
UCIOJIb30BaHUE KOHIEHTPUPOBAHHBIX PACTBOPOB JekapcTBeHHBIX cpelactB (I'd XV ODC
«HATOM U OTBaphl). B ciyuae ncnonb3oBaHusi KOHIIEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX
BEIIECTB OOBEM BOJBI OYMIIEHHOH CleqyeT YMEHbIIUTh Ha OOBEM KOHIIEHTPUPOBAHHBIX
pacTBOPOB, YTO MPUBENET K HAPYIICHUIO COOTHOIICHUS MEXAY ChIPbEM U T'OTOBBIM BOJHBIM
U3BJICUCHUEM.

3ananue 67. CuryarioHHas 3agada
B penentypHO-IpOM3BOJACTBEHHBIA OTIEN AaNTeKH TMOCTYMUI PELENT, COJepKAlIHICIeaYIONYIO

MPOMUCH.

Rp.: Acidi hydrochlorici 3ml



Pepsini 2,0

Aquae purificatae 100ml

M.D.S. Buympennee. I[1o 1 cmonogoti nodicke 3 paza 6 0env nepeod eooll.

[TpoBu30Op-TeXHOIOT MPOoBeEN hapMalleBTUUECKYIO HKCIIEPTU3Y PELeNTa U MOPYUUI U3TOTOBUTH ATOT
JICKapCTBEHHBIN TpermapaTr mojonomy ¢apmareBty. ToT caenan pacu€Tel Ha OOpaTHOW CTOpPOHE
nacrnopTa MUCbMEHHOTO KOHTPOJISA, U3TOTOBUI MHUKCTYPY, OGOpPMUI JIMIIEBYIOCTOPOHY IMacropra
IMCbMEHHOTO KOHTPOJIS M OTJAajJ IPOBU30PY-TEXHOJIOrY Ha IpoBepKy. lIpu mposepke macmopra
MUCBbMEHHOTO KOHTPOJS M TPOBEIECHUU OIPOCHOTO KOHTPOJIA BBISICHWIOCH, 4YTO (papManeBT
U3TOTOBUJI MUKCTYPY clieayromuM odpaszoM. OH otMepui B oAcTtaBky 70 My BoJbl, pactBopui 2,0
[Tencuna, npoduisTpoBai Bo (pIakoH AJs OTIYCKa, IPOKOHTPOJIUPOBATl OTCYTCTBHE MEXaHUUECKHUX
BKIIIOYeHuH, no0asmi 30 ma pactBopa Kucnoter xiopucroBogopoanoit 1:10 (0,83%). [Iposuzop-
TEXHOJIOT C/IeJall BBIBOJ, YTO «MUKCTYpPa U3rOTOBJICHA HEYIOBIETBOPUTEIBHOY, YKa3all Ha OIIHOKH
Y PEKOMEH/I0BAJl U3TOTOBUTh MUKCTYPY 3aHOBO.

1. B uém 3axmoyanach papmaneBTHUecKas HIKCIepTH3a MPOMUCH perenTta’?

2. Cornacubl 11 Bbl ¢ BBIBOJIOM IPOBHU30pa-TEXHOJIOra, YTO JIEKAPCTBEHHBIN MpemapaT
W3TrOTOBJICHHEYIOBIETBOpUTENbHO? Kakue omuOku gomyctun ¢papmaneBt?

[TpuBenuTe pacu€Thl 1O TaHHOW MPOMUCH.

Kak nomkeH ObITh 0()OpMIICH MTACIIOPT MUCHBMEHHOTO KOHTPOJIS 110 TAHHOMY pPErenTy?

B w

5. VYkaxwure, Kak JOJKHA OBITH OpOpMIIEHA 3Ta MUKCTYpa K OTIYCKY U CPOK €€ XpaHEHUSI.

Ipasunvhviil omeem:

1. ITox apmManeBTUYECKOM IKCTIEPTU30H pelenTa MOHUMAIOT OLIEHKY COOTBETCTBHUS MTOCTYITUBIIIETO
B alTeKy pelenTa Ha JICKApCTBCHHBIM MpernapaTr JICHCTBYIOIIMM perjaMeHTaM [0 TOPSAKY
HA3HAYCHWSI M BBIUCBHIBAHUS JICKAPCTBEHHBIX IPEMApaTOB M TMOPSAIKY OTIYyCKa MX W3 aNTeKH.
dapmarieBTHYECKast IKCIIEPTH3a PEIENTa 3aKIFYaeTCs B IPOBEPKE:
- (hopmpbl perrenTypHOro OaHKa (pelenT JoJKeH ObITh BhimKcaH Ha Oianke Nel07-1/y)
- (hapmaneBTHUECKOH ((PUZNKO-XUMHUYECKOMN, XUMHUYECKON U (apMaKOIOTHIeCKOH) COBMECTUMOCTH
UHrpenueHToB npomnucH (JIB coBmecTumbI)
- B IIPOBEPKE PA30BBIX M CYTOYHBIX JI03 U IPUHAICKHOCTH BRIMMHCAHHEBIX JIB K geicTByIONIM
CIIUCKaM
Cpoxk neiictusa 60 nueil. B anteke He XpaHUTCS.
2. JITT u3roTOBIICH HEYAOBIETBOPUTEIIBHO, TaK KaK (DapMarieBT JTOMYCTHII CYIIECTBEHHBIC OINOKH,
OTpa3UBIIKECS Ha €T0 Ka4eCTBE: - HEBEPHO OIpe/ieNieH 00bEeM BOJIbI OUUIIIEHHON, OH JOJKEH OBbITh
paBeH 73 M, - HapylIeHa TIOCJIECIOBATCIIBHOCTh CMENIMBAHUS HMHIPEIUCHTOB MHUKCTYPHI,
NPUBOJAIIAS K HapylmieHHIO (apMaKoJIOTHYECKOW aKTUBHOCTH TMeEINCHHA, 3aBHcsmeid ot pH; -
CJIEZIOBAIO K BOJIE I0OABUTH PACTBOP KUCIIOTHI XJIOPUCTOBOIOPOTHOM, 3aTEM PACTBOPHUTD METICHH.

3. Pacuetsr Voommit = 100 +3 = 103 M
V pactBopa KHCIOTHI XJoprcToBoopoaHoi 1:10 =3 x 10 = 30 mn
C nencuna no perenty = 2,0 x100% : 103 = 1,94%
C max =3: 0,61 =4,9%, 3HauuT yBenn4YcHHEe 00bEMa HE YIUTHIBAIOT.
V Boxaer = 103 — 30 =73 mn

4. TITIK (murmeBast CTOpoHA)

Hara Nepenenra

Aquae purificatae 73 ml

Sol. Acidi hydrochlorici diluti 0,83 %(1:10) 30 ml

Pepsini 2,0
Voour.=103 ml + _ 3%
IIpurorosui:
IIposepun:

5. OdopmieHne MHUKCTYpHI K OTIIYCKY: OCHOBHAsl 3THKeTKa ‘“BHyTpeHHee” mpenynpenuTelbHbIe
Hagnucu “XpaHuUTh B HEIOCTYITHOM OT Jeredl mecte”, “XpaHWTh B NPOXJIAJHOM MeECTEe U
3alUIeHHOM OT cBeta mecte ~, «Ilepen ynorpebiaeHrneM B30anThIBaThy, peLENTYpHBIH HOMEp, CPOK
xpaneHus 10 cyTok.



OcuoBanue: [Tpukaz M3 PO ot 22.05.2023 r. Ne 2491 «OO0 yTBepkIE€HUU MPABHI U3TOTOBJICHUS U
OTITyCKa JICKapCTBEHHBIX MPENapaToB Il MEAULIMHCKOrO MPUMEHEHHsI alTeYHbIMU OpTaHU3aALUsAMH,
UMEIOIMMHU JTUIICH3UIO Ha (PapMaleBTUIECKYIO 1eATEIbHOCTDY

3ananue 68. CuryarioHHas 3aqada
B pernentypHO-IpOM3BOACTBEHHBIH OTAE aNTeKH MOCTYIHI PEIENT, COMCPKAIIUN CICAYIOIIYIO

HPOIHUCH:
Rp.: Infusi herbae Adonidis 200 ml
Dimedroli 0,5

Natrii ~ bromidi 3,0
Tincturae Leonuri 10 ml
M.D.S. Buympennee. I[1lo 1 cmonosoti nosicke 3 paza 6 Oenb.

[TpoBu30Op-TEXHOJIOT TPOBEN (PapMaleBTUYECKYIO SKCIEPTU3Y pelienTa U MOPYUHI U3TOTOBUTH ITOT
JIEKapCTBEHHBIH Mpenapart MojoaoMy dapMmaieBty. ToT caenan pacuyeTsl Ha 0OpaTHOM cTOpoHE

MacropTa MUCbMEHHOTO KOHTPOJIS,, MU3TOTOBUJI MHUKCTYpPY, OGOpPMUI JHUIEBYIOCTOPOHY Macmopra
MUCHbMEHHOTO KOHTPOJII M OTJAN MPOBU30PY-TEXHOJIOTY Ha mpoBepky. [Ipu mpoBepke macmopra
MUCBMEHHOTO KOHTPOJII W MPOBEJICHUU OIPOCHOTO KOHTPOJS BBICHWIOCH, YTO (hapMaieBT
U3TOTOBUJI MUKCTYPY clenyromumM oopazom. OH otmepun B mojctaBky 160 mi Bobl, pactBopui 0,5
auMenposia, npoduiabTpoBad BO (IAKOH Ui OTIyCKa, J00aBui 15 M KOHIIEHTpaTa HaTpus
Opomuaa 1:5. B mocienHiow odepeap Mo 4acTsIM MpH nepemMemuBanuu o6aBui 40 M sKCTpakTa-
KOHIIEHTpaTa ropuiBeTa x uakoro 1:2 u 10 Mi HacTolku mycTeipHuKa. [IpoBH30p-TEXHOIOT caenan
BBIBOJI, YTO MHKCTypa HM3TOTOBIICHAHEYJOBIETBOPUTEIHHO, YKa3all Ha OLIMOKUM U PEKOMEHIO0BAJ
M3TOTOBUTH MUKCTYPY 3aHOBO.

1. Budewm 3akmouanack (hapMarieBTHIECKast SKCIIePTH3a MPOIHCH perernTa?

2. CornacHbl 11 Bbl ¢ BBIBOJIOM IPOBU30pa-TEXHOJIOra, YTO JIEKAPCTBEHHBIN MpemapaT
W3TrOTOBJICHHEYIOBIETBOPUTENbHO? Kakue omuOKku gomyctun ¢papmaneBt?

3. IlpuBenuTe pacdeTsl O JAHHOW MPOTIHCH.

4. Kak nomkeH ObITh 0(hOpMIIEH MACHOPT MUCBMEHHOTO KOHTPOJIS 110 JAHHOMY peLenTy?

5. VYkaxwure, Kak JOJKHA ObITh 0pOpMIIEHA 3Ta MUKCTYpa K OTIYCKY U CPOK €€ XpaHEHHUSI.

Ilpasunvnwviii omeem:

1. ®apmaneBTHueckas SKCIEpTU3a pELENTa 3aKiIoyaeTcs B ONpe/eeHue
COOTBETCTBHUSl IOCTYNUBLIEr0 pelenTa JAEeHCTBYIOIIMM IPaBWJIaM BBIITMCHIBAHUS

pELIENTOB.

Boinucan peuent Ha CII0XKHYIO JKUIKYIO JIEKAPCTBEHHYIO (OpMY Uil BHYTPEHHETO IPUMEHEHUS
-mukctypa. @opma 6manka Ne 107-1/y. Cpok aeiictBus peuenta ot 60 CyTok A0 roja, B anTeke
XpaHuTcs 3 Mecsna

KoHuenTpanuss BOOHOrO M3BJIEUEHHUS B IPONMCH pelenTa He ykasaHa. B coorserctBum ¢ I'd
n3rotaBauBaoT B cootHomeHun 1:30. [{ns msrorosnenuss 200 M HacTos HEOOXOAUMO B3ATH 6,7
CTaH/IapTHOTO CHIPBS.

TpaBa anoHuca — CpeACTBO, MMEIOIIEEe OrpaHUYeHHe J103UpoBOK. COJEpKUT cepleyHble
TJIMKO3UABITEPMOJIA0MIIbHBIE U CBETOUYBCTBUTENIbHBIE BEIIECTBA.

ITposepka no3: BP/I= 1,0 BC/I=5,0

200 mut: 15 Mo mpubnm3uTensHo 13 mpreMoB

6,7:13 mpuemoB=0,5

055*3=15

Jlo3b1 He 3aBbIIEHBI, JaHHYH JI® TOTOBUTH M OTHYCTHTH MOKHO.

Humenpon: mno peuenty P = 0,04(0.5:13 mnpuemoB) CI =

0,12(0.04*3)

BP/1=0,1 BCA=0,25

o361 He 3aBbIIeHbl. J{anHYI0 JID roTOBUTE MOXKHO.

2. JIIT u3roToBJIEH HEYJIOBIETBOPUTENIBHO, TaK KaK (hapMaleBT JOMYCTHJI CyLIECTBEHHbIE OIINOKH,
OTpa3MBILKECS Ha €0 KauecTBe: - HeBepeH 00beM 40 MJT SKCTpaKTa-KOHIEHTpaTa aJl0HUCAKHUIKOTO



1:2; ero cmemoBano B3sATh 13 MII ¢ y4€TOM CTaHIAPTHOTO COOTHOIIEHHs HacTos ropuiseral:30, -
HEBEPHO pacCYUTaH 00bEM BOJBI, TAK KaK HE YUTEH 00BEM KOHIIEHTpaTa HaTpus OpoMuaa; BOAbI
clemoBaio B3ATh 145 mi, a e 160 M.

3. Voomuit = 210 mu

M npc =200 x 1,0 : 30 = 6,66

V skcTpakTa-KoHIeHTparta 1:2 = 6,66 x 2 = 13,32 mn

V pactBopa Hatpus o6pomuaa 1:5 = 3,0 x5 =15 mn

C mumenpona no pernenty = 0,5 x 100% : 210 = 0,24%

Cmax =1:0,86 = 1,2%, 3HauuT yBenM4YeHHE 00hEMa HE YUUTHIBAIOT.

V Boael =210 -10-15-13 =172 mnt

4. TIIK

[Hara, Ne penenra

Aquae purificatae 172ml

Dimedroli 0,5

Solutionis Natrii bromidi 20% (1:5) 15 ml

Tincturae Leonuri 10 ml

Extracti Adonidis fluidi standartisati 1:2 13 ml

OO6mmit 06beMm 210 M

[TpuroroBun

[IpoBepui

Otnycrun

5. @akoH U1 OTIYCKa opaHkeBoro crekia Ha 200mi1. OhopMUTh K OTITYCKY OCHOBHOM 3THKETKOM
C 3€JEHOM CHUTHajIbHOM mosiocod «BHyTrpeHHee», «MUKCTypa», NONOJHUTEIBbHOM «XpaHUTh B
IPOXJIaTHOM U 3alllUIIIEHHOM OT cBeTa Mecte», «llepen ynorpebiaeHneM B30anThIBaThy, «XPAHUTh B
HEJIOCTYITHOM Jyis AeTel Mecte». CpOK TOJHOCTH 2 CYTOK.

Ha oGpaTHoIi cTOpoHE pelenTa yKa3bIBatoT, YTO HCII0JIb30BaH 3KCTPAKT-KOHIEHTPAT BO U30exkaHue
HeZI0pa3yMEHUN IpU IIOBTOPHOM O0palieHuH (MUKCTYphl, u3rotoBieHHble u3 JIPC u skcTpakToB -
KOHIIEHTPATOB OTJIMYAIOTCS 110 BHELIHEMY BULY).

3ananue 69. CuryarmionHas 3agada

B peI_IeHTypHO-HpOI/I3BOI[CTBCHHBII71 OTACI alTCKU MOCTyNHJI PCUCIT, coz[epxcamﬂﬁcnenyfomy}o
HPOIIHUCH:

Rp.: Extracti Belladonnae 0,015

Anaesthesini 0,1

Magnesii oxydi 0,3

M.f. pulv.

D.t.d M 20.

S. Buympennee. Ilo 1 nopowky 2 paza 6 oenb.

[IpoBu30p-TEXHOIIOT MPOBEN (PapMaLEBTUYECKYIO IKCIIEPTU3Y MPOIUCH U MOPYUHI U3TOTOBUTH ATOT
JIeKapCTBEHHbIM mpenapaT MojogoMy ¢apmManeBTy. ToT cienan pacueTsl Ha OOpaTHOM CTOpOHE
nacropTa MUCbMEHHOTO KOHTPOJISl, U3TOTOBHJI MOPOIIKOBYIO CMECh, O(DOPMMII JINLIEBYIO CTOPOHY
nacropTa MUCbMEHHOTO KOHTPOJII M OTJAJI MPOBU30PY-TEXHOJIOTY Ha InpoBepky. IIpu mposepke
nacropTa NHCbMEHHOTO KOHTPOJSI M TPOBEACHUHM ONPOCHOTO KOHTPOJS BBIICHWIOCH, YTO
(apMaleBT U3roTOBUII MOPOIIKOBYIO CMECh CleayromuM oOpa3om. B3secun 6,0 marnus okcuaa u
3arep UM nopsl crynku. JJobasun 0,3 cyxoro skcTpakra kpacaBkuu 2,0 aHecte3uHa. M3menpuun u
CMellaj, MPOBEPUI OJHOPOAHOCTh cMecH. IIpoBu30Op-TeXHOJOr cAenan BBIBOJ, YTO IOPOILIKOBAs
CMECh H3rOTOBJIEHA HEY/IOBJIETBOPUTENBHO, YKa3aJll Ha OIMIMOKM U PEKOMEHJIO0Bal H3TOTOBHUTH
MOPOIIKOBYIO CMECH 3aHOBO.
1. B uem 3akimoyanach (hapMareBTHUECKas SKCIIEPTHU3a IPOnUcu?
2. CornacHbl 1 Bbl ¢ BBIBOZOM NPOBU30pA-TEXHOJIOTA, YTO JIGKAPCTBEHHBIN Mpernapar
M3TOTOBJICHHEYI0BIeTBOpUTeNbHO? Kakue ommbku monyctui papmaieBT?
3. IlpuBenute pacueTsl O JAHHOW MPOIHUCH.



4. Kak nomxkeH ObITh 0(OpMIIEH TACHIOPT MUCHBMEHHOT'O KOHTPOJISI IO JAHHOMY pelenty?
5. B kakme OyMaxkHble KalCysbl CIE€AYeT YIAaKOBaThb HMOPOLIKM JAHHOTO cocTaBa? YKaKHUTe
YCIIOBUS U CPOK XPAHEHHsI IIOPOLIKOB.

IIlpasunvnuviti omeem:

1. dapmarneBTHUECKast SKCIIEPTH3a 3aKII0YAETCs B TPOBEPKE:

COBMECTHUMOCTH HWHTPEIUCHTOB - TUCIIEPCUOHHON cpeibl (YBIAKHEHUE MOPOIIKOOOPa3HONW MAacChl,
BbIJIEJICHHE BOJbI U3 KPUCTAIIIOTHAPATOB)

Maccel CB HOpMaMm eIMHOBPEMEHHOTO OTITyCKa

- yucna Beinucanubix 103 (PJ] u CII)3kcTpakTa KpacaBKM M aHECTE3MHA.

2. JIII wW3TOTOBIIEH HEYAOBIETBOPUTEIBHO, TaK Kak (hapMameBT OMYCTHJI CYIIECTBEHHBIC
OLIMOKHU,0TPA3UBIIUECS HAa €0 KaYEeCTBE:

- B peLIeTITe HE YKa3aH BUJ] SKCTPaKTa KpaCaBKH, 3HAYUT I10JIpa3yMEBAETCS T'YyCTOM; €CJId BMECTO
HET0 HUCIIONB3YIOT CYXOH IKCTPaKT 1:2, ero macca aoikHa paBHAThes 0,6, a He 0,3,

MOPBI CTYIKH CJIEIOBAIO 3aTePeTh HEOOJIBIIUM KOJUYECTBOM MAarHUs OKCHJa, TPUMEPHO PaBHBIM
a0CONIOTHBIM TIOTEPSIM B BBIOPAHHOM CTYNKE, a OCHOBHYIO €ro Maccy J100aBUTh B MOCIEAHIOIO
ouepelb, MOPUUSIMH TIPU aKKypaTHOM IePEMEIINBAHUH, YTOOBI CBECTH K MUHHUMYMY TIOTEPH 3a CUCT
pacIbUICHHUS.

Ja, cormacHsl, MOTOMY 4TO (hapMareBT JOMYCTHII CIEAYIOIIHE OITHOKH:

dapmalieBT OTBECHJI CYXOW O3KCTpPaKT KpacaBKH,a IO MpaBWJIaM HY)KHO OBLJIO OTBECHUTh T'yCTOM
IKCTPAKT KPACaBKH;

HEMPaBUJILHO MPOU3BEN 3aTHUPAHUE MOP CTYNKHU (T.K. MarHUs OKCHJa OOJIbIIE BCETO MBI 3aTHPaeM
MOPBI CTYITKU UM, YYHTHIBASI YTO OH SIBJISICTCS IBUISAIIMM BEIIECTBOM, 3aT€M JT00ABIIsIEM aHECTC3UH U
B CaMyI0 TOCIIEIHIOK 0Yepe/Ib 100aBIsieM I'yCTOM SKCTPAKT KPACABKH )

3. ObopoTHas cTopoHa:
Dkcrpakt kpacaBku rycroit (1:1): 0,015*20*%1=0,3

Amnecresun: 0,1*20=2,0
Maruus  okcum:  0,3*%20=6,0
Passecka: 0,015+0,1+0,3=0,415

O6mmas macca: 0,3+2,0+6,0=8.3

4. Jluuesas cropona I1IIK:

Jata Ne perienta

Ex. Belladonnaesicci (1:1) 0,3
Anaesthesini 2,0
Magnesii oxydi 6,0
M1 = 0,43 unciom 20
Mob6iast = 8,3
[TpurotoBun (MOAMUCH)

[IpoBepun  (moamuce)

Otmyctu (TOIHCH)

5. DTH TIOPOIIIKH YIAaKOBHIBAIOT B BOIIEHBIC KATCYIIbI, TAK KaK OHU 3aIIHUIIAIOT MAarHHUsI OKCHUJI OT
B3aMMOJICHCTBHSI C JTUOKCHAOM YIIepoAa BO3AyXa, a CYXOM OKCTpPaKT - ¢ Biaroi (oH
rurpockonuyeH). Cpok rogHoctu 14 cytok. «XpaHUTh B CyXOM, IPOXJIAIHOM, 3AIIUIEHHOM OT
CBeTa MecTey», «XpaHUTh B HEIOCTYITHOM JISI IETEH MecTe».

3ananue 70. CuryarioHHas 3agada

B penenTypHO-npOM3BOACTBEHHBIM OTIEN AlTEKH MOCTYMHWI PELENT CO CIEAYIOIIEH MPONMUCHIO:
Rp.: Solutionis Natrii bromidi 3% - 200 ml

Tincturae Valerianae 10 ml

Tincturae Leonuri 10 ml

M.D.S. Ilo I cm. noacke 3 paza 8 OeHo.

[IpoBU30p H3rOoTOBWJI JIEKAPCTBEHHYIO (OPMY C HCIIOIH30BAaHUEM OIOPETOYHONW YCTAHOBKH U
OTHYCTUJl TAlUEHTy, HO B CBSI3M C OIPAHUYEHHBIM CPOKOM TOJHOCTH 3KCTEMIOPATBLHOMN
JIEKapCTBEHHON (DOPMBI MPETOKUIT TOTOBBINA JIEKAPCTBEHHBIN TTpenapaT aHaJOTUYHOTO ACHCTBUS.



1. KakumMu  HOpPMATUBHBIMH  JOKYMEHTaMH  pErjaMeHTUPYETCS  HM3TOTOBIICHHE
JICKapCTBEHHBIX (DOPM B alITEYHBIX YUPEHKIACHUSIX ?

2. KakoBsl mpeuMyliecTBa UCHOIB30BaHUSI KOHIICHTPUPOBAHHBIX PACTBOPOB B TEXHOJOTUU
MHUKCTYp MO CPaBHEHHUIO C UCIIOJIb30BAHUEM TBEPIBIX JICKAPCTBEHHBIX BEIECTB?

3. OnumuTe TEXHOJOTHIO TMPUTOTOBICHHUS MHUKCTYpPhl IO BbIIEyKazaHHOW mnpomucu. Kak
odopmIIsIeTCs K OTITYCKY U3rOTOBJICHHAss MUKCTypa? KakoB cpok ee rogHocTH?

4. Kakum neiictBueM obsajaet qanHas MUKCTypa? Kakue rotoBble JiekapCTBEHHBICTIPENnapaThl
MPOBH30P  MOXKET MPEAJOKUTh TP  HEBO3MOXKHOCTH  HM3TOTOBJICHUS  JIAHHOW
AKCTEMIIOPAJIBLHOM JIEKAaPCTBEHHOUN (OpMBI?

5. Kakme pexoMeHmanmuu JOKHBI OBITH JaHbl TNPOBU30POM TPH OTIYCKE CeIaTHBHBIX
JIEKapCTBEHHBIX IIpenapaToB?

IIpasunvhoviii omeem.:

1. HopmaTuBHbBIE TOKYMEHTHI:
[Mpukaz M3 P® ot 22.05.2023 1. Ne 2491 «OO0 yTBEp»XIECHUU IMPaBHJ M3TOTOBJICHUS U OTIYCKa
JEKapCTBEHHbIX MpPENapaToB JUIsl MEAMLMHCKOTO IPUMEHEHHsl alTe4YHbIMU OpraHU3aLUsIMH,
UMEIOIIMMHU JTUICH3HIO Ha (PapMaleBTUIECKYIO IEATEIbHOCTDY
[TocranoBnenue [ maBHOTO rocyaapcTBeHHOro canutapHoro Bpaua PO ot 24 nexabpst 2020 r. Ne 44
«O06 yrBepxkaenun canutapubix npaswin CII 2.1.3678 - 20 "CanuTapHO-31THAEMUOIOTHIECKUE
TpeOOBaHUS K IKCIUIyaTalluy MOMEIEHHUH, 31aHui, COOpyKeHH, 000py10BaHUs U TPaHCIOpPTa, a
TaK)KE€ YCJIOBUSM JIEATEIbHOCTU X0O3SIMCTBYIOLINX CYOBEKTOB, OCYIIECTBISIONIUX MTPOJIaXy TOBAPOB,
BBINOJIHEHHE PAa0OT WM OKa3aHUE YCIIYT»
2. KoHIEHTpHUpOBaHHBIE PACTBOPHl — 3TO paboyue pacTBOPbI JIEKAPCTBEHHBIX BEILECTB B
orpezeneHHO 00JIbLIEH KOHLIEHTPALUU, YEM 3TH BEILIECTBA IIPOIUCHIBAIOTCS B peLenTax, B pacueTe
Ha COOTBETCTBYIOLIEE pa3BeleHUE BOJIOW /IO yKa3aHHOM B peLenTe KoHUeHTpauuu. Ilpumenenue
KOHLEHTPUPOBAHHBIX PACTBOPOB HMMEET psii MPEUMYILECTB IO CPAaBHEHHUIO C M3TOTOBIIEHUEM
MHUKCTYpP M3 TBEpPAbIX BELIECTB: CHUXKAETCS TPYILOEMKOCTh, MOBBIIIAETCS KAYECTBO U YCKOPSAETCS
OTITYCK JICKQPCTBEHHBIX MIPENapaToB OOIBHBIM.
3. TexHOIOTHsI U3TOTOBJIEHUSI MUKCTYPBI C UCIIOJB30BaHHEM KOHLIEHTPUPOBAHHOI'O PAacTBOPA.
OO6muit 00beM MUKCTYPBI - 220M1.
13 Hero 30 M1 KOHIIEHTPUPOBAHHBINA pacTBOp HaTpusi 6pomuaa 20%, mo 10 M1 HaCTOEK BajepHaHbl
U mycTeIpHHKa. TakuMm oOpa3zom, Bomsl motpedyercs 220-30-10-10=170 mur. [{ns u3roToBICHUS
pactBopa BO (akoH 250Mi TEMHOro cTekya (HaTpusi OpOMM[ SIBISETCS CBETOYYBCTBUTEIBHBIM
BEIIECTBOM) oTMepuBatoT 170 M1 BOJbI JUCTHILIMPOBAaHHON, C MOMOIIIBIO OIOPETOYHON YCTaHOBKHU
no3upyeM Bo (uakoH 30 MJ KOHLIEHTPUPOBAHHOTrO pacTBopa Hatpus Opomuzaa 20% (1:5),. B
MOCJIEHIOI0 OYepelb OTMEPUBAET CIIMPTOCOAEpKAIE HACTOUKH (B MOPSIIKE YBEIUUEHUSI KPEIOCTH
cnupra): 10 M HacTtoliku mycTelpHUKa U 10 Mi1 HacToMKM Banepuanbl CMEIIMBAIOT, YKYIIOPUBAIOT,
0popMIIAIOT K OT-Tycky. OGOpMHUTH K OTIYCKY OCHOBHOM ASTHKETKOM C 3€JIE€HOW CHUTHAIBHOU
nosiocoil «BryTrpeHnHee», « MUKCTypa», JOIOJIHUTEIBHON «XPaHUTh B IPOXJIAJHOM U 3aILHUIIEHHOM
OT CBETa MECTER,
«XpaHUTh B HEJIOCTYITHOM JIsI IETE MecTe».
"Ilepen mpuMeHeHHEM B30aNThIBaTh"
CpoK roZJHOCTH 2 CYTOK.
4. lanHast MUKCTypa o0JsiajjaeT ceJaTUBHBIM JAeiicTBreM. [103TomMy B kauecTBe 3aMeHbI TPOBU30P
MOXET NPEJIOKUTh Oe3pelenTypHble PAaCTUTENbHbIE U KOMOMHHPOBAHHBIE JIEKAPCTBEHHBIE
mpenapaTrsbl CeJaTUBHOTO JIeHCTBUS. JlekapcTBeHHBIE Mpemnaparbl, COAEp)KAllUe ITYCTHIPHHUK,
Basiepuany, naccudiopy, anbha-0poM-130BaIepHaAHOBYIO KHCIOTY U JIp.
5. [lpenapat ycunuBaer neiicTBue aimkoroist u Apyrux Bemects, yrHeratoumx [[HC. Bo Bpems
JICYCHUSI HE CIIeIyeT yIOTPeOIsTh aJIKOTOJIbHbIE HATUTKH, YIIPABIATh TPAHCIIOPTHBIMU CPEACTBAMHU
U MEXaHU3MaMHU.

3anmanue 71. CuryarionHas 3agada



B anrtexy ropoma H. oOparmics mamMeHT ¢ pelenToM Ha MPOMUCH AEpMATOJIOIMYECKOW Mas3u
CJIEYIOILErO COCTaBa:

Rp: Dimedroli 0,5

Lanolini

Vaseliniana ana 5,0

M.f. unguentum.

D.S. Hanocums na nopasicennvie yuacmxi KOJiCU.

[TpoBH30p NPHUHSII peLenT Ha U3TOTOBJICHHUE.

1. IlpuBenute ompenencHUe Maszedl Kak JiekapcTBeHHOW (Gopmbl.  [lepeunciaure
TpeOOBaHUs, MPEABSBIIEMbIE K Ma3siM, UX KIACCU(PUKALUIO.

2. Kmaccupukamuss w mnpuMepbl Ma3eBbIX OCHOB, HCIOJB3YEMbIX JUISI 3KCTEMIIOPATBLHOTO
M3TOTOBJICHHS Ma3e.

3. OcoOeHHOCTH BBEIEHUS JICKAPCTBCHHBIX BEIIECTB B MAa3eBhIE OCHOBHI B 3aBUCHUMOCTH OT

(GU3UKO-XMMHYECKUX CBOMCTB BBOJMMBIX BELIECTB W Ma3€BbIX OCHOB MpPH H3TrOTOBICHUU

JIEPMATOJIOTUYECKUX MA3€eH.

OnuimTe TEXHOJIOTHIO IPUTOTOBICHHS Ma3H 10 BIILIEYKAa3aHHOM ITPOIKCH.

Kak odopmisiercs K OTIYyCKy H3rOTOBJICHHAss Ma3b? KakoB CpOK TOJHOCTH JTaHHOM

JIeKapCcTBEHHON (HOpMBbI?

o &

IIpasunvnuviii omeem:

1. Masu — 370 MsrKas JiekapcTBeHHas (hopMa, IpeTHa3HaYeHHAas! 1711 HAHECEHUS Ha KOXKY, pPaHbl U
CIIM3UCTBIE OOOJIOUKH.

TpeboBanmus:

» Masu JOoKHBI UMETh MITKYIO KOHCUCTEHIIHIO JJIs1 yTOOHOTO HAHECEHHUS UX Ha KOXKY U CIIU3UCThIE
000J109KH ¢ 00pa30BaHNEM HA TOBEPXHOCTH POBHOM CILJIOIIHOM TUICHKH.

* Inst pocTmkeHHss HEOOXOAMMOIO TepameBTHYEeCKOoro 3(¢exrta U TOYHOCTH JO3HPOBAHUS
JIEKapCTBEHHBIE BEILIECTBA B Ma34X JOJKHBI ObITh MAKCUMAJIBbHO JUCIIEPTUPOBAHbI U PABHOMEPHO
pacipeeneHbl o BCcel Macce JISKapCTBEHHOTO CPEJICTBA.

* Mas3u, KaKk u Jpyrue JeKapCTBEHHbBIE (POPMBI, JOIKHBI OBITh CTAOMIIBHBI M HE COIEPIKATh
MEXAHUUYECKUX BKIHOYECHUH.
» CocraB Ma3ell He JOJIKEH U3MEHATHCS MPU MCIIONIb30BAaHUU U XPaHEHUH.

» KoHLleHTpanuy 1eKapCTBEHHBIX BELECTB B Ma3H JIOJKHBI COOTBETCTBOBATh PELENTYPE

COOTBETCTBYIOIIEH HOPMATUBHOW JTOKYMEHTAIUH.

Knaccudukanuu:

[lo Tunmy gucnepcHOCTH: TOMOTEHHbIE (CIUIaBBI-PACTBOPBI), TI'ETEPOTECHHBIE
(cycrieH3MOHHBIE, YMYIIbCUOHHBIE) 1 KOMOMHUPOBaHHBIE.

B 3aBucumocTy OT KOHCUCTEHIIMHU:

* )Kuaxue (JIMHUMEHTBI, CYCIIEH3UH U SMYJIbCHH);

* CoOCTBEHHO Ma3M C CoJIepKaHUEM CYCIIEH3UOHHOM ¢a3bl 10 25%

* Ma3u-nacThl-CyClIeH31H CCOJIepKaHUEM HepacTBOPUMBIX dacTHll 6osee 25%.

ITo Ha3Ha4YeHMIO: 1epMaTOIOrMYECKHE, T1a3Hble, Ha3aJbHbIE, YIIHBIE, PEKTAJIbHbBIE, BarMHAIBHBIC,
yYpEeTpaJIbHBIE.

ITo ocHoBe: Ha rupodUIBHON, THIPODOOHOH, SMYITBCUOHHOM, MHOTO(a3HOI OCHOBE.
- 110 (papMaKOJIOrMUECKUM TPYIIIaM:

AQHTHUCENTHKH, MECTHbIE aHECTETHKH, TOPMOHBI, BATAMUHBI, IPOTUBOTPUOKOBBIE CPEJICTBA,
aQHAJIbIEeTUKU, aHTUOUOTUKH U T.J.;

-110 00J71aCTH TPUMEHEHUS:

- * JlepMaTosioruyeckue.

- * KocmeTtnueckue.

- » CToMaToJIornyecKue

- * PexktanbHble U BarnHaJbHbIE Ma3u

- * [IpoTBONIapa3uTapHbIE Ma3H

- * Masu i1 nedeHus pa

- * ['1a3HbIle Ma3u

- * Ma3u 171 IedeHus 0KOTr'0B.

- * Ma3zu u renu 1 Hoca.



- *V1IHbIe Ma3u

- B 3aBUCHMOCTH OT JIUCIIEPCHOCTH (a3:
- * [ 'OMOreHHEIC

- * ['ereporennnie

2. OcCHOBBI, WHCIONb3yeMblE TPH TMPOU3BOACTBE Ma3eil, MOApa3NEIAIOTCA Ha!
ruapodoOHbIe: KUpOBbIe (IUMOMUIbHBIE) (MIPUPOIHBIE JKUPBI, PACTHTEIIbHBIC Macia,
TUPOTEHU3UPOBAHHBIE JKUPBl M MX CIUIaB €  PAcTUTEIbHBIMU  MacillaMd U
YKUPOIIOJOOHBIMUBEIIIECTBAMH U JIP.);

- YII€BOAOPOAHbIE (Ba3eIHH, Ba3eIMHOBOE MACIIO, IETPOJIAT, napaduH, Hepe3rH U APYrue CIIaBbI
YTJIEBOJIOPOIOB);

- CWJIMKOHOBBIE (ICHIIOH-a3pOCUiIbHAsl OCHOBA U JP.) U TP.

TUIPOQUIBHBIE: TeJIM BRICOKOMOJIEKYJISIPHBIX YTIEBOJO0B (3(HPBI LEIUTION03bI, Kpaxmaia, arapa) 1
OeJIKOB (KeJaTHUHA, KoJlareHa u Jip.);

- TeJIM HEOPTAHUYECKUX BEIIECTB (OCHTOHUTA);

- TeJIM CUHTETHYECKUX BBICOKOMOJIEKYJIAPHBIX COSUHEHHUM (MOTUITHIICHOKCH A,
NOJIMBUHMJIIUPPOIINI0HA, TOJIMAKPUIAMHIA) U JIp.

- TuUIbHBIC:

- a0COPOIIMOHHBIE OCHOBHI — 0€3BOIHBIE CIUIABHI THIPO(HOOHBIX OCHOB (CIIaB Ba3elinHA C
smyneraropom T1, T2 unu gpyrumu sMyabraropamu);

OMYJIbCUOHHBIE OCHOBBI THIIa BOAa/Macio (KOMITO3UIMS BOJBI, THAPOPOOHOH OCHOBBI U
COOTBETCTBYIOILIETO SMYJIbraTopa, KOHCUCTEHTHAs! SMYJIbCUS BOJIA/Ba3eNUH U JIp.), peke Macio/Boja
(xkoMmo3unysg JIUNO(QUIbHBIX KOMIIOHEHTOB, 3MYJIbFaTOPOB U BOJBI, B KaueCTBE 3MYJIbIaTOPOB
UCIONIB3YIOT HaTPHEBbIC, KAIMEBbIC, TPUAITAHOJIAMUHOBBIE COJIM KUPHBIX KUCIOT, onucop6ar-80) u
ap.

3. XKupopacTtBopumble JeKapCTBEHHbIE BelmiecTBa (KaMmdopa, aHEeCTe3UH, MEHTOJT) IPEIBAPUTEIHHO
pacTBOpPSAIOT B paciuiaBe JUNO(UIBHON OCHOBBI MM B JIMMO(UIBHBIX KOMIIOHEHTaX CIIOYKHBIX
OCHOB.

BopopactBopuMmble J1€eKapCTBEHHbIE BEIIECTBA (COJIM aIKaJIOMIOB U a30TUCTBIX OCHOBAaHUM, Kajus
Honun, rekcaMeTHUIICHTETPAMUH U JIP.) PACTBOPSIOT B BOJIE, SBISIOLICIICS COCTAaBHOM YacThiO Mas3u, a
3aT€M CMEIIUBAIOT C OCHOBOH. [Ipu mpuUroTOBNIEHHM Ma3u Ha OE3BOJHON OCHOBE JICKAPCTBEHHBIE
BEILIECTBA PACTBOPSAIOT B MHUHUMAJIBHOM KOJIMYECTBE BOJIbI, AMYJBIUPYIOT C pPaBHOW Maccoi
JaHOJIMHA M CMEIIMBAIOT ¢ OCHOBOW. HepacTBOprMbIE B OCHOBE JIEKApPCTBEHHBIE BEIIECTBA, a TAKXKE
BOJIOPACTBOPHUMBIE, HO TNPOIUCAHHbIE B OOJBIIMX KOJUYECTBAaX, NPEABAPUTEIHLHO H3MENbYaloT B
HauMeJNb4YallIui MOPOIIOK ¥ BBOJAT B Ma3H MO THUIY CYCIIEH3HU.

Jleryune BemiecTBa BBOJSAT B COCTaB Ma3ei B MOCIEAHIOIO O4Yepeb MPU TEMIIEPATYPE HE BBILIE
40°C.

4. Ctanuuy U3roTOBJICHUS Ma3y.

[ToxGop u MoAroToBKa MOCYAbI — UCIIOJIb3YeM CTYNKY Ne 5, mecT.

OtBemmBaem numMenpott Ha Becax BP-1, momemaem B cTynky.

B ctynky mepHoii mpobupkoii npubasisem 1,5 M1 BOJbI OUMILIEHHOMH, pacTBOPSEM TUMEIPOI.
OTBemmBaeM Ha IEKTPOHHBIX Becax 3,5 JaHoMMHA 0€3BOTHOTO, TIOMEIIAEM B CTYIIKY.
OMynbrupyem (mepeMenInBaeM MecToM B OJHY CTOPOHY /10 HOSBICHMS XapaKTEPHOI'O
NOTPECKUBAHUS).

OTBemuBaeM Ha JIEKTPOHHBIX Becax 5,0 Ba3enuHa, IOMEIIaeM B CTYIIKY.

[TepememmBaem coepKUMOE CTYIIKH B T€USHHE 2,5 MUHYT.

[lepenocuM rotoByro Masb B OaHKY ISl OTITYCKA.

5. Odopmnenue k oTmycky: sTukeTka «HapyxHoe» «Ma3by» C OpaH)KE€BOW CUTHAIBHON

MOJIOCOM, TOTIOJTHUTEIbHAS TUKETKA «XPaHUTh B MPOXJIAJHOM, 3aIIUIIIEHHOM OT CBETa

MecTte». CpoK TOTHOCTH JTAaHHOM JIeKapCTBEHHOH (hopmMbl 14 CyTOK.

3anmanue 72. CuryalioHHas 3aa9a
B ipon3BOCTBEHHYIO aNITEKY JIJIST H3TOTOBJICHHUS TIOCTYITHAI PEIENT CISIYIOIETr0 COCTaBa:

Rp.: Sol. Calcii chloridi 5% - 200 ml
Glucosi 5,0



Natrii bromidi 3,0
Adonisidi 5 ml

M.D.S. Ilo 1 cm.nosicke 3 pasza 6 denv.

1. Vkaxure 0COOCHHOCTH XpaHEHHs B anTeke (hapMaleBTHUECKUX CYOCTaHIMH, COIEpIKaIINX
KPUCTANIN3AL[IOHHYIO BOJY.

2. VYxaxuTe OCOOCHHOCTH XpaHEHHS (apMaleBTUUECKUX CYOCTAHIUM, COAEpKAIIMX JIEeTy4dHe

pacTBOPUTEIH.

JlaiiTe XapakTepUCTUKY KOHLIEHTPUPOBAHHBIM PacTBOPaM JIEKAPCTBEHHBIX BEILIECTB.

PaccunTaiite 00beM BOJBI OYMINEHHOW JJIsi MU3TOTOBIICHUS TAHHOHN JIEKapCTBEHHON (OPMEBI B

cllyyae HCIOJIb30BaHUS KOHLIEHTPUPOBAHHBIX PacTBOPOB (pacTBop Kaiblusg xjuopuna 50%,

pactBopriitoko3bl 10%, pactBop Hatpus opomuaa 20%).

5. IlpoBeawTe MpOBEpPKYy 103 aTOHU3WJA B JaHHOW JieKapcTBeHHOH (opme, ecau BPJL - 40 karm.,
BC/ - 120 kamn. B 1 M1 anorusuaa 34 karui.

B~ w

Ilpasunvruviii omseem:

1. Tlpuka3z Ne706H. JlekapcTBEHHBIE CpENCTBA, MPEACTABISIONIME COOOW (hapMalleBTHYECKHUE
cyOcTaHIuM, coJieprKalllue KpUCTAUIM3aLMOHHYIO BOJY (KpPUCTAJUIOTUAPATHI), IPOSBIISIIOT CBOMCTBA
TUTPOCKOINUYHBIX BEIIECTB. XpaHEHHE KPUCTAUIOTUIPATOB PEKOMEHIYETCS OCYLIECTBISITh B
IrepMETUYHO YKYHNOPEHHON YHNAakOBKE B COOTBETCTBUM C TpeOOBAaHUSAMH, YKa3aHHBIMH B
(dapmakonelHoil cTaTbe WIM HOPMATUBHOW JOKyMeHTauuu. Kak mnpaBuiio, KpUCTaJUIOTHIpaThl
XpaHAaT npu Temnepatype ot 8 10 15 °C u 0THOCUTENBbHOM BIaXKHOCTU BO3yxa He 6omee 60%.

2. [Tpukaz Ne706H. JIekapcTBEHHBIEC CPEICTBA, MPEIACTABIISIOMINE COOOW PACTBOPBI U CMECH JIETYUUX
BEIIECTB, a TaK >kK€ HOBOTAJECHOBBbIC IpenapaTsl, TPeOyIOT CO3JaHUs YCIOBUM XpaHEHUS,
3allMIIAIOIIUX MX OT YJIETY4YMBaHMsS U BbICHIXaHMs. PeKoMeHAyeTcsi XpaHWUTh JIEKapCTBEHHBIE
CPEICTBa B IPOXJIAJHOM MECTE, B T€PMETUYECKU YKYIIOPEHHOM YIIAaKOBKE M3 HENPOHMIIAEMBIX IS
yJIETYUYMBAIOIUXCSl BEIIECTB MAaT€pUAIOB WM B IMEPBUYHON U BTOPUYHON (IOTPEOUTENHCKON)
yIIaKOBKE B COOTBETCTBUU C TpeOOBAaHUSAMH, YKa3aHHbBIMH B (apMakoNeHHON craTbe WU
HOPMAaTHUBHOM TOKYMEHTAIUU.

3. KoHueHTpHupoBaHHBIE PAacTBOPHI (KOHLEHTpAThl) — 3apaHee HM3TOTOBJIEHHBIE PAacTBOPHI
JIEKapCTBEHHBIX BELECTB 00JIee BHICOKOW KOHIEHTPAlMU, YeM KOHIEHTpaIusl, B KOTOPOH 3TH
BELIECTBA BBIUCBIBAIOTCS B PELIENTAX.

KoHueHTpaTh! npeaHa3HayeHsl I ObICTPOTO M Kaue€CTBEHHOT'O U3TOTOBJICHUS JKUIKHX
JIeKapCTBEHHBIX (HOpM.

PexomeHnyercss M3roTaBIMBaTh  pPAacTBOPBI-KOHIIEHTPAThl M3  BEIIECTB  TI'MTPOCKONMUYHBIX,
BBIBETPUBAIOINXCS, COACPXKAIUX 3HAUYUTENBHOE KOJUYECTBO KPHUCTAJUIM3ALMOHHOM BOJBI.
PacTBOpBI-KOHIIEHTPATHl U3TrOTABIMBAIOT IO MEpPEe HEOOXOIMMOCTH, C YUETOM CPOKa MX I'OJHOCTH.
KoHueHTprpOoBaHHBIE PaCTBOPHI U3rOTABIMBAIOT MAacCO-0OBEMHBIM METO/IOM, B MEPHOM mocyze B
aCeNTHUYECKUX YCJIOBHUAX, UCIIONIBb3Ysl CBEXKEMOIYUYEHHYIO BOJy OUMIIEHHYI0. B ciydyae orcyTcTBUs
MEpHOM MOCY bl PACUYET BOJBI OUUIIEHHOM MPOBOJAT C yueTOM K03 (uiineHTa yBearuueHust oo0bema
(KYO) nnu nnotHOCTH pacTBoOpa.

N3roToBneHHbIE PACTBOPBl  (QUIBTPYIOT, IOABEPTalOT IOJHOMY XHMHYECKOMY KOHTPOJIO H
IPOBEPSIOT HA OTCYTCTBUE MEXAHUYECKUX BKIFOUYEHUH.

[Ipu U3roToBIEHUN KOHLIEHTPUPOBAHHBIX PACTBOPOB CIIeNyeT N30eraTh KOHIEHTPAUH, OJIN3KUX K
HACBILIEHHBIM, TaK KaK MMPH MOHWKEHUH TEMIIEPATYPbl BO3MOXKHA KPUCTAJUIU3AIMS pACTBOPEHHOTO
BELIECTBA.

EMKOCTH ¢ KOHLIEHTPMPOBAaHHBIMH pPacTBOpaMH O(QOPMISIOT OTHUKETKAMH C  yKa3aHHEM
HAaUMEHOBAHMS M KOHLIEHTPALIMK PAacTBOPa, HOMEpAa CEPUM M aHAIM3a, JaThl M3TOTOBIICHUS, CPOKa
TOJTHOCTH.

KoHueHTpupoBaHHbIE PACTBOPHI XPAHAT B XOPOILIO YKYINOPEHHBIX HITAHIVIACAX B 3aLUIIEHHOM OT
CIIOJTHEYHBIX JIy4deil MecTe mpu Temieparype He Boiie 35°C uinu B X0JIOAUIBHUKE MIPU TEMIIEpaType
3-5°C.

4. Boapl oumm. 200mm. - (20 + 15 + 50) = 115 wmn

I'moxo3sI (¢ BnaxxHocThio 10% konir. 1:10)- 5.0*10=50 mn

Konnenrpara kanbius xiopuaa 50% (1:2) = 10 * 2 = 20 mn



Konuenrpara natpust 6pomuaa 20% (1:5) =3 *5 =15 mn

Anonnsuna 5 mi

O6nem 205 mi

5. IIpoBoaum pacuetsi: 205/15=13 npuemon

5 ma x 34 =170 kanens

170/13 = 13 xanens Ha oxuH npueM. Cytounslit npuem — 13x3 = 39 kanens.
J103b1 HE 3aBBIIICHBI.

3ananue 73. CuryarrioHHas 3a1a49a

B ipon3BoACTBEHHYIO anTeKy MOCTYITHJI PELENT Ha U3TOTOBJICHHE TJIa3HBIX KaIlellb:
Rp.: Sol. Atropini sulfatis 1% - 10 ml
M.D.S. 1o 2 xanau 6 KOHBIOHKMUBANbHBIU MEULOK.

VkaknuTe 0COOEHHOCTH XpaHEHHs B allTeKe aTpoIiiHa Cy/bdara.

VKaKHUTEe CPOK XpaHEHHUs TaHHOM JIEKapCTBEHHOH (DOPMBI B arTeKe.

IMepeuncaure TpeOOBAHMS, TPEABIBISEMBIE K TJIA3HBIM KaIlISIM.

PaccuuTaiiTe KOJIMYECTBO HATpHUS XJIOpUAA, HEOOXOAMMOE IS H30TOHHPOBAHMS JTaHHBIX
rJIa3HBIX Kareinb (M30TOHWYECKHI OSKBHBAJIEHT aTpolMHA Cyjib(ara IO HATPUS XJIOPUIY
cocraiset0,1).

5. HenocraTkoM TIiIa3HBIX Kallellb B BHJIE BOIHBIX PACTBOPOB SIBJSETCS KOPOTKHH IEPHOJ
neiictBust. Kakum 00pa3oM MOKHO OCYIICCTBUTH MPOJOHTUPOBAHUE ICHCTBHSI TIA3HBIX
Kamnemnb?

el

Ipasunvnviii omeem.:

1. Artpomnuna cynbdar B coorBectBuu ¢ [III PD Ne 964 spnsercs smoutbiM JIC. CormacHo
TpeboBanusaM npukaza Ne 7061 ot 23.08.2010 «O6 yrBepxkaeHuu [lpaBun XxpaHeHHs! IEKapCTBEHHBIX
CPEACTB» XpaHEHHE CUIIbHOJCHCTBYIOIUX U SJOBUTHIX JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS B
NOMEMICHUSX, OOOPYAOBAaHHBIX HWHXEHEPHBIMH M  TEXHHUYECKUMH CPEICTBAMU  OXpaHHbl,
AQHAJIOTUYHBIMU ~ TNPEAYCMOTPEHHBIM  JJIsl  XpaHEHHs  HApKOTHUYECKUX U  IICHXOTPOIMHBIX
JIEKapCTBEHHBIX cpencTB, [Ipukazom M3 PD ot 26.11.2021 Ne 1103H.

AtponuHa cynb(ar XpaHAT B 3aluparolieMcs MeTauimdeckoM mkady uimu ceiidpe. B stom xe
mkady(cerihe) HaXOaUTCS BCEe HEOOXOIMMOE MJisi B3BEIIMBAHHWS, OTMEPUBAHUS M CMEIIUBAHHS (
BECHI, Pa3HOBECHI, BOPOHKHU, LIMIIMHAPHKI). Ha nBepuax mkada HeoOX0AMMO UMETh CITUCOK BEIECTB C
ykazanueM BP/] u BC/I.

2. CormacHo O®C.1.0006 «CrepuibHbBIe JEKapCTBEHHBIE NpenapaThl allTeYHOTO HW3TOTOBIICHHSD)
I'd XV xpaHeHue Ti1a3HBIX Kaellb B YCIOBHUIX anTeku cocTaBiseT 30CyToK.

3. K rma3HbIM Karisim MperbsIBISIOTCS CIEAYIOIINE TPEOOBaHUS

- CTEpPUJIbHOCTb;

- OTCYTCTBUE MEXaHWYECKUX NPUMECEH;

- KOM(POPTHOCTH;

- CTaOMIIBHOCTD;

- IPOJIOHTUPOBAHHE AECUCTBHSL.

4. Tak KaK M30TOHWYECKMI SKBHUBAJEHT aTPONMHA Cyinb(ara mo HaTpuio xyopuay coctasiser 0,1,
cienoBarenbHO, 1 T arponuHa cynbdara s3xBuBaneHTeH 0,1 r HaTpus xjopuaa, torga: 1,0 arponuna
cynbdara — 0,1 Hatpus xnopuna, 0,1 arponuna cymbdara — X, X=0,01 narpus xmopuna. s
nosydeHus: 10 M M30TOHMYECKOTO pacTBopa HaTpus xyopuaa Ttpedyercs 0,09 T HaTpus xiopuaa
(0,9% pacTBOp), TOr1A 17151 U30TOHUPOBAHUS JTAHHOM JIEKapCTBEHHON (POPMBI HEOOXOTUMO 100aBUTh
0,09 — 0,01 = 0,08 r HaTpus xJIO0pUAA.

[ITK O6opoTHast cTopoHa

Aquae purificatae 10,0

Atropini sulfatis 0,1

1*10/100=0,1



NaCl= 0,09-(0,1*0,1) = 0,08

5. [IponoHTrUpOBaHKE TTIA3HBIX Kareilb BO3MOKHO MTPH MTOMOIIM BBEACHHUS B COCTaB PacTBOpa
MPOJIOHTATOPOB, TOBBIIAOIINX BI3KOCTH PACTBOPOB.

B xadecTBe MPOJIOHTaTOPOB UCHIOIB3YIOTCS:

-metriernono3a(0,5-2%)

-OUBUHIIOBBIN criupT (1,5%)

[IponoHraTOpBI BKIIOYAOT B COCTAB TJIA3HBIX Kallejb, €CJIM OHU U3TOTABIUBAIOTCS MO CTAHIAPTHBIM
MPOMKCSM WU TI0 YKa3aHHUIO Bpaya.

Emte oganM crioco6oM MpOJOHTUPOBAHUS JEHCTBHS TJIA3HBIX KaIelb SIBISICTCS BKIIOYCHHE B COCTAB
IIa3HBIX Kamellb BI3KHUX PACTBOPHUTENICH, KOTOPBIC 3aME/UISIIOT OBICTPOE BHIMBIBAHUE JIEKAPCTBEHHBIX
BEIICCTB M3 KOHBIOHKTHBAJIBHOTO MeIIKa. B kadecTBe MOJOOHBIX KOMIIOHEHTOB TJIa3HBIX Kallelb
UCTIONB3YIOT Macia (padHUPOBAHHOE MOJICOTHEYHOE, IEPCUKOBOE MIIN a0PHKOCOBOE, PHIOHIA JKHP).

3amanue 74. CuTyaniMoHHas 3a71a4a

B npousBozcTBeHHY10 anTeky ropojga X. oOpaTwUics HalMEeHT C pelenTOM Ha U3TOTOBJIEHUE
Rp.: Inf. flores Chamomillae 100 mi

Inf. foliorum Menthae 100 mli

Natrii bromidi 5,0

T-rae Valerianae 20 ml

M.D.S. I1o 1 cmonosoti nodicke 2 paza  oerb 60 6Mopotl NOI0BUHE OHL.

1. Vxkaxure xapakTepHble MOP(}HOJIOro-JUarHOCTUYECKUE MPU3HAKH ChIPbsl POMAIIKU alTEUYHOU U

MSTBI IEPEUHON, 0COOEHHOCTH XPaHEHHs JAaHHOTO ChIPbS B allTEKe.

VYKaxkuTe cpok XpaHEeHUs JAHHOM JIEKAPCTBEHHOU ()OPMBI B allTEKe.

3. Kaxosa Texnonorus HacroeB u3 JIPC, comepxkamiero s¢gupHble macna? KakoBa TexHONOTUs
MHOTOKOMIIOHEHTHBIX HACTOEB W3 JICKAPCTBEHHOTO PACTHTEIBHOTO CHIPbs, TPEOYIOIIEro
OJINHAKOBBIX YCIOBUH 3KCTpaKIUK?

4. Cpenaiite pacueThl Ha OOOPOTHOM CTOPOHE MAaCHOpTa MHUCBMEHHOTO KOHTPOJS IS
U3TOTOBJICHUSI IaHHOU JIEKapCTBEHHOH (hOPMBI U3 JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPhS
(KBuBerkoB pomamniku 3,4; KB mucTheB MATHI 2,4).

5. 3amoJIHMTE JMIIEBYIO CTOPOHY IaclopTa MUCbMEHHOTO KOHTPOJIS. YKaXKUTE, MO0 KaKOMy
MOKa3aTeao MPOBOAAT (PU3MUYECKUI KOHTPOJIb KadecTBA IOCIE W3TOTOBJICHUS JaHHOM
JIEKapCTBEHHOM (POPMBI, yKa3aB JOIYCTUMbIE HOPMbI OTKJIOHEHUI.

no

Ilpasunvnwviii omseem:

1. IIserku pomamku: LlenbHble MM YAaCTUYHO OCHINABIIMECS I[BETOYHbIE KOP3UHKH

MOJIYIIAPOBUJIHOM WM KOHUYECKOHW ¢opMbl. Kop3uHKa COCTOMT M3 KpaeBbIX S3BIYKOBBIX

MECTUYHBIX U CPEAMHHBIX O0O0EMOJIBIX TpyO4aThIX LBETKOB. L[BeTosoxe rosoe, MenkosMyaroe,

10JIoe, B HayaJleé LBETEHMsI MOJYIIApOBUIHOE, K KOHIy - KoHM4eckoe. OOBepTKa KOP3UHKHU

yepenuryaras, MHOIOpsiIHAas, COCTOALIas K3 MHOTOYMCIICHHBIX IPOJOIIOBATBIX, C TYIBIMHU

BEPXYLIKaMH ¥ IUPOKUMH IUICHYATBIMU KPasiMHU JINCTOYKOB.

Jluctess MATBHI: CBIpbE B BHJE KYCOUKOB JIMCTHEB Pa3nu4HOM (popmbl u pasmepom 1-10 mm, ¢
IpUMEChIO IIBETKOB U OyToHOB. Kpail nucTa nuipyaTsiii, ¢ HEPOBHBIMU OCTPhIMH 3yOriamu. CHU3Y
0 KHMJIKAM BCTPEUAIOTCS pEIKHE MPUKAThIe BOJIOCKH U OJIECTSIIUE KENThIE JKEIe3KH, 3aMETHBIE 1101
JTyNnou. ApOMAaTHBIM 3amax yYCWIMBAETCS NPH paCTUPAHUU JIUCTbEB. BKyC XKryduil, NpsHBIN,
XOJIOIALIUH.

[IBeTKkM pOMAIIKHU U JIUCThSI MSATHI OTHOCATCA K 3(pUpOMACTUUHOMY CBIPBIO, 00JIaJalOIIEeM 3amaxoMm,
OHO JIOJKHO XPaHUTBCS OTAEIBHO OT JPYTMX BUJOB CBIPbS B XOpOIIO YKYIIOPEHHOH Tape (B TOM
YHClIe TUIOTHO YKYTIOPEHHbIE MEIIKH, TIOKH, KUITbl TKAaHEBBIE).

2. CormacHo mnpukazy M3 P® or 22.05.2023 r. Ne 249 «OO0 yTBepkKIE€HUH IpPaBUI
W3TOTOBJIEHMSI M OTIIYCKAa JIEKAPCTBEHHBIX IIPENaparoB Uil MEAMIIMHCKOIO NPUMEHEHUS
anTEeYHBIMH OpPTaHU3ALMsIMU, UMEIOIIMMHU JIMIEH3UI0 Ha (PapMaleBTUUECKYIO AESTEIbHOCTHY
XpaHEHHE HACTOEB B YCIOBUSAX alITEKH COCTABISAET 2 CYTOK.



3. U3menpuennoe JIPC, momenienHoe B HHQYHIUPKY, 3apaHee IpOrpeTyro B TedeHne 15 MuHyT Ha
KUTISIEeH BOAsSHOW OaHe, 00JMBal0T HEOOXOAUMBIM KOJMYECTBOM BOJIbI, IEPEMEIINBAIOT, IIOTHO
3aKpBIBAIOT KPBIIKOH (4TOOBI HE YJIETy4YHMBAIUCH d(UpPHBIE Macia) ¥ HACTAaWBAIOT HA KHITALICH
BOJSIHON OaHe Mpu nepeMennBaHuy B TedyeHue 15 munyt. [lo vcreyeHMn yka3aHHOTO BpEeMEHH
U3BJICYCHHE CHUMAIOT C BOJSHOW OaHW M HACTAMBAIOT JIO TOJHOTO OXJIAXKICHUS MPU KOMHATHOM
Temneparype 45 MUHYT.
MHOTOKOMIIOHEHTHBIE BOJHBIC u3BIedeHuss u3 JIPC, TpeOyromero OJMHAKOBOTO pPEKUMaA
9KCTPaKIUHU, MPUTOTABIMBAIOT B OJHOM HH(YHAMpPKE, HE3aBUCHMO OT €ro T'HCTOJIOIHYECKOi
CTpyKTyphl. HacTanBanue mpoBOASIT Ha KUISIIEH BOJsSHOW O6aHe B TedeHune 15 muHyT. OXIIaxaaroT
MOJIHOCTBIO TPU KOMHATHOM TeMIiepaType.

4. TIK
O6opotHass  cTopoHa
Berku pomariku 10,0
JIuctesa marer 10,0, T.x. mo 'd XV roroBum Hactou B coorHomenuu 1:10
Hatpus 6pomuna 5,0
Hacroitku Basiepuanb 20 mut
Bona ounennast s pomainku 134 Mo, T.k k03¢ . Bogororam. 3,4 (10*3,4+100) = 134 mn
Bopna ounmennas mist Marel 124 mut, 1.k ko3¢dd. Bogomormamnt. 2,4 (10%¥2,4+100) = 124 mu
O0111ee K0JI-BO BOJbI OUUIIEHHON 258 Ml
OO6muit 00bemM MUKCTYpBI: 220 M
s matpust 6pomuna KYO He ucronb3yercs, T.K MpoUeT npucyTBus Bemectsa B JIO nmxe 3%:
5-220
X-100
X=2,2%

5. JIuuesas cropona I1IIK.
No penenira, nara.
Aquae purificatae 258 ml
Flores Chamomillae 10,0
Foliorum Menthae 10,0
Natrii bromidi 5,0
T-rae Valerianae 20 ml
Voo = 220 ml
[Ipurorosun
IIposepun
Otnyctun
Ouznyeckuii KOHTPOJIb MPUTOTOBIEHHOM JEKAPCTBEHHON (POPMBI IPOBOJAT MO MTOKA3ATEIIO
«O0mmit 06bem». [domyctumble oTkioHeHuss no OdMC.1.8.0001 - «JlekapcTBeHHBIE Hpenaparhbl
arnrreqHoro u3roroneHus» ['® XV cocrapnstor +1% ornpomnucanHoro oobema 220 mi [217,8-222,2].

3amanue 75. CuTyanoHHas 3a71a4a

B peuentypHO-IpOM3BOJICTBEHHBIA OTAEN AaNTEKH IMOCTYNWJ PEUENT, COACPKAMINCIEAYIONTYIO
MPOIHUCEH:

Rp.: Zinci sulfatis 0,2

Acidi borici 0,3

Lanolini anhydrici 2,0

Vaselini  ad 15,0

Misce, fiat unguentum.

Da. Signa. /s cmasvieanus pyx.

[TpoBH30Op-TEXHOJIOT MPOBENT NPEABAPUTENBHYIO (hapMalleBTUUECKYIO0 SKCIEPTH3Y, TaKCHPOBKY,
nepeaa peuenT AJIst U3roTOBJICHUSA 3TOI0O JICKAPCTBCHHOI'O IIpCIiapaTa (bapMaL[eBTy. d)apMaueBT



c/enan Bce HEOOXOAMMBIE PAacyeThl, M3TOTOBHJI Ma3b IO JAHHOW MPONUCH, OPOPMHI JIUIEBYIO
CTOPOHY IIaclopTa NMMCBMEHHOTIO KOHTPOJSA M OTHal IPOBH30pPY- TEXHOJIOTY Ha NpoBepky. llpm
IPOBEICHUHN OMPOCHOTO KOHTPOJISi MPOBHU30P BBIICHWI, YTO (papMareBT MOMECTHI B IMOJOTPETYIO
CTYIKY LMHKa OKCUJ U KHCJIOTYy OOpHY0, TIIaTenbHO u3Menbumi ¢ 0,25 r BaszenuHa, noOaBHMII
Ba3€IMH M JIAHOJMH OE€3BOJAHBIM TpPW TMEpPEeMEIIMBAHWU YacTAMU B 2-3 mpuema 10 00pa3oBaHHA
OJIHOPOJHOM IO BHEUIHEMY BHIy Ma3u. Masp TIIATENbHO NEepeMellan. YaKoBall BO B3BELICHHYIO
CYXYIO MIHpOKOropiayto 6anky Ha 30,0 T ¥ ¢ MOMOIIBIO LEUTYJIOUIHOTO CKpeOKa MepesokKil B Hee
Ma3b U3 CTYNKU. baHKy yKyIOpHII KPBIIIKOW ¢ MOJIOKEHHOM ImepraMeHTHOM npokiiaakoi. Odopmun
aTUKETKOU: «HapyxxHoe. Ma3by; npenynpeauTesbHble HAAIIUCH: «XPaHUTh B IIPOXJIAJHOM MECTED,
«XpaHUTh BHEOCTYITHOM JJISl AETEN MECTE», OTAEIBHBIN PEUEIITYPHBIA HOMED.

ITpoBH30P-TEXHOJIOT CAEIIAN BBIBOJ, YTO Ma3b U3TOTOBJIEHA HEYAOBIECTBOPUTEIBHO U PEKOMEH0BAI
(apMareBTy U3roTOBUTH HOBYIO.

1. CormacHbl 11 Bbl ¢ BBIBOJOM NIPOBHU30pA-TEXHOJIOTA, YTO Mas3b H3TOTOBJIEHA
HEYJOBJIICTBOPUTEIBHO M  €ro  JajlbHEMIIMMU  pekoMeHpauusmu?  OTBeT
apryMEHTUPYUTE.

JlaiiTe KpaTKyI0 XapaKTepUCTUKY JaHOJINHY O€3BOHOMY.

3. Ilepeuncnure oO0s3aTeNbHBIE BUABI BHYTPHANTEYHOTO KOHTPOJIA KadecTBa JIEKapCTBEHHBIX
IIpEnapaToB, U3rOTOBJICHHBIX B anTeke. JlaliTe uX XapaKTEpUCTUKY.

®Pusnueckuil KOHTPOJIb. HOpMBI TOIIyCTUMBIX OTKJIOHEHUH U3rOTOBICHHON Ma3y.

KakoB cpOK rOJHOCTH U3rOTOBJICHHOM B alITEKE Ma3u?

no

ok~

Ilpasunvhwiii omeem:

1. 1a, Ma3b U3roTOBJICHA HEYIOBIETBOPUTEIIBLHO, T.K. (papMaleBT AOMYCTHI OMIUOKH
IIPU U3TOTOBJICHUH Ma3H:

B penenite Beimucan uHKa CyabdaT, papMareBT I U3TOTOBICHHS Ma3H B3sUT IMHKA OKCHUI.

Jlis m3MenpyeHHs BELIECTB MCIIONb30BANl PACIUIABICHHBIN Ba3eJMH BMECTO Ba3eIMHOBOTO Macia.
Breimucana Ma3p cycrneH3WOHHOTO THma. lluHkKa cymbdar pacTBOpUM B BOJE, HO B
JEPMaTOJIOTUYECKHE Ma31 BBOJAUTCS 110 TUITY CYCIIEH3UHU, YTOOBI YMEHBIIUTh TOKCUYECKOE IEHCTBHE
Ha opranu3M. Kucnora 6opHast pactBopuma B Boje (pacTBopuMocTh 1:25), HO JUIsl pacTBOpEHUS
KHUCTIOTHI OOpHOH TpeOyeTcs 0O0NbII0e KOTUYECTBO BOIBI, TOSTOMY BBOAMM B COCTAaB Ma3H TaKXke MO
Tumny cycrner3un. Crocod n3MeNbueHUs BEIIECTB B CYCTICH3UOHHBIX Ma3sX 3aBUCUT OT IMPOLIEHTHOTO
COJIepKaHusl CyCIIEHINPYEMbIX BEIIECTB.
Masu UW3roTaBIMBAIOTCS B  KOHIEHTPAallMM IO Macce
Mobur=15,0
PaccuutsiBaem % tBepaoit ¢assr 15,0 - 100%

(0,2+0,3) — x
orcioma x= 3,33% (menee 5%) O®DC.1.4.1.0008.18 «Mazu» ['d XV npu H3roroBICHUU
CYCIIEH3MOHHBIX Ma3el ¢ colaep)kaHueM TBeploil ¢asbl B cocTaBe Ma3u MeHee 5%, JexapcTBeHHbIE
CpeICcTBa HW3MENBYAIOTCS C JIOMOJHHUTEIBHO BBOAMMOM JKUIKOCTHIO, POJCTBEHHOW OCHOBE, B
KOJIMYECTBE TMPUMEPHO pPABHOM IIOJIOBUHE MAacChl W3MEJIbYaeMbIX JIEKAPCTBEHHBIX CPEJICTB B
COOTBETCTBUHU C TpaBwioM Jlepsruna. TexHOJOTHsA: B CTYNKY OTBEIIMBAIOT KHUCIOTY OOpHYIO U
UHKa cyibdaT, U3Menp4arT B mpucyrcTBuu 0,25 © Macna Ba3elMHOBOro, T.K. Bazemnn —
yIIeBOIOpOAHAsT TUAPOPOOHAs OCHOBA, CIIEIOBATENIbHO, B KAUECTBE BCIIOMOTaTENbHON KHUIKOCTU
OepyT Macio Ba3eIMHOBOE MO MpaBuiy JlepsruHa B KOIWYECTBE ‘2 OT Macchl TBEPHIOH (asbl.
BcnoMorarenbHasi &KUIKOCTh OKa3bIBAET PACKIMHHUBAIONIEE JCHCTBUE MNpH u3MenbueHun JIB,
TIIATETTFHO PACTHPAIOT, T00ABIISIOT Ba3e/IMH U JIAHOJIUH O€3BOIHBIN MPHU MIepEMEIINBAHIH YaCTSIMH B
2-3 mpuema J10 00pa3oBaHUs OJTHOPOJIHOHN TTOBHEITHEMY BHTY Ma3H.

2. Jlanomuu OGesomubiid (Lanolinum anhydricum) - mpenctaBnisier co0oil CIOXHYIO TPUPOTHYIO
cMech 3(pUpoB, CIUPTOB W CBOOOJHBIX KUPHBIX KHUCIOT. ITO BS3Kas TrycTas Macca Oypo- KeIToro
[[BETa Ma3e00pa3HOi KOHCUCTEHIINH CO CBO€0Opa3HbIM 3anaxoM. [lomydaroT ero u3 MpOMBIBHBIX BOJ]
oBeubel mepcTu. TemmepaTtypa ruiaBienus 36-42 °C. B Bome HE pacTBOpSETCS, OJHAKO TPH
pacTHUpaHUM CMEIIUBAeTCs C Hed, He Tepsis cBoeld Ma3zeoOpa3HONl KOHcHUCTEHIMH. be3BomHbII
JaHoNMH criocodeH mornotutk 10 200 % Bozpl. JIaHONMHMH TPYIHO PaCTBOPUM B CITUPTE, HO CIIOCOOCH
BOCTIPUHSATH B Bue rpyboit nucnepcun 1o 40 wacreit 70% crnmpra 3tunoBoro. JlanonuH 6€3B0IHBIIHM



BocnpuHuMaeT a0 120-140 gacreii rmuepuHa. JIlaHOIMH IpeKpacHO BCAchIBAETCSl KOXKEH, T.K.IO
cocTaBy OJM30K K >KMpONOJOOHBIM BEILECTBaM KOXKHM yenoBeka. Kak camocrosiTenbHas Ma3eBast
OCHOBA HE HCIIOJIb3YETCS BBHUJY BBICOKOM BSI3KOCTH M KIJIEMKOCTH. Hale BCEro UCIOJIb3YeTCs B
CMECH C Ba3eJIMHOM B Pa3JIMYHbBIX COOTHOIIEHMSIX (CIUIaB Ba3eaMHA ¢ O€3BOAHBIM JIAHOIMHOM 9:1 —
OCHOBA JIJIsl IJ1a3HBIX Maszel, 6:4 — ocHOBa AJI Ma3el ¢ aHTUOMOTUKAMU), IIPU 3TOM YBEJIUYUBAET
pPEe30pOLIMIO JIEKAPCTBEHHBIX BELIECTB U3 Ma3eil.
3. Bunel BHyTpranTeuyHoro koHTposs yrBepxaeHsl B OPC.1.8.0001 - «JIekapcTBeHHBIE MTpenapaThl
anTeyHoro u3rorosiieHus» I'd XV
Bcee JIC, wusroroBnenusle B anteke, nonasepraiorcs OBA3ATEJIBHO: nuceMmeHHOMY,
OpraHoJIENTUYECKOMY KOHTPOJIIO, KOHTPOJIIO IIPU OTITYCKE.

[TncbMEHHBIM KOHTPOJIb.
[Tpu M3roTOBIEHUM JEKAPCTBEHHBIX MIPENAPATOB, B TOM YHCIIE 110 PELENnTaM U
TpeOOBaHUAM, a TaKKe B BHUJE BHYTPHANTEUHOIH 3arOTOBKM, 3alOJHSETCS MAaclopT MMCbMEHHOIO
KOHTPOJISI, B KOTOPOM YKa3bIBAIOTCA:
a) JlaTa U3rOTOBJICHUS JIEKAPCTBEHHOTO Ipenapara;
0) HOMep pelienTa uid TpeOOBaHMS;
B) HAaMEHOBaHUE MEIUIIMHCKOIN OpraHu3aliy, Ha3BaHUE OTAEICHUS (IIPU HAIUYUN);
HOMEp CEpHUM, KOJUYECTBO B CEPHUM - JJIS JICKAPCTBEHHBIX IPENapaToB B BHUJE BHYTPUANTCHYHOMN
3aroTOBKH;
I') HAUMEHOBAHUS B3STHIX JIEKAPCTBEHHBIX CPEACTB M MX KOJIMYECTBA, CTENEHb B3ATHIX
TOMEOIIaTHYECKUX Pa3BEJICHUH MM TOMEOaTUYECKUX CYyOCTaHIIMMA, YHCIIO 103, TIOATICH
JIMIL,U3rOTOBUBIIET0, pac(hacoBaBILIETO U MPOBEPHUBILETO JIEKAPCTBEHHYIO (hOpMY.
[TacnmopT NHCHMEHHOrO KOHTPOJI 3aIlOJIHAETCS Cpa3y IOCJIE€ HU3TOTOBJIEHUS JIEKApCTBEHHOIO
Ipernapara, ¢ yKa3aHUueM JIEKAPCTBEHHBIX CPEJCTB Ha JATUHCKOM S3BIKE,
COOTBETCTBUU C IIOCIIEA0BATEIBHOCTHIO TEXHOJIOIMUECKUX OIEparHii.
[Tacnmopra NUCBMEHHOTO KOHTPOJIA XPaHATCS B TEYEHHE ABYX MECALIEB CO JHS H3TOTOBJICHHUS
JIEKapCTBEHHBIX NpenaparoB. IIpu M3roToBaeHNM MOPOLIKOB, CYNIO3UTOPUEB YKAa3bIBAIOTCS OOIIast
Macca, KOJIMYeCTBO M Macca OTAeNbHbIX 103. OO0I11as Cynno3uTopHas Macca, KOHUEHTpaLHs U 00beM
(w11 Macca) U30TOHUPYIOIIETO BEIECTBA, J00ABICHHOTO TJIa3HbIC KAIUIN, PACTBOPHI ISl HMHBEKIIHI
U UH(D Y3 JOKHBI OBITh YKa3aHbl HE TOJIBKO B
nacroprax MUCBMEHHOTO KOHTpOJI, HO U Ha OOOpOTHOI CTOpOHE pelenTa Ha JIEKapCTBEHHBIN
npernapar. B ciydae  Mcnonb30BaHMsS — KOHIIEHTPUPOBAaHHBIX — PAacTBOPOB B IAclopre
MUCHbMEHHOTOKOHTPOJISI YKa3bIBAIOTCSA X COCTaB, KOHIEHTpALUs U B3AThI 00beM. Bee pacueTst s
W3TOTOBJIEHUS JIEKAPCTBEHHOT'O IIpenapara IPOU3BOJATCS OO H3TOTOBJICHMS JIEKAPCTBEHHOTO
Ipernapara U 3alyCchIBalOTCS B NacoOpTe MUCbMEHHOTO KOHTPOJIS.
Ecnn B cocTas JIeKapCTBEHHOTO Mpenapara BXOIAT HAPKOTHUYECKHUE CPEICTBA,
IICUXOTPOIHBIE, SIOBUTHIE U CHJIbHOJAEWCTBYIOIIME BEILECTBA, a TaKXKe JPYrue JeKapCTBEHHbIE
CPEICTBa, MNOMJIEKAIUE IPEIMETHO-KOJINYECTBEHHOMY YYETY, HUX KOJIMYECTBO YKa3bIBAaeTCs Ha
000pOTHOM CTOPOHE pEelenTa.
B ciydae, ecnu nexkapCTBEHHBIE IpemapaThl M3rOTaBIMBAKOTCS U OTIYCKAKOTCS OJAHMM M TEM K€
JUIIOM, MAcCHOPT MUCbMEHHOI'O KOHTPOJIS 3alOjHSEeTCs B MPOLECCE M3TOTOBIEHUS JIEKAPCTBEHHOIO
npernapara.
N3roToBneHHble JIEKAPCTBEHHBIE MpEnaparthbl, pelenTsl U TpeOOBaHUS, MO KOTOPHIM H3TOTOBJIEHBI
JIEKapCTBEHHBIE MTPENapaThl, 3alI0JIHEHHBIE TACIIOPTa MUCbMEHHOTO KOHTPOJIS
NepealoTcsl Ha IPOBEPKY MPOBU30PY, BHIMOIHSIIONIEMY KOHTPOJIbHBIE (GYHKIIUH MPU U3TOTOBICHUU
U OTITyCKE JIEKAPCTBEHHBIX IIPENapaToB.
KoHTposnb 3akimodaercss B IpOBEPKE COOTBETCTBUS 3alMCEN B NACHIOPTE MUCbMEHHOTO
KOHTPOJISl HAa3HAUEHUSM B pPELEenTe WIM TpeOOBaHHM, MPABHIIBHOCTU INPOU3BEICHHBIX PACUETOB.
Ecnmu npoBH30pOM-aHAIMTHKOM  IPOBEAEH  IOJIHBIA  XMMHYECKMH  KOHTPOJb  KadecTBa
W3TOTOBJIEHHOIO JIEKapCTBEHHOTO Ipenapara, TO Ha MAaclopTeé MHCbMEHHOIO KOHTPOJIS
MPOCTABIISIETCS HOMEP XMMHUECKOI0 aHaJIW3a U MOJANUCH MPOBU30pa-aHAIUTHKA.



OpranonenTH4ecKuil KOHTPOIIb.
3axrodaeTcsl B MPOBEPKE JIEKAPCTBEHHOIO Mperapara Mo BHEIIHEMY BUY, 3aMaxy, OJHOPOJIHOCTH
CMEIIUBAHUS, OTCYTCTBUIO MEXaHUYECKHUX BKIIFOUCHUH B KUIKUX JIEKAPCTBEHHBIX (hopmax. Ha Bkyc
MPOBEPSIOTCS BHIOOPOYHO JIEKapCTBEHHBIE (OPMBI, MpeAHa3HauUeHHbIe A aereil. OJHOPOIHOCTD
MOPOUIKOB, TPUTYPAIMil TOMEONaTUYECKHX, Maces, CHPOIIOB, Ma3eil, CyNIO3UTOPUEB MPOBEPSIETCS
BBIOOPOYHO y Kaxaoro gapmareBTa(IpoBH30pa) B TEYCHHE pabodero JHS C y4E€TOM BCEX BHUIOB
U3TOTOBJICHHBIX
JIEKapCTBEHHBIX (GopM. Pe3ynpTaThl OpraHOJENTHUECKOIO KOHTPOJSI PErHCTPUPYIOTCS B JKypHale
pEerucCTpalii  pe3yabTaTOB OPraHOJENTUYECKOTO, (PU3MUECKOr0 U XHMHUYECKOrO KOHTPOJIS
JICKapCTBEHHBIX NPENapaToB, HW3TOTOBIEHHBIX IO pELENTaM Ha JIEKapCTBEHHBIE Ipernaparsl,
TpeOOBaHUSIM  MEIUIMHCKUX  OpraHu3aluii HM B BUJE  BHYTPUANTEYHOM  3aroTOBKH,
KOHIIEHTPUPOBAHHBIX
pPacTBOPOB, TPUTYPALIHA, CIIUPTA AITUIIOBOTO U (PACOBKH JIEKAPCTBEHHBIX CPE/CTB.

KonTposns npu otmycke.
Brutoyaer mpoBepKy COOTBETCTBHS: YHNAKOBKH JIEKAPCTBEHHOTO TMpemnapara (PU3UKO- XUMHUYECKUM
CBOICTBaM, BXOJAIIUX B HErO JIEKAPCTBEHHBIX CPEJICTB; YKA3aHHBIX B pPEIENTe WU TPeOOBaHUH 103
HapKOTHYECKUX CPEJCTB, ICUXOTPOIHBIX, CHIBHOACWCTBYIOIIMX BEUIECTB BO3pACTy IAlMEHTA,;
PEKBU3UTOB pelenTa, TpeOOBaHMsS CBEIEHUSM, YKa3aHHbIM Ha YIAaKOBKE HW3TOTOBJIECHHOIO
JIEKapCTBEHHOTO Iperapara; MapKHUPOBKHU JIEKAPCTBEHHOTO Iperapara TpeOOBaHUIM, YKa3aHHBIM B
«TpeboBaHusAX K MapKUPOBKE H3TOTOBJICHHBIX JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIUHCKOTO
IPUMCHCHHUS.
[Tpu BBISIBNIEHUHM OJHOTO M3 YKa3aHHBIX HECOOTBETCTBUN W3TOTOBJICHHBIN
JICKapCTBEHHBIN Mpenapar He MOAJISKUT OTITYCKY.

®u3nUecKuil KOHTPOJIb 3aKJIIOYAETCS B MPOBEPKE 0OIIEl MaccChl

U3rOTOBJICHHOHN Ma3H.

moo61m=15,0

Hopmel nonyctumsix otknonenuit 15,0+£8% [13,8 +16,2] HopMmbl 10onmycTUMBIX OTKJIOHEHUU
npuseneHbl B ODC.1.8.0001 - «JlexkapcTBeHHbIE penapaThl alTeYHOr0 U3rotoBieHus» I'd XV.

5. CornacHo npukazy M3 P® ot 22.05.2023 r. Ne 2491 «O0 yTBep:KI€HUHN MPaBUI U3TOTOBICHUS U
OTITYCKa JIEKAPCTBEHHBIX MPENapaToB JUIsl MEJUIMHCKOTO MPUMEHEHHS alTeUHbIMH OpraHU3aLUsIMHU,
UMEIOIMMHU JIUIEH3UIO Ha (papMaleBTUYECKYIO I€ATEIbHOCT» CPOK TOAHOCTH — 14 CyTOK.

3ananue 76. CuryarioHHas 3agada

B penenTtypHO-IpOM3BOACTBEHHBIN OT/IEN AlITEKH MOCTYIWII PELIENT, COAEPKALUN CIEIYIOLIYIO
IPOIHUCH!

Rp.: Unguenti Zinci 20,0

Resorcini 0,5

Misce. Da. Signa. Hapyarcrnoe. Hanocums Ha no8pexcOenubiil y4acmox KOXCU.

[IpoBHU30p-TEXHOJIOT MOPYUYNIT U3TOTOBUTH 3TOT JIEKAPCTBEHHBIN Ipenapar Moo oMy (apMarieBTy.
Tot caenan pacu€rbl Ha OOpaTHOW CTOPOHE MAcCHOPTa MUCBMEHHOI'O KOHTPOJIS, U3TOTOBUI Ma3b,
0(OpMUII JINLIEBYIO CTOPOHY MAcHopTa MUCbMEHHOTO KOHTPOJISI M OT/AaJl IPOBU30PY-TEXHOJIOTY Ha
npoBepkKy. [Ipu npoBepke nacnopra NTMCbMEHHOIO KOHTPOJISI U IPOBEJEHUH OIPOCHOTO KOHTPOJIS
BBISICHIJIOCH, YTO (hapMalleBT M3TOTOBUJI Ma3b CIEAYIOUIMM o0pazoM. [luHKa OKcHIl B KOJMYECTBE
2,0 pactep B Temuioi crynke npuMepHo ¢ 1,0 BazenuHa (M3B3BEUICHHBIX 16,2), CIBUHYI NMYJbITY U3
neHrpa crynku. [lomectun B ctynky 0,5 pe3opimHa, pacTBOPUII €r0 B HECKOJIBKUX KAIISIX BOJBI,
pacTBOp 3a3myiabruposan 1,8 maHonuua 6e3BogHOro. Cmeman myiapny HUHKAa OKCHJIA, SMYJIbCHIO
pe30plIMHA U OCTaTOK Ba3einHa 10 0JHOPOoAHOCTH. [lepeHéc Ma3p B 6aHOUKY C HABMHUMBAIOILIEHCS
KpbllIKoM. IIpoBH30Op-TeXHOJOr caenan BBIBOA, YTO Ma3b W3TOTOBJIEHA HEYAOBIETBOPUTEINBHO,
yKazaj Ha OIMOKHU U PEKOMEHI0BaJl U3TOTOBUThH Ma3b 3aHOBO.



1. Cornacubl 11 Bbl ¢ BBIBOAOM IPOBH30pA-TEXHOJIOTA, YTO JIGKAPCTBEHHBIM Tpemnapar
M3TOTOBJICHHEYI0BIeTBOpUTENbHO? Kakue ommbku monyctui papmaieBT?

IIpuBenure pacy€Tsl 110 JAHHOW IIPOIUCH.

3. Ilepeuncnure o0si3aTenbHBIE  BUABI ~ BHYTPHANTEYHOTO  KOHTPOJS
AKCTEMIIOPAJIbHBIXJIEKAPCTBEHHBIX NpenapaToB. [lailTe ux KpaTKyro XapaKTEpUCTHUKY.
Kak nomxkeHn O6bITh 0()OpMIIeH MACHOPT MUCbMEHHOTO KOHTPOJIS 110 TaHHOMY pelenTy?
VYKakuTe ycia0BHs U CPOK XPAaHEHUSI Ma3H.

N

S

Ilpasunvnviti omeem:
1. Ja, cornaceH. /lanHy0 Ma3b HEOOXOIMMO TOTOBUTH KaK Ma3b-CyCIEH3HUIO, T.K. PezopuuHa
6osnee2%, npu SMYJIbTUPOBAHUU B JIEPMATOJIOTMUECKUX Ma3siX BOSHUKAET TOKCUUYECKOE JICUCTBUE
Ha OPTaHU3M U HEKPO3 TKaHEeH.
2. [lunkoBast Ma3b uMeeT O(pULMHATBHBIN COCTaB:
Hunka oxcupa — 10,0;
Bazenuna — 90,0 P
acyeT KoJmdecTBa ruHkKa okcuaa: 10 x 20:100=2,0
Pacuer oOmero xonnuecrna Bazenuua: 90 x 20:100=18,0 2
[Ipouent TBepmoit dasser: 2,0 + 0,5 =2,520,5-100% 2,5 —x x =12,2% > 5 %, T.K.
IPOIICHT TBepAOH (a3sl Oonee 5% mo3ToMy U3Menb4aeeM ¢ 2 4aCThIO OCHOBEI.
3. [luceMeHnHBbI KOHTPOIIb. [Ipy U3roTOBIEHNN JEKapCTBEHHBIX (DOPM IO pelenTam 1 TpedoBaHUIM
JIe4eOHBIX OpraHU3aIlui 3aIOTHIIOTCS IMACIopTa MUCHMEHHOTO KOHTpPOJIS. B macrmopre MOJDKHBI
OBITh YKa3aHbl: JlaTa M3TOTOBJICHHS, HOMEp pelenta (HOMep JiedeOHOM OpraHu3alvy, Ha3BaHHE
OTJICIICHHSI), HAUMEHOBAHME B3SATBHIX JICKAPCTBEHHBIX BEIISCTB M WX KOJUYECTBA, YHCIO J03,
MOJIMUCH U3TOTOBUBIIIETO, pac(acoBaBIIEro U MPOBEPUBIILIETO JIeKapCcTBEHHYIO hopMy. Bee pacuersr
JOJKHBI ITPOU3BOJIUTELCS IO M3TOTOBJICHHUS JICKAPCTBCHHONW (DOPMBI M 3amMCHIBATBCS HA OOpaTHOM
cTtopone mnacnoprta. [lacmopT 3amoiHsSETCs HEMENJIEHHO IOCJI€ H3TOTOBJICHUS JIEKApCTBEHHOU
dopMBbI, TIO TaMATH, HA JIATHHCKOM S$3BIKe, B COOTBETCTBHHM C TIOCJICIOBATEIBHOCTHIO
TEXHOJIOTHYECKHX Olepanuii. MI3roToBleHHbIE JTeKapCTBEHHBIE CPEJICTBA, PELENTHl U 3al0THECHHbBIE
nacropTa IepeIaTcss Ha MPOBEPKY MPOBU30PY, BBIMOIHSIOMIEMY KOHTPOJbHBIC (DYHKIUU TIpU
U3TOTOBJICHMM W OTIYCKE JIEKapCTBEHHBIX cpencTB. KOHTponb 3akitoyaeTcsi B MPOBEPKE
COOTBETCTBUS 3alMCEH B MACHOpPTe MUCHBMEHHOTO KOHTPOJS TMPOMHUCH B pEIEnTe, MPaBUILHOCTH
MPOU3BENCHHBIX pacueToB. 2) OpraHoNenTUYecKHil KOHTPOJIb. 3akiio4yaercs B MPOBEpKE
JIEKapCTBEHHOU (OpMBI (B TOM UYKCIIE TOMEOMATHUECKOM) 1o mokazaTessiM: "Onucanue" (BHEIIHHI
BUJ, IIBET, 3alax), OJHOPOAHOCTh, OTCYTCTBHE BHUJIUMBIX MEXaHUUYECKUX BKIIOUCHHUN (B KHUIKHX
JekapcTBeHHbIX (opmax). Ha Bkyc mnpoBepsitoTcss BBIOOPOYHO JIEKapCTBEHHBIE (OPMBI,
npenHazHayeHHble s Aeteil. OMHOPOAHOCTh MOPOIIKOB, TOMEOMATUYECKUX TPUTYpaAIlUi, Ma3ei,
MUTIOJIb, CYNIIO3UTOPHEB IIPOBEPSETCS B COOTBETCTBHHM C TpeOoBaHUsSMHU [ocymapcTBEHHON
®dapmakorieu, 1eHCTBYIOIINX HOPMATUBHBIX JOKYMEHTOB. [IpoBepka ocyIecTBiseTcss BHIOOPOUHO y
KaXa0ro apMarieBTa B TeUeHHE padOUyero JHS C yU€TOM Pa3InIHBIX BUOB JIEKAPCTBEHHBIX (HOPM.
Pe3ynbTaThl OpraHoIenTUYECKOro KOHTPOIIS TEKAPCTBEHHBIX (JOPM PETUCTPUPYIOTCA B JKYpHAJE 1O
npuaraemoit popme (Ipunokenue b x Hacrosimeit Unctpykiun). 3) KoHTposs npu oTmycke.
JIaHHOMY KOHTPOJTIO ITOBEPTAOTCS BCE U3TOTOBJICHHBIC B alITEKAX JICKAPCTBEHHBIC CPE/ICTBA (B TOM
YHUCIIE TOMEOIATUYECKUE) MPU WX OTIyCKe. [Ipm 3TOM TpOBepseTCs COOTBETCTBHE: - YITAKOBKU
JICKapPCTBEHHBIX CPEACTB (U3MKO-XMMHYECKHM CBOWCTBAM BXOMSIIMX B HUX JIEKAPCTBEHHBIX
BEIIECTB, - YyKa3aHHBIX B peIenTe J03 SAOBHTHIX, HAPKOTHUYCCKUX W CHJIHHOJCHCTBYIOIINX
JICKapCTBEHHBIX BEIIECTB BO3pPACTy OONBHOrO; - HOMEpa Ha pelenTe W HOoMepa Ha ITHUKETKE;
damuiuu OOJIBHOTO HA KBHTAHIWHU, (AaMUIMH HA STUKETKE W PEIENTe WM €ro KOMHH; - KOIHM
pElEeNTOB MPOMHCSIM  pPELenToB; - OGOpMICHUS JIEKAPCTBEHHBIX CPEACTB JCHCTBYIOIIUM
TpeboBanusM. [Ipu oTmycke ocoboe BHHMaHHE OOpamaercs Ha o(popMIIeHHE COOTBETCTBYIOIIUMHU
npeIynpeANTeNbHBIMHA HAAMUCSIME JIEKAPCTBEHHBIX ()OPM, M3TOTOBIISIEMBIX B aNiTeKaX IS JIEYEOHBIX
OpraHu3aIuu.
4. Tata Nepeuenita
Zinci Oxydi 2,0
Resorcini 0,5
Vaselini 1,25



Vaselini 16,75

Mo6m=20,5

[IpuroroBmi___

IIpoBepun___

Otnycrun__

5. B npoximagHom, 3aiMIIeHHOM OT cBeTa MecTe. B HenoctynHoMm aiid nereit Mmecre. Cpok
rOJIHOCTH — 14 CyTOK.

3amanue /7. CuTyauroHHas 3a/1a4a

B npousBoACTBEHHYIO anTeKy MOCTYNMJI PELENT C MPONUChI0 mopouka. PenentypHbiii OmaHk Ne
107-1/y umeer Bce HEOOXOAMMBIC PEKBU3UTHI (OCHOBHBIC U JIONIOJIHUTENbHBIE). [lanineHT oOparuics
K IPOBU30pPY C MPOCBOOH O CKOpEHIeM H3rOTOBIICHHH JICKAPCTBEHHOTO Iperapara, IMOCKOIbKY
JedyeHue HeoOXOIMMO HadaTh YK€ ceroaHs. I[IpoBHU3Op-TeXHOJOr, HW3Y4YHB MPEACTABICHHBIN
pelenT, BBIHYX/IEH ObUI OTKa3aTh MAIMEHTY B W3TOTOBJICHHHM U OTIYCKE TAHHOM JIEKapCTBECHHOMN
(dbopMBbI U TOPEKOMEH0BAJ MOCETUTEINI0 OOPATUTHCS K JieyallleMy Bpady 32 HOBBIM PELICTITOM.

Rp.: Codeini phosphatis 0,01

Analgini 0,4

Misceut fiat pulvis

Da tales doses N 15

Signa.llo 1 nopowky 3 paza 6 Oenv.

Ilpumeuanue: xooeuna ¢ocgham BP/] = 0,1, BC/] = 0,3; anarveun BPI=1,0, BC/J = 3,0.

1. JlaiiTe XapakTepHUCTHKY JEKapCTBEHHOH (opme, mponucaHHo# B perenite. Kakue mpaBuia
JIOJIKHBI COOTIOAATHCA MIPH BBHITUCHIBAHUY JAHHOU JIEKapCTBEHHOH (OpMBbI?

2. IlpuBemure pacu€rpl, HEOOXOMUMBIEC MJISI HW3TOTOBICHHS YKa3aHHOW IPOIUCH.
3anoMHUTE000POTHYIO CTOPOHY NacnopTa nuckMeHHoro Koutpos (I1T1K).

3. Ilpemnoxkure pamuOHAIBHYIO TEXHOJOTHIO W3TOTOBICHHS JICKAPCTBEHHOMN
(bOpMBI,IPONKICAHHOIB peLeNTe, €€ YIaKOoBKY U oopmIleHuE.

4. K kakoil (apmakoTepaneBTHUECKON Tpylme OTHOCUTCS KoiewH? Ha3zoBuTe moka3aHus K
NPUMEHEHUIO TpEenaparoB JaHHOW TPYNHbl. YKKUTE CHUMIOTOMBI TMEepeAO3HUpPOBKU
komenHoM. Kakme meporpusitis HEOOXOAMMO OCYIIECTBISATh B CIIydae WHTOKCHKAIIUU
JTaHHBIMITpenapaTom?

5. K opramzanuu caHMTapHOTO pEeXHMa B TPOM3BOJICTBEHHBIX aNTeKaxX MpPEIbIBISIOTCS
cTporue TpeOoBaHMs. YKAKUTE OCHOBHBIC MpaBuia COOMIOJEHHUS CAHUTAPHBIX HOPM B
MPOU3BOJICTBEHHBIX ~ TIOMEMICHHWSIX  aNTeKW  TPU  HM3TOTOBICHUH  HECTCPHIIBHBIX
JIEKapCTBEHHBIX (hopM.

IIpasunvroviti omeem:
1. Beimucan cl0KHBIN J03UpOoBaHHBIN opomiok. CoaepkuT BemecTBo cnucka Il — kogenna gocdar.
[Tpuka3 MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepaunn ot 24.11.2021 Ne 10941 "OO6
yrBepxaeHuM [lopsiika Ha3HaYEHUS JIEKAPCTBEHHBIX MpPEnaparoB, GopM pelenTypHbIX OJaHKOB Ha
JeKapcTBeHHbIe npenapatbl, [lopsaka opopmieHUs yKa3aHHBIX OJIAaHKOB, MX y4eTa U XpaHEHUs,
¢dopM OJaHKOB PEIENTOB, COAEPKAIIMX HA3HAYCHHE HAPKOTUYECKUX CPEJCTB WMJIU ICHUXOTPOIHBIX
BenlecTB, Ilopsiaka MX M3rOTOBIEHUS, PACIPENEICHMs], PETUCTPALUU, YU€Ta U XPAaHEHUs, a TaKXKe
[TpaBun odopmiieHuss OJaHKOB peUEnToB, B TOM uucie B (OpMe 3JIEKTPOHHBIX JOKYMEHTOB"
UCTIONB3YyeTcs peunentypHblii OmaHk ¢opmbl N 148-1/y-88. Ilpu BBIMUCHIBAaHMM pelenTa Ha
JIEKapCTBEHHBIN MpenapaT HWHAWBHUIYaJbHOTO H3TOTOBJIEHUS HAUMEHOBAaHUS HApKOTHYECKHX U
IICUXOTPONHBIX JEKAPCTBEHHBIX MpenaparoB crnuckoB II m III Ilepeuns, WHBIX JIEKapCTBEHHBIX
IIPenapaToB, MOISKAIINX TPEIMETHO-KOINYECTBEHHOMY YUETY, MUIIYTCS B HaYaJle pelenTa, 3aTeM
- BCe OCTaJbHble MHrpeaueHTsl. CocTaB KOMOWHUpPOBAaHHOTO JIEKAPCTBEHHOIO —Ipemnaparta,
o003HaueHHE  JIEKApCTBEHHOW (GOpMBI W OOpamieHne METUIMHCKOTO  pabOTHHKA K
¢dapmarieBTHYeCKOMYy pabOTHUKY OO0 M3rOTOBJICHHHM U OTIYCKE JIEKapCTBEHHOIO Ipernapara
BBIMKCHIBAIOTCA Ha JIATMHCKOM si3blke. (Crnoco® TpHMEHEHHUs JIEKapCTBEHHOTO Ipernapara
0003HayaeTcs C ykazaHUeM J103bl, YaCTOThI, BpeMEHHU MPUEMa OTHOCUTENBHO CHA (YTPOM, HAa HOYb) U



€ro JUIMTEIBbHOCTH, a JUId JIEKapCTBEHHBIX IPENapaToB, B3aUMOICHCTBYIOIIMX C MUIIEH, - BpEMEHU
UX YyHNoTpeOJeHUuss OTHOCHTEIbHO MpHEeMa MHIM (0 eAbl, BO BpeMs efbl, nocie easl). Ilpu
HEOOXOIMMOCTH HEMEJICHHOTO HJIM CPOYHOTO OTITyCKa JICKAPCTBEHHOTO INpernapara MalieHTy B
BEPXHEH YaCTH pelernTa MPOCTABISIIOTCA 0003HAYCHUS «Cito» (CpOYHO) MU «statimy (HEMEIJICHHO).
[Ipy BbIKCHIBAaHMM peLENTa Ha JIEKAPCTBEHHBIM IpenapaT WHAWBUIYaJbHOTO HW3IOTOBJICHUSA
KOJINYECTBO KHUJIKHUX (PapMaLeBTUUECKUX CyOCTaHLMH YKa3bIBAE€TCS B MUJUIMJIUTPAX, paMMax WM
KaIUIAX, a OCTAlbHBIX (hapMaleBTHUECKUX CyOCTaHLMH - B rpaMMax. Penentsl, BBINMCAHHBIE Ha
peuentypHoM Omanke ¢opmel N 148-1/y-88, neiicTBUTEIbHBI B TeUYeHHE 15 gHEH co OHA
BBIIMCBIBAHUS.

2. Ilpoeepka no3. Kogenna docdar: mo peuenty PJI = 0,01 CI = 0,03 BP = 0,1 BC/] = 0,3
Amnanerun: no peuenty PI1 = 0,4 C/1= 1,2 BPJI = 1,0 BCII = 3,0 1o3bI He 3aBbliieHbl. PacueTsl.
Konenna docdar: 0,01x 15 = 0,15
Amnanerus: 0,4 x 15=6,0
Macca obmas: 0,15 + 6,0 = 6,15
PazBecka: 6,15/15=0,41
3. HI - O®C.1.4.1.0010.15-«Ilopomiku» I'd XV
B crynky Ne 4 nomemaem 6,0 r AHanbruHa, U3MeabuaeM, 3aTupas MOpbl CTYNKU. BeiHOCHM ero Ha
Karcyiy. B cTynky, ¢ 3aTepThIMH HOpamMH IOJy4YaeM y IPOBHU30pa-TEXHOJIOra, OTBETCTBEHHOTO 32
XpaHEHHE BEIIECTB, HAXOMSAIIMXCS HAa MPEIMETHO- KOJIMYECTBEHHOM Y4YeTe, MO0 O(OPMIICHHOU
oOpartHoii cropoHe peuenta, 0,15 r kogeuna docdarta. VM3menbuaem u 100aBisieM B CTYNKY
AHanbrun ¢ kamncyiasl. CmemmuBaeM. [IpoBepsieM OJHOPOJHOCTb MOPOILIKOBOM Macchl, 3aIlOJIHSIEM
muueByto cropony IINK u nepengaem ¢acoBumky 1 qo3uposanusino 0,41 r B BoLIEHbIE KalCyJIbl U
yrnakoBku. OdopmisieM dSTHKETKON: «BHyTpeHneey, «Ilopomkmy,

«XpaHUTh B HENOCTYIIHOM JUIsl JIeTe MecTe», «XpaHUThb B MPOXJIAJHOM MecTe», «XpaHUTh B
3alIUIIEHHOM OT cBeTa MecTey. CHabkaeM Uis OTITyCKa CUTHATYPOi
4. KogenH — onuouaHbId aHanbreTuk. KonemH— NPOTHMBOKALLIEBOE CPEICTBO LIEHTPAIBbHOTO
HapKOTUYECKOro THMa JeicTBus. [lokazaHus K NpuMEHEHUIO: TPUCTYI000Opa3HbIi HEIPOYKTUBHBIN
Kaileab, OOJIEBOM CHHAPOM MpU TpaBMax, OHKOJOTMYECKUX 3aloseBaHUsX CHMIITOMBI
NEepPEeO3UPOBKH: -3aMEIJIEHUE U 3aTPYAHEHUE [bIXaHUS; - JIMIKUM XOJOAHBIA IOT, -CHU)KEHUE
TEMIEPATYpbl TENA; -CO3HAHUE NAI[MEHTa CTAHOBUTCS CIIyTAaHHBIM; -CHMJKEHHE apTEepHaIbHOTO
JaBJICHUsI, TOJIOBOKPYKEHHE; -CUJIbHAsI €Iab0CTh, YyBCTBO YCTaJOCTH U COHJIMBOCTH; -CHUJIBHOE
CY)KEHUE 3pauKa; -CyJlI0pOTH; ~-TPEBOKHOCTh. JIeueHue: cenarb MpOMbIBaHUE JKETYKA, a TAKKE AaTh
ajgcopOupyrole CcpeicTBa U CoJieBble  cilaOuTelbHbIE, 3aTE€M  HAJOKCOH  (SIBIISIFOTCS
cneun(UYecKMMH aHTarOHUCTaMu npenapata). Ilpu jerkoil cremeHW OTpaBIE€HUM NPUMEHSIOT
JIbIXaTeJIbHbIE aHAJIENTUKH.

4. ITpukaz M3 PO ot 22.05.2023 1. Ne 2491 «O06 yTBep:kKI€HUM MPAaBUI U3TOTOBJIEHUS U OTIYCKa
JIEKapCTBEHHBIX MpEnaparoB Uil MEIULUHCKOTO IPUMEHEHUs alTe4YHbIMU OpraHHU3alMsIMMU,
UMEIOUIUMHU JIMIEH3UI0 Ha ()apMalleBTUUYECKYIO IE€ITEIbHOCTD)

ITocranoBnenue I'1aBHOTO rocyiapcTBeHHOr0 caHuTapHoro Bpaua PO ot 24 nexkabps 2020 r. Ne 44
«O0 yrBepxkaenun canutapHsix npasun CII 2.1.3678 - 20 "CaHuTapHO-31HIEMHUOJIOTUYECKUE
TpeOOBaHUS K HKCIUTyaTallud MOMEIEHHUH, 31aHui, COOpyKeHH, 000pyI0BaHUS U TPaHCIOpPTa, a
TaK)Ke€ YCJIOBHSM JIEATEIbHOCTU XO3SIMCTBYIOINX CYOBEKTOB, OCYIIECTBISIONIMX MPOIaXy TOBApOB,
BBINOJIHEHHE PA0OT WIIM OKa3aHUE YCIyT».

JlexapcTBEHHbBIE BEIIECTBA, MCIOIb3YEMbIE INPU HM3TOTOBJICHWN HECTEPUIIbHBIX JIEKApPCTBEHHBIX
¢dopM, TOJDKHBI XPAaHUTHCS B IUIOTHO 3aKPHITHIX IITAHIJIacaX B YCIOBHSX, HCKIIIOYAIOUIMX HX
3arpsizHenue. llltanrmacel, ucnoib3yemMble NpPH XPAaHEHUU JIEKAPCTBEHHBIX BEILECTB, Iepea

HAIlOJJHEHUEM MOIOT M CTEpWIIM3YIOT. BceromoraTenbHbIl MaTepual M YKYNOPOUYHBIE CpEACTBA,
HEOOXOIUMbIE TpPU M3TOTOBIEHUUM U (HACOBKE JIEKAPCTBEHHBIX CPEICTB, IOATOTABINBAIOT,
CTEPUIIN3YIOT. ANITEYHYIO ITOCYAY MEPE UCIIOJIb30BAaHUEM MOIOT, CYIIAaT U CTEpUIN3YIOT. B Hauane

U B KOHIIE KaXJOW CMEHBI BECHI, IINATEIN, HOKHUIBI MU JPYrod MEJIKUN anTe€YHbI MHBEHTAPb
npotuparoT 3% pacTBOpPOM MEpPEeKUcH Bojaopoia wiu ciupT - dpupHor cmechto (1:1). Ilocme
KOKJIOTO OTMEPHWBAHWS WM OTBENIMBAHUS JIEKAPCTBEHHOTO BEIIECTBA TOPJIOBHHY U MPOOKY
HITaHIJIaca, a TaKXKe PY4YHbIe BECHhl BBITUPAIOT canderkoil u3 mapnu. Canderka ymnorpebdisercs
TOJIBKO OJIMH pa3. BopoHKHM mipu GUIBTpaIK WK TTPOIIC)KUBAHUH KUIKUX JIEKAPCTBEHHBIX CPEJICTB,
a TaKXe CTYNKUM C NOPOLIKOBOM WMJIM Ma3eBOM MacCOM [0 Pa3BECKU U BBIKJIAJBIBAHUS B Tapy



HAKpBIBAIOT IUIACTMACCOBBIMU WJIM METAJUIMYECKUMHU IUIACTUHKAMM, KOTOpBIE NpPEABApPUTEIBHO
ne3uHpuuupyroT. Jns BbIOOPKM M3 CTYMNOK Ma3eil M IMOPOIIKOB HCIOJB3YIOT IIACTMACCOBBIE
wiactuHky. IlpuMeHenue kaproHa He nomyckaercs. [locie M3roTtoBieHHs Ma3eld OCTaTKU JKHpa
YIaJISI0T IPU TOMOIIY KapTOHa, OyMaru, TUTHUHA, 3aTEM CTYIKU MOIOT U CTEPUITU3YIOT.
Hcnonp3yemble ansi paboThl OyMaKHbIE W BOIIAHBIC KaICyJbl, IIMATEIH, HUTKH, PE3UHKU
00XBaTOYHBIE U JIp. XPaHAT B SIIUKAX ACCUCTEHTCKOro ((hacoOBOYHOr0) CTOJNA (SIIUKU E€XKETHEBHO
MOI0T). BecrioMmoraTenbHble MaTepHalibl XPAaHAT B 3aKPBITHIX IIKa(haxX B YCIOBUAX, HCKIIOYAIOIIUX UX
3arpsi3HEHHE.

3amanue 78. CuTyanoHHas 3a/1a4a

B anTexy mocTymnui penent, BeITMCAHHBIN Ha perenTypHoM Osanke Ne 107-1/y:

Bozomu: Pubogpnasuna 0,002

Kucnomwr ackopbunosoii 0,02

Tnokoswr 0,2

Boowt ouuwennori 10 mn

Cmewari. /lar maxux 003 uuciom 20603uaus. 1 nasnvie kaniu.

dapmarieBT U3roTOBHII PACTBOP B aCENTUYECKHUX YCIOBHUSX, 3aIIOJHIII TACTIOPT IMUCbMEHHOTO
KOHTPOJISI, TIOCJIE KOHTPOJIS KauecTBa MPO(UIBTPOBA, POBEPUIT OTCYTCTBUE MEXAHUUCCKUX
BKJTIOYCHUH B KaIUISIX, YKYIIOPHJI 1101 00KATKY, IPOCTEPHIN30BAI M O(OPMHIII ITUKETKY.

1. Tlepeuuncnute TpeOOBaHUSA K OPOPMIICHHUIO pPEIICTITA.

2. KakoB cpox XpaHEHHs Nacrlopra HHUCBMEHHOTO KOHTPOJISi B alTeKe Ha H3TOTOBJICHHYIO
JICKapCTBEHHYIO popmy?

3. B Kakux yCIOBHSIX M KaKOM ITOMEIICHUH alTeKU OCYHISCTBIISFOT IMPOIECC H3TOTOBJICHHUS
TJIa3HBIX Karesb B anTeke?

4. Tlo xakum MOKA3aTeIsiM TMPOBOJAT NPUEMOYHBI KOHTPOJIb JIEKAPCTBEHHBIX
CPE/CTB,UCTIONB3YEMBIX ISl U3TOTOBIICHHS JICKAPCTBEHHBIX MPEMapaToB B anTeke?

5. Kak#We KOMITOHEHTBHI B COCTaBE HW3TOTOBJICHHBIX TJIA3HBIX Karellb OKa3bIBAIOT OCHOBHOE
dbapmakoTepaneBTHUECKOE AeWCTBUE IPU TPUMEHEHUH JIEKapCTBEHHOTO Tpernapara?

IIpasunvhoviti omeem:

1. TpeGoBanus k 0(hOpMIIEHUIO peLenToB NpuBeaeHs! B [Ipruka3ze MuHucTepcTBa 31paBoOXpaHeHus
Poccuiickoit ®@enepaunu ot 24.11.2021 Ne 1094n "OOG ytBepxknenuun Ilopsnka HazHaueHUS
JIEKapCTBEHHBIX IpenapaTtoB, (opM penentypHbeIXx OJaHKOB Ha JIEKapCTBEHHbBIC MPENaparsl,
[lopsnka opopmileHHs yKa3aHHBIX OJIAHKOB, MX Yy4eTa M XpaHEHHs, (opM OJIaHKOB PpELENTOB,
COJIEpIKaIllNX HAa3HAUYE€HUE HAPKOTUYECKUX CPEACTB WIM IICUXOTPONHBIX BemecTs, [lopsnaka ux
W3TOTOBJICHUS], PacHpe/esICHUs, PErUCTpalluy, y4eTa U XpaHeHus, a Taxke [IpaBun opopmieHus
OJIaHKOB PEIIETITOB,B TOM YHCJE B (JOPME IEKTPOHHBIX JOKYMEHTOB". PenienTypHblil 61aHK GOpMbI
107-1/y nomkeH coaepXaTh CIEAYIOIIME OCHOBHBIC (00s3aTeNbHBIC) PEKBU3UTHIL: -IITAMII
MEIULMHCKONW OpraHu3aliy (C yka3aHueM e€ HauMEHOBaHUs, aapeca U TenedoHa); -1aTy BBITHCKH
perenta; -O®MO mammenta (MOJHOCTBIO) M ero BospacT; - PUO meaunuHCKOro padOTHUKA
(MIOJTHOCTBI0); ~-HAUMEHOBaHKE (Ha JJATUHCKOM f3bIKE) JIEKApCTBEHHOTO IpenapaTta, ero J03UpoBKY U
KOJIMYECTBO; -MIOJPOOHBIN CrIOCOO MPUMEHEHHUS Ha PYCCKOM MJIM PYCCKOM U HallMOHAJILHOM SI3bIKaX
-MIO/NUCH U JIMYHYIO Ne4aTh MEIUIIMHCKOTro paboTHuKa. Ha onHOM OiaHKe MOXKET OBITH BBIITMCAHO
He 6onee 3 JIIT

2. B coorBerctBuu ¢ mpukazoM M3 P® ot 22.05.2023 1. Ne 249 «OO0 yTBEp)KICHUU IPaBHI
U3TOTOBJICHUSI U OTIYyCKa JIEKAPCTBEHHBIX MpEnaparoB JJs MEIULHUHCKOIO IPHUMEHEHUs
anTEeYHBIMH OpraHU3alMsIMU, UMEIOIUMMH JIMIEH3HI0 Ha (PapMalleBTUUECKYIO JAEATEIbHOCTHY»
NacropT MUCBMEHHOTO KOHTPOJISI COXPAHSIOTCS B alTeKe B TEUEHHUE JIBYX MECSIEB C MOMEHTa
M3TOTOBJIEHUSI JIEKAPCTBEHHOI'O CPEJICTBA.

3. B amTeke W3roToBIIEHWE JIEKAPCTBEHHBIX (POPM B YCIOBHSIX ACENTHKH OCYIIECTBIISETCS B
COOTBETCTBUH C CAHUTAPHBIMU TPeOOBaHUAMH, U3JT0KEHHBIMU B Tipukaze M3 PO ot 22.05.2023 r.



Ne 2491 «OO0 yTBEp)KIEHMM NPABUJI U3TOTOBJICHHUS M OTIIyCKa JICKAPCTBEHHBIX IPENapaToB JUIS
MEIUIUHCKOrO NPUMEHEHHUs aNTEeYHbIMM  OpraHu3alMsIM{, UMEIOIIMMHU JIMIEH3UI0 Ha
dapmareBTUUYECKYIO esTenbHOCThY U [locTanoBneHuu I 1aBHOTO TOCYAapCTBEHHOTO CAHUTAPHOTO
Bpada P® ot 24 nexabps 2020 r. Ne 44

«O06 yrBepxknennn canutapubix npaBwin CII 2.1.3678 - 20 "CanuTapHO-3MHIEMHOIOTUYECKHE
TpeOOBaHUS K SKCIUIyaTallud MOMELICHUH, 30aHUH, COOpYKEeHUH, 000pyI0BaHUs U TpaHCIOpTa, a
TaKXKe yCJIOBUSAM JIEATEILHOCTH XO3SHCTBYIOINX CYOBEKTOB, OCYIIECTBISIONIMX MPOJaXKy TOBAPOB,
BBINOJIHEHHE PadOT WM OKa3aHWe yciayr». [lis M3roTOBIEHMs IVIa3HBIX M JPYTUX CTEPUIIBHBIX
JICKapCTBEHHBIX (POPM B ACENTHYECKUX YCIOBUSAX B alTeKe OOOpYyayeTcss acenTudyeckuil OJIOK,
KOTOPBII BKIIIOYAET MMOMEIIECHUs Ul U3rOTOBJICHNUS, (PACOBKHM M CTEPHIIN3ALIUY, a TAKXKE MOJTyUSHUS
BOJIbI JJI1 UHBEKUUI U OTZEJIEH OT APYTUX NOMELIEHUH anTeKH IIT030M. ACENITUKA — 3TO KOMILIEKC
MEpONPUATHHA, NO3BOJISIOIMN CBECTU K MUHUMYMY BO3MOKHOCTh IIOIA/IaHUsl MUKPOOPTaHU3MOB B
JIEKapCTBEHHBIE NpenapaTbl Ha BCEX 3Tallax TEXHOJOormueckoro mpouecca. [Ipu 3tom ucxonar us
TOTO, 4YTO OCHOBHBIMH HCTOYHHUKAMHU 3arpsi3HCHMs JIEKApCTBEHHBIX IPENapaToB SBISAIOTCS: -
MOMEIICHUS, - TEXHOJOTMYecKoe O0OpyAOBaHHE, - BO3AYyX, - OOCITY)XHMBAIOIIUI IepcoHam, -
BCIIOMOTaTeNbHBIA MaTepuan, - I0Cyda, - JIEKapCTBEHHbIE M BCIIOMOIaTelbHbIE BEIIECTBA,
pacTBopuTend. B momemieHun A NPUTOTOBIICHUS JIEKAPCTBEHHBIX IPENapaToB B aceNTUUYECKUX
YCIOBUSAX CTEHbI JOJDKHBI OBITh IOKpAallleHbl MAciasHOM Oenoil KpacKoW WM TMOKPBITHI CBETIION
kadenpHOi TUIMTKOW. He 10mKkHO OBITh KapHU30B, BBICTYNOB, TpemuH. lloa moKpsiBaeTcCs
JMHOJIEYMOM C 3aBapeHHbIMH IIBaMu. /IBepu M OKHaA JOJKHBI OBITH TIIATENBHO IOJIOTHAHBI U HE
uMeTh eneid. Acentudyeckuil 010K  00OpyAyeTcsl MPUTOYHO-BBITSDKHOM — BEHTWJISLMEH C
OPEUMYLIECTBOM  IPUTOYHOrO Bo3Ayxa. /[l CHWXKEHMs TonajaHus MHUKPOOPIaHU3MOB
PEKOMEHAYETCS yCTaHOBKA (PUIBTPOB Ui OYUCTKH BO3AyXa M yinbTpaduoneroBoe obmyuenue. s
00e3BpEe)KMBAaHMUs  BO3/yXa B  aCENTUYECKOM OJIOKE YCTAHABIMBAIOT HEIKPAaHUPOBAHHBIE
6axrepunuaabie tamnbsl: HacteHHbIe (OBH-150), 6akTepunuansie tammel BYB — 25, BYB-30, BYB -
60 u3 pacuéra mourHocTH 2-2,5 BT Ha 1M3 00BeMa momelieHus, KOTOPYIO BKIIIOUYAalOT Ha 1-2 vaca
nepea HadajuoM paboThl MpW OTCYTCTBHH Jofei. [lepen BXomom B acenTHdeckuil OJIOK HA STOT
HepuoJl BEIIaloT TabJIMUKy «HE BXOAMTH, BKIKOYEHA OaKTepHLMIHAs Jamna». Bxox B nmomeuieHue,
r7Ie BKIIOYCHA HEIKPAHUPOBAHHAS OaKTEpUIMIHAS JIaMIla, pa3pemiaeTcs TOJIbKO Tocie e¢
OTKJIIFOYEHHS, a IIUTENbHOE NMpeObIBaHNE B YKa3aHHOM MOMEIIEHUH — TOJIBKO uepe3 15 MuHyT nocine
e¢ OTKIoueHus. B mpucyrctBUM mepcoHalla MOTYT 3KCIUIyaTHpOBAThCSl AKpPaHUpPOBAaHHBIC
OaKTepULIMIHBIE JIAMIIbl, KOTOPbIE yCTaHABJIMBAIOTCS Ha BbicoTe 1,8 - 2 M ¢ MomHocThIO B 1 BT Ha
IM3 momernieHus IpU YCIOBHM, YTO W3JIyU€HUE HE HANpaBICHO Ha JIIOAEH, KOTOpbIE HAXOIATCSA B
noMerienuu. Ilockonbky npu pabote GakTepUIMIHON JaMIlbl 00pa3yrOTCs OKHUCIBI a30Ta U 030H, TO
B IIOMENIEHUH HeoOXxoauMa pabota BeHTUIsIuu. Bee 00opyaoBanne U MeOeab KOTOpbIE BHOCSTCS B
acenTU4YecKuid  OJIOK,  MpeABApUTEIbHO  NPOTHPAIOT  BJIAXKHON  TPANKOM  CMOUYEHHOMH
Ne3UHPHUIUPYIOMIMM PacTBOPOM (Harpumep, pactBop xiopamuHa b 1 %, pactBop xmopamuna b 0,75
% c 0,5 % wmoromiero cpeacTsa, pacTBop nepekucu Boaopoaa 3 % c 0,5% moroiiero cpeicTsa u ap.).
Hcnonb3oBaHue B acenTUYECKOM OJIOKE IMOCTOPOHHEr0 000PYAOBaHUS CTPOro 3amperieHo. Y0opka
MIOMEIIEHUS TTPOBOJIUTCS HE Peke OJHOTO pa3a 3a CMEHY C HCIHOJIb30BAHHWEM JE3UH(PHUIMPYIOLINX
CPEICTB C MOCIEAYIOMUM YIbTpaduoieToBbIM oOnydeHrueM. OauH pa3 B HENETI0 B MOMEIICHUH
IPOBOJAT reHepalbHyto yoopky. Ilepen BXxogoMm B acenTudeckuil O6J0K JOJKEH JIeKaTh Pe3MHOBBIN
KOBPHK, CMOUYEHHBIN JI€3MH(QUIHPYIOIIUM PAaCTBOPOM. ACENTUYECKUI OJIOK OTHAEISETCS OT JPYIHX
NOMeLeHU nuIto30oM. Jluma, KoTopble NPUHMMAKOT Y4acTHE€ B NPUTOTOBIEHHM JIEKAPCTB B
aCeNTHYECKUX YCIOBHUAX, MPUICPKUBAIOTCA CTPOTUX MPAaBUJI JIMYHON TMTHEHBI: IPU BXOJIE B IILJIIO3
OJICBAIOT CIEIMATIbHYIO0 00yBb, MOIOT PYKH C MBIJIOM U IETKOU, IIOTOM J1€3UH(UIUPYIOT UX,

npotupast canderkod, cMoueHHOW OTuUiIoBbIM couproM 80 % KOHIIEHTpalUH, PacTBOPOM
xJyoprekcuauHa ourmokonara B 70 % cnupre stwinoBom win 0,5 % pactBop xjiopamuHa b npu
OTCYTCTBUH BHIIIENIEPEUNCICHHBIX CPENICTB, OJIEBAIOT CTEPHUIIBHBIN XanaT, 4-CIOWHYI0 MapieBYIO
MOBSI3KY, HIANOYKY (MPH 3TOM BOJIOCHI TIIATENBHO 3alpaBisioT), Oaxuibl. MapreBas MOBs3Ka
JIOJDKHA 3aMEHATBhCA Yepe3 Kaxasle 4 gaca. CaHUTApHYIO OJEXKIY, XalaTbl, Mapilio, U3JEIUs U3
TEKCTHJIS, BaTa CTEPUIIN3YIOTCSA B OMKCax B MApOBBIX cTepuiinzaropax npu tremmneparype 132 °C na
npoTtspkeHnn 20 munryT riw ipu 120 °C Ha mpoTspkeHUH 45 MUHYT B XpaHST B 3aKPBITBIX OMKCaxX HE
6onee 3 cyrok. OGyBb nepes Ha4yaIoM U OKOHYaHUEM paboThl 1€3MH(UIIUPYIOT BHEIIHE U XPAHAT B
norro3ax. Co3maHMe acenTHYecKHMX YCIOBHH B anTeKe NpeanojaraeT TakKe HCIOIb30BaHNe



CTEPHJIBHOTO BCIIOMOTaTEIIbHOTO MaTepuana, CPeACTB YKYMOPKH W YMNAKOBKH, CTEPHIU3AIHIO
BCIIOMOTATEIFHBIX U JICKAPCTBEHHBIX CPEJICTB, €CIIH OHH MOTYT OBITh MMPOCTEPUIIA30BAHBI.

4. B coorBerctBuu ¢ OPC.1.8.0001 - «JlexkapcTBeHHbIE ITpenapaThl alTe€YHOro0 U3roToBieHusD» ['D
XV npueMOYHBII KOHTPOJIb 3aKJII0YACTCSl B MIPOBEPKE MOCTYIAIONINX JEKAPCTBEHHBIX CPEICTB Ha
COOTBETCTBUE TPEOOBAHUSAM IO TIOKA3ATEIISIM:

«Onucanuey, «YmakoBKay, «MapKHpOBKay, a TAK)KE B IIPOBEPKE MPABMIBHOCTU O(pOpMIICHHS
COIIPOBOJIUTENILHBIX JOKYMEHTOB, BKJIIOYasl JOKYMEHTBI, MOJTBEPXKIAIONINEC KA4eCTBO
JIEKapCTBEHHBIX CPE/CTB.

5. JIefiCTBYIOIIMMU BEUIECTBAMH B COCTaBE M3TOTOBJICHHBIX IIA3HBIX Karelb SBISIOTCS pruOodIaBuH
(mpenapar ButamuHa B2) u kucinora ackopOuHoBas (mpenapar BuTamuHa C). OCHOBHasg LENb
NPUMEHCHHUS «BHUTaMUHHBIX» TJA3HBIX Kamellb HOpMalu3alys OOMEHa BEIIECTB POTOBHUIIBI
(Hapy>XKHOI 000JI0YKH TTIA3HOTO sI0JI0KA) M BHYTPEHHUX CPEJl TJ1a3a, MPEexk/Ie BCEro — XpyCcTalluKa.
[Toka3aHussMM K TPUMEHEHHIO W3TOTOBJICHHOTO JIGKAPCTBEHHOTO TIperapara SBJSIFOTCS: Q)
OpeaynpexIeHue HapYIICHUs ONTHYECKUX CBOWCTB POTOBHIBI M XpYCTajJHKa Ija3a B IpOLEcCe
CTapeHHs, a TAKXKE P COMATHYECKUX 3a00JICBAaHHSX, COMTPOBOKIAIONIUXCS TPYOBIMU HAPYIICHUSIMHI
CUCTEMHOTO MeTaboliu3Ma, Hampumep, MpH caxapHOM auabere/MeTaboIM4ecKoM CHUHOpoMme; ©O)
KOPPEKIIHsI YK€ COCTOSIBIIUXCS HAPYIICHHH ONTUYECKMX CBOWCTB POTOBHIIBI M XPYCTaJUKa TPH
KaTapakTe

3amanue 79. CuryarioHHas 3aqa4a

B anreky ropoaa B. oOparuiachk JKeHIIMHA ¢ PEIIETITOM HAa Ma3b, BHITUCAHHBIM Ha PELENTYPHOM
onanke gopmbl Ne 107-1/y, odbopMIeHHBIM B COOTBETCTBHHM C TPEOOBAHUAMU HOPMATHBHBIX
JIOKYMEHTOB.

Bosomu: Cynvpayuna-nampus 1,8
Boowr ouuwennoti 1 mn

Jlanonuna 6e3600mn020 1,2

Bazenuna 1,4

Macna sazenunosozo 0,6

Cmewaii. /laii. Obo3naus. I nazuas mase.

dapmaneBT B aCENTUYECKUX YCIOBUSAX B CTEPUIILHON CTYIKE U3MeNbUm cynbdanuia-Hatpus ¢ 0,6
CTEPHJIBHOT'O Ba3eJIMHOBOIO Maciia, 100aBUJI YaCTAMHU CTEPHJIbHBIN CILIaB Ba3eJIMHA C JAHOJIMHOM. B
KOHIIE J00aBUI MOpUUsMH | MJI CTEpUJIBHOW BOJBI, THIATENBHO SMYJIbIUpys. Ma3p mnepeHéc B
HIMPOKOTOPIIYIO CKJISHKY Ui OTIIYCKa, 3aKpbUl IJIACTMACCOBOM KPBIIIKONW. DTUKETKHU: «lna3zHas
Ma3b», «XpaHUTh B IPOXJIATHOM MecTe», «[[pUrOTOBIEHO B aCENTUYECKUX YCIOBUIX).

1. Tlepeuncnure TpeOoBaHUS K OOPMIICHHUIO peLIeTITa.

2. YKaxuTe CPOK XpaHEHHS TIa3HON Ma3H.

3. OueHHuTe NPaBUIBHOCTh TEXHOJOTUM U OCOOEHHOCTH O(GOPMIICHUS JIEKapCTBEHHOH (HOPMBI.
Ornpenenure Tyt 0CHOBBL. OTBET 0OOCHYMTE.

4. KaxoB nopsi0K OpraHu3aluy KOHTPOJIsS IpU OTITyCKe?

5. KakoBa ocHOBHas 11€7b MPUMEHEHUS U3rOTOBJIEHHOM r1a3HoM Ma3u? Kakoii u3

MEPEYUCICHHBIX ~ KOMIIOHEHTOB  HW3TOTOBJICHHOW TJIa3HOW Ma3u oOecredynBaeT OCHOBHOE
dbapmakoTepaneBTHYECKOE AeiicTBrE?

IIpasunvuoiii omeem:

1. B coorBerctBuu c Ilpukaz MunucrepctBa 3apaBooxpaneHust Poccuiickoii ®depepauuu oT
24.11.2021 Ne 1094n "O6 ytBepxkaenuu [lopsika Ha3HAYSHHS JIEKAPCTBEHHBIX MpeErapaToB, Gpopm
peLenTypHbIX OJIAaHKOB Ha JIeKapCTBEHHBIE NpenapaTsl, [lopsaka ohopMiieHns: yka3aHHbBIX OJaHKOB,
UX ydera U XpaHeHHs], HopM OGJIaHKOB PEIEeNTOB, COAEPKAINX Ha3HAUeHHE HAPKOTUYECKUX CPEICTB
WIM TICUXOTPOIHBIX BellecTB, [lopsaka X W3roTOBIEHUS, pacIpeleieHHs], PETUCTPALUU, yUeTa U
XpaHeHus, a Takxe [IpaBun opopmieHust G1aHKOB PELIENITOB, B TOM YHCIEe B (POpPME IEKTPOHHBIX
JIOKYMEHTOB"



yKa3aHHas peLenTypHas MPOMKCH BHIHUCHIBACTCS Ha OJaHKe

dopmer Ne 107-1/y. Ha penentypHOM ONaHKE CTaBUTCS INTAMI MEIAWIIMHCKOW OpraHU3aIllid C

yKazaHueM e¢ HauMeHOBaHus, aapeca U TenedoHa, nata Beimucku, D.J.O. mnanuenta u

MEIUIIUHCKOTO pabOTHUKA yKa3bIBACTCs MOJHOCTBIO, B rpade BO3PACT YKA3bIBACTCS KOJIMYECTBO

MOJIHBIX JIET.

B rpade «Rp» yka3piBaeTCs: Ha JJATUHCKOM SI3bIKE HAMMEHOBaHHE (DapMaleBTHUECKUX CyOCTaHIIUH,

KOJIMYECTBO, Ha PYCCKOM WM PYCCKOM U HAIMOHAJIBHOM SI3bIKaX CHOCOO MPUMEHEHUS

JIEKapCTBEHHOTO Mpernapara. Penent, moAnuceBaeTcst MEAUIIMHCKAM PaOOTHHKOM U 3aBEPSETCS €ro

JUYHOM MEeYaThIO.

2. B cootBerctBuH ¢ npukazom M3 PO ot 22 mas 2023r. Ne 2491 «O0 yTBep>KACHUN TPaBUII
U3TOTOBJICHUS U OTITYCKa JIEKApPCTBEHHBIX MPErapaToB sk MEJUIIMHCKOTO IPUMEHEHHS alTeYHbIMU
OpraHu3alUsIMH, UMEIOIIUMH JIMIIEH3UIO Ha (papMaleBTHUYECKYIO IS TebHOCTDY MPOJA0KUTEILHOCTD
XpaHEHus IIa3HoM Ma3u He Oonee 14 cyTok.

3. Cynbdanun HaTpus, cornacHo ['®, nerko pactBopuM B Boje. B mponucu ykazana 30% masb
(oOmast Mmacca Ma3u, COTJIACHO MPOMUCH,OT., CIIEAOBATENbHO, eCiu, 1.8 T' COCTaBIsSeT KOJIUYECTBO
cynbganuna-Hatpus, Masb 30%-as), moATOMY Cyiab(aluil HaTpus B KOIU4YecTBe 1.8 T pacTBOPSIOT B
1 M1 ropsiuelt CTepUIIbHON OYUILIEHHOHN BOJIBI. 3aTEM PaCTBOP AMYJIBIUPYIOT JJAHOJIMHOM O€3BOJIHBIM
1.2 r, no6aBnsaroT BazenuHoBoe Macio 0.6 T v Bazenuu 1.4 r

OcHoBa- H3MyJIbCUOHHAS.

®apMmareBT He COOMIOAaN JAHHYIO MOCIEIOBATENbHOCTh, Mo3ToMy JID mpuroroBiieHa HEBEPHO.
OcHoBHas sTukeTKa «l7a3Hasi Ma3by, NOMOJHUTEIbHBIE TUKETKH «XPaHUTh B HEJOCTYITHOM JJIs
neTeit Mecte», «XpaHUTh B 3aIIMIIEHHOM OT CBETa MECTe», « XPaHUTh B MIPOXJIATHOM MECTEY,
«IIpUroTOBIIEHO ACETITHYECKU».

4. B cootBerctBun ¢ O®PC.1.8.0001 - «JlexkapcTBeHHBIE Npenaparbl anTeuyHOro H3roToBieHUus» [O XV
KOHTPOJIIO TPU OTIYCKE JICKAPCTBEHHBIX TMPEMApaToB, MOJBEPraloTCs BCE H3TOTOBJICHHBIC JICKAPCTBEHHBIC
mpernaparsl, B paMKax KOTOPOTO

MIPOBEPSIETCSI COOTBETCTBUE:

a) YIAaKOBKH JIEKAPCTBEHHOI'O IMpernapaTa GU3NKO-XUMHUUYECKUM CBOICTBAM, BXOASIIUX B HETO
JIEKapCTBEHHBIX CPEJICTB;

0) yKa3aHHBIX B peLENTe WIM TPeOOBaHWU 03 HAPKOTUYECKHX CPENCTB, MCUXOTPOIHBIX,
CHUJIbHOJICMCTBYIOIIMX BEIIECTB BO3PACTY MAIlMEHTA;

B) PEKBU3UTOB pelIeNTa, TPEOOBaHUs CBEJICHHUSIM, YKa3aHHBIM Ha YIIAaKOBKE M3TOTOBIEHHOTO
JIEKapCTBEHHOTO Tperapara;

') MAPKUPOBKH JIEKAPCTBEHHOTO MIpernapaTa TpeOOBaHUSIM.

[Ipu BBISIBIEHMH OAHOTO M3 YKAa3aHHBIX HECOOTBETCTBUI M3TOTOBJICHHBIN JIEKAPCTBEHHBIN MpeEnapar
HE NOJJICKUT OTITYCKY.

5. OcHOBHasi 1€ TPUMEHEHHS] HW3TOTOBJIICHHOTO JIEKAPCTBEHHOTO TIpermapara — MECTHOE
aHTHOaKTepuaIbHOE (AHTUCENTHUECKOE) BO3/ICHCTBUE HA MATOTeHHYIO (IIOpPY, MAPa3UTHUPYIOILIYIO B
KOHBIOHKTUBAJILHON TIOJIOCTH, OTYACTH — HOCO-CJIC3HOM KaHaJe.

AnTHCcenTHuecKui 3¢ (eKT U3roTOBIECHHON II1a3HON Ma3u obecrieunBaeTcs CyabpaluIoOMHATPuUs B
e¢ cocraBe. Cynbdanui-HaTpusi — CHHTETHYECKOE aHTUOAKTEpHaIbHOE CPEICTBO TPYIIIBI
Cyib(paHUIaMUIOB C YMEPEHHON BBIPAXKEHHOCTHIO AHTUOAKTEPHATILHON aKTUBHOCTHIO.

OCHOBHBIM TIOKa3aHHWEM K IPHUMEHEHHWIO H3TOTOBIIEHHOTO JIEKApCTBa SIBISIETCS OaKTepHaTbHBIN
(THOWMHBIN) KOHBIOHKTHUBUT.

3ananue 80. CuryarionHas 3agada

B anrexy moctynui perent, BHITUCAHHBINA Ha peenTypHoM Osanke Ne 107-1/y:
Bozbmu: Hacmos mpaswr nycmoipuuxa 200 mn

Ananveuna 5,0

Hampus 6pomuoa

Maenus cynogpama noposuy no 4,0

Hacmouxu eanepuanvt 6 ml

Cmewaii. []ai. Obo3nauw. Ilo 1 cm. noscke 3 pasza 6 Oenw.



dapmarieBT oMecTui B nepdoprupoBanHbii mUaHHIAP dapdopoBoro uHGyHAUpHOTO cTakana 20,0
M3MEJIbYCHHON TPaBbl MyCThIPHUKA, 3a7Ti1 200 MJI BOJIBI OYMIIICHHOW W HACTauBaI: B MHOYHIUPHOM
annapare — 15 MUHYT (II€pHOJUYECKH MOMEIINBAs), B YCIOBUAX KOMHATHON TeMIieparypbl — 45
MUHYT. M3rOoTOBJIEHHBIN HACTOW OTXKal M MPOPMILTPOBAN B MOACTABKY. B MOIyd4eHHOM BOAHOM
U3BJICUCHUH PACTBOPUJ JIEKAPCTBEHHBIC BEIECTBA, BHOBH MPOQHIBTPOBAIB OTIIYCKHON (hJIaKOH U
nobaBwr 6 M HacTOWkM BajepwaHbl. DIakoH YKYMOpPWI IUIACTMAaCCOBOMIPOOKON ¢
HaBUHYHUBAIOMICHCS KPbIIIKOi. OdopMuI mpenapar K OTIYCKy, CHAOAMB STHKETKAMU:
«Buytpennee» ¢ Haanuceio «Mukctypay, «Ilepen ynorpedienuem B30anTbiBaThy. [IprkoHTpoIe
IIPOBU30P-AHATIUTHK OLICHUT KauyecTBO JIEKapCTBEHHOI'O npenapara
«HeynoBneTBOpUTEIBHOY.

Ilpumeuanue: Ke mpaswi nycmoipnuka = 2 mu/e.

1. Tlepeuncnure TpeOoBaHUS K OPOPMIICHHUIO PELIETITA.

2. VYKaxuTe CPOK JCHCTBUS U CPOK XpaHEHHsI peLieNTa B anTeke.

3. UTo mocHyXwio NPUYMHOW HEYAOBIECTBOPUTEIBHOW oleHKH? [IpoaHanu3upyiTe CHUTYyaIuio,
IanTe 3aKJII0UEHUE.

4. Tlo xakuM mMOKa3aTeNsIM MPOBOJAT MPUEMOUHBIN KOHTPOJb JICKAPCTBEHHBIX CPEICTB B
anTeke?

5. lTlopexomeHnyiiTe KJIMEHTYy anTeKd TOTOBbIE JIEKAPCTBEHHBIE CpPEACTBA C  LEJIbIO
(dapmakoTepaneBTUUECKONH 3aMEHbl BBINMCAHHOM MHUKCTYpbl. OOOCHYHTE CBOE NpeIoKEHUE,
COMOCTaBUB  HauOoliee BEpPOSTHYIO IleJib HA3HAYEHHUS  BBIMMCAHHOM  MHUKCTYpbl U
bapmakomoruaecknedpGeKTh TPEI0KEHHBIX BaMu JIekapCTBEHHBIX CPEJICTB.

IIpasunvnviii omeem.:

1. TpeboBanus k odopmieHuto penentoB npuseneHsl B [Ipukaz MuHucTepcTBa 3paBOOXpaHEHUs
Poccuiickoit ®enepanuu ot 24.11.2021 Ne 1094 "OG6 yrBepkaenuu llopsaka Ha3HaueHus
JIEKapCTBEHHBIX MPENapaToB, (POpM pelenTypHBIX OJaHKOB Ha JIeKapCTBEHHBIE penapatsl, [lopsaka
oopmieHHs yKa3aHHBIX OJIAHKOB, UX ydeTa U XpaHeHHs, popM OIaHKOB PELENTOB, COAEpKaIUX
Ha3HAuYeHHE HAPKOTHUYECKUX CPEACTB MM IICUXOTPOIHBIX BemlecTB, llopsiika MX H3TOTOBJICHUS,
pacrpesiesieHus], perucTpaiyy, yuetra u XpaHeHus, a Takxke [IpaBun opopmieHns 61aHKOB PEeLENTOB,
B TOM uucie B (popMe AIEKTPOHHBIX JOKYMEHTOB «PenentypHsiii 6sank gopmel 107-1/y» nomxen
CoJIepKaTh CIIEAYIOIINE OCHOBHBIE (0053aTeNIbHbIE) PEKBU3HUTHI:

-IITaMIT METUITMHCKON OpraHu3anuy (C ykazaHueM e€ HaMMeHOBaHUs, ajapeca U Tenedona);

-naty Beinucku perenra; @HO namuenTa (MOJIHOCTHIO) U €r0 BO3PACT;

-OUO menunuHCKOro paboTHHKA (ITOTHOCTHIO);

-HauMEHOBaHMe (Ha JJATUHCKOM S3bIKE) JIEKAPCTBEHHOTO MIpernapara, ero 103UpOBKY U KOJUYECTBO;
-ITOAPOOHBIH cITOCOO MPUMEHEHHUST Ha PYCCKOM WIIM PYCCKOM M HAIITHOHAJIBHOM SI3BIKaX

-[IO/NUCH U JINYHYIO TleyaTh METUIIMHCKOro paboTHUKa. Ha ofHOM GiaHKe MOKET ObITh BBIIMCAHO HE
6onee 3 JIII.

2. PerieniTel Ha JIEKapCTBEHHBIE TPETApaThl, BBIMHCAHHBIE Ha PEENTYpHBIX OnaHkax popmbl Ne 107-
1/y, neiictButensHbl B TeueHue 60 qHEl co AHs BhIMHMChIBaHUS. PernentypHblii 6mank ¢hopmbr Ne 107-
1/y He XpaHUTCS B an'TeKe

3. JlamHas MWMKCTypa U3rOTOBJIEHa HEYIOBJIETBOpUTENbHO. JlomylneHa omuOKka mpu  pacyere
KOJIMYECTBA BOJBI, Tak kKak KB. TpaBel mycTeipHuka = 2,0 MII/T, cleI0OBaTeIbHO, BOABI HEOOXOINMO
B34Th 240 ML

Kpome Toro, no craguu HactauBaHusi HeoOxonumo ¢apdopoBbiii HHOYHAUPHBIA CTaKaH MOJOTPETH.
ITocne pacTBOpeHMs JIEKAPCTBEHHBIX BELIECTB B HACTOE MHUKCTYpy HEOOXOIUMO (QHUIBTPOBATH B
MEpHBIH LUJIUHAP U MPU HEOOXOJUMOCTH JOBECTH BOJOW oumieHHOW A0 200 mul. 3aTeM MHKCTYpPY
NEPEeTUTh B OTIYCKHOM (pJIaKOH TEMHOTO

CTEKJIa, TOCJIEe Yero J00aBUTh B MOCIEIHIO ouepeab 6 Mi1 HacToiku Banepuansl. [Ipu odopmiieHnn
cienyer A00aBUTh MPEAYNPEIUTENbHYI0 HAMUCh: «XPaHUTh B MPOXJIAIHOM MECTe»; U «XpaHUTh B
3alMIICHHOM OT CBETa MECTE», «XPaHUTh B HEJOCTYIIHOM JIs1 JIETEH MECTEM.

4. B cootBerctBun ¢ ODPC.1.8.0001 — «JlekapcTBeHHbIE TpenapaThl anTeYHOro U3rotopiaeHus» I'd XV
IPUEMOYHBIA KOHTPOJb 3aK/IIOYaeTCs B IPOBEPKE IOCTYNAIOUIMX JIEKapCTBEHHBIX CpPEACTB Ha
COOTBETCTBHUE TPEOOBAHUSAM IO MTOKA3ATEISM:



«Onucanue», «Y1makoBka», «MapKUpOBKa», a TakKe B MPOBEPKE MPABWIBHOCTH O(GOPMIICHUS
COTPOBOJUTENBHBIX JOKYMEHTOB, BKJIIOYasl TOKYMEHTHI, OATBEPKIAIONINE KAaueCTBO JIEKApPCTBEHHBIX
CPEJICTB.

5. Bxopasgmme B cOCTaB BBIMMCAHHON MHUKCTYpbl HWHTPEAHEHTHl 00ECNeuMBAIOT BbIPAKEHHBIN
CelaTHBHBIN/yCIOKAUBAIOIIUI M aHajbreTHyeckuit/ooe3dommBatonmii 3¢ dektel.  Jlooutscs
AQHAJIOTMYHOTO (PapMaKOTEPANeBTUYECKOTO JACUCTBUS MOXKHO COYETAHHEM TOTOBBIX JIEKapCTBEHHBIX
npenapaToB, pa3pelICHHBIX K OTITYCKY B anTeke 0e3 peuenta Bpaya. Hampumep, BbpomenBan +
Meramuzon; Marne-B6 (vim anamorun) + MeraMu3oi1 1 p.

ITepcen, Ado6a3on- 00MaTalOT YCIOKOUTENBHBIM M ceaaTuBHBIM nelictBueM. BAJIOKOPMUI-
yCIIOKauBawlIlee U CHa3MoOJIMTHYecKoe (CHHMarollee cma3Mbl) cpeactBo. Ilpumenstor npu
CepACYHOCOCYAUCTHIX HEBPO3aX, COMPOBOXKIAIOIINXCS OpaauKapanei.

BAJIOKOP/IMH- mnpu HeBpo3ax ¢ MOBBIIIEHHON pPa3ApakUTEIbHOCTBIO, HEPE3KO BBIPAKEHHBIX
cnazMax (Cy)KEHHH IIPOCBETa) KOPOHAPHBIX (CEPIEUYHBIX) COCYAOB, TaxUKapAud (ydaleHHBIX
cepaeOneHnsx), OECCOHHUIE, PAaHHUX CTAIUAX TUNEPTOHUYECKOW OO0JIe3HH (CTOWKOM TMOBBIIICHUU
apTepHaJIbHOTO JaBIICHUS) U ClIa3MaxX KUIICYHUKA.

HOBO-ITACCUT - xoMOMHHMpOBaHHBIN Ipenapar, COCTOSIIMM M3 KOMIUIEKCAa 3KCTPAaKTOB U3
JEKapCTBEHHBIX pacTeHuii u rBaiipeHe3nHa. Okxa3piBaeT cenaTUBHOEe (yCIOKauWBamoliee) U
AHKCHUOJIUTUYECKOE (IpOTHUBOTPEBOKHOE) JICHCTBUE. Jlerkue bopmbl HEBPACTEHUH,
COTMPOBOXKAAIOIINECS PAa3APaXKUTEILHOCTbIO, TPEBOIOM, CTPAXOM, YCTAJlOCTbIO, PACCESIHHOCTHIO,
HapyIIECHHEM NaMsTH, TICHXHYECKUM HCTOLICHHEM; JIETKUE (JOPMBI pACCTPONCTB CHA; TOJOBHBIE 00N,
00yCIIOBJIICHHbIE HEPBHBIM HAMPSKEHHWEM; MUTPEHbB; MOBBIIICHHAS HEPBHOMBIIIECYHAS BO30YAMMOCTH;
KJIMMAKTePUUECKUI CUHAPOM; (YHKIHMOHAJIBHBIE 3a00JICBaHHUS IKEIMyJOYHO- KHIIEYHOTO TpaKTa
(IMCTIeTICHYECKUI CUHAPOM, CHHAPOM "pa3paKEHHOTO KUIIICYHUKA").

3ananue §1. CuTyanmoHHast 3aa4a

B penenTypHO-IpONU3BOJACTBEHHBIN OT/EI alTeK! MOCTYIIII PEUENTYPHBIH OJIaHK (OPMBI
Ne 148-1/y-88:

Rp.: Amyli

Zinci oxydi

Talciana 1,5

Aquae purificatae 25 ml

Glycerini 5,0

Spiritus aethylici 5 ml

Misce. Da. Signa. Brupats B KOy CTOII.

ACCHCTEHT M3rOTOBMII JIGKAPCTBEHHYIO (POPMY, YKYIOPHI U 0QOPMHI K OTIYCKY,
cobmro1ast TpeOOBaHMsI HOPMAaTHBHOM MPAaBOBOM JJOKYMEHTAIHH.

1. Tlepeuncnure TpebGoBaHMS K OPOPMIICHHIO PEIIETITA.

2. KakoB nmopsiok mpeaMeTHO-KOJINIECTBEHHOTO Y4ETa 3TUIIOBOTO CITUpTa?

3. /aiite onpenenenue U AUCIEPCOIOTHUECKYIO XapAKTEPUCTUKY U3TOTOBIEHHON

nexkapcTBeHHOU (hopmbl. Kakoit 3aK0H JIEKUT B OCHOBE TEOPETHUECKOTO 0OOCHOBAHUS TEXHOJIOTUN?
HazoBure MeToq U3roToBIIEHUS.

4. HopmupyeTcs JH OTILyCK HHTPEIHEHTOB, BXOSIIUX B COCTaB PELENTYPHON MPOMUCH, U3 aTeKH?
5. Kakue dapmakonornueckre 3¢ heKTbl XapakTepHbI ISl BXOASIINUX B COCTaB

M3TOTOBJIEHHOT'O JIEKAPCTBEHHOTO IpenapaTa HHIPEIUEHTOB?

C kako# 1eNTbI0 U3TOTOBJICHHOE JIEKAPCTBO MOKET OBITh MPUMEHEHO?

[IpaBUIBHBIN OTBET:

1. B cootBerctBuu ¢ IIpuka3 MunucrepctBa 3apaBooxpanenust Poccuiickont @enepanuu ot 24.11.2021
Ne 1094n "OO0 ytBepxknaenuu Ilopsaka Ha3HaueHUs JIEKAPCTBEHHBIX MpenaparoB, GOpM pelenTypHbIX
ONaHKOB Ha JieKapcTBeHHbIe mpemnapatel, [lopsaka opopmieHHs yKa3aHHBIX OJaHKOB, MX ydeTa M
XpaHeHus, @QopM OJaHKOB pELENToB, COAEpX AIIUX Ha3HAUEHUE HAPKOTHUYECKUX CPEACTB WIH
IICUXOTPOIHBIX BellecTB, [lopsaka X U3rOTOBIIEHUS, PACIIPEAEICHUS, PETUCTPALIMY, YUETa U XPAaHEHMS],



a Ttake IlpaBun odopmieHuss OJIaHKOB peHEenToB, B TOM 4Hciae B (OpMe 3JIEKTPOHHBIX
JIOKYMEHTOB"3TUJIOBBIM CIUPT (MOJICKUT TMPEAMETHO-KOJMUYECTBEHHOMY YYETY B COOTBETCTBHUHU C
npukazoM M3 P® ot 22.04.2014 r. Ne 183H) BeImuchIBaeTCsS Ha perentypHoMm Onanke ¢opmbl N 148-
1/y-88, KOTOpBIN JOJKEH UMETh HOMEDP U CEPHIO.

Peuentypusrii 6;1ank Gopmbl 148-1/y-88 O0s3aTenbHbIe PEKBUZUTHI:

1.IITamn MO ¢ ykazaHuem HauMeHOBaHUs, ajapeca u Tenedona 2.M. 1.0 mea.paboTHIKA (TTOJTHOCTHIO)
3.®.1.0 nauuenra (moaHocThio) 4.Bo3pacT nanuenTta (Koja-BO MOJIHBIX JieT) S.J[ata BBIMKMCKU pelernta
6.HaumenoBanue JII1 na natunckom sizbike 7.Jlo3upoBka, kos-Bo JITT

8. Crioco6 nmpuMeHeHHs

9. llonmuce u MuyHas neyaTh Me.paboTHHUKA J[OTOTHUTENbHBIE PEKBU3UTHI:

1. Cepus u Homep OnaHka

2. Homep kapthl (uctopuu nanuenta) 3.Ileqars 1ist perentos

Cpok nerictBus-15 nueit. Cpok xpaHeHusi-3 roga

2. Coupt 3TUnoBbIi cornmacHo 964 Ilocranosnenuto IlpaButensctBa PO «O0 yTBEepKICHHHM CIHCKOB
CHWJIBHOJECMCTBYIOIIMX M SJAOBUTHIX BELIECTB, a TAaKXE KPYINHOTO pa3Mepa CHIbHOAECHCTBYIOIIMX
BEIIECTB» OTHOCHUTCS K SIZIOBUTHIM BEILIECTBAM.

Cornacuao Ilpukazy M3 P® Nel83n «llepeuens JIC nisi MEIUIMHCKOTO NMPUMEHEHHS, MOJICKAIINX
[TKY» BxoauT Bo 2 paszjen.

Yuér BemyT B JKypHalle, YTBEpKACHHBIM mpukazoM M3 P®D Ne378x «OO0 yTBEepKICHHH IPaBHI
pPErUCTpalluK OIEepaluii, CBS3aHHBIX C OOpalleHHeM JIEKaPCTBEHHBIX CPEICTB ISl MEAMIIMHCKOTO
IPUMEHEHHUS, BKJIIOYEHHBIX B IEPEUYCHb JIEKAPCTBEHHBIX CPEIACTB JUIsl MEIULHUHCKOIO NPUMEHEHMS,
MOJJICKAINX TMPEAMETHO-KOJIIMYECTBEHHOMY y4eTy». CorimacHo NaHHOMY IMpHKaszy, KypHal ydera
JIOJDKEH OBITH COPOIIIOPOBAH, NMPOHYMEPOBAH M CKPEIUICH MOJNKMCHI0O PYKOBOIHUTENS FOPUANIECKOTO
JUIA ¥ NIeYaThi0 IOPUANYECKOTO JIUIA. 3aliCH B XKypHalle y4eTa IPOU3BOISTCS JIMIIOM, OTBETCTBEHHBIM
3a UX BEICHUE W XpaHEHHE, IAPUKOBOH PYyYKOW (YepHWIIaMH) B KOHIIE pabodero JHsS Ha OCHOBaHHUU
JIOKYMEHTOB, MOATBEPKAAIOIINX COBEPIICHNE ITHX OIepalyii (B JaHHOM cllydae

— peuenta). JIOKyMeHTbl WJIM UX KOIIMHU, 3aBEPEHHBIE B YCTAHOBJIEHHOM IIOpSJIKE, MOJIIMBAIOTCS B
OTJICNbHYIO MAIKy, KOTOpas XpaHUTCS BMECTE C COOTBETCTBYIOIIUM XypHaioM yuera. McnpaBneHus B
KypHaJIax PErucTpalnyy 3aBepsoTCS IMOJNUCHIO JIMLA, OTBETCTBEHHOI'O 3a MX BEACHHUE M XpaHEHUE.
[loguucTKu M He3aBEpPEHHBIE MCIPABICHUS B KypHAJlax PErvCTpallMM He JomnyckaroTcs. Ha mocnennee
YHUCIIO KaXKJOro MecsIia JIMIO, YIIOJHOMOUYEHHOE Ha BEJCHHE U XpaHEHUE KYpPHAJIOB ydeTa, IPOBOIUT
CBEpPKY (DaKTHUECKOTO HAM4Us JICKAPCTBEHHBIX CPEJCTB C MX OCTATKOM IO XYpHaldy yueTa M BHOCUT
COOTBETCTBYIOILIME 3alUCU B JXypHan ydera. JKypHasl XpaHUTCS B MeraimdeckoM mkady (ceiide),
KJIOYU OT KOTOPOT'O HAaXOATCs Y JINLA, YIIOJIHOMOUYEHHOTO Ha BEJICHUE U XPaHEHUE JKypHala y4eTa.

3. Brinucana cycneH3usi — *uaKas JeKapcTBEHHas opMma,  IPEACTaBIISIONIAs COOONW TeTepOreHHYIo
JUCIIEPCHYIO CUCTEMY, COAEpXKAILYI0 OIHO WM HECKOIbKO TBEPIABIX JEHCTBYIOIIMX BEIIECTB,
pacrpeieNiCHHBIX B JKHJIKOM AMCTIEPCUOHHOMN cpene. JlaHHas CyCHeH3usi COCTOUT M3 JIUCIIEPCHOHHON
cpensl (BOIBI, TIUIEPUHA, CNUpPTa) W aucnepcHo das3wl (wactun TBEpAbIX JIB, mnpakTruecku
HEPAaCTBOPUMBIX B JAHHOW KHUJAKOCTH).

CycrnieH3uu ToTOBAT JIByMsI cHOcO0aMu: TUCIIEPCHOHHBIM U
KOHJECHCALMOHHBIM. JlaHHas cycneH3us U3 THIPO(UIBHBIX BEIIECTB JIOJKHA OBbITh MPUTOTOBJIEHA
JMCTIEPCUOHHBIM METOJIOM ITYTEM MPOCTOr0 TUCIEPIUpOBaHUs 0e3 CTabMIIn3aTopa, Tak Kak BXOJSIIUE B
COCTaB TaJIbK, LIMHKA OKCHUJI M KpaxMaJ SIBJISIOTCSA TUApOPMIbHBIMU HeHaOyxaromumMu. B cycnensusx u3
UIpOGUIBHBIX BEIIECTB HAa IMOBEPXHOCTHU YaCTHUI] 0Opa3yercss TUApPATHBINA CIOW, oOecredynBaromuit
YCTOHYMBOCTh cHUCTeMBbl (3akoH C(CTOKca, YKa3bIBAIOIIMKA Ha BO3MOXKHOCTh M3MEHEHMs (PaKTOpOB,
NOBBIIIAKOIINX YCTOMYNBOCTh CUCTEMBI).

W3menpyeHre mpoBOAAT C HMCHOJIb30BaHUEM IpaBWia JlepsrnHa, Ha OCHOBaHMHM KOTOPOTO K
U3MENBbYCHHBIM BellecTBaM (IO IMpaBHJaM IPHUTOTOBJIEHUS IMOPOIIKOB) T00ABIAIOT JUCIIEPCHOHHYIO
cpeny (THIIEPUH) OKOJIO Y2 OT MAaccChl BEMIECTB JUCHEPCHOW (ha3pl C IEIbI0 00eCIeueHus
PacKIMHMBAIOIIETO JEHCTBUS, NEPEMEIINBAIOT MIECTUKOM, INOJIy4as TOHKYIO IyJbIly. 3aT€M K ITyJIbIie
J00aBJISIOT OCTaBLIeeCs] KOJUYECTBO IIIMIIEpUHA, a 3aTeM pa30aBisioT BOJIOM B 2-3 mpHueMa, akKypaTHO
HepeHocs: B OTIYCKHOHM (pr1akoH Mpo3pavHoOro crekia. B mocienHiow ouepeab K FOTOBOM CyCIIEH3UU BO
¢nakon pobammsitoT 5 man 90% cnupTta. YKyHOpuBarOT NpOOKOW M HABUHUYMBAIOLIEHCS KPBIIMIKOM,
BCTPSAXHUBAIOT U O)OPMIISIIOT K OTITYCKY.

4. B cootBerctBuu ¢ npuxkazom M3 P® ot 22.04.2014 r. Ne 183H «OO0 yTBEpKIACHUM IEpPEUHS
JIEKaPCTBEHHBIX CPEACTB JUUISI MEAULIMHCKOIO IPUMEHEHMS], TOAJIEKAILUX PEAMETHO- KOJIMUYECTBEHHOMY



YUETY» CIOUPT ATHJIOBBIA MOAJEKUT IPEIMETHO-KOJIMUYECTBEHHOMY YUETY.

-1I0 pEeLeNTaM, BBINUCAHHBIM BpadaMH C HaAMHChIO: «J/lIs HajgoXeHUs KOMIpeccoB» (C yKa3zaHUEM
HEO0OXO0IUMOT0 pa3BeieHus BOI0H) nin «J{ist 00paboTku Koxwm» — 10 50 TpaMMOB B UHCTOM BHIE;

-110 pelenTam, BHIIUCAHHBIM BpayaMH Ha JIEKapCTBEHHYIO MPOMHUCh UHIUBUIYATbHOTO U3TOTOBICHUS —
10 50 rpaMMOB B cMecCH;

-110 peLernTaM, BHIITMCAaHHBIM BpauaMy Ha JIEKAPCTBEHHYIO MPOMUCHh WHANBUAYAIBHOIO U3TOTOBJICHUS C
Haanucblo «[lo cnenuanbHOMY Ha3HAYEHHIO», OTIENbHO 3aBEPEHHOH MOANMCHIO Bpaya U I€YaThIO
MEAMIIMHCKON opranu3auuu «Jljis peuentoB», JUisi OOJIBHBIX C XPOHUYECKHUM TE€UEHHEM OO0JIE3HH — JI0
100 rpaMMOB B CMECH U B YUCTOM BHUJIE.

5. Kpaxman mpumensiercss B KadecTBe OOBOJAKMBAIOLIEIO CPEACTBa, HAPYKHO (B BHUJE IPUCHIIOK U
IyJp C OKUCBIO IUHKA, TAJIbKOM U T. I1.).

[luaka oOKcuA - TPOTHUBOBOCHAIMTEILHOE MECTHOE CpPEICTBO, OKa3blBaeT MOJCYUIMBAIOLIEE,
ajicopoupyrolee, BKyIIee U aHTUCEITUYECKOE JICHCTBHE.

Tanbk Oka3bIBaeT MOJICYIIMBAIOIIEE U 0OBOJIAKHUBAIOIIEe ACHCTBUE.

I'muuepuH criocoOCTBYET 3aKUBICHUIO paH Ha KOXKE.

B MenuuuHCKON MpakTHUKE CHOUPT OJTUJIOBBIA MPUMEHSIOT MPEUMYIIECTBEHHO KaK HapyXHOe
aHTHCenTHUYeCKoe (00e33apaXMBAOIIEE) U Pa3IpaXkaroliee CPEACTBO JUIsi 0OTHPAaHU, KOMIIPECCOB U T.
. JlaHHOE JIeKapcTBO MOKET ObITh MPUMEHEHO MPH JePMaTUTAX.

3anmanue 82. CuryarioHHas 3a1a4a

B anreky noctynui penent Ha JeKapCTBEHHBIN IIpenapar:
Rp: Dimedroli 0,02

Rutini 0,02

Calcii gluconatis 0,1

Acidi ascorbinici 0,3

Acidi acetylsalicilici 0,5

D.t.d. M 10

Signa.llo 1 nopowxky 3 pasa 6 Oenbw.

1. JlaiiTe XapakTepUCTHUKY JEKapCTBEHHOTO IpenapaTta, BBIIUCAHHOTO B PELENTE, MPEAIOKHUTe
MOKAa3aHUs K €ro MPUMEHEHUIO U 0XapaKTepU3yHTe JIeKapCTBEHHYIO (OpMy.

2. VYkaxuTe NOpSAOK U TMOCIEI0BATENbHOCTh JEHCTBUH NpHU MPUTOTOBIEHHHM JITAHHOTO
JeKkapcTBeHHOro nmpemnaparta. OOocHyiiTe mnpuunHy Bammero BbiOopa TEXHOJOTHH
M3rOTOBJIEHMs Nopolka. KakoBel mpaBuia 3aroIHEHUs MAacopTa MUCbMEHHOTO KOHTPOJIS:
JUISL YETO OH HYXEH,KOTJja U KEM 3arOoIHSIEeTCsl, KEM IIPOBEPSAETCS, CKOJIBKO XPaHUTCA?

3. OmpenenuTte 1enecooOpa3Hble BUbl BHYTPHANTEYHOT0 KOHTPOJIs. B uéM oHu 3akirodarorcs?

4. Kakum 006pazom 0pOopMIISIFOTCS pe3yNbTaThl 00513aTEILHOI0 BHYTPHUANTEYHOTO KOHTPOJIS?

5. Kaxum o0Opa3oMm ynakoBbIBaeTcs 1 ohopMIisieTcs: JaHHbIN JIeKapCTBEHHBIH Mpenapat?

Ilpasunvnwviii omeem:

1. Bemwucana TJI® pacnpenenuTenbHbIM CHOCOOOM, MpeAcTaBisAomas coO0M  CIIOKHBINA
JIO3WPOBAHHBIM NOPOUIOK JJII BHYTPEHHErO0 NpUMEHEHUs. [laHHBIM JIEKapCTBEHHBIM Ipernapar
oOmien3BecTeH Kak AHTUrpUnnuH. DapMakoJOrHueckoe JAEHCTBHE — JKapOIOHIIKAIOIIEE,
aHaJbresupyrouee, MnpotuBoaiepruyeckoe. Ilokazanuss — UHGEKINOHHO-BOCTIATUTEIbHbBIE
3aboneBanus (OPBU, rpumm), compoBoxaarolyecs IMOBBIIICHHON TeMIepaTrypoid, 03HOOOM,
rOJIOBHOU 00Jbt0, OOJIIMU B CyCTaBaxX M MBIIIIAX, 3aJ0KEHHOCThIO HOCA U OOJSIMH B Tropiie U
nasyxax Hoca.

2. B cootBerctBue ¢ O®DC.1.4.1.0010.15- «Ilopomku» I'd XV wu3MeHeHHEe W CMEIIMBaHUE
MOPOLIKOB OCYIIECTBIISAETCS IMyTeM J00aBJIEHUS MOCIEJOBATEIbHO HWHIPEAMEHTOB OT MEHBIINX
KOJIMYECTB K OOJIbLIIMM KOJIMYECTBAM B IPEIBAPUTENIbHO 3aTepTOil cTynke MHAU(QPEpeHTHBIM B
(apMaKoIOrH4eCKOM OTHOIIEHUH BCIIOMOTraTeabHbIM BemmecTBoM min JIC ¢ cobumoieHreM moTephb.
[lepBbIM B CTYNKY J0OABISIOT allETUICATUIIIOBYIO KHCIOTY, UM 3aTHPAIOT HOPBI CTYINKY, MOCIE
nepemMenaT Ha OymMaxHyro Karcyny. [lanee BemecTBa 100aBiIsIOT 10 NPUHIUITY OT «MEHBILET0 K
OombiieMy». B mpenBapuTenbHO 3aTEPTYIO CTYNKY 100aBisoT pyTHH 0,2, KUCIOTY aCKOPOMHOBYIO
3,0, KUCIIOTY aleTUIICAIMLINIOBYIO OCTaBIIEECS KOJINYECTBO. B OTENbHON CTyNKE 3aTHPAIOT MOPHI



cTynku KanbuueM rmokonata 0,1 u poGasmstor aumenpon 0,02, uamensyarot. [Ipu nzrorosneHnu
JIEKapCTBEHHBIX IPEnapaToB, B TOM YHCJIE IO pelentaM M TpeOOBaHUSAM, a TakXKe B BHJE
BHYTPUANTEUYHON 3aroTOBKM, 3aIlOJIHAETCS MAacHopT IHCbMEHHOTO KOHTPOJS, B KOTOPOM
yKa3blBAIOTCA: @) JaTra HW3TOTOBJIEHMs JICKApCTBEHHOIO IpenapaTta; 0) HOMep pelenrta Hiu
TpeOOBaHUs; B) HAMMEHOBAHNUE MEAMIIMHCKON OpraHU3alH, Ha3BaHUE OTAEJEHUS (IpU HAJIUYUN);
HOMEp CEpUH, KOJUYECTBO B CEPUU - Ul JIEKAPCTBEHHBIX IIPENApaToOB B BHJE BHYTPUANTCYHON
3aroTOBKH; I') HAUMEHOBAHUS B3STHIX JEKAPCTBEHHBIX CPEJICTB M MX KOJIWYECTBA, CTENIEHb B3STBIX
rOMEOIIaTHUECKUX pa3BEIEHUI MM TOMEONaTUYeCKUX CYOCTaHLUM, YUCIIO 1103, MOJMMCHU JIUL,
W3TOTOBUBIIETO, pachacoBaBIIET0 W MPOBEpUBIIETro jekapcTBeHHyo (opmy. TIIK 3anomasercs
Cpa3y I0CJI€ U3TOTOBJICHUS JIEKAPCTBEHHOIO IIpernapara, ¢ yKa3aHUEM JIEKAPCTBEHHBIX CPEICTB Ha
JATUHCKOM $I3BIKE, B COOTBETCTBHUM C IIOCIIEOBATEIBHOCTBIO TEXHOJIOrnyeckux omnepanui. IIIIK
XpaHATCA B TEUEHHUE [BYX MECALIEB CO JHSA M3TOTOBJICHUS JIEKAPCTBEHHBIX IIpenaparoB. Bce
pacueTsl Ul W3TOTOBJIEHMUS JIEKAPCTBEHHOI'O IIpernapara IPOU3BOJATCS 10 H3TOTOBIICHUS
JIEKapCTBEHHOT'O Ipeapara 1 3alMChIBAIOTCS B TACIIOPTE MMCBMEHHOTO KOHTPOJIS.

W3roroBreHHbIE JEKApCTBEHHBIE MpeEnapaThl, peuenTsl U TpeOOBaHMUs, MO KOTOPHIM H3TOTOBJICHBI
JICKapCTBEHHBIE IIpEnaparhl, 3allOJIHCHHbBIE I1ACIIOpPTa IMUCBbMEHHOTO KOHTPOJS IEpPEAaroTCs Ha
IPOBEPKY TMPOBH30DPY, BBINOJIHIIOMIEMY KOHTPOJBbHBIE (DYHKIUH IMPH W3TOTOBICHHH W OTIYCKE
JIEKapCTBEHHBIX IpenapaToB. KOHTposib 3akiarodaercs B IPOBEPKE COOTBETCTBHUS 3allUCEN B
[acropTe MHCbMEHHOIO KOHTPOJISI HAa3HAUYEHUsSM B pelenTe Wi TpeOOBaHWM, NPABUIBHOCTU
IIPOM3BENECHHBIX pacyeToB. Eciu NpoBU30pOM-aHAIUTUKOM IPOBEACH IOJHBIM XMMHYECKHH
KOHTpPOJIb KauecTBa M3IOTOBJICHHOI'O JIEKAPCTBEHHOr'O Ipenapara, TO Ha MaclopTe MUCbMEHHOIO
KOHTPOJISI IPOCTABJIAETCSI HOMEP XMMHUYECKOI0 aHAJIN3a U NOAIUCH IIPOBU30pa-aHAIUTUKA.
XpaHUTCS B TEUEHUE 2-X MECSIIEB.

3. B cootBercTBum ¢ ODC.1.8.0001 — «JlekapcTBeHHBIEC IpENapaThl AIITEYHOTO H3TOTOBJICHUS

I'o Xv

KoHTponp kauecTBa M3roTaBIMBAaEMbIX U  M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB
OCYILIECTBIISIETCS TOCPEJCTBOM: MPUEMOYHOIO KOHTPOJS,, MHUCbMEHHOIO KOHTpPOJS, OMPOCHOIO
KOHTPOJISl, OPraHOJENTUYECKOTO KOHTPOJS, (PU3NYECKOIO KOHTPOJS, XMMUYECKOIO KOHTPOJI,
KOHTpPOJISI TpU OTIYCKE JIEKapCTBEHHBIX IpernapaToB. Bce M3roTOBIEHHBIE JIEKAPCTBEHHBIE
npenapaTtbl TOJJIeKAT 0053aTebHOMY HUCHbMEHHOMY, OPIaHOJIENTHYECKOMY KOHTpPOJIIO MpHU
ornycke. IlucpMeHHBIH KOHTpOJb: WM3roTOBIEHHBIE JIEKAPCTBEHHBIE IpernapaThl, peUenTshl U
TpeOOBaHUs, MO KOTOPHIM M3TOTOBJIECHBI JIEKaPCTBEHHBbIE MpenapaThl, 3alOJHEHHbIE MacropTa
MUCBbMEHHOTO KOHTPOJISl MEpeNaloTcs Ha MPOBEPKY MPOBU30DPY, BBHIMOIHSIOUIEMY KOHTPOJBHBIE
(GYHKLIMU NPU U3TOTOBJIEHUHM U OTIYCKE JIEKAPCTBEHHBIX NpenapaTtoB. KoHTposb 3akitouyaercs B
IIPOBEPKE COOTBETCTBUS 3alMCEeN B MACMOPTE MUCbMEHHOI'O KOHTPOJIS HA3HAYEHUSIM B pelenTe Win
TpeOOBaHUH, TPABUILHOCTH MTPOU3BEACHHBIX PAaCUETOB.

OnpocHblil KOHTPoJib: ONpPOCHBIM KOHTPOJIb OCYIIECTBISETCS BHIOOPOYHO M NPOBOJUTCS IOCIIE
U3roToBNEHUS (hapmaneBTOM (IIPOBU3OpPOM) He Oojee NATH JeKapcTBEHHBIX (opm. Ilpu
IPOBEJCHUHN OMPOCHOIO KOHTPOJII MPOBU30POM, OCYIIECTBISIONIUM KOHTPOJBHYIO (DYHKIIHIO,
Ha3bIBACTCsI IEPBOE BXOAIIEEB COCTAaB JIEKAPCTBEHHOTO IIpenapara JEKapCTBEHHOE CPEICTBO, a B
JIEKapCTBEHHBIX IMpenaparax CIO0XKHOT0 COCTaBa yKa3bIBACTCS TaKkKe €ro KOJIMUYECTBO, IOCJE Yero
(dapmarieBToM (IPOBU30POM) YKa3bIBAIOTCS BCE MHBIE MCIIOJIb3yeMbIE JIEKAPCTBEHHBIE CPEJICTBA U
ux kommdectBa. OpraHonenTuyeckuil KOHTPOJib: OpraHoNenTUYecKud KOHTPOJIb —SBIISETCS
00s3aTeNIbHBIM BUZIOM KOHTPOJSI M 3aKJIIOYaeTcss B IPOBEPKE JIEKApCTBEHHOTO Ipernapara Io
BHEIIHEMY BHUIY, 3alaxy, OJHOPOJHOCTH CMEUIMBAHUS, OTCYTCTBUIO MEXAHUYECKUX BKIIOUEHUH B
KHUJIKUX JIeKapcTBeHHBIX (popmax. Ha BKyc mpoBepstoTcss BHIOOPOYHO JI€KapCTBEHHBIE (DOPMBI,
npeaHa3HayeHHble 1 aered. dusznyecknii KOHTpoJb: DU3NYECKHA KOHTPOJIb 3aKIIOYaeTcs B
IpoBepKe 00111ei Macchl WM 00bEMa JICKapCTBEHHOT'O TpenapaTa, KOJIUYecTBa U MacChl OTIEIbHBIX
1103 (He MeHee TPEX 7103), BXOJAIIUX B JIEKapCTBEHHBIH Mpemnapar.

XVMMUYECKUN KOHTPOJb: XMUMHUUECKUN KOHTPOJIb 3aKJIIOYAETCSl B OLICHKE KaueCTBAa M3TOTOBJICHUS
JIEKapCTBEHHBIX IMIpernapaToB IO IOKa3aTelasiM: * KaueCTBEHHBIM aHaln3: MOIJMHHOCTD
JEKapCTBEHHbIX  CPEACTB; *  KOJMYECTBEHHBI aHaIN3: KOJIMYECTBEHHOE  OIpeJiesIeHUe
JIEKapCTBEHHBIX cpeacTB. i MpoBeNeHUS XHMHUYECKOTrO0 KOHTPOJS 000pyAyeTcsl CHelHaTIbHOe
pabodyee MeCTO, OCHALICHHOE HEOOXOAMMBIM O000pyJOBaHHEM, HNpUOOpaMM U peakTHBaMH,
o0ecrie4eHHOe JIOKyMEHTaMH B 00JacTH KOHTpOJIA KayecTBa U CIPaBOYHOM JIUTEpaTypoOi.
KonTpons npu ormycke: KoHTpoito npu oTHycke J€KapCTBEHHBIX MPENapaToB MOJBEPratOTCs BCE



H3TOTOBJICHHBIC JICKAPCTBCHHBIC IIPCIIAPAThI, B paMKaX KOTOPOIro

IPOBEPSETCSI COOTBETCTBHE: a) YNAKOBKU JIEKAPCTBEHHOrO IIpenapara (QU3MKO-XMMHUYECKUM
CBOWCTBaM, BXOSIIMX B HETO JIEKAPCTBEHHBIX CPEICTB 0) yKa3aHHBIX B pELENTe WM TpeOOBaHUU
7103 HApKOTHYECKUX CPEZICTB, IICUXOTPOIHbIX, CUIbHOACHCTBYIOLINX BEILECTB BO3PACTY NAllUEHTAa;
B) PEKBHU3UTOB peLeEnTa, TPeOOBAHMS CBEACHUSM, YKAa3aHHbIM Ha YIAKOBKE H3TOTOBJIEHHOI'O
JIEKapCTBEHHOT O Mpernapara; I') MapKUPOBKHU JIEKAPCTBEHHOTO IIpernapara.

4. B cootBerctBuu ¢ OPC.1.8.0001 — «JIekapcTBEeHHBIE IpENapaThl alTEYHOTO U3TOTOBICHUS

I'ed XV

pe3yabTaThl  OPraHOJIENTHYECKOro, (U3MUECKOT0 W XHMHYECKOTO KOHTPOJISI HM3TOTOBJICHHBIX
JEKapCTBEHHbIX  IpENapaToB  PErUCTPUPYIOTCS B JKypHajle  PpEerucTpaluud  pe3yibTaToB
OpPraHOJIENTUYECKOTO, (U3UUYECKOTO M XUMHUYECKOTO KOHTPOJS JIEKaPCTBEHHBIX IPETaparos,
U3rOTOBJICHHBIX IO peuentaM, TpeOOBaHMAM M B BUAE BHYTPHANTEYHOH  3aroTOBKH,
KOHIICHTPUPOBAHHBIX PAcTBOPOB, TPUTYpPALMi, CIUPTa STHIOBOIO W (DACOBKM JIEKAPCTBEHHBIX
cpeacts. JKypHan poikeH OBbITh IPOHYMEpPOBAH, MPOIIHYPOBAaH U CKPEIUIEH MOJIHUCHIO
PYKOBOJIUTENSl alTeYHON OpraHu3aluy (MHIUBHIYaJIbHOTO MPEINpUHUMATEN) M Ie4arbio (Tpu
HaAJIMYMHY NleyaTH). B TaHHOM jXypHalle yKa3bIBalOTCs CIEAYIOIINE CBEICHUS:

a) JaTa OCYILIECTBICHHS KOHTPOJISL U HOMEP I10 MOPAIKY;

0) HOMep penenTa, TpeOOBaHUS, HAUMEHOBAHHE MEAWIIMHCKOW OpPTaHU3allMH, BIIABIICH HX (TIpH
HaJIUYHH);

B) HOMEp CEPUHU JIEKAPCTBEHHOT'O CPEICTBA MPOMBIIIJIEHHOTO IPOU3BOICTBA;

I) COCTaB JIEKAPCTBEHHOI'O CPEACTBA: OIpPENEIsIEMOE BELIECTBO WM HMOH (yKa3bplBaeTcs IpuU
(GU3UUECKOM WIIM XMMUYECKOM KOHTPOJIE JIEKAPCTBEHHBIX (DOPM, M3TOTOBJICHHBIX IO peLenTam);
1) pe3yJIbTaThl (PU3MUECKOT0, OPraHOJIENITUYECKOT0, KAYECTBEHHOI'O KOHTPOJIS (KaXKAbIN 110 IIKaJe:
HOJIOKUTEIbHBIN UM OTpULIATEIbHbIHN ), XUMUYECKOTO KOHTPOJI (KaUeCTBEHHOE M KOJIMYECTBEHH O
onpeaenenue); ¢) ®.MN.0O. nmuna, M3roTOBHUBIIETO, pacacoBaBIIETO JICKAPCTBCHHBIN Mperapar;

) TOAMMCH JIMIA, IPOBEPUBLIETO N3rOTOBJICHHBIN JI€KapCTBEHHBIN Ipenapar;

3) 3aKIIOYeHHEe [0  pe3yjabTaTaM IUCBMEHHOIO  KOHTPOJIS:  yJIOBJIETBOPUTEIBHO WM
HEyA0BJIeTBOpUTENbHO. JKypHan perucTpanuu pe3yibTaToB OPraHOJIENTHYECKOro, (GU3NYECKOTO U
XUMHYECKOTO KOHTPOJIS JICKAPCTBEHHBIX MPENapaToB, U3TOTOBICHHBIX 110 perenTam, TpeOOBaHUAM U
B BHUJE BHYTPUANTEUHOW 3aroTOBKHM, KOHIIEHTPUPOBAHHBIX pAacTBOPOB, TPUTYpalMid, CIHUPTa
STUJIOBOTO M (PACOBKM JIEKAPCTBEHHBIX CPEACTB JIOJKEH OBbITh NMPOHYMEPOBaH, MPOIIHYPOBAaH U
CKpETUJICH MOANUCHI0 PYKOBOJAUTENS alTeYHOM OpraHu3anuu (MHIUBUAYaIbHOTO MPEIPUHIMATEIS)
Y Tie4aThio (IMIPU HAIUYUH TIeYaTH ).

5. Kaxxnas no3a mopoiiika 3aBopaunBaeTcs B Kalcyily, Karncysbl TOMEIAIOTCs B OyMaKHBIM Maker.
YnakoBKka U3rOTOBJIEHHBIX JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISETCS B 3aBUCUMOCTH OT ()OPMBI
u crnocoba NPHUMEHEHHUs JIEKapCTBEHHOro Ipenapara. B mporecce ynakoBKHM H3TOTOBIIEHHBIX
JIEKapCTBEHHBIX IPENapaToB OCYIIECTBISAETCS MpOBEpKa OOIIEro BHJA YIMAKOBKH, NMPaBUIBHOCTU
UCIIOJIb30BaHUs YITaKOBOYHBIX MAaT€pPHaIOB, MAPKUPOBKHU YIIaKOBKU. MapKupoBKa:

Bce nexapcTBeHHBIE TpenapaThl, U3rOTOBJIEHHbIE U pachacoBaHHBIC B allTEYHOM OpraHU3alyy U
WHIWBUAYAIIHBIM — MpEIIpUHUMATE]IEeM, HWMEIOIUM  JIMIEH3UWI0 Ha  (papManeBTHYECKYIO
NeSITebHOCTD, O(POPMIISIOTCS] COOTBETCTBYIOIIMMHU 3TUKETKAMHU.

OrtukeTrka a8 OQOpMIIEHHs JIEKapCTBEHHBIX IpPENaparoB B 3aBUCHUMOCTH OT clocoba HX
npuMeHeHus. Otukerka Uit naHHoro JIII — xak ansg JII ans BHYTpeHHEro NMpUMEHEHUs — ¢
Haanuchlo: «BuyTrpenHee» «llopomku». ITHkeTka umeeT Ha 6eoM (OHE CIeAYIOUUEe CUTHATIbHBIE
I[BETA B BUJIE MOJIS: TaK KaK JUISIBHYTPEHHETO MPUMEHEHHSI — 3€JICHBIN 1IBET.

Ha Bcex aTukeTkax A oQpOpMIIEHHS M3TOTOBJIEHHBIX JEKAapPCTBEHHBIX NMPENapaToB JOJKHBI ObITH
OTIIeYaTaHbl MpeaynpeIuTeIbHbIe HAAMMCH, COOTBETCTBYIOIINE KaXKIO0H JeKapCTBEHHOH (opme, HO
JUISL JTAaHHOTO MOPOIIIKA HE TPElyCMOTPEHBI.

OTukeTKka 00s3aTelnbHO JOJDKHA COJAepXkaTh MpPeAyNpPEAUTENbHYIO HAANUCh: «XpaHUTh B
HEJOCTYITHOM JUIsl IeTel MecTe».

Pa3mep sTHKeTKH Ompeaensercs B COOTBETCTBUM C pa3MepaMM MOCY/Abl WU APYrod YIakoOBKH, B
KOTOPOH OTIYCKAIOTCS U3TOTOBJICHHBIC JIEKAPCTBEHHBIE TTPETapaThl.

Ha »Ttukerkax myis odopMiieHHs JIEKapCTBEHHBIX MPENapaToB, M3TOTOBIEHHBIX JI HaCEICHUS,
JIOJKHO OBITh yKa3aHO: a) HaMMEHOBaHWE anTeyHoi opranuzanuu, O.M.O. uHAMBUAYaITBHOTO
NpEeANPUHUMATENSA, HMMEIONIEro  JIMIEH3WI0 Ha  (apMameBTHYECKYIO  JIEITEIbHOCTh;,  0)



MECTOHAXOXKJACHUE AalTeYHOM OpraHu3alud WIM MecTo (apMaleBTUYECKON 1eATeNIbHOCTH
WHIUBUIYAJIbHOTO TIPEATIPUHUMATEIS;, B) HOMep perenta (mpucBauBaeTcs B anrteke); r) O.N.O.
NalyeHTa; J) HauMEHOBAaHHME MJIM COCTaB JIGKAPCTBEHHOTO Iperapara; €) crnocod NpUMEHEHUs
JICKApCTBEHHOTO TIpernapara (BHyTpEHHEE, HapyXHOE, JIUIsl HHBEKIUI), BU JICKAPCTBEHHON (OPMBI
(Tya3Hble Karuim, Masb | T.J1.); ) HOJPOOHOE OMHCaHUe CIIoco0a MPUMEHEHHUS; 3) 1aTa U3TOTOBJICHUS
JICKApCTBEHHOTO Iperapara; ) CpOK roJIHOCTH JieKapcTBEHHOTo penapata («['ogeH 10 »); K)
[ICHa JIEKapCTBEHHOI'O Iperapara; J) MPeAOoCTepeKeHHE «XPaHUTh B HEJOCTYIMHOM JUIS JIETeH
MecTe.

3amanne 83. CuTyanroHHas 3a1a4a

B AIITCKY IIOCTYIIUIIO Tpe60BaHI/Ie Ha U3TrOTOBJICHUC N30TOHUYCCKOI'O paCcTBOPA HATPUAXJIIOPHUIA:
Rp: Sol. Natrii chloride isotonica 1000 ml

Sterilisetur!

D.S. pro injectionibus.

1. KakoBpl 1moKa3aHMs K TNPUMEHEHHUIO JAHHOIO JIEKQpCTBEHHOro Ipemnapara’?
JlailiTexapakTepUCTUKY JIEKapCTBEHHOM (opme.

KakoBbl 0COOEHHOCTH U3rOTOBJIEHUS CTEPUIIBHBIX PACTBOPOB?

Omnpenenute nenecooOpasHble BUIbI BHYTPUANITEYHOT0 KOHTpOII. B uém onm 3aximogarorcs?
Kakum 06pazom ohopMIIsIFoTCs pe3ysibTaThl 00s13aT€IbHOIO KOHTPOIIA?

Kakum 006pazom ymakoBbeiBaeTcsi 1 0OpMIIIETCS TaHHBIH JIeKapCTBEHHBIH penapat?

arwN

IIpasunvnviii omeem.:

1. Brinucana xujkas JeKapcTBeHHas ¢opma JUlsi BHYTPUBEHHOI'O NPUMEHEHUS — HCTUHHBIH
pacTBop, TpeOyIOIIast aCeNTUYECKOTO YCIOBUS H3TOTOBJICHHUs. PacTBOp At HHBEKIUI IPEICTABIISET
co00i1 MPO3pavHYI0 KUIAKOCTH COJIOHOBATOrO BKyca, pH 5,0 — 7,0.

dapmakoJI0ruuecKoe JecTBue — ruipaTupyrollee, 1e3MHTOKCUKAMOHHOE, T1a3M03aMellatollee,
Hopmanu3zyromee KIC. [Ipumenenue: Oonbme mMoTepu BHEKJICTOYHON KUIKOCTU (B TOM YHCIIE
TOKCHYECKasl JTUCIIETICUs, XoJiepa, JTuapesi, HeyKpoTHMas pPBOTa, OOLIMPHBIE OXOI'M C CHIbHOU
JKcCynaluen ), THIOXJIOPEMHUS U TUIIOHATPUEMHUSI C 00€3BO’KUBAHUEM, KUILIEUHAs HETPOXOIUMOCTb,
B KauecTBE JI€3MHTOKCHKAIIMOHHOTO CpEJCTBA; NPOMBIBAaHME paH, IJa3, MOJOCTH Hoca, A
pacTBOpPEHUS U Pa3BEACHUS PA3JIMYHBIX JEKAPCTBEHHBIX BEIIECTB M YBIAKHEHUS IMEPEBA30YHOIO
martepuana. JlekapcTBeHHas opmMa — CTepUIIbHBIN pacTBOP Ul MHBEKIUH.

2. T® XV ODC.1.0006 «CrepuibHble JIeKapCTBEHHBIE IpENapaThl anTeYHOTO W3TOTOBIICHUS
N3rotoBneHHble MHBEKIUOHHBIE U HMH(Y3MOHHBIE PACTBOPHI JIOJKHBI OBITH CBOOOJHBIMH OT'
BUIMMBIX MEXaHWYECKHX BKIIOYCHUH, CTEPHIILHBIMHU, CTA0MIbHBIMH, BBIIEPKUBATH UCITBITAHNE HA
OUPOTE€HHOCTb. J[OMONHUTENBbHBIMU TPEOOBAHUAMMU JUIsI U3TOTOBJIEHHBIX MH()Y3HOHHBIX PacTBOPOB
SBIISIIOTCSI X WM30TOHUYHOCTH, M30TUAPUYHOCTH, W30MOHHUYHOCTH, M30BSI3KOCTh.VIHBEKIIMOHHBIE H
UH(Y3MOHHBIE PACTBOPHI M3TOTABIMBAIOTCS B ACENTHUYECKUX YCIOBHSIX MAacCO-OOBEMHBIM METOJIOM
Ha BOJE Ui MHBEKIHNA. 3ampemniaercsi OJHOBPEMEHHOE M3TOTOBIICHHE HAa OAHOM pabodeM mecTe
HECKOJIbKUX MHBEKIIMOHHBIX U MH(Y3MOHHBIX PACTBOPOB, COJAEPIKAIINX JEKAPCTBEHHbIE CPE/ICTBA C
pa3IMYHBIMH HAaMMEHOBAHWSMHU WM JICKAPCTBEHHBIE CPEICTBAa OJHOTO HAMMEHOBAHHUS B Pa3HBIX
KOHIIEHTpauusX. VHbEeKIMOHHbIE W HMH(Y3HOHHBIE PacTBOPHI (HIBTPYIOTCS C HMCIIOJIB30BAaHHEM
pa3peuieHHbIX K TPUMEHEHHIO (UIBTPOBAJIBHBIX MaTepHAIOB W YCTaHOBOK. DuibTpoBaHme
pacTBOpa COYeTaeTcs ¢ OJHOBPEMEHHBIM PO3JIMBOM €0 BIIOJTOTOBJICHHbBIE CTEPUIIbHBIE (PIIAKOHBI,
KOTOPBIE YKYITOPUBAIOTCS CTEPHILHBIMHU IMPOOKAMH.

WnuTepBan BpeMeHM OT Hayajlla HM3TOTOBJIEHUS WHBEKIIMOHHOIO M HMH(Y3MOHHOTO pacTBopa [0
CTepIJIM3allMN HE JIOJDKCH TMPEeBBINIaTh 3 dYacoB. He OMycKaroTcs CTEepHiIM3aIisi pacTBOPOB
00BbeMOM Oosiee | TUTpa M MOBTOPHAS CTEPUIN3AIMS MHBEKIIMOHHBIX U MH(Y3MOHHBIX PaCTBOPOB.
[Ipomecc crepunmzanuu J0JDKEH oOecnieunBaTh 3(PGEKTHBHOCTh CTEPHIIM3AIMA BCETO 00BEMa
3arpy3ku. KoHTponb mnapamerpoB U 3(PQPEKTUBHOCTH TEPMHUYECKHMX METOJ0B CTEPHIU3ALNH
OCYIIECTBIISIETCSI C  TIOMOIIBI0  KOHTPOJIbHO-U3MEPHUTENBHBIX  MPHOOPOB, XUMHUYECKUX U
OMOJIOTHYECKUX  TECTOB. PEXHMMBI  CTEpWIM3ALUU  HMCXOJHBIX  JICKAPCTBEHHBIX  CPEICTB,
W3TOTOBJICHHBIX HWHBEKIMOHHBIX ¥ WH(QY3HOHHBIX pacTBOPOB, a TaKXKe BCIIOMOTATEIbHBIX



MaTepHaJIOB U MOCYIbl PETUCTPUPYIOTCS B )KYpHAJIE PETUCTPAIIUU PEKUMA CTEPUIIA3AIIUN UCXOTHBIX
JIEKAPCTBEHHBIX CPEICTB, M3rOTOBJIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB, BCIOMOTaTEIbHBIX
MaTepHayioB, MOCYAbl U MPOYUX MaTepUalioB. B KypHanme perucrpanuu pexuma CTEpHIIU3aLUU
UCXOJIHBIX  JIGKAPCTBEHHBIX  CPEACTB,  M3IOTOBJIEHHBIX  JICKAPCTBEHHBIX  IpENaparos,
BCIIOMOTATENIbHBIX MAaTEpPHAJIOB, MOCYAbl U MPOYUX MATEPUAIOB YKA3bIBAIOTCS CJCAYIOIINE
CBEICHMS: a) JaTa M MOPSAKOBBIA HOMEp IMPOBEIEHUS CTEpUIM3aluy; 0) HOMEp peuenta Hid
TpeOOBaHMs; B) HAMMEHOBAaHUE MaTepuaa, MoJJIeXKaIlero CTepUIN3aliiu; I') KOJIMYeCTBO UCXOAHBIX
JIEKAPCTBEHHBIX CPEICTB, M3TOTOBJICHHBIX JIEKAPCTBEHHBIX IPENApaTOB, BCIOMOTraTEIbHBIX
MaTepUasoB, NOCYAbl U IPOYUX MATEPUANIOB; ) YCIOBUS CTEPUIM3ALUU (TeMIlepaTypa, Bpems); €)
TEPMOTECT; ) MOAMKUCH JIWLIA, IPOBOAMBIIETO CTEPHIIM3AIMIO MaTepuaioB. JKypHan peructpauuu
pexuMa CTEPUIIM3ALMH HMCXOJHBIX JIEKAPCTBEHHBIX CPEACTB, H3TOTOBJICHHBIX JIEKAPCTBEHHBIX
[pPernapaToB, BCIIOMOTaTENIbHBIX MAaTEpHallOB, MOCYAbl M MPOYMX MAaTEpHaliOB JOKEH OBITh
MPOHYMEPOBaH, MPOIIHYPOBAH M CKPEIUICH TMOANUCHI0 PYKOBOJIUTENS alTEYHOW OpraHu3aliu
(MHIUMBUYaJbHOTO TMpEANpPUHUMATENS) U Medarbio (mpu Haiauuuu nedatu). OLeHka KauecTBa
WHBCKIIMOHHBIX U MH(Y3UOHHBIX PACTBOPOB A0 CTEPHUIU3ALUU MPOBOAMUTCS IO BHEIIHEMY BHLY,
OTCYTCTBHI0 MEXAHMYECKUX BKJIKOYEHUH, 3HaueHHIO pH, NOMIMHHOCTH M KOJUYECTBEHHOMY
COJICPKAHUIO JICKAPCTBEHHBIX CPENICTB, COJECPKAHUIO H30TOHHPYIOUIUX W CTAOUITU3UPYIOIIUX
BemlecTB. OIleHKa KauecTBa HMHBEKIMOHHBIX W HMH(Y3MOHHBIX PACTBOPOB IOCIE CTEPUIIU3ALUU
MIPOBOJIUTCS 110 BHEUTHEMY BHUY, OTCYTCTBHIO MEXaHUYECKUX BKIIFOUCHHH, MPOBEPKE HOMUHAIBLHOTO
o0beMa mpH po3iivBe BO (hIakoHbI, 3HaueHUI0 pH, IOMycTUMBIE MOTPEUIHOCTH MPU H3MEPEHUU
KoTOopou mpuBeneHbl B Tabmuie Ne 9 npunoxkenust Ne 3 x Hacrosimum [IpaBunam, moyintHHOCTH U
KOJIMYECTBEHHOMY COJICPKAHHIO JIEKAPCTBEHHBIX CPEJCTB, OTKIOHEHUIO OT HOMHUHAIBHOTO 00bEMa,
(UKCUPOBAHHOCTU YKYIOPKH, CTEPWIHBHOCTHU, MUPOTCHHOCTU WM COJCPKAHUIO OaKTepuaIbHBIX
SHIOTOKCUHOB. [Ipyu HECOOTBETCTBUU OJHOMY U3 MEPEUUCICHHBIX TPEOOBAHUIN PACTBOPHI SIBISIFOTCS
HE00POKAYECTBCHHBIMHU.

3. B coorBercTBUn ¢ ODC.1.8.0001 — «JlexkapcTBeHHbIE MMpenapaThl alITEYHOTO U3TOTOBICHUS)

o Xv

KoHTposib  KauecTBa M3roTaBIMBAaE€MbIX UM  M3TOTOBJIEHHBIX JIGKAPCTBEHHBIX IpPENapaTroB
OCYIIECTBIISIETCS TMOCPEICTBOM: MPUEMOYHOTO KOHTPOJIS; MHUCHBMEHHOTO KOHTPOJIS; OMPOCHOTO
KOHTPOJISI; OPraHOJIENTHYECKOTO KOHTPOJIS;, (PU3MYECKOro KOHTPOJIS, XUMHYECKOTO KOHTPOJIS;
KOHTPOJII TP OTHYCKE JIEKAPCTBEHHBIX TMpernapaToB. Bce M3roToOBIEHHBIE JIEKApPCTBEHHBIC
mpemnapaTrbl MOANEKAT 005S3aTeTbHOMY MHCHbMEHHOMY, OPraHOJIEITUYECKOMY KOHTPOJIO TpHU
oTnycke. PacTBop I MHBEKIUMN KOHTPOJMPYETCS HAa MEXaHMYECKHE BKIIOYCHHS. [IMchbMEeHHbIN
KOHTpOJIb. MI3roTOBJIEHHBIE IEKaPCTBEHHBIE MPENapaThl, PelenThl U TPeOOBaHUS, 110

KOTOPBIM M3TOTOBJICHBI JICKAPCTBEHHBIE TIpemaparhbl, 3aloJHEHHBIE TACIoOpTa MHCHMEHHOTO
KOHTPOJISI TIepefaroTcsl Ha TPOBEPKY MPOBU30PY, BBHIMOIHSIONIEMY KOHTPOJIbHBIE (DYHKIMU TpH
W3TOTOBJICHMM M OTIIYCKE JIEKQpCTBEHHBIX TMpernaparoB. KoHTponb 3akirodaercss B MPOBEPKE
COOTBETCTBUSl 3alUCel B MAacmopTe MNHCHbMEHHOTO KOHTPOJII HA3HAYEHHMSIM B peEIenTe WIH
TpeOOBaHUM, TPABUIBLHOCTH TMPOU3BEIECHHBIX pacueToB. [IpM HM3roTOBIEHUH JEKAPCTBEHHBIX
mpenapaToB il UHBEKIUH W WHQY3U BCE CTaauU HM3TOTOBICHUS PETHCTPUPYIOTCS B KypHaie
pPEruCTpaIfK Pe3yabTaTOB KOHTPOJIS OTACIBHBIX CTaJNI U3rOTOBJICHUS JIEKAPCTBEHHBIX MIPEMapaToB
JUTSL UHBEKIIUN U HH(Y3HHA.

B xypHaie peructpanuu pe3yabTaToB KOHTPOJISI OTACIBHBIX CTAIUi W3TOTOBJICHUS PACTBOPOB IS
UHBEKIUN 1 UHDY3UH yKa3bIBAIOTCS CIICIYIOIINE CBECHHS:

a) 1aTa " MOPSAKOBBIN HOMEp MPOBEACHUS KOHTPOJIS,

0) HOMep peliernTa Wik TpeOOBaHUS;

B) HAMEHOBAHHUE U B3SITOE KOJIMYECTBO UCXOTHBIX CPEJCTB (B TOM YHCIIE BOJIBI);

I') HAUMEHOBAaHHE U 00BEM H3TOTOBIIEHHOTO PACTBOPA;

1) TIOJIITUC JIUIIA, U3TOTOBUBIIIETO PACTBOP;

e) ¢unbTpoBanue u dacoBka (po3iuB) (yKa3bIBAETCS 00bEM B MIJUTHIUTPAX M KOIMYECTBO OYTHIIIOK

(¢1axoHOB); 3K) MOAMKCH JIKIIA, pachacoBABIIETO PACTBOD;

3) MOAMHUCH JIUIA, TPOBOAUBIIETO MEPBUYHBINA KOHTPOJIb PACTBOpPA HA MEXAaHUYECKUE BKIIOUCHHUSI; H)
crepwm3anus (yKa3pIBaeTCs TEMIIEpaTypa, BpeMsl «OT» W «JI0», TEPMOTECT, IMOINUCH JIHUIIA,
MIPOBOIMBIIIETO CTEPUITU3AIMIO PACTBOPA HA MEXAHUYECKUE BKIIOUCHHS);

K) ITOJITUCH JIUI[A, TPOBOJUBIIETO BTOPUIHBIA KOHTPOJIh PACTBOPA HA MEXaHUYECKHE BKITIOUCHUS;



J) HOMepa aHaJIM30B JI0 U MOCJIE CTePUIN3aIH (YKa3bIBAIOTCS yepe3 Apo0sb);

M) KOJIMYECTBO €MKOCTEH TOTOBOM MPOIYKITNU, TOCTYITUBIICH ISl OTITYCKA;

H) NOJIUCH JIMIA, JOIYCTUBILErO M3rOTOBJICHHBIE JIEKAPCTBEHHBIE Mpenaparbl K OTIYCKY (ZOIMycK
U3IOTOBJICHHBIX PAcTBOPOB Uil MHBEKLUMH M MH(QY3UH K OTIYCKY OCYLIECTBISET OTBETCTBEHHOE
JULO, HA3HAYCHHOE pYKOBOAMTENIEM  AaNTEYHOM  OpraHu3allMM, WIM  WHIUBUIYAJIbHbIN
IpeANpUHUMATEIb, UMEIOLIUH JULIEH31I0 Ha (PapMaLeBTUUECKYIO e TEIbHOCTD).

JKypnai perucrpanuu pe3yiabTaTOB KOHTPOJIS OTACIBHBIX CTaJAUM U3rOTOBIEHUS PACTBOPOB IS
UHBEKUUH U MHQY3UH JODKEH ObITh INPOHYMEPOBAH, IPOIIHYPOBAH U CKPEIUIEH MOIMHMCHIO
PYKOBOJUTENIS allITEYHON OpraHu3aluy (MHIUBUAYAIBHOIO IPEAIPUHUMATENS) U ITe4aThio (IIpu
HAJINYUU TIeYaTH).

OnpocHblif KOHTPOJIb. ONPOCHBI KOHTPOJIb OCYLIECTBISETCS BbIOOPOYHO M INPOBOAUTCS IOCIE
U3roToBIEHHS (papmarieBTOM (IIPOBU30pPOM) He OoJiee MATH JiekapcTBeHHBIX Gopm. [Ipu nposenennn
OIPOCHOTO KOHTPOJII IPOBU30POM, OCYIIECTBIISIFOILMM KOHTPOJbHYI (DYHKIMIO, Ha3bIBaeTCs
[IEpBOEC BXOJIEE B COCTaB JIGKAPCTBEHHOI'O IIperapara JIEKapCTBEHHOE CpEeACTBO, a B
JIEKapCTBEHHBIX IPENaparax CIOKHOI'O COCTaBa YKAa3bIBACTCA TAKXKE €ro KOJUYECTBO, IOCIE YEro
(dapmarieBToM (IIpOBU30POM) YKa3bIBAIOTCS BCE MHBIE HCIIOJIb3YEMbIE JIEKAPCTBEHHBIE CPEICTBA M UX
KOJINYECTBA.

OpranonenTu4eckuii KOHTPOJab. OpraHoNenTUYeCKU KOHTPOJb SBJSIETCS 00s3aTENbHBIM BHJIOM
KOHTPOJISI M 3aKJIIOYAETCsl B NPOBEPKE JIEKAPCTBEHHOI'O IIperapara IO BHEIIHEMY BUAY, 3allaxy,
OJIHOPOJIHOCTH CMEUIMBAaHMs, OTCYTCTBUIO MEXAHMYECKMX BKIIIOUECHUW B JKHJKHUX JIEKAPCTBEHHBIX
¢dopmax. Ha BKyc npoBepsitoTcst BBIOOPOUYHO JeKapCTBEHHbIE (POPMBI, peAHA3HAYCHHBIE IS JIeTeH.
Ousnueckuii KOHTPOJb. DPHU3MUECKUH KOHTPOJIb 3AKIIOYACTCS B TPOBEPKE OOIMIEH Macchl WM
00BbEeMa JIEKapCTBEHHOI'O IpenapaTa, KOJIMYeCTBAa M Macchl OTJENbHBIX /103 (HE MEHee TpeX [103),
BXO/SIIMX B JICKAPCTBEHHBIM Ipenapar. XHMHWYECKUH KOHTPOJIb. XUMHUYECKHM KOHTPOJIb
3aKJIFOYAETCs B OLIGHKE KauyecTBa M3TOTOBJICHMS JIEKAPCTBEHHBIX IPENapaToB IO IOKA3aTeJIsIM:
KAUECTBEHHBIM aHANW3: IOJUIMHHOCTh JIEKAPCTBEHHBIX CPEACTB; KOJIMYECTBEHHBIM AaHANIN3:
KOJIMYECTBEHHOE OIPECIICHHUE JIEKAPCTBEHHBIX CPEACTB. [l MPOBEAECHUSA XMMUYECKOTO KOHTPOJIA
o0opynyercst cnenuagbHoe pabouee MeCTO, OCHALICHHOE HEOO0XOAUMBIM 00O0pYAOBaHHUEM,
npubopaMr W peaKkTUBaMH, OOecCIeueHHOe JJOKYMEHTAaMH B OOJIaCTHM KOHTpPOJIA KadecTBa M
CIpaBOYHON auTepaTypoi. KoHTponb Ha MexaHudeckue BKiIroueHus. Jlo m mocie cTepuian3anuu
CTEPWIBHBIX PACTBOPOB BBINOJHAETCS UX KOHTPOJIb HA MEXaHUYECKHE BKIIOYEHUA. MexaHn4ecKuMu
BKJIFOUEHUSIMU SIBJISIIOTCS IOCTOPOHHUE NIOJIBUKHBIE HEPACTBOPUMBIE BELLIECTBA, KPOME ITY3bIPHKOB

rasa, ciay4yailHO NHpPHUCYTCTBYIOLIME B pPAacTBOpax JIEKapCTBEHHBIX MNpenapaTtoB. OIHOBPEMEHHO
JIOJDKHBI TIPOBEPATHCS 00BbEM pPAacTBOPOB B €MKOCTAX M KayecTBO MX YKYNOpku. B mporecce
W3TOTOBJICHUST CTEPHJIBHBIE PACTBOPHI JIOJDKHBI MOJBEPraThCs IEPBUYHOMY W BTOPUYHOMY
KOHTPOJIO Ha MEXaHWYEeCKHe BKIIOYEHHs. IlepBUYHBIM KOHTpPOJIb OCYLIECTBISAETCS IOCIe
¢unbTpoBaHUs M (PACOBKM M3TOTOBJIEHHOro pacTtBopa. I[Ipm oOHapyXeHHMM MeXaHH4YeCKHX
BKJIIOYEHUH pacTBOp TOBTOPHO (UIBTPYETCS, BHOBb MPOCMATPUBAETCS, YKYIOPUBAETCH,
MapKUpPYeTCsl U CTepHIIN3yeTcsl. PacTBOPHI, H3rOTOBJIEHHBIE aCENITUYECKU, IPOCMATPUBAIOTCS OJNH
pa3 nociie pacoBKU WIH CTEPUIIH3YIOIIEro puibTpoBaHus. [lepBHuHOMY U BTOPUYHOMY KOHTPOJIIO
nojnexar 100% emxocrelr ¢ pactBopamu. KOHTposib pacTBOPOB Ha OTCYTCTBHE MEXaHHYECKHX
BKJIIOYEHUH OCYILECTBISAETCS MPOBU30POM - TEXHOJOIOM C COOJIIOJIEHHMEM YCIOBHHM M TEXHHUKU
KOHTpoJIs. JJisT TpocMOTpa €MKOCTEH JTOJDKHO OBITH CIEIMaIbHO 000py/I0BaHHOE pabodee MecTo,
3alIUIIEHHOE OT IMONaaHus MPSAMBIX COJIHEUHBIX JIyyeil, JoIycKaeTcsl MpUMEHEHHe Y¢pHO- Oenoro
9KpaHa W CHEIUAIBHBIX YCTPOMCTB. B 3aBHCHMMOCTH OT 00BEMa €MKOCTH MPOCMATPHUBAIOTCS
OJTHOBPEMEHHO OT OJHOW 10 maATth mTyK. KoHTponbs mnpu ormycke. KoHTposto mpu oTmycke
JIEKApCTBEHHBIX IPEIapaToB TOIBEPralOTCsS BCE HM3TOTOBJICHHBIC JICKAPCTBEHHBIE TpEnapaThl, B
paMKax KOTOPOTO MPOBEPSETCS COOTBETCTBUE:

a) YMaKOBKHM JIEKapCTBEHHOI'O Mpernapara (U3MKO-XMMHUYECKMM CBOMCTBaM, BXOISIIMX B HETO
JIEKapCTBEHHBIX CPE/ICTB;

0) yKa3aHHBIX B pelenTe WM TpeOOBaHWM /103 HAPKOTHMYECKUX CPEICTB, ICHUXOTPOIHBIX,
CHWJIBHOJICHCTBYIOLIUX BEILIECTB BO3PACTY MaLlMEHTA;

B) PEKBU3WUTOB pelenta, TpeOOBaHMS CBEACHUSAM, YKa3aHHbIM Ha YINAKOBKE H3TOTOBJIEHHOTO
JIEKapCTBEHHOT'O IIpernapara;

4. Pe3ynbTaThl OpraHOJIENTUYECKOT0, (PU3MUECKOTO U XUMHUUECKOTO KOHTPOJISI U3TOTOBIEHHBIX



JICKapCTBEHHBIX MPENapaToB pPETHCTPUPYIOTCS B JKypHAJIE PpErHCTpalldd pPe3yJbTaToB
OpraHOJIENTUYECKOT0, (U3NYECKOTO U XUMHUYECKOTO KOHTPOJISI JIEKAPCTBEHHBIX MPENapaTos,
U3TOTOBJICHHBIX IO peuenTtaMm, TpeOOBaHUSM M B BHIC BHYTPHUANTEYHOHW 3aroTOBKH,
KOHIIEHTPUPOBAHHBIX PACTBOPOB, TPUTYPALIUH, CIIUPTA STHIIOBOTO U (PaCOBKHU JIEKApPCTBEHHBIX
CpelcTB. B n1aHHOM XypHaje yKa3bpIBalOTCs CIAEAYIOLUE CBEICHNUSA:

a) JaTa OCYLIECTBICHHSI KOHTPOJI K HOMED I10 MOPSAAKY;

0) HOMep peLenTa, TpeOOBaHUs, HAUMEHOBAaHME MEIMLMHCKONW OpraHu3aliy, BblIaBIIEH HX (TIpH
HAJIUYHH);

B) HOMEp CEpUH JIEKAPCTBEHHOT'O CPEACTBA POMBIIIIEHHOTO IPOU3BO/ICTBA;

I) COCTaB JIEKAPCTBEHHOI'O CPEACTBA: ONPEIEISIEMOE BELIECTBO WM HMOH (YKa3bIBaeTCs IIpU
(U3NYECKOM HIIM XMMUYECKOM KOHTPOJIE JIEKAPCTBEHHBIX (DOPM, M3TOTOBJIECHHBIX IO peLenTam);
1) pe3ybTaThl PU3NIECKOTO, OPraHOJICNTHYECKOTO, KAUECTBEHHOTO KOHTPOJIS (KaXK/bIH 110 IIKajie:
HOJIOKHUTEIbHBIN WIN OTPULATENIbHBIN), XMMUYECKOIO KOHTPOJIS (Ka4eCTBEHHOE U KOJIMUYECTBEHHOE
omnpenenenue); ) ©.M.0. nuia, U3roTOBUBIIETO, pac(acoBaBIIEro JIGKAPCTBEHHBIN Ipenapar;

) TOAMMCH JINLA, IPOBEPUBLIETO N3rOTOBIEHHBIN JI€KapCTBEHHBIN IIpenapar;

3) 3aKJIIOYEHUE [0 pe3yjapTaTaM IHCbMEHHOIO  KOHTPOJS:  YAOBJIETBOPUTENBHO WU
HEYIOBJIETBOPUTEIIBHO.

KypHuan peructpauuu pe3yiabTaToOB OPraHOJIEITUYECKOT0, (PU3UUECKOTO U XUMUYECKOTO KOHTPOJIS
JeKapCTBEHHbIX IpenapaToB, M3TOTOBJICHHBIX [0 pelenrtaMm, TpeOOBaHUSM M B  BHUJE
BHYTPUANTEUHON 3aroTOBKH, KOHLIEHTPUPOBAHHBIX PAacTBOPOB, TPUTYpaLUi, COIUPTA 3TUIOBOIO U
(acoBKM JIEKApCTBEHHBIX CPEJCTB JOJDKEH ObITh INPOHYMEPOBAH, MPOLIHYPOBAH M CKpPEIUICH
HNOJIMUCBI0 PYKOBOJUTENSI ANTEUYHOM oOpraHu3auuu (MHAMBUAYAJIBHOTO MpeAlpUHUMATENs) U
nevyaThio (MIpU HAIMYUHY TICYaTH ).

5. Ilpukasz M3 P® ot 22 mas 2023r. Ne 2491 «O0 yTBep»/I€HUM MpPaBWJI U3TOTOBJICHUS U OTIIyCKa
JIEKapCTBEHHBIX IpenapaTroB JUli MEIULIMHCKOTO IPUMEHEHHs] aNTEeYHbIMH OpraHu3alUsAMH,
UMEIOLIMMH JIMLIEH3HIO Ha (hapMaleBTHYECKYIO ACATEITHHOCTDY

OTUKETKM Ha JIEKApCTBEHHbIE Ipenaparbl JUIsl MapeHTEPalbHOIO BBEACHHUS C HaAMMUchio: «Jlis
UHBEKITAN.

OTHUKETKH UMEIOT Ha OelloM (OHE CIICAYIONINE CUTHAIBHBIC I[BETA B BHJIC IMOJIS: JJII WHBEKIMA U
uHpy3uid — cuHuil nBer. Ha Bcex sTukeTkax 11t o(OpMIIEHHsS H3TOTOBJIECHHBIX JIEKapCTBEHHBIX
IPEnapaToB JOJKHBI OBITH OTIIEYATAHbI MPEAYNpEeIUTEIbHbIE HAAMMNUCH, COOTBETCTBYIOIUE KAk 101
JeKapcTBeHHOH ¢opme: p-p g HHBEKIMH M uHOY3uil — «CtepunbHO». Pa3Mepbl 3THKETOK
ONpEAENAIOTCS B COOTBETCTBHM C pa3MepaMu MOCYIbl WIM JPYrod YHNAaKOBKH, B KOTOPOH
OTITyCKAIOTCS U3TOTOBJICHHBIE JIEKApCTBEHHbIE MIPENapaThl.

Ha Bcex aTukerkax /i opopMiIeHHs IEKAPCTBEHHBIX MPENapaToB, U3TOTOBIEHHBIX IS
MEIUIUHCKUX OpTaHU3aIi, JOJKHO ObITh yKa3aHO:

a) HAaUMEHOBaHME MEIMLMHCKON OpraHM3allii M €€ CTPYKTypHOE MojapasjaencHue (mpu
HEOOXOIUMOCTH );

0) HauMeHoBaHMe anTeyHol opranuzauun/®.J.0O. wuHIUBHAYaTbHOrO MpEeANpPUHUMATENS,
UMEIOILETro JIMIEH3UI0 Ha (apMalleBTUYECKYIO JEeSTeIbHOCTh; B) MECTOHAXOXKICHHE anTedHOH
opranusanuu/papmMaleBTUYECKON AeITeIbHOCTH HHANBUAYAIBHOTO MIPEeANPUHUMATENS, UMEIOIIETO
JMIEH3MI0 Ha (¢apMaleBTHUYecKylo jaeaTenbHocTh; ) D.JM.O. mnamuweHrta, s  KOTOPOTro
MHAMBHUIYaJIbHO U3TOTOBJIEH JIEKApCTBEHHBIH Npenapart (mpu He0OXOAUMOCTH);

1) crioco0 MpUMEHEHUs JIEKapCTBEHHOT O Mpenapara (BHyTpeHHee, Hapy»KHOE, 1711 MHBEKIIHi ), BUI
JeKapcTBeHHOH (opMbl (rfa3Hbple Kaluld, Masb U T.J.); €) JlaTa U3TOTOBJIEHUS JIEKAPCTBEHHOTO

npernapara; ) CpoK rOIHOCTH JIeKapcTBeHHOro npenapata («['ogen 1o___ »);
3) MOAINNCH U3rOTOBUBLIETO, IPOBEPUBLIETO U OTIIYCTUBLIETO JIEKAPCTBEHHBIN ITpemnapaT
(«M3roroBun , POBEPHII , OTITYCTHII »);

M) HOMEp aHalu3a MPOBEPKHU JIEKApCTBEHHOTO Iperapara; K) cOCcTaB JISKapCTBEHHOIO Ipernapara
(mpemycMaTpuBaeTCs IYCTOE€ MECTO JUIS yKa3aHHWs cocTaBa). Ha 3THKeTKax JeKapCTBEHHBIX
IpenapaToB Uil UHbEKIMNA U MH(]Y3Uil 10KEeH ObITh YKa3aH CIocO0 NMPUMEHEHUS JIEKAPCTBEHHOTO
npemnapara. YakoBbIBaeTcsl pacTBop HaTpus xijopuaa 0,9% Bo drnakonax emkoctsio mo 50, 100,
200, 400. OdopmistoT «PacTBop At MHBEKIUIY, «CTEpUIIbHOY, «XPAHUTh B IPOXJIAHOM MECTEY,
«XpaHUTHB HEOCTYITHOM IS ieTel MecTe». Cpok rogHocTH 90 CyTOK.



3ananue 84. CuryarioHHas 3a1ada

B anteky obOpaTuiach neByIIKa ¢ NMPOChOOW HM3TOTOBUTH JIGKAPCTBEHHBIM Ipenapar Mo pernenTy
Bpaya:

Recipe: Infusi foliorum Menthae piperitae ex 3,0 — 80 ml

Sirupi simplicis 5 ml

Misce. Da. Signa. 1o 1 cm. noocke 3 paza 6 Oenv

[Tpumeuanue: KB nmuctbeB MATHI - 2,4,

1. Tlpoemute hapManeBTUICCKYIO IKCIIEPTH3Y MIPOITUCH PEIICTITa.

2. OdopmuTte nacmopT TUCbMEHHOT'O KOHTPOJIS, PACCYUTANTE KOTUIECTBA MHTPEUCHTOB.

3. Ilpemnoxkure BapuaHT TEXHOJOTMH W3TOTOBICHHS JICKAPCTBECHHOH (OPMBI C HCIIOJIB30BaHUEM
JICKaPCTBEHHOTO PACTUTEIHHOTO CHIPbSL.

4. OdopmuTe JIeKapCTBEHHYIO (DOPMY K OTITYCKY.

5. TIpoBeauTe olLleHKY KayecTBa U3TOTOBJICHHOTO JICKAPCTBEHHOTO Mperapara.

Ilpasunvhoiti omeem:
1. ®apmarneBTHYECKAs SKCIIEPTH3a IPOITUCH PeLeTITa.
AHajnun3 1IoKa3bIBacT:
- KOMITOHEHTHI IIPOITUCH COBMECTUMBI;
- mperapar I0JDKeH ObITh BRITUCAH Ha OyiaHke perenta Gopmbel Ne 107-1/y;
- emects, momirekamux ITIKY u HEO ner;
- MpoBepKa J103 He Tpebyercs. [Ipenapar n3roraBIuBaTh MOXKHO.
2. O6opornas cropona IIIIK
JIuctreB MaTHI 3,0
KBII nucteeB msater —2,4

Boagsr ounmennoit 80 + 3,0x2,4=87,2 mu
Cuporna caxapHOro 5 mi

JInuesas cropona 111K

Hata Ne penenta

Foliorum Menthae piperitae 3,0

Aquae purificatae 87,2
Sirupi simplicis 5 ml
Voo -85 MUT
IIpurorosun
[IpoBepui

Otnyctun

3. JIucThst MATHI U3MENIBYAIOT JIO pa3Mepa He Ooyiee 5 MM, OTCEMBAIOT OT MIBLIM, OTBemMBaioT 3,0.
[TomermmaroT B mporpeTyro HHQYHIUPKY, 3aJIUBaAIOT 87,2 MJI BObI OYMILIEHHOMN, HAKPHIBAIOT KPBIIIKOM
Y HaCTauWBaIOT Ha KUIISIEH BoJIsiHOM OaHe 15 MuHyT He nepememuBas. HactauBaroT mpu KOMHaTHOM
Temneparype 45 MUHYT.

Hacroii mpouexuBaroT uepe3 IBOMHON CIION MapJiiM ¢ MOAJIOKEHHBIM KOMOUKOM BaThl, IEPEHOCAT B
MEpHBIN HWJIHHAP, TOBOIAT BOJOK 10 80 MII.

[Tomy4yeHHbI HACTOM MEePeHOCAT BO (PIIaKOH AJIS OTITYCKA, JOOABIISIOT S MJI CUPOIIa CaXapHOTO.

4. ®nakoH yKYNOPUBAIOT IJIOTHO IJIACTMAacCOBOM MPOOKOM € HAaBMHUYMBAIOLIECHCS KPBIIIKOM.
HakneuBaroT HoMep peLenTa 1 3TUKETKY.

Ha stukerkax nans odopmieHHs JEKapCTBEHHBIX IPENapaToB, M3TOTOBJIEHHBIX MJISi HACEJIEHUS,
JIOJDKHO OBITh YKa3aHO:

a) HauMeHoBaHME anTeuyHoil opranuzauuu, @O.NM.O. UHIUBUAYANBHOTO MpPEIIPUHUMATENS,
HMEIOILET0 JTUIEH3HIO Ha (apMalleBTUYECKYIO AEATEIbHOCTD;

0) MeCTOHaX0X/IeHUE allTeYHOU OpraHM3alK UM MECTO (apMalleBTUYECKON NEesSTEIbHOCTH
WMHAWBUAYAJILHOTO IPEAIPUHUMATENS;

B) HOMep penenTa (rmpucBauBaetcs B anteke); T) @.1.0. nanuenTa;

n) «Buytpennee», Mukcrypa»



€) NoApoOHOe ONMKcCaHKe CIIoco0a MPUMEHEHUS (7151 MUKCTYP: «II0 JIOXKKE pa3 B JIeHb
eapl»);

K) JJaTa U3rOTOBJICHUS JIEKAPCTBEHHOT'O IIPEerapara;

3) CPOK TOJJHOCTH JIEKapCTBEHHOTO mpemnapara («['ofeH 10 »); 1) 1ieHa JEeKapCTBEHHOT O Mpernapara;

K) IpeocTepekeHrne «XpaHUuTh B HETOCTYITHOM IS JIETEH MECTe.

Jnss MHUKCTYyp 00s3aTenbHBI JOMONHUTENbHBIE ATHKeTKH «llepen ymoTpebneHnem

B30aITHIBAaThY», «XPAHUTh B MPOXJIATHOM U 3AIIUIICHHOM OT CBETa MECTEM.

TeKCT ATHUKETOK J0JDKEH OBITh Halle4aTaH TUIIOTPa)CKUM CIIOCOOOM Ha PYCCKOM si3bike. Cpok

XpaHeHus — He 0oJiee 2 CyTOK.
Odopmnenue cormacHo TpeboBanusM mpukaza M3 P® or 22 mas 2023r. Ne 249u «O0 yTBepKIEeHUH
NpaBWJI H3TOTOBIICHHS U OTIYCKA JICKAPCTBEHHBIX IpEnapaTroB s METUIIMHCKOTO IMPUMEHEHHUS
anTeYHBIMHU OPTaHU3ALMSIMU, UMEIOLIMMH JIMLIECH3HIO Ha (hapMalleBTUYECKYIO AEATEIHbHOCThY

5. Ananmu3 noxkymeHtauuu. VMeromuiicss penent, nacnopT MUCbMEHHOTO KOHTPOJIE U HOMEP

JIEKapCTBEHHOM (POPMBI COOTBETCTBYIOT.

WHrpeauieHTsl COBMECTUMBI, pacdeThl creiaHbl BepHo. O0beM (priakoHa COOTBETCTBYET OOBEMY

JeKapcTBeHHON (opmbl. (DIaKOH YKYNMOpEeH TepMETHYHO. ODTHKETKa COOTBETCTBYET CHOCOOY

MPUMEHEHHUS.

OprasonenTH4ecKUil KOHTPOJb. CBETNIO-KENTAsT JKUAKOCTb C XAapaKTEPHBIM 3aIllaXOM.

MexaHnueckre BKIIOUEHHUS] OTCYTCTBYIOT.
O0BeM ekapcTBeHHOUM (opMBI 854+2,5 M1, UTO COOTBETCTBYET HOpPMaM JOIYCTUMBIX OTKJIOHEHHI
(#£3%) mo ODC.1.8.0003 «HecrepuiibHble JeKapCTBEHHBIE MpenapaThl alTE€YHOTO HW3TOTOBICHUS B
BU/JIE JKUJKUX JIEKApCTBEHHBIX popm» ['D X V.

3ananue 85. CuryalryionHas 3agada
B anreky oOpaTuiicss My>)k4uHa ¢ MPOCHOOI M3rOTOBUTH JICKAPCTBEHHBIN MTpermapaT MOPEIenTy BpaJa:

Recipe: Infusi herbae Leonuri 70 ml

Coffeini- natrii benzoatis 0,1

Natrii bromidi 0,2

Tincturae Valerianae 5 ml

Misce. Da. Signa. ITo 1 cTonoBoii noxke 3 pa3a B icHb

[Mpumeuanune: Kodenna-6enszoar narpus BP/ = 0,5, BC/] = 1,5; KB TpaBs! mycTeipHUKa - 2,0.

1. TIpoBemute papmalieBTHUECKYIO SKCIIEPTU3Y MPOIKCH PEIIETITA.

2. Od¢opmure nacrnopT NUCbMEHHOTO KOHTPOJIS M pacCUUTANTe KOJIMYEeCTBA

3. Ilpemnoxkure BapHaHT TEXHOJOTHH W3TOTOBJICHHS JIEKApPCTBEHHOH (OpMBI ¢
MCII0JIb30BaHNEMIIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPBS.

4. OdopmuTe neKapcTBEHHYIO GOPMY K OTITYCKY.

5. IIpoBeaute OLIEHKY KaueCcTBa U3TOTOBJIIEHHOIO JIEKAPCTBEHHOI'O Mpernapara.

IIpasunvuoiii omeem:

1. dapmarneBTHUECKAs YKCIIEPTH3A IPOMUCH pelenTa.
AHanmM3 MoKa3bIBaeT:

- KOMIIOHEHTBI TPOIUCH COBMECTUMBI;

- Ipenapar JI0JDKeH OBITh BBITTMCAH Ha OaHke perienta popmer Ne 107-1/y;
- BemecTs, momiexkanux [IKY u HEO ner;

- MPOBEPKa J03:

Kogenna-6en3zoara Hatpust

BP/I = 0,5; Yucno npuémos: 75/15=5; PJ] = 0,1/5=0,02
BCA = 1,5; CI = 0,02x3=0,06

J103b1 HE 3aBBINICHBI

[Ipenapat U3roraBIMBaTh MOXKHO

2.. IITIK (yumieBast CTOpOHA):



Hara_ Nepem.

Ag. purificatae 84 ml

Herbae Leonuri 7,0

Coffeini- natrii benzoatis 0,1

Natrii bromidi 0,2

Tincturae Valerianae 5 ml

V=75 ml

[Ipurorosui

[IpoBepun

Otnycrun

[ITK (o6opoTHast cTopoHa):

Ob6opotnas cropona IIIIK: Tpassl mycteipauka 70/10=7,0. KBII TpaBsl mycteipauka — 2,0.

Boggpr ounmmennoi 70 + 7,0x2,0=84 mir.

Kogeunna-6ensoara natpus 0,1.

Hatpus 6pomuna 0,2.

Pacuér conepxkanust B MUKCTYpe TBEpABIX 1B: 0,1+0,2=0,3

0,3-75 mn

X -100 mi

x= 0,4% (mensbre 3%, nmpupoct 00bEMa He yunThiBaeM) HacToliku Basiepuansl 5 Mt

TpaBy mycThIpHHKA U3MEIbYAIOT 10 YAacTUIl HEe Oojiee 5 MM, OTCEUMBAIOT OT IbUIM, OTBEIIMBAIOT
7,0. TlomematoT B mporperyro MHOYHAUPKY, 3aTuBalOT 84 MJI BOJBI OUYMIIEHHOM, HAKPHIBAIOT
KPBIIIKON M HACTAWBAIOT HA KUIIAIIEH BOJSHOM OaHe 15 MUHYT He epeMelInBasi, HaCTauBalOT MPU
KOMHATHOU Temreparype 45 MUHYT.

Hacroii mpouexuBaroT uepe3 JBOMHON CIION Mapiu C MOAM0KEHHBIM KOMOUKOM BaThl, IEPEHOCAT B
MEpPHBIN HWINHAP, J0BOAAT BOAOK 10 70 M.

[TomryueHHBIN HACTOM MEPEHOCAT B MOJCTaBKY U pacTBopsitoT B HEM 0,1 kodenna 6eHzoara HaTpus
u 0,2 Hatpust Opommuma, GWIBTPYIOT BO (DIIaKOH I OTIYCKa, NOOABISIOT 5 MJI HACTOMKHU
BasiepuaHsbl. [IpoBepsIOT HA OTCYTCTBHE MEXAaHUUYECKUX BKIFOYCHHN. Y KYIIOpUBAIOT.

4. ®makoH cBerozamuTHOro creknma V 100 i, yKyImoOpHBAa[mOT MOJMATHICHOBOW MPOOKOW U
HaBUHYMBAIOLIEHCS KPBIIKOW, IPOBOAAT KOHTPOJIb HA MEXaHUUYECKUE IpuMecu. HaknenBaroT Homep
peuenta u 3anonusaroT [ITK nuueByro ctopony. IIpenapat oTnyckaroT ¢ 3TukeTkamMu «BHyTpeHHEe»,
«Ilepen ynorpeOieHnemM B30aNTHIBaTh», «XpaHUTh B IPOXJIaHOM, 3AIUIIEHHOM OT CBETa MECTEN U
«XpaHHUTh B HEJOCTYIHOM s neteil mecte». Cpok xpaHeHus 2 cyTok. Ha sTmkeTke oTpaskeHa
(damuust 00JILHOTO, HOMEp peLenTa, Clocod MPUMEHEHHS.
5. AHainu3 gokyMeHTanuu. Mimeronuiics penentT, macnopT MUCbMEHHOTO0 KOHTPOJISI 1 HOMEP
JIeKapCTBEHHOM (POPMBI COOTBETCTBYIOT.
WNHrpenueHTsl COBMECTHMBI, J03bl HE MPEBBIIMIEHBI, pacdyeTbl caeilaHbl BepHOo. OO0beM (prakoHa
COOTBETCTBYET OOBEMY JIeKapcTBeHHOW (opMbl. DIIaKOH YKYNOPEH TIepMETUYHO. OTHKETKa
COOTBETCTBYET CIIOCO0Y MPUMEHEHUS.
Opranonentudeckuii KOHTpoJb. (CBETIO-KOPUYHEBAs KHUAKOCTH C XapaKTEPHBIM 3alaxoM.
MexaHuueckre BKIIOUYEHHUS! OTCYTCTBYIOT.
O0BeM nexkapcTBeHHONW (popMbl 75+2,3 M, YTO COOTBETCTBYET HOpMaM JOMYCTHMBIX OTKIOHEHHUH
(£3%) mo O®DC.1.8.0003 «HecrepunbHble JEKapCTBEHHBIE MperapaThl aNTEYHOTO W3TOTOBJICHUS B
BUJIE KHUJIKUX JIEKapcTBEHHBIX (hopm» ['D XV.

3amanue 86. CuryarioHHas 3a1a9a

B anrtexy oOpaTuics MyX4uWHa C TPOCHOON HM3rOTOBUTH JIEKAPCTBEHHBIMIIPENApar MO PEIenTy
Bpaua:

Rp.: Infusi radicis Althaeae 180 ml

Natrii benzoatis 4,0

Misce. Da.

Signa. 7lo 1 cmonosoti n1odxcke 3 pasa 6 Oenw.

[Tpumeuanue: KYO natpus 6enzoara = 0,6 Mi1/T; 1omyCTHMBIE OTKJIOHEHUS JUisi o0beMa oT 150 mo



200 vt = 3%.

1. TIpoBemute hapMaeBTUYECKYIO KCTIEPTU3Y IPOIUCH PEIICTITA.

[TpoBeauTe pacy€rsl U 0GOPMHUTE JTULEBYIO CTOPOHY MACIIOPTa TUCHbMEHHOT'O KOHTPOJIS.

3. Ilpemnoxure TEXHOJOTHMIO  HW3TOTOBJICHMS  JIEKAPCTBEHHOIO  Ipermapata W3
JIEKAPCTBEHHOTOPACTUTEIBHOTO ChIPBAL.

4. OdopmuTe JeKapCTBEHHBIH Mpenapar K OTIHYCKY.

5. IlpoBenute OLEHKY KaueCTBA U3TOTOBJIEHHOT'O JIEKAPCTBEHHOTI'O Npenapara

no

IIpasunvrviii omeem.:
1. dapmarneBTHYeCKas HKCIEPTH3a IPONUCH PELIENTA.
AHanu3 noKa3bpIBaeT:

- KOMITIOHEHTHI IIPOIMCH COBMECTHUMBI;
- npernapar 10JKeH ObITh BbIMCaH Ha O6maHke penernta Gopmbl Ne 107-1/y;
- Bemects, nomrekamux IIKY u HEO HerT;
- poBepKa 103 He TpedyeTcs.
[Ipenapat U3roTaBIMBaTh MOKHO.

2. ObopoTHas CTOpOHA:
Pacuér kopneii anres: 180: 20=9,0.
Kpacx=1,3
C yuerom Kpacx.: 9x1,3 = 11,7 r
Bonast ounmennoii: 180x1,3 = 234 mn
Harpus 6enzoara: 4,0
IIpupoct o6bema (KYO = 0,6 mu/T) = 0,6 i/t x 4,0 = 2,4 M
Jomnyctumble oTKIIOHEHHS B 00beMe (/- 2%) = 180 mix2%/100% = 3,6 ma 6onbie 2,4 mi
CrnenoBaTenbHO, MPUPOCT 00bEMA YKIIAIBIBACTCS B JOITYCTUMBIE OTKJIOHEHUS
JInuesas cropona: Jlara Ne penenta
Radicis Althaeae 11,7
Aquae purificatae 234 ml
Natrii benzoatis 4,0
Voour — 180 ma
IIpurorosun
[Iposepui
Otnyctun
3. ITockonbKy B penienTe He YKa3aHO KOJIMYECTBO KOPHSI ajlTesl, HACTON TOTOBAT 5% KOHIIEHTpPAITUH.
Y4uuTeiBass 0COOEHHOCTU CBHIPbSl M TO YTO CIU3b aJITes HE OT)KUMAIOT U3 CBIPbsl, MPH M3TOTOBJICHUHU
UCIOJIB3YIOT PACXOIHBIM KO (OULIMEHT AJIs CHIPbS U BOABI, paBHbIH 1,3.
Bepyt 11,7 r cbipps u 234 M Boabl ountieHHoi. HactanBanue npoogst B Teuenne 30 MUHYT Hpu
KOMHATHOW TemIepaType Npy NepUOANYECKOM IepeMEIINBaHHH.
[Tocne HacTauBaHUs M3BJIE€UEHHE (WIBTPYIOT, HE OT)KUMAasi ChIpbs, 4Yepe3 JABOHHOW ClIOM Mapiu c
MIO/UTO’KEHHBIM BaTHBIM TaMIIOHOM B MEpPHBIA IWJIMHAP M TPOMBIBAIOT CHIPhE BOAON OYHIIECHHOM,
10BO/I 00BEM n3BnedeHus 10 180 M.
OtemmBator 4,0 r HaTpusi OeH30aTa, pacTBOPSAIOT B MPO(UIBTPOBAHHOM HACTOE, XOPOIIO
NepEeMENINBAIOT, MOCJe YEro elle pa3 GUIbTPYIOT BO (JIaKOH AJIs OTITYCKa.
4. ®nakoH OpPaHKEBOI'0 CTEKJIa YKYIIOPUBAIOT IUIOTHO MJIACTMACCOBOM MPOOKON ¢ HaBMHUYMBAIOIIEHCS
KpbIIKOi. HaknenBaroT OTAENbHBIN pEHENTYPHBIA HOMED U 3TUKETKY.
Ha stukerkax s oQopMieHHs JIEKapCTBEHHBIX IpENapaToB, M3TOTOBJIEHHBIX JUIS HAaCEJIeHHUS,
JTIOJDKHO OBITh YKa3aHO:

a) HAaUMEHOBaHUE anTeyHoOU opranuzaiuu, ©.1.0. WHIUBUIYaTbHOTO
MPEANMPUHUMATEIIS, UMEIOIIETO JIUIIEH3UI0 Ha (hapMalleBTHUECKYIO JESITEIbHOCTD;
0) MECTOHAXO0XKIECHUE alTeUHON OpraHu3alu WIH  MECTO bapmaleBTHUECKOM

NeSITeTbHOCTH WHAWBHYAIBHOTO MPEITPUHUMATEIIS,

B) HOMep peuenTa (mpucBauBaercs B anteke); r) @.M.0. namuenTa; 1) HAUMEHOBAHUE WIIM COCTaB
JIEKapCTBEHHOTO MIpenapara;

e) Croco6 NPUMEHEHHs JIEKapCTBEHHOTO npenapara  («BHyTpeHHee»), BUJ
nexapcTBeHHON GopMbl («MUKCTYypay);



) IOJJpoOHOE ONKCaHKE CIIOco0a MPUMEHEHHS (11 MUKCTYP: «I10 JIOKKE pa3 B JCHBEBI»);

3) AaTa U3roTOBJIEHMS JIEKAPCTBEHHOIO IIPENapara;

1) CPOK T'OIHOCTH JIeKapCTBEHHOTO Mnpenapata («['oeH 10»);K) [leHa JJeKapCTBEHHOI O IIpernapara;

1) pefocTepexeHne «XpaHuTh B HEIOCTYITHOM JJIsl IETEH MECTE».

Jlis MukcTyp o0si3aTenbHbI AOMOHUTENbHBIE 3TUKETKH «llepes ynoTpebiienneM B30anThIBaThy,

«XpaHUTh B IPOXJIAJHOM U 3ALIUIIEHHOM OT CBETAa MECTEM.

TeKkcT 3TUKETOK JOJDKEeH ObITh HameuyaTaH TUIOrpadCKUM crnocoboM Ha pycckoM si3bike. CocTaB

JIEKapCTBEHHOI'0 IIperapara MUUIeTcs OT PyKH UM HAHOCUTCS IITAMIIOM.

Cpoxk xpaHeHHs — He 0oJiee 2 CYTOK.
Odopmnenue cornacHo TpedboBanusM npukaza M3 PO ot 22 mas 2023r. Ne 2491 «O06 yTBepKIeHUN
MPaBWJI M3TOTOBJICHHUS M OTIYCKAa JIEKAPCTBEHHBIX IMPENaparoB A MEAUIMHCKOTO MPUMEHEHHS
anTEYHBIMH OPTaHU3ALUAMHI, UMEIOIIMMU JIMIICH3UIO Ha ()apMaIlleBTHUECKYIO JeSITEILHOCTDY.
5. Ananmu3 JoKyMeHTauuu. lMewmuics peuent, MacnopT MHCbMEHHOTO KOHTPOJS M HOMEp
JIEKapCTBEHHOM (POPMBI COOTBETCTBYIOT.

WHrpeareHTsl COBMECTUMBI, PAcUCThI C/eNIaHbl BepHO. [IpaBUIbHOCTD YIIAKOBKU U O(POPMIICHUS.

O06BeM (prakoHa OpaHKEBOT'O CTEKIIA COOTBETCTBYET OOBEMY JIEKapCTBEHHOM (PopMbl, mpoOKa

HY>KHOTO KauecTBa 00eCleyrBaeT repMETUYHOCTh YKYTIOPKH.

OpranonenTu4ecKkuii KOHTPOJIb. MoJI0UHO-0east )KUIKOCTh CO CIIa0BIM 3aIaXOM.
O6wem nexaperBeHHOH Gopmbl 180 + 3,6 Mi1, 9TO COOTBETCTBYET HOPMaM JIOITYCTUMBIX OTKIIOHEHHH (+
2%) mo O®C.1.8.0003 «HectepunbHble JIEKApCTBEHHBIE MpENapaTbl anTeYHOTO0 H3TOTOBJICHHS B
BU/JIE JKUJKUX JIEKApCTBEHHBIX popm» ['D X V.

3anmanue 87. CuryarioHHas 3a1a4a

B ant CKY HNOCTYITWJI PEUCHT CICAYHOLICTIO COCTaBa:

Rp.: Riboflavini 0,02

Acidi ascorbinici 0,15

M.f. pulvis D.t.d Ne 6

S. ITo 1 mopomiky 3 pa3a B 1eHb.
1. CnenaﬁTe H€06XOHI/IMBI€ pacyCThbl U OIMUIIHUTEC TCXHOJIOIUIO NU3IrOTOBJICHHUA HOpOIHKOBOfI CMECH 110

IMMPOIUCH peICIITa

2. Odopmure 0O0POTHYIO M JIMLEBYIO CTOPOHY MaclopTa MUCBMEHHOro KOHTpois. Ompexaenurte

1esecooOpasHble Bl BHYTPHANTEYHOro KOHTpouisl. Omnpenenure TpeOoBaHUS K OPOPMIICHHIO
JId.

3. Vkaxwute CPOK U YCJIOBUA XpaHCHWA U3TOTOBJICHHBIX ITOPOIIKOB B AIlITCKEC.

Ipasunvnwviti omeem:

[TacmopT NMCBMEHHOTO KOHTPO.I4
JInuesas cropoHa

JlaTa Ne penienita

Acidi  ascorbinici 0,9

Riboflavini 0,12 OGopoTHast CTOpOHa

m=1,02 PuGodnasuna 0,02x6 = 0,12

0,17 Ne6 Kucnotsr ackopounosoit 0,15x6 = 0,9
[IpHroToBHI O6mas macca: 0,12+0,9 = 1,02

Passecka: 1,02:6 = 0,17



PuGodumaBun oTHOCHTCS K KpacsIiMM BEIIECTBAaM. OTH BEIIECTBA 3arpsi3HSIOT

CTYIIKY,
MECTUK TaKUM 00pa3oM, 4TO OKpacKa HE yAAIAETCs PH OOBIYHOM CItoco0e 00paboTKu
nocyzabl. JlaHHBIE JIeKapCTBEHHBbIE BellecTBa (CyOCTaHIMM) XPaHAT B OTACIBHOM
mKkady; A8 TPUTOTOBJICHUS MOPOLIKOB OPraHM3YIOT —CIIEHUAIbHBIE MECTa,
UCIONB3YIOT OTJAENIbHbIE CTYNnKu M mnectuku (TpedboBanue HJI). M3roromnenue
MOPOLIKOB C TAaKUMH BEIIECTBAMHU OCYIIECTBIISIOT CIEAYIOMMM obpa3zoMm. B crymke
CHayaja pacTUpPAlOT HEOOJBUIYI0 YacTh HEOKPAIIEHHOTO BEIeCTBa, I00aBISIOT
Kpacsilee BeIeCTBO, 3aTeM OCTaBIIEeCs KOJIMUECTBO HEOKPAIIEHHOTO BEIIECTBA U BCE
CMEIINBAIOT /10 MOJY4YEHUs OJHOPOAHON Macchl. Ilpu Takom mopsiake cCMelrBaHUS
BEIIECTB YCTpPAHSAETCA 3arpsa3HEHHWE CTYNKH W TeCTUKAa M JIOCTUTAETCS JIydIlee
cmemuBanue. YtoObl HE 3arps3HUTh Jpyrue JIeKapCTBEHHbIE Ipernaparsl,
U3TOTOBIISIEMBIE B aNTEKe, Kpacslue BEeIIeCTBA CIEeAyeT OTBEUIMBATh Ha O0COOBIX
BECOUYKAX U M3TOTOBJICHUE TAKUX MOPOIIKOB MPOBOAUTH OTAEIBHO OT IPYTHX BEIIECTB.

Tak xak o0miast Mmacca nopoika cocrasiseT 1,02, To BeiOuparoT crynky Ne3. B
ctynky Ha BP-1 orBemmuBaior 0,9 KUCIOTHI aCKOPOMHOBOM, TIIATENBHO PACTUPAIOT U
BBICHITAIOT HAa Oymary WiIM KamncCylnaTypKy, OCTaBUB HEOOJBINYI  4acTb
(mpubnusurensHo 0,3) B crynke. 3aTeM OTBENIMBAIOT Ha CIELUAJIbHBIX BECOYKAX U
BeIchIMaloT B cTynky 0,12 pubodnaBuHa, CcBepXy HACHIMAIOT CJIOH KHCIOTHI
ACKOpOMHOBOM, CMENIMBAIOT U TMOCTENEHHO J00aBIIAIOT OCTaBIIEeCs KOJIUYECTBO
KHCJIOTHI aCKOPOMHOBOM.
['oTOBBIN paBHOMEPHO OKpAIICHHBIH CIOKHBII MOPOIIOK Pa3BEHIMBAIOT Ha 6 103 MO
0,17. Tlopomku yIakOBBIBAIOT B JKEIATHHOBBIC KarCylbl (TaK KakK COICPKHUTCS
Kpacsiiiee BeIIecTBO) MO0 B KamcCyjbl U3 BOIIEHON Oymaru (KuciaoTa acKopOMHOBas
MOKET aJIcOpOUpOBaTh BIArYy).
CKJ1aIpIBAIOT 11O TPH KAIICYJIBI BMECTE, TOMEUIAOT B OYMa)KHBIN TIAKET.

Odopmasitor sTHKeTKON «BHyTpenneey. "Ilopomku", «XpaHUTh B 3alIUILIEHHOM OT

cBeTamecTe», "XpaHuTh B HEJOCTYITHOM JIJis IeTel mecTe".
Ornenka KadecTBa M CPOKM XPAaHEHHUs B alTeKe OCYIIECTBISETCS B COOTBETCTBHH C
npukazoM M3 PO ot 22 mas 2023r. Ne 2491 «O0 yTBepKI€HUN MPAaBUI U3TOTOBICHUS
U OTIIyCKa JICKAPCTBEHHBIX MpPEnapaToB Il MEAUIMHCKOTO MPUMEHEHHUs anTeYHBIMU
OpTraHU3aIUIMHI, UMEIOIIMMHU JIUIIEH3UIO Ha (hapMalleBTHUECKYIO AeSITeTbHOCTDY.

AHnanu3 qokyMeHTanuu: Penent BolmucaH npaBUiIbHO. VIHTpeIMeHThl COBMECTUMBI.
PacueTsl chenaHbl NMpaBHIIBHO, MAacHOPT MHCbMEHHOIO KOHTPOJS BBIMHMCAH, BEPHO.
JonycTumble OTKJIOHEHHS B Macce OTAEIbHBIX J03 MOpoumKkoB. [IpaBuibHOCTH
YIaKOBKU U 0(hOpMIICHUS.

Cpok xpanenusi— He 6osee 14 cyTok.

3anmanue 88. CuryarioHHas 3a1a9a
B anTtexky nmoctymmim  peunent
cienyomero cocrasa: Rp.:
Talci
Zinci oxydi aa 4,0
Aguae purificatae 100 ml
M.D.S. HaHOCHUTH Ha KOXY.

1. Cpenaiite  HeoOXoguMble  pacyeTbl M ONHUIIMTE  TEXHOJOTHIO
W3TOTOBJICHHUSI JIEKAPCTBEHHOI'O IIperapaTa 10 MPOMNHCH, BbIOpaB
ONTUMAJIbHBIA BapUAHT TEXHOJIOTHH.

2. Odopmure 000pOTHYIO u JULEBYIO CTOPOHY racropra
MUCbMEHHOTO KOHTPOJIS. Omnpenenure 1es1eco00pa3HbIe

BUJIbI BHYTPHAIITEYHOI0 KOHTpois. Omnpexnenure



TpeboBanus k opopmiienuro JID.
3. VYKaxuTe CPOK M YCIOBHS XpaHEHHs U3roTOBIeHHOM JID B anTexke.

Ilpasunvhuiii omeem:

Rec

ipe: Talci Zinci oxydi aa 4,0
Aquae purificatae 100 ml

M.D.S. Hanocuth Ha KOXKY.

Ilacnopm nucvmenno2o KoHmpous
O6opoTHas CTOpoHa

Konnenrpanus tBepaoi ¢as3er 6omee 3 %, cycneH3uro
roroBuM 1o MacceBona ounmennas 100 mi
Huak oxcun 4,0

Tainsexk 4,0

Macca JId = 100+4,0+4,0=108,0

JIn

1IEB

as

cTO

pOH

Ha

Ta

pen

CIIT

a

Zin

ci

oxy

di

4,0

Talci 4,0
Aquae

purificatae
100 ml

OO0masa

Mmacca
108,0

IIpuroroBun
(moamuce)
IIposepun
(moamuce)
Otnyctun
(moamuce)

[uHka okcuI W TaJlbK OTHOCATCS K Tpynne TUAPOPMIBHBIX JIEKapCTBEHHBIX
BEIICCTB.

[ToaTomMy cTaOMIM3HpPOBaTh JAHHYIO CYCIIEH3UIO HE TpeOyeTcs, T.K. Ha TTOBEPXHOCTH



YacTHUI] TAaKUX JICKAPCTBEHHBIX BEIIECTB 00pa3yeTcsi COMbBATHBIN (THUAPATHBIN) CIIOH,
00ecTeurnBarOIMNiyCTOMYUBOCTh CUCTEMBI.

JIyist Tomy4eHusi TOHKO U3METbUCHHBIX JICKAPCTBEHHBIX BEIIECTB PEKOMEHYETCs
IpH PACTUPAHUW TPUMEHSTh BOJAY WJIH JAPYTyH BCIIOMOTATEIbHYIO >KHIKOCTh B
KosruecTBe 1/2 0T Macchl U3METbUaeMOro JIEKapCTBEHHOTO BeliecTBa (mpasuiio b.B.
Hepsruna). IlpubaBieHne >KUIKOCTH 3HAYUTEIBHO CHOCOOCTBYET  IPOLIECCY
mucrieprupoBanusi. OOBSICHSAETCS 3TO  TOHW)KEHHUEM TBEPAOCTH HM3MEIb4aeMOro
BEIIECTBA W PACKIMHHUBAIOIIUM JEHCTBHEM JKUIKOCTEH, KOTOpPbIE NPOHUKAIOT B
MOJTYYHMBILUECS TIPU U3MEIbUCHIUH MHUKPOTPEIINHBI, PACHIUPSIOT, PACKJIMHUBAIOT UX U
TeM CIoCcOOCTBYIOT IanbHEIeMy n3mensueHuto («dpdext Pedunmepay).
B cTynky noMeniaroT nuHKa OKCHII, U3MENILYAIOT, JOOABISIOT U IPUMEIIUBAIOT TAJIbK.
K momyueHHOMY TOpOMIKY 100aBIstOT 4 MJI BOJBI OYHUIICHHOW IS TONTYYCHHUS
NEPBUYHOMN MTYJIBITHI.

OcraBiytocs BOAy, OYUIIEHHYIO MCIIONB3YIOT JJIsi pa30aBiIeHUs MEPBUYHON ITYIIBITBI,
UCIOJb3Ys MIPUEM B3MYUYMBAHHUS C LENbIO (PPaKLMOHUPOBAHUS YacTHll. B3myunuBaHue
3aKJIF0YAETCsl B TOM, YTO IPU CMEIIMBAHUM TBEPAOTO BEIIECTBA C XKHUAKOCTHIO, B 10-20
pa3 1o oObeMy HpEBbILIAIOIIEH €ro Maccy, MeJIKHe YacTUIbl HaXOAATCS BO
B3BEIIEHHOM COCTOSIHMM, KpPYIHBIE YacTHULbI OCENAl0T Ha JHO. TOHKYI0 B3BEChH
CJIMBAIOT, OCAJI0K IIOBTOPHO M3MEJIbYAIOT M B3MYUMBAIOT C HOBOW MOpPLUEH KUAKOCTH.
Onepanuio MoBTOPSIOT, IIOKa BECh 0CA/I0K HE MEPEHIET B TOHKYIO B3BECh.

@dakoH OECIBETHOrO CTEKJa YKYIOPHUBAIOT IUIOTHO IUIACTMAcCOBOM HMPOOKOH ¢
HAaBHHYMBAKOLIEHCS KPBIIKOM.

Odopmisitor 3THKETKOM «HapyxHoe», MNpenynpeniuTebHBIMU HAIUCAMU:
«XpaHUTh B MPOXJAJHOM, 3AIIMIIEHHOM OT cBeTa MecTe», «llepen ymorpebneHuem
B30QJITBIBaTh», «XpaHUTh B HENOCTYNHOM JuIi Jered mecre». HakineunBaroT HoMep
peuenra.

Onenka kauecTBa M CPOKM XpaHEHHs B alTEKe OCYHIECTBIIAETCS B COOTBETCTBUHU C
O®C.1.8.0001 — «JlexkapcTBeHHBIE TTpENapaThl ATEYHOTO U3TOTOBICHUs» ['D XV,
Cpoxu XpaHEHHUs B allTEKE OCYIIECTBIISIETCS B COOTBETCTBUM ¢ npukazoM M3 P® or 22
mas  2023r. Ne 2491 «OO yTBep)KIEHUM TMpaBUI HW3TOTOBIEHUS U OTIIyCKa
JIEKapCTBEHHBIX  IPENnaparoB A  MEIULUHCKOTO  INPUMEHEHHS  aNTe4YHBIMHU
OpraHHu3alsIMHI, UMEIOIMMU JINLEH3UIO Ha (hapMalleBTHUECKYIO AESTEIbHOCTDY.

AHanu3 noxkymeHTanuu: PenenTt BemMcaH —nOpaBWiIbHO. MHIrpeaueHThb
coBMecTUMBbI. PacueTsl crenaHbl NPaBUIBHO, NAacCHOPT IMHUCBMEHHOTO KOHTPOJIS
BbIMCaH, BepHO. OTKIOHEHHEe B Macce JieKapcTBeHHOW ¢opmbl.  OreHka
pecycrnienaupyemMoctu. [IpaBUIbHOCTD yIaKOBKU M 0(OPMIICHHUS.

Cpok XxpaHeHus 2 CyTOK.

3anmanue 89. CuryarioHHas 3a1aqa

B anTeky nmoctynui penent ciaenyromero cocraBa:

Rp.: Infusi herbae Leonuri ex

5,0 - 100 mINatrii bromidi 1,0

Glucosae 5,0

M.D.S. Tlo 1 cTonoBoii joxKke 3 pa3a B JICHb.

1. Cpenaiite HeoOXoauUMBIE pacyeTbl W ONHUIIUTE TEXHOJOTHIO HW3TOTOBICHHS
JIEKapCTBEHHOTI'0 IpernapaTa Mo MPOIUCH C UCHOIb30BaHUEM JKHMJIKOIO SKCTpaKTa-
KOHIIEHTpAaTa TPaBbl MYCTHIPHUKA, BEIOPAB ONTUMAILHBINA BapUAHT TEXHOJIOTHH.

2. Odopmute 0OOPOTHYIO M JIMIIEBYIO CTOPOHY MAaclopTa MHCHMEHHOTO KOHTPOJIS.
Omnpenenurte 1eiaecooOpa3Hble BUIbl BHYTPUANTEUHOro KOHTpois. Ompenenute
TpeboBanus K odopmiieHuto JID.

3. YkaxwuTte CpOK H yCIOBHUS XpaHEHHUs H3TOTOBJICHHOI JID B anTeke.

Ilpasunvhuviti omeem:



Rp.: Infusi herbae Leonuri

ex 50 - 100 ml Natrii

bromidi 1,0

Glucosae 5,0

M.D.S. ITo 1 cronoBoii jJ0kKKe 3 pa3a B ACHb.

Ilacnopm nucemennoz2o konmpona (ITITK)

Jluyesass cmopona Obopomnas cmopona
Aquae purifcatae 75 ml OO0t 06bem 100M1
Solutionis Natrii bromidi (1:5) DKCTpakTa BaJICpUAHbI
5ml CTaHIApTU3UPOBAHHOTO KUIKOTO 1:2
Solutionis Glucosae (1:2) -5 x2=10mn
10 ml PactBopa HaTpus 6pomuga 20%
Extracti Leonuri standartsati flLidi (1:5)1 x 5= 5mn
(1:2) 10 ml PactBopa rimoko3st 50% (1:2)
OO6muii 06sem 100 M 5x2=10mu
Ilpuecomosun Bop! ouninieHHOI’:
IIposepun 100mi-(10+ 5+ 10)=75 mn
Omnycmun

Bo (¢nakon nmns oTmycka  OpaH)KEBOro  crekia  (HaTpus  OpoMuj
CBETOUYYBCTBUTEINIbHBII) OTMEPHUBAIOT 75 MJI BOJIbI OYUIIEHHOM, 5 MJI pacTBOpa HaTpus
opomuaa (1:5), 10 ma pacrBopa riaroko3sl (1:2), 10 mi sKcTpakTa-KOHIIEHTpaTa
yCThIpHHUKA XHUIKOT0 (1:2), XOpOIIO MepeMENTHBatOT.

@IakoH  YKYNOpPHUBAKOT IUIOTHO  IUIACTMAaccoBOW  MPOOKOW ¢
HAaBUHYMBAIOLIEHCSA  Kpblkoil. HakneuBaroT HoMmep penenta U 3THKETKH:
«Buytpennee», «llepen ymorpebiieHneM B30aITHIBaTh», «XpPaHUTh B IMPOXJIAIHOM,
3allMIICHHOM OT CBE€Ta MeECTe», «XpaHUThb B HEAOCTYIIHOM [UIsl JIETEH MECTEM.
KoHTponupytoT cCOBMECTUMOCTh UHIPEUEHTOB.

AHanu3 noxkyMmeHTauuu. [IpaBUIIBHOCTh HaNMCAaHMS MACTIOPTa MMCbMEHHOTO KOHTPOJIS.
[TpaBuiIbHOCTh yMakoBKM M odopmieHus. OpraHonentuueckuil KoHTposb. O0BbeM
JIEKapCTBEHHON (hOPMBI.

Onenka kauecTBa M CPOKM XPaHEHMsI B alTEKEe OCYLIECTBIIETCS B COOTBETCTBUHU C
O®C.1.8.0001 — «JlexkapcTBeHHBIE TTpENapaThl ATEYHOTO U3TOTOBICHUs» ['D XV,
Cpoxu XpaHEHUs B allTEKe OCYLIECTBIISIETCS B COOTBETCTBUM C NpukazoM M3 PD ot 22
mas  2023r. Ne 2491 «OO yTBEp)KIEHUM TMpaBWI HU3TOTOBIEHUS U OTIIyCKa
JIEKapCTBEHHBIX  IpPEnaparoB A  MEIULUHCKOTO  INPUMEHEHHS  aNTE4YHBIMHU
OpraHHu3alUsIMHI, UMEIOIMMU JINLEH3UIO Ha (hapMalleBTUUECKYIO AESITEIbHOCTDY.

Jlo ormycka OOJBHOMY JIEKapCTBEHHBIH TMpermapar XpaHUTCS B 3alMparoIieMcs
mkagy. CpokxpaHeHHUs B anTeKe 2 CYTOK.

3anmanue 90. CuryarioHHas 3aa4a

B anreky nocTymnui penent ciaeayroero cCocTaBa:

Rp.: Sol. Natrii chloridi isotonicae 200 ml

D.S. i1 BHYTPUBEHHOTO BBE/ICHUSI.

1. Cpenaiite HeoOXoIUMBIE pacyeTbl W ONUIIUTE TEXHOJOTHUIO H3TOTOBIICHUS
JIEKapCTBEHHOI'0 Ipernapara IO IPONHUCH, BbIOpaB ONTUMAIbHBIE YCIOBHS
TEXHOJIOTHH.

2. Od¢opmure 0O0OPOTHYIO M JIMIIEBYIO CTOPOHY IMACIOPTa MUCHBMEHHOTO KOHTPOJIS.
Omnpenenurte 1eiaecooOpa3Hble BUIbl BHYTPHUANTEUHOro KOHTpois. Ompenenute
TpeboBanus K opopmiieHuto JIOD.

3. YKaxuTte CpOK M yCJIOBUS XpaHEHHUs U3roToBjieHHo JID B anTeke.

Ilpasunvhuviti omeem:



Rp.: Sol. Natrii chloridi isotonicae 200 ml
D.S. [ly11 BHYTpUBEHHOTO BBEACHUS

Ilacnopm nucvmenno20 KOHMPOIIA.
JIuuesas cropona

Jara
Ne peuenta
Aquae pro

injectionibus 200
ml Natrii chloridi
1,8

V = 200 ml IIpocrepmnmzoBano! IIpuroroBus (mMOANUCH)
[Tposepui (moanuce)OTHmycTHI (IOAIUCH)

O6opoTHas CTOpoHa

Harpus

xaopuga 0,9 -

100 max - 200

miX=18

C max = MKYO = 2:0,33 =6,1%, KYO ne yuutsiBaetrcs Boasl mist unbexuuit 200 M
JlekapcTBEeHHBIE BEIIECTBA, UCTIOIB3yEMbIE JISI U3TOTOBJICHUS MHBEKIIMOHHBIX

JIEKapCTBEHHBIX (OpM JT0MKHBI 0TBe4aTh Tpeboanusm I'd, ®C, BOC, 'OCT, umertsb

MapKy «IJIsl HHBEKIUI», «rojeH Uit nHbekuui». [lpn m3rotosnennn 0,9% pactBopa

HaTpUs  XJIOPHJA  WCIOJIB3YIOT  JIEUPOTCHU3UPOBAHHBIM  HATPUS  XJIOPUIL.

JlenmuporeHu3anuio OCyImIEeCTBIAIOT MpoKauBaHueM HaTpus xjopunaa mpu 180 °C B

TE€YEeHHE 2 YaCOB C IENbI0 pa3pyIIEHUsI BO3MOKHBIX MUPOTEHHBIX BEIIIECTB.

B acenTuyeckux yclOBHSX B CTEPWIBHOW IOJCTaBKE B BOJE JUISI MHBEKIUI
pactBopsitoT 1,8 T HaTpus XJOpHIA, 3aT€M PacTBOP (QHUIBTPYIOT 4Yepe3 CTEKIISHHBIHN
¢buneTp ¢ pazmepom nop 10-16 MKM UM CTEPWIHHYIO (DUIBTPOBATBHYIO Oymary c
MOJJIOKEHHBIM KOMOYKOM CTEpPHJIBHOM JJIMHHOBOJIOKHMCTOM MEIUIMHCKON BaThl B
CTepUJIbHBINA (DJTAaKOH HEUTPAJILHOTO CTEKJIaBMECTUMOCTHI0 200 M.

N3rotoBieHHBIN pacTBOp MOABEPralOT MOJHOMY XMMHUYECKOMY KOHTPOJIO 10 U
nocnie crepunu3anuu. (st 3Toro Bo (¢uUIakoH W3 CTEKJIOAPOTA OTIIMBAOT 2-3 M
pacTBopa.

@akoH YKYNOPUBAIOT «I10J OOKaTKy», CTEPWIM3YIOT BMECTE€ C OCHOBHBIM
¢akoHoM. [locne crepunuzanuu pactBop U3 (UiakoHa UCHOJIB3YIOT AJIS MPOBEICHUS
MOJIHOTO XMMHUYECKoro aHanuza.) KpoMe Toro, ¢akoH ¢ pacTBOPOM NMPOCMATPUBAIOT
HEBOOPY)KEHHBIM TIJIa30M Ha OTCYTCTBHE MEXaHHMYECKUX BKJIIOUEHUH Ha Oenom u
yepHOM (OHE, OCBELIEHHOM 3JEKTPUYECKON JaMIOYKOil MaToBOro  CTEKJa
MomHocThio 40 Br. [IpuueM, mpoBepka Ha OTCYTCTBUE MEXaHMYECKHX BKIIIOUEHUN
MPOBOAMTCS TAKKE JABAXK/BL: 10 U MOCIIE CTEPUIIU3ALINH.

VYxynopusatot u crepunsyioT nipu 120 °C B Teuenne 8 MuH.

Odopmasitor «PactBop ansi uHbEKIU», «CTEpUIbHO», «XPaHUTh B IMPOXJIAJIHOM

MECTE, «XPaHUTHB HEJLOCTYITHOM IS IETEN MECTEN.

OneHka KayecTBa M CPOKM XpaHEHUs B alTeKe OCYLIECTBIIIETCS B COOTBETCTBUU C
OPC.1.8.0001 — «J/IexapcTBEHHBIE IIpENIapaThl aTEYHOro U3roToBiIeHUs» ['D XV.
Cpoxu XpaHEeHHsI B alTEKE OCYIIECTBISETCS B COOTBETCTBHH ¢ TprkazoM M3 P® ot 22
mast 2023r. Ne 249 «OO0 yTBepKACHUM TMpaBWJ H3TOTOBJIEHUS U  OTIIyCKa
JIEKapCTBEHHBIX  IpernapatoB s MEIULUUHCKOIO  TNPUMEHEHHsS  anTeYHBIMHU
OpraHu3aUsIMHI, UMEIOIMMU JINLIEH3UIO Ha (hapMalleBTHUECKYIO AESITETbHOCTDY.

Ananmmuz JOKYMCHTAIIUU. HpaBI/IJ'II)HOCTI) HalmUMCaHUA IMacrnopTa IMUCbMCHHOI'O KOHTPOJIA.



[IpaBunbHOCT,  ymakoBKH ©  odopmiieHus.  OpraHoJICITUYECKHH  KOHTPOJb.
OnpocHblid KOHTPOJIE.O0BEM JIeKapCTBEHHOM opMbl. Pexxum cTepunzaruu.

Jlo otmmycka 60IbHOMY JICKAPCTBEHHBIH Mpenapar XpaHUTCs B 3amuparonieMcs mkady.
Cpok xpanenus 90 cyTok.

3ananue 91. CuryaronHas 3agada

B anrtexy mocTynui peent cieayromiero cocraBa:
Recipe:  Zinci sulfatis 0,05

Solutionis Acidi borici 2% 10 ml

M.D.S. o 2 xanum 4 pa3a B 1eHb B 00a ri1aza

4, Cnenalite HE0OXOAMMBIC pacyeThl W OMHUIIUTE TEXHOJOTHIO H3TOTOBJICHUS
JIEKApCTBEHHOT'0 Tpenapara IO MPONUCH, BBIOPAB ONTHMAJIbHBIA BapHaHT
TEXHOJIOTUH c HCIOJIb30BaHUEM KOHIICHTPUPOBAHHBIX pacTBOpOB
JIEKaPCTBEHHBIX BEIIECTB.

5. Odopmure 000POTHYIO ¥ JIMIIEBYIO CTOPOHY IMACIOpTa MUCHMEHHOTO KOHTPOJIS.
Omnpenenure 11eecoo0pa3Hble BUABI BHYTPHANTEYHOro KOHTposs. Ompenenure
TpeboBanus k opopmicHuro JID.

6. YKaxuTe CpOK U YCIOBUs XPaHEHUS U3roToBieHHOU JID B anreke.

Ilpasunvruiii omeem:

Recipe:  Zinci

sulfatis 0,05

Solutionis  Acidi

borici 2% 10 ml

M.D.S. Ilo 2 karuum 4 pa3a B IieHb B 00a riiaza
Hacnopm NUCOMEHHO2SO0 KOHMPOJIA

OOGopoTHasi cTopoHa JluneBas
CTOpOHA
Jara Ne
perenTa
Kucnotsr 6oproit (2x100)/10=0,2 Solutionis Acidi borici 4

% (1:25) 5 ml
PactBopa 6opHoii kucimorsr 4%(1:25) Solutionis Zinci sulfatis 1% (1:100) 5ml
0,2 x 25=5 mn OO6muit 06veM 10 M

[IpurorosneHo acentuyecku!

PactBopa niunka cynabsgata 1 % (1:100) ITpuroroBun
0,05x100=5 mu [Iposepui
OO0t o6vem 10 mit Otmyctun

B acentuyeckux ycClOBUSX OTMEPHMBAIOT S5 MII BOJBI OYHUINEHHOW MpeABapUTEIHHO
npocrepuinuzoBanHoil mpu 120 °C, noGamnsioT pacTBop 1MHKa cyiabdara (1:100) Bo
¢rakoH U1 OTIYCKa, Tylda € OTMEPUBAIOT KOHIIEHTPHUPOBAHHBIM PacTBOpP OOpHOM
kucnotel  (1:25), ykymopuBaroT (IaKOH C pPacTBOPOM PE3WHOBOW TPOOKOH ¢
METAJUIMYECKUM  KOJIMAYKOM, MPOCMATPHBAIOT HA OTCYTCTBUE MEXaHWYECKHX
BKIIIOYEHUH, u odopmisitor k  ormycky. Odopmienue: «lnma3Hele Karumy,
«[IpuroroBiieHo acenTUYECKN», «XPAaHUTh B IPOXJIATHOM MECTEY.

«XpaHHTh B HENOCTYITHOM IUIsi JleTeid MecTey». OleHKa KayecTBa M CPOKH XPAHEHUS B
anteke ocymectsiasiercss B coorBerctBuM ¢ O®PC.1.8.0001 — «JlexkapcTBeHHBIE
penaparsl anTeYHOro U3rotopiaeHus» 'O XV.

Cpoku XpaHEHHUS B alTEKe OCYLIECTBISETCS B COOTBETCTBHHM C IpukazoM M3 PO ot 22
Mas 2023r. No 2491 «OO0 yTBEepKACHHHM TPAaBWJI W3TOTOBJICHUS U  OTITyCKa
JCKapCTBEHHbIX  TpenapatoB Ui ~ MEAWLMHCKOTO  TPUMEHEHUS  alTeYHBIMU



opraHu3alusiMu, UMCIOIIUMHU JIMICH3WUIO Ha q)apMaI_IeBTI/I‘ICCKyIO JACATCIIbHOCTD).

AHanu3 nokymMeHTauuu. [I[paBuiabHOCTE HaNMCAHUS TACIIOPTa MUCBMEHHOT'O KOHTPOJIA.
[TpaBuIIBHOCTD YIIAaKOBKHU u oopmienusi.

OTkinoHeHuss B oO0beMe JICKapCTBEHHOH (DOpPMBIL.

OpranonenTH4eckuii KOHTPOJb. ONpPOCHBIN KOHTPOJIb

Cpok rognoctu 30 CyTOK.

3amanne 92. CuTyanoHHas 3a1a4a

B ant CKY IIOCTYIIWJI pEUCIT CICAYIOUICT0 CoOCTaBa:

Recipe: Coffeini natrii

benzoatis 0,65 Natrii

salicylatis 1,2

Aquae purificatae 85 ml

M.D.S. no 1 neceptHoii noxkke 3 pa3a IeHb.

1. CﬂenaﬁTe HeO6XOI[I/IMBIe pacueTbl MW OIHUIOIUTE TCXHOJIOIHMIO HM3rOTOBJICHUSA
JIEKapCTBEHHOI'0 Ipernapara IO MPONKMCH, BBHIOpPAB ONTUMAIbHBIA BAapUAHT
TEXHOJIOTHH.

2. Odopmure 000OpPOTHYIO W JHUIEBYIO CTOPOHY MAcCHOPTa MHUCBMEHHOTO KOHTPOJIAL.
OHpe,I[eJ'II/IT (¥ uenecoo6pa3HLIe BUJbl BHYTPHAIITCUHOI'O KOHTPOJIA. Onpez[eJmTe
TpeboBanus kK opopmiienuto JID.

3. Vkaxure CPOK U YCJIOBUA XPAHCHUA n3roToBiIeHHOH JID B anTeke.

Ilpasunvrwiii omseem:

Recipe:  Coffeini natrii

benzoatis 0,65 Natrii

salicylatis 1,2

Aquae purificatae 85 ml

M.D.S. o 1 neceptHoii okke 3 pa3a IeHb.

ITactiopt

IIMCBMECHHOI'O

KoHTpoua Jlunesas

CTOpOHA

Hara Ne penenra

Aquae

purificata

e 72 mi

Natrii

salicylatis

1,2

Sol. Coffeini natrii benzoatis 5%
(1:20) 13 mlOO6mumii 06bem 85 M

O6opoTHas CTOpoHa

PactBopa kodenna natpus 6enzoara 5% (1:20) 0,65 * 20 =
13 ™ KonnenTpanus HaTpus cainuipiata B perente 1,2 -
85mn

x-100 M1 x =1,41%

[IpuroroBun (moanuce)

[TpoBepu (oanUCH)

Otnyctun  (TIOAITUCH)

Bonre1 ounniensoi 85 - 13 =72min



O06nem pacTBopa paBeH 85 mil.

Cmax npu pactBopenuu Hatpus canumiara = 5,1%, C% B penenre

> 1,41%, cnenoatensHo KYO npu M3roTOBIEHUH pacTBOpa HATpUs CajuIlUiiaTa
HE HCHonb3yloT. B gaHHOM  ciywae  1enecooOpa3sHO — HCIOJB30BaTh
KOHIIEHTPUPOBaHHBIN pacTBOp Ko(enHa HaTpusoensoara 5% (1:20).

B noxacraBky ormepuBaroT 72 M BOJABI OYMIIEHHOH, pacTBOpsitoT 1,2 T HaTpusd
canuuunata. OUIbTPYIOT pacTBOP HATPUS CaJHIIMIIATa Yepe3 CKIaadaThlii OyMaskHbII
GWIBTP ¢ MOAIOKEHHBIM KOMOYKOM BaThl BO (priakoH Juist otnycka. Bo ¢umakon s
OTIIyCKa OpPaHXEBOI0 CTEKJIa OTMEPHUBAIOT U3 OroperouHoil ycraHoBku 13 mu 5%
pacTBOpa Ko(enHa HaTpusi OEH30aTa U MEPEMEIINBAIOT.

OhopMIISIIOT K OTITYCKY.

@nakoH OPaHkKEBOr0 CTEKJIA C MHUKCTYpPOW YKYIOPUBAIOT IUIOTHO IUIACTMACCOBOM
MPOOKO CHABMHYMBAIOIIEHCS KPBITITKOH.

Odopmausitor  3THKeTKOM — «BHyTpeHHee», NpeaynpeauTeNbHBIMU  HAJIIMUCIMU
«XpaHUTh B MPOXJIAJHOM, 3aLIUIIEHHOM OT CBETa MecTe», «XpaHUTh B HEJOCTYITHOM
Juist ieteit Mectey. HakiienBaror Homep peuenra.

OI_IGHKa KaueCTBa U CPOKHU XPAHCHUSA B allTCKEC OCYHICCTBIIACTCA B COOTBCTCTBHUU C

O®C.1.8.0001 — «JlexkapcTBeHHBIE TpENapaThl ATEYHOT0 U3rOTOBICHUs» ['D XV,

Cpoxu XpaHEHHs B alTEKE OCYIIECTBIIETCS B COOTBETCTBUN ¢ IIpukazoM M3 P® ot 22 mas
2023r. Ne 2491 «OO yTBep>KIEHUU NIPABUJI WU3TOTOBJICHHUS U OTIIYCKa JIEKAPCTBEHHBIX
IpenapaToB Ui MEIULIUHCKOIO NPUMEHEHHUs aNTEeYHbIMM OpPraHMU3ALUSAMH, UMEIOIIUMHU

JIMIOCH3MIO Ha (I)apMaI_ICBTI/I‘IeCKYIO ACATCIIBHOCTDB».

AHanu3 nokymeHTauuu. [IpaBUiIBHOCT HamMcaHus Maclopra HUCbMEHHOI'O
KoHTpoJs. [IpaBunbHOCTH ymakoBkM U odopmieHus. OTKIOHeHUs B oObeMme
JeKapcTBeHHOH (hopMbl. OpraHoienTu4eckuii KOHTposb. OnpocHbIii KOHTpOb Cpok
xpanenus 10 cyroxk.

3ananue 93. CuryalrrionHas 3agada

B anreky mocTymnui peLent CiIeayrolero cocraBa:
Rp.: Streptocidi 0,12

Analgini 0,1

Magn

esii

oxydi

0,15

M.f.p.

D.t.d. N.6

S.: Tlo 1 mopomky 3 pa3a B IeHb

1. Cnenaiite HeOOXOIMMBIE pacyeTbl W OINHUIINTE TEXHOJOTHIO W3TOTOBIICHUS
JIEKapCTBEHHOTO Tpernapara I0 MPONUCH, BbIOpaB ONTUMAIbHBIM BapHaHT
TEXHOJIOTHH.

2. Odopmute 00OPOTHYIO M JIMLIEBYIO CTOPOHY MAaclopTa MHUCbMEHHOT'O KOHTPOJIS.
Ompenenure 1enecooOpasHble BHIBI BHYTPHANTEYHOTO KOHTpois. Ompenenure
TpeboBaHus K opopmieHuto JID.

3. YKaxuTe CPOK M YCIOBHSI XpaHEHHS U3TOTOBJICHHBIX TIOPOIIKOB B alTEKe.

IIpasunvuoii omeem:

Rp.: Streptocidi 0,12

Analgini 0,1

Magnesii oxydi 0,15

M.f.p. D.t.d. NNe6

S.: Tlo 1 mopomky 3 pa3a B I€Hb.



[IpoBepka 103 HAPKOTUYECKUX, SAOBHUTHIX, CHILHOICHCTBYIONIUX BEIIECTB W HOPM
0JIHOPA30BOT'00TITYCKa.

CrpenToru;

B.p.n. 2,0 p.n. 0,12

B.ca. 7,0 c.n. 0,36 lo3el He

3aBbIIIEHBIAHAJILIHH:

B.pa. -1,0 B.c.n.-3,0
p.a. 0,1 c.a. 0,3

J103BI HE 3aBHIIICHBI.

[Tacnopt

MHCHbMEHHOT'O

KOHTpoJis. Jlunesas

CTOpOHA

Jar

a Ne perrenrraStreptocidi0, 72

Spiritus aethylici
95% gtt.VI Analgini
0,6

Magnesiioxydi 0,9
0,37 Ne 6
IIpuroroBun
(moamuck)
[TpoBepuii(nn
OJIITKCh )

Otnycrun(n

OJIITHCBH)

O6opoTHas

CTOpOHA

Crpenronuaa

0,12x6=0,72

Cmupra atunoBoro 95% mis  u3MenbYCHHS
CTpemnToIHIa

Ha I r - 5 xamens

Ha 0,72 - x

Karemb; x=4

KaIuiu

Anannruia

0,1x6=0,6

Marnus okcuaa 0,15x6=0,9 Passecka: 0,12+0,1+0,15=0,37 Ne6
Oo6mas macca: 0,72+0,6+0,9=2,22

B crynky Ne 4 (mpu pacuere Ne CTYIKM MacCcy MarHusi OKCH/1a yJIBauBalOT, KaK IMOPOILOK C
MaJjioil 00beMHOM Maccoil) momerniaroT 0,72 r cTpenTonuaa, U3METbYAIOT B CTYIKE OKOJIO 3
MUHYT, HECKOJIBKO pPa3 CHMMasl KalCyJlIaTOpPKOW MOPOIIKOBYIO CMECh CO CTEHOK CTYIKH U
necTuka ¢ 4 KarisiMu crupTa (Kak TpyIHOIOPOIIKYEMOE BEIIECTBO). 3aTeM Ha PYYHBIX
Becax BP-1 orBemmBaror anamerud 0,6 I, MOMEIIAIOT B CTYNKY, H3MEIbYAOT U
CMEIINBAIOT A0 MOJIYYEeHHs] OJHOPOJHOIO Mopouika. B mocnenHiow ouepens n100aBisioT
JIETKOIBUIALIEE BEIIECTBO MATrHUSA OKCHJI, OCTOPOKHOCMEIIMBAIOT MOPOIIOK.

ITpoBepsIOT OTHOPOAHOCTH MOPOIIKA M Pa3BEIINBAIOT ¢ IoMolIbo BecoB BP-1 mo 0,37 r
Ha 6 103. IlopolmIkn ynakoBBIBalOT B BOIIEHBIE KalCYJbl - aHAJIbI'MH -TUTPOCKONIMYHOE
BenlecTBo. [lopomkuckiaapiBatoT MO TpU, MOMEUIAIOT B OyMasKHBIH MMaKeT.

Odopmirsitor stuketkamu «llopomku», «Buytpennee». IlpenynpenurenbHble HaAMUCH:
«XpaHUTh BHEOCTYTHOM Il IeTel MecTte» HaknenBaroT Homep perenTa.



OneHka KadyecTBa M CPOKM XpaHEHHUS B allTeKe OCYLIECTBISETCA B COOTBETCTBUU C
O®C.1.8.0001 — «JIexkapcTBEHHBIE IIpENIapaThl aNTeYHOro U3rotosieHus» 'O XV.

CpoKu XpaHEHHUsI B aITEKE OCYIIECTBIISIETCA B COOTBETCTBUU € MprkazoM M3 P® ot 22 mas
2023r. Ne 2491 «OO0 yTBEpXIE€HUHM TNPABUII W3TOTOBICHHS M OTITYCKA JIEKAPCTBEHHBIX
[pernapaToB JUisi MEIUIUHCKOTO MPUMEHEHUS anTeYHbIMU OpPraHU3alUSIMU, UMEIOUIMMHU
JUIEH3UIO Ha (papMalleBTUYECKYIO JIeATEIbHOCTDY.

AHanu3 noxkymeHTauuu. lIpaBUIBHOCTH HamMCaHWs MAcOpTa MUCbMEHHOIO KOHTPOJI.
[TpaBuIbHOCTD YMAakoBKH U opopmieHHs. JlonyCcTHUMbIe OTKJIOHEHHS B Macce OTIENIbHBIX
n03.0pranonentuyeckuii KOHTpoJb. OnpocHbIil KoHTposb Cpok xpanenus 10 cyTok.

3ananue 94. CuryarioHHas 3a1ada

B anTeky noctynui penent ciaeayrolero cocraBa:
Rp.: Infusi herbae

Leonuri 100 ml

Natrii bromidi 2,0

M.D.S. ITo 1 cronoBotii noxke 3 pa3a B ICHb.

1. Cnpenaiite HE0OXOQUMBIE pacyeThl U OMHIIUTE TEXHOJOTMIO WU3TOTOBJICHUS
JIEKapCTBEHHOI'O Ipenapara Mo IMpONHCH, BbIOpaB ONTHUMAalbHBIA BapHaHT
TEXHOJIOTMM C MCIOJb30BAaHUEM JKUJKOIO HKCTPAKTa-KOHILIEHTPATa TPaBbl
MyCTBIPHUKA.

2. Odopmute 0OOPOTHYIO U JUIEBYIO CTOPOHY MAcHOpPTa MHUCHbMEHHOTO KOHTPOJIS.
Omnpenenure 1enecooOpa3Hble BHIBI BHYTPHANTEYHOTO KOHTposs. Omnpexpenurte
TpeboBaHus K odopmiieHuto JID.

3. YKaxuTte CpOK M yCJIOBUS XpaHEHHUs H3roToBJIeHHOM JID B anTeke.

IIpasunvuoii omeem.

Rp.: Infusi herbae

Leonuri 100 ml

Natrii bromidi 2,0

M.D.S. ITo 1 cTonoBoii oxke 3 pa3a B IcHb.

HacnopT IMUCBbMCHHOTO KOHTPOJIA
(TITIK) JIuneBas ctopoHa

Aquae purifcatae 70 ml

Solutionis Natrii bromidi 20% (1:5)
Extracti Leonuri standartsati fluidi
(1:2) 20 ml

OO0t 06seM 100 Mt

O6opoTHas cTopoHa

1.00mmii 06sem 100m

2. Macca tpaBbl mycthipanka 10,0 10 ml (T.K. HE YKa3aHO COOTHOILIEHUE

ChIpbst U 3KcTparenTa) 1:2 - 10,0 x 2=20mn

3.DKCTpaKTa MyCThHIPHUKA CTaHAAPTU3UPOBAHHOTO )UAKOTO 1:2 - 10,0 X 2=20Mn

4. PactBopa Hatpus opomuna 20% (1:5) 2,0 x 5= 10mn

5. Boambl oummennoi: 100ma- (20+

10)=70 mn

IIpuroroBun

IIposepun

Otnyctun

Bo ¢mnakoH ans oTmycka OpaHXeBOro cTeksa (HaTpust OpOMHUJ CBETOYYBCTBUTENBHBIN)
otmepuBatoT 70 My Boabl ouunieHHOM, 10 mi pactBopa Hatpus Opomuma (1:5), 20 mu
AKCTPAKTAa-KOHLIEHTPATa MyCThIPHUKA KUAKOTO (1:2), XOpoI110 epeMennBaroT.



®nakoH OpaHKEBOTO CTEKJIa YKYHNOPHUBAIOT IUIOTHO IUIACTMAacCOBOM TPOOKOH ¢
HAaBMHYMBAIOLIEHCS KpbIIKON. HaknenBaroT HoMep peuenta U dTUKETKH: «BHyTpeHHee»,
«Ilepen ynorpebiaeHueM B30aNThIBaTh», «XpaHUTh B IPOXJIAJHOM, 3AILUIIEHHOM OT CBETa
MeCTe», «XPaHUTh B HEJOCTYITHOMUIS IE€TEH MECTEY.
Onenka kadecTBa M CPOKHM XpaHEHHsS B alTEKe OCYLIECTBISAETCA B COOTBETCTBUU C
O®C.1.8.0001 — «JIexkapcTBEHHBIE IIpENIapaThl anTeYHOro U3rotosieHus» 'O XV.
CpoKu XpaHEHHUS B allTEKE OCYLIECTBIISIETCA B COOTBETCTBUU C TpuKkazoM M3 P® ot 22 masd
2023r. Ne 249 «OO0 yTBEpXIE€HUHM TNPABUII H3TOTOBICHHS M OTITYCKA JIEKAPCTBEHHBIX
IIPENnapaToB Ulsi MEIULUHCKOTO IPUMEHEHUS aNTeYHbIMM OPraHU3alUsMHU, UMEIOLIMMHU
JMLIEH3UIO Ha (papMalleBTUYECKYIO 1EATEIIbHOCTh.

AHanu3 noxkymeHTauuu. lIpaBUIBHOCTH HamucaHWs MaclopTa MUCBMEHHOIO KOHTPOJIS.
[TpaBunbHOCTH ynakoBKU U opopmiieHUs. OTKIIOHEHUS B 00beMe JIEKAPCTBEHHOU (OPMBI.
OpranonenTuaeckuiit KOHTPOoJib. OnpocHbI KOHTPOIb CPOK XpaHEHHS 2 CYTOK.

3ananue 95. CuryalryionHas 3agada

B anTexy noctynui penent cieIyromero cocTaBa:

Rp.: Infusi rhizomatis cum radicibus Valerianae ex

3,0 - 100 miKalii bromidi 3,0

M.D.S. ITo 1 cTonoBotii ioxke 3 pa3a B ICHb.

1. Cpenaiite HeoOXOAWMBIE pacyeThl M ONUIIUTE TEXHOJOTHIO H3TOTOBJICHUS
JIEKapCTBEHHOTO IpenapaTa IO IPOIUCH, BBIOpAaB ONTUMAaJbHBIA BapUaHT
TEXHOJIOTUHM C UCIOJIb30BAaHUEM >KMJIKOI'O 3KCTPAKTa-KOHIIEHTpaTa KOPHEBHUIL] C
KOPHSIMH BaJIEPUAHBI.

2. Odopmure 000OpPOTHYIO W JIMIEBYIO CTOPOHY MAacropTa MHUCHBMEHHOTO KOHTPOJIS.
Onpenenute nenecooOpa3Hble BUIbl BHYTPHANTEYHOTO KOHTpois. Ompenenure
TpeboBanus k opopmiieHuro JIOD.

3. YKaxuTte CpOK M ycJIOBUs XpaHEeHUs U3roToBieHHo JID B anTeke.

IIpasunvroviti omeem:

Rp.: Infusi rhizomatis cum radicibus Valerianae ex
3,0 - 100 mlKalii bromidi 3,0

M.D.S. Ilo 1 cTonoBoit J10xKKe

3 pa3a B JI€Hb.

HacnopT IMUCbMCHHOT'O KOHTPOJIA

JIunesa

SICTOPOH

a Jlara

No

peuenTa

Aquae purificatae 79 ml

Sol. Kalii bromidi 20% (1:5) 15 ml
Extr.Valerianae standartisati fluidi (1:2) 6 ml
V - 100 mi

[TpuroTtoBui (MOANUCH)

[TpoBepui (moamnuce)

Otnyctun (moaMuch)

O6opoTHas CTOpoHa

DKCTpaKkTa BajiepuaHbl CTaHIAPTH3UPOBAHHOTO
xuakoro (1:2)3,0x 2 =6 mu

PactBopa kanust 6pomua (1: 5)

3,0x5=15wmn



Bouxer ounmiennoii 100 - 15 -6 =79 mnn
O6mmit 006seM = 10 M

Jnst U3roTOBIEHUST MUKCTYPBI UCIOJIB3YIOT SKCTPAKT - KOHIICHTPAT BaJepHaHbl KUAKUAN
(1:2), koTOpBIii OepyT B JABOHHOM KOJMYECTBE K KOJMYECTBY KOpPHEW C KOPHEBHUILAMU
BajiepuaHbl. [Ipy WM3roTOBIEHMM HACTOEB U3 OKCTPAKTOB -KOHIIEHTPAaTOB MOXHO
MCII0JIb30BaTh KOHLIEHTPUPOBAHHBIEPACTBOPHI COJIEH.

Bo ¢akon i oTIycka opaH:keBOro CTeKJia OTMEPUBAIOT 79 MJI BOJIBI OUHMILEHHOM, Ky/1a
n00aBISAIOT 15 MJI KOHIIEHTPUPOBAHHOTO pacTBOpa Kaimusi Opomuga, 6 MII SKCTpakTa-
KOHI[EHTpaTa BaJiepuanbl kuakoro (1:2). Be€ TmarenpbHO B30aNTHIBAIOT U O(QOPMIIIOT K
OTIIYCKY.

@1akoH YKYNOPWBAIOT ITUIACTMACCOBOM MPOOKOW ¢ HaBUHYHMBAIOMICHCS Kpbimkoid. Ha
dnakon HaxienBaroT Ne pernenta. OGopMIAIOT STHKETKOW «BHyTpeHHEe», «XpaHUTh B
IIPOXJIATHOM MECTEY,

«[lepen ymorpeOneHueM B30aNTHIBaThy», «XPAaHUTh B HEAOCTYIIHOM Ui JIETEH MecTe.
HaxkneuBaroTHOMED penenta.

OueHka KadecTBa M CPOKM XPAHEHHMsS B aIlTEKEe OCYLIECTBISETCS B COOTBETCTBUMU C
O®C.1.8.0001 — «JIekapcTBEeHHBIE IpEMapaThl aTEUHOr0 U3roToBIEHU» ['D XV.

Cpoku XpaHEHUs B alTeKe OCYIIECTBIISETCS B COOTBETCTBUU ¢ NpukazoM M3 PD ot 22 mas
2023r. No 2491 «OO0 yTBep:KIEHUU MPaBUJ HU3TOTOBICHHUS U OTIYCKa JIEKAPCTBEHHBIX
MpenaparoB s MEIUIIMHCKOTO MPUMEHEHHUS anTEeYHBIMH OPraHU3alUsIMH, UMEIOIUMU
JUILEH3UIO Ha (JapMalleBTUYECKYIO I€ATEIbHOCTDY.

AHanu3 nokymMeHTauuu. [IpaBUIBHOCTH HamMcaHWs MAcloOpTa MUCbMEHHOIO KOHTPOJIL.
[TpaBuibHOCTH yakoBKU U opopmiieHHs. OTKIOHEHHUS B 00beMe JIEKapCTBEHHOU (POPMBI.
OpranonenTHaeckuiit KOHTPoIib. OnpocHbI KOHTPOIb CPOK XpaHEHHS 2 CYTOK.

3anmanue 96. CuryarioHHas 3a1a4a

B anTeky nmoctynui penent ciaeayromiero cocrana:
Rp.: Coffeini-natrii benzoatis 0,1
Natrii tetraboratis 0,22
Calcii gluconatis 0,15
Misce ut fiat pulvis
Da tales doses N 6
Signa: Ilo 1 mopomiky 3 pa3a B JeHb

1. Cnenaiite HeoOXoAWMBIE pacyeThl U OMUIIUTE TEXHOJIOTHUIO H3TOTOBJICHUS
JIEKapCTBEHHOI'0 Ipernapara IO IMPONKCH, BBIOPAB ONTHUMAJIbHBIN BapHUaHT
TE€XHOJIOTHH.

2. Odopmute 000pPOTHYIO W JUIEBYIO CTOPOHY MacropTa MUCHBMEHHOTO KOHTPOJIS.
Onpenenute 1enecoodpasHble BUIABl BHYTPHANTEYHOTO KOHTpoJs. Ompenenure
TpeboBanus K odopmiieHuto JIOD.

3. YKaxuTte CpoK M ycJIOBUs XpaHEHUs U3roToBieHHo JID B anTeke.

IIpasunvuoiii omeem:

Rp.: Coffeini-natrii benzoatis 0,1
Natrii tetraboratis 0,22
Calcii gluconatis 0,15
Misce ut fiat pulvis
Da tales doses N 6
Signa: Ilo 1 mopomiky 3 pa3a B JICHb.

[TpoBepka 103
Kodenna-6en3zoara HaTpust
BP/1 0,5 P710,1

BCA 15 ca 0,1x3=0,3



J103b1 HE 3aBBIIICHBI

[Tacnopt

IINCBMECHHOI'O

KOHTPOJIA .HI/II.[GB&SI
CTOpOHA

Natrii tetraboratis 1,32
Spiritus aethylici 95% 6 gtts
Coffeini-natrii benzoatis 0,6
Calcii gluconatis 0,9

M= 2,82

M1 = 0.47 Ne6

(TII1K)

O6opoTHas cTopoHa

Kodenna narpus 6enzoara 0,1 x 6 =0,6
Hatpus Terpabopara 0,22 x 6 = 1,32
Kanermsa riroxkonar 0,15x 6 =0,9
Cnupta stunosoro 95 % -6 kanenb
Passecka 0,1+0,22+0,15=0,47 Ne 6
Macca o0mias 2.82

IIpuroroBun

[Tposepun

Otnyctun

B crynky Ne 3 na pyunsix Becax BP-1 orBemmBatror 1,32 r Hatpust Terpabopara u 6
Kareslb CIHUPTa 3THJIOBOIO M3MENIbYalOT (KAaK TPYAHONOPOIIKYEMOE BELIECTBO), 3aTeM
nobasmstor 0,6 r kodenHa HaTpus

6en3oata (cooTHomenue 1:20 He npeBbiieH0) U 0,9 T' KanbLKs ITIIOKOHATA U CMELIUBAIOT.

Otuketku: «BHyTpeHHee», «XpaHUTh B IMPOXJIATHOM, 3aIIMIIEHHOM OT CBETa MECTEe»,

«XpaHUTh BHEAOCTYITHOM JUIS IETEN MECTE).

Jlo otniycka 00bHOMY JIEKapCTBEHHBIH Mpenapar XpaHUTCs B 3anuparonemMcs mkady.

Onenka kadyecTBa M CPOKHM XpAaHEHHs B alTEKe OCYHIECTBIISETCS B COOTBETCTBUU C
O®C.1.8.0001 — «JlexkapcTBeHHBIE TTpENapaThl ATEYHOTO U3TOTOBICHUs» ['D XV,
Cpoxu XpaHEHHs B alITEKE OCYILECTBISAETCS B COOTBETCTBUU ¢ nipukazoM M3 PO ot 22 masd
2023r. No 2491 «OO0 yTBEpXIACHUU TPABUI U3TOTOBJICHHUS U OTIIYCKa JIEKAPCTBEHHBIX
IIPenapaToB UIsl MEIULMHCKOIO NPUMEHEHUs aNTeYHbIMM OPraHU3alUsMU, UMEIOUIMMU
JMIIEH3UIO Ha (papMaleBTUUYECKYIO 1€ATEIIbHOCTh.

AHanu3 nokymMeHTauuu. [IpaBUIBHOCTH HamMcaHUs MAclopTa MUCHbMEHHOIO KOHTPOJIL.
[TpaBUIBbHOCTD YMakoBKH U opopmieHus. JlomycTHUMble OTKJIOHEHHS B Macce OTIENbHBIX
n03.0praHonaenTHueckuii KOHTpOsb. OnpocHBI KOHTPOIb. Cpok XpaHeHust 14 cyTok.

3amanue 97. CuryarioHHas 3a1a9a

B anTexy mocTymui pernenT CIeAYoIEero CocTana:
Rp.: Sol. Pilocarpini hydrochloride 2 % - 10 ml
D.S. Ilo 2 karu B 00a 171a3a 4 pa3a B JICHb.

1. Caenaiite HEOOXOMUMBIE pacUeThl U OMMINUTE TEXHOJIOTHYECKHH MpoIlecce
H3TOTOBJICHUATIIA3HBIX KaIlCJIb I10 ITPOIMMCHU pCUCIITA.

2. OdopmMuTe OOOPOTHYIO M JHUIEBYIO CTOPOHY MACHopTa MUCHMEHHOTO KOHTPOJIS.
Onpenenure 1neiaecooOpa3Hbie BUAB BHYTPHANTEYHOrO KOHTpOJsA. Ompenenurte
TpeboBaHus K odopmieHuto JID.

3. YKaxuTe CPOK U YCIOBHSI XpaHeHHs U3rotosieHHoi JID B anTeke.



Ilpasunvhuiti omeem:
Rp.: Sol. Pilocarpini hydrochloridi 2 % 10 ml
D.S. Ilo 2 kamumu B 0o0a rina3a 4 pas3a B IcHb.

ITactiopt MNACBbMEHHOI'0

KOHTPOJIA.

JInuesas cropona

Brrman:

Pilocarpini  hydrochloridi 0,2 r (nBa
JEIUTpaMma)

[ara

IMoamuce

ITomyunn

Pilocarpini hydrochloridi 0,2 r(asa nemmurpamma)
Jara Iloamuce

Hara No penenra

Aquae purificatae 10,0
Pilocarpini hydrochloridi 0,2
Natrii chloridi 0,046V = 10 ml
[TpocTepunuzoBaHo!
[IpuroroBui (moaIUCH)
[TpoBepwu (oaIHCH)
OtnycTu (OAMKCH)

O6opoTHas cCTOpoHa

[TunokapnuHa ruIpoxIopuIa

2-100

x —10

Harpus xnopuna:

HKBUBAJICHT MUJIOKAPIIMHA TUAPOXIOPUIA TTO HATPHUS XIOPUILY

0,22 r NaCl - 1,0 I [WJIOKapIuHa THIPOXJIOopUaa
X r NaCl - 0,2 I [WIOKapIuHA THIPOXJIOpUIA
X=0,22x0,2

Macca narpus xmopuaa 0,09 — 0,044= 0,046 r

C% cyxux BemecTs B peuente 2,7%

KYO ne ucnonsiytor. Boasl ouniennoi 10

MII

B acenTuuecknx ycloBHsX B S5 MJ BOJBI OYHIIEHHOW pacTBOpsitoT 0,1T muimokapmuHa
runpoxiopuaa. (ITunokapnuna ruapoxnopus B konuyectBe 0,2 oTBEHIMBAeT MPOBU30P-
TEXHOJIOT B pUcyTcTBUU accucteHTa. O6 3ToM aenaetcst otmeTka B [1I1K u Ha o6opoTHOM
CTOpoHE penenTta.) 3atem orBemmBaroT 0,05 T HaTpus Xxjopuzaa M pacTBOpAIOT. PacTBop
GuIbTPYIOT BO (PIIAKOH JUIsl OTIYCKa 4Yepe3 CTEPUIIbHBIA (PUIBTP, MPOMBITHIM BOAOMN
OunIIeHHONH. QPWIbBTP NPOMBIBAIOT 5 MJI BOJbl OYMINEHHON C LENbI0 COXPAaHEHHUS
KOHIICHTpaIlu U o0beMa pacTBopa.

PacTtBOop mpoBEpsAIOT Ha OTCYTCTBHE MEXAHMUYECKUX BKJIIOYEHMH, YKYNOPHBAIOT «I10]
oOkatky» ucrepunusytor npu 120 °C — 8 MUHYT.

®nakoH OQOPMIISIOT 3TUKETKOW € CUTHAJBLHOW MOJOCOW PO30BOrO IBETa JUIS TJIA3HBIX
Karesjab, Ha KOTOPOM yKa3pIBalOT Homepa amnteku, perenta, @O OonbHOro, crnocod
IIPUMEHEHHS.

JlekapcTBeHHYI0 (OpPMY OINEYATHIBAIOT CYpPry4HOM I€4aTblo, BBINHUCHIBAIOT CUTHATYDY.
HakneuBaroTnipenynpeuTenbHble 3STUKETKH: «XPaHEHHUE B 3aLUIIEHHOM OT CBETa MECTEY,
«CrepunbHO», «O0OpamarTbCs ¢ OCTOPOKHOCTBIO», «XPaHUTh B HEJAOCTYIMHOM IS JeTeH



MecTe OneHKa KauecTBa U CPOKU XPaHEHHUS B alTEKe OCYIIECTBISETCS B COOTBETCTBUU C
O®C.1.8.0001 — «JIexkapcTBEHHBIE IIpeNIapaThl anTeyHOro U3rotosiaeHus» 'O XV.

CpoKu XpaHEHHUsI B allTEKE OCYILIECTBIISIETCA B COOTBETCTBUHU C ITprukazoM M3 P® ot 22 mas
2023r. Ne 2491 «OO0 yTBEpXIE€HUHM TNPABUII W3TOTOBICHHS M OTITYCKA JIEKAPCTBEHHBIX
[pernapaToB JUisi MEIUIUHCKOTO MPHUMEHEHUs alTeUHbIMH OPraHU3alUsSMU, UMEIOIIMMHU
JUIEH3UIO Ha (papMalleBTUYECKYIO JIEATEIbHOCTh.

Ananusz AOKYMCHTAaIlUU: PCHCHT BBIIIMCAH ITPABUJIBHO. I/IHFPCI[I/IGHTBI COBMCCTHMEI.
PacyeTsl caenaHbl MPaBUIIBHO, MACHOPT MUCHMEHHOTO KOHTPOJIS BBIIHCAH, BEPHO.
OtknoHenne B oObeme JiekapcTBeHHOW (opmbl. OTKIOHEHHE B JI03UPOBKE
JIeKapCTBEHHOTO BenlecTBa. [IpaBHIBHOCTD YIIAaKOBKU B 0)OPMIICHHS.

OuKCcUpYIOT — MpaBWIBHOCTh  crepwinsaiun.  Cpok

xpanenus — 30 cyrok3ananue 98. CuryaunoHHas 3ajada

B amnreky moctynun  peuent
CJIEIYIOILETO COCTaBA:

Rp: Sol. Zinci sulfatis 0,5 % 10 ml
Acidi borici 0,2
D.S. Ilo 2 xarum B 00a r71a3a 4 pas3a B JIcHb.

1. Cnenaiite HEOOXOIMMBIE PACYETHl M OMUIINTE TEXHOJOTMYECKHH IpOIece
M3rOTOBJICHUS IM1a3HBIX Kalledb [0 IPOMUCH PELENTa, BHIOPAaB ONTHUMAaJIbHBIMI
BAPUAHT TEXHOJOTHMH C HCIIOJIb30BAHUEM KOHILICHTPUPOBAHHBIX PAacCTBOPOB
JIEKapCTBEHHBIX BEILECTB.

2. OdopmMuTe OOOPOTHYIO M JHUIEBYIO CTOPOHY MAcropTa MHUCbMEHHOTO KOHTPOIIS.
Omnpenenure nenecooOpa3Hble BUAbl BHYTPHANTEYHOro KOHTpois. Omnpenenure
TpeboBaHus K odopmieHuto JID.

3. YKaxuTe CPOK U YCIIOBHSI XpaHEeHHs U3roToBieHHOH JID B anTexke.

IIpasunvuoii omeem.
Rp: Sol. Zinci sulfatis 0,5% 10 ml
Acidi borici 0,2
D.S. Ilo 2 xanuu B 06a rna3a 4 pasza B IeHb

[TacriopT NMCHbMEHHOTO KOHTPOJIS
JInuesas cropona

Ne

penciTa Jara
Aquae purificatae 2,5 ml
Sol. Ac. borici 4% 5 ml

Sol. Zinci sulfatis 2% 2,5 ml

Sterilis!

V=10 ml
[TpurotoBUI(MOANKCH)
[TpoBepui (moanucs)
Otnyctun (MOANMUCH)

O6opoTHas CTOpoHa

[{unka cynsdara 0,05

Harpus xnopuaa (O nunka cynsgara = 0,12)
1,0 Huuka cynbdara — 0,12 Hatpus xsiopuaa
0,05 Iunka cynbdara — X HaTpUs XJI0pUIa
x=0,006

bopnoii kuciotsr 0,2



Harpus xnopuaa (D 6oproii kuciots! = 0,53)

1,0 bopnoii kucnotsl — 0,53 HaTpUs XJI0pUIa

0,2 bopHoii kucnoTel — X HaTpus xinopuaax=0,106
Ha wuzoronupoBanune 10 mu Boabl HeobOxoaumo 0,09
Hatpus xjmopuna0,006+0,106=0,112

0,112 >0,09 => kanau TUIepTOHUICCKUE

Pacyer KOHIIEHTPUPOBAHHBIX PACTBOPOB:
PactBopa 2%uHKa cynbsdata 2,5 M

2,0-100 M

0,05 -x x=25

PactBopa 4% kuciaoTel 60pHOM SMit

4,0 - 100 mn

0,2 —xx=5wmn

B acentuueckux ycioBusIX B CTEpUIIbHBINA OTIIYCKHOM ()JIaKOH OTMEpPHUBAIOT 2,5 Ml
BOJbI OYHMIIEHHOH, cTepwim3yloT mpu 120°C 8 mwun. Ilocne crepunuzanuu u
OXJIQXK/IEHUS B OTITYCKHON (pI1akoH oTMepuBaroT 5 M1 4% CcTepuiIbHOTO.
KoHnieHTprpoBaHHOTO pacTBopa OOpHOW KHCIOTBI u 2,5 Mi 2% CTepuIbHOTO
KOHIIEHTPUPOBAHHOIOpacTBOpa LIMHKA Cyibdara.

@I1aKOH yKYyIOpPUBAIOT 110 OOKATKY.

OdopMIIIIOT OCHOBHOM 3TUKETKOM: «l7Ma3Hble Kamiauy», NpeaynpeauTeIbHbIMU
HAANHUCIMU:

«IIpuroToBieHO «acenTUYECKW», «XPaHUTh B MPOXJIAJHOM M 3alUIIEHHOM OT CBETa
MecTe»,

«XpaHUTh B HEJOCTYIIHOM JUIsl IETEH MECTE», OTAEIbHBIM peUEenTypHbIM HOMepoM. Ha
sTUKeTKe yKka3piBatoT Ne anreku, ®UO OonpHOro, crnocod MpUMEHEHHUs, IaTy
U3TOTOBJICHHUS.

OneHka KayecTBa M CPOKM XpaHEHMsI B alTEKe OCYIIECTBIISETCS B COOTBETCTBUU C
OPC.1.8.0001 — «J/IexkapcTBEHHBIE IpENIapaThl aNTEYHOro0 U3roToBiIeHUs» ['D XV.
Cpoxu XpaHEeHHUsI B alTEKE OCYIIECTBISIETCS B COOTBETCTBHUH ¢ MpukazoM M3 P® ot 22
mast 2023r. Ne 249 «OO yTBep)KACHUM TMpPaBUJ W3TOTOBJIEHUS U OTIIyCcKa
JIEKapCTBEHHBIX  NpernaparoB s  MEIULUHCKOIO  NPUMEHEHHUS  alTe4YHbIMU
OpraHHu3alsIMHI, UMEIOIMMU JINLEH3UIO Ha (hapMalleBTHUECKYIO AESTEIbHOCTDY.

Anamms JOKYMCHTAllUU: PGHGHT BBIIIMCAH TIPaBUJIBHO. HHFpe)II/ICHTI)I COBMECCTUMBI.
Pacuersl chemaHbl MpaBWIIBHO, MACHOPT MUCHBMEHHOTO KOHTPOJIS BBIMHCAH, BEPHO.
OtkiioHeHne B o0BbemMe JeKapcTBeHHOW (opmbl. OTKIOHEHHE B  JIO3UPOBKE
JIEKapCTBEHHOTO BerlecTBa. [IpaBUIIBHOCTD YIIAKOBKHU U 0(OPMIICHHS.
QUKCHPYIOT MPABMIIBHOCTD cTepriin3aiui. Cpok XpaHeHUsI —2 CYTOK

3ananue 99. CuryarmonHas 3agada

B anreky moctymun  penent
CIIEIYIOILETO COCTABA:
Rp.: Acidi salicylici 0,1
Vaselini 10,0
M.D.S. HaHoCcHuTh Ha KOXKY.

1. Cnenaiite HeoOXoquMble pacdyeThl U ONUIIUTE H3TOTOBICHHE JIEKAPCTBEHHOIO
npernapara MnonpoIucH, BbIOpaB ONTUMAaIbHBIM BApUAHT TEXHOJIOTHH.

2. Od¢opmure 00OpPOTHYIO U JIMIIEBYI0 CTOPOHY MAcCHOpPTa MHUCbMEHHOI'O KOHTPOJIAL.
Omnpenenure neiaecooOpa3Hble BUABl BHYTpHANTEYHOro KOHTpouss. Onpenenute
TpeboBanus Kk opopmieruro JID.

3. YKaxuTe CpOK M yCJIOBUS XpaHEHHUs U3roToBIeHHOM JID B anTek

Ilpasunvhwviti omeem:



Recipe:

Acidi

salicylici 0,1

Vaselini

10,0

M.D.S. Hanocuth Ha KOXKY.

[TacriopT MUCbMEHHOTO KOHTPOJISI
Jluuesas cropona

Hara Ne peuenra

Acidi salicylici 0,1

Vaselini 10,0

Oo6mag macca 20,0
[TpuroToBUsI(IOAIHUCH)
[TpoBepw (IOTHCH)

Otnyctun (Hoanuch)

O6opoTHas CTOpoHa
KonuenTtpamusteepaoit azbt

0,1-10,0
x —100,0
x=1%

5% > 1%, HeoOXoauMO H3Meb4aTh B MPUCYTCTBUU BCIOMOTATEIbHOU KUIKOCTH,
POICTBEHHON KOCHOBE

Macna Bazenunosoro 0,1 : 2 =0,05 (3 xar.)

Macca masu 10,0+0,1=10,1

Cogepxanue TBepao# ¢a3bl (KUCIOTHI CaTUIIIOBO) — 1%.

[TporucanHOE KOJIMYECTBO CATUITUIIOBON KUCIIOTHI HE 00ECIIeUnBaeT pacTBOPUMOCTH B
ocHoBe. Ee HeoOXxomumo BBeCTHM MO THUIy cycrneH3ud. B crynky nomematror 0,1
CAIMIIMIIOBOM KHCIIOTHI M TIATEIIEHO PACTUPAIOT ¢ 3 KAaIUIIMH Ba3eJIMHOBOTO Macia
(0,05 mo macce), Tak Kak MpOMUCaHHAasI

OCHOBa YIJIEBOJOPOJHOIO Xapakrepa (poAcTBeHHa BaszenuHy). K u3MmenbueHHOMY
TaKuM 00pa3oM Ipenapary 4acTAMU J00aBISIOT Ba3eIMH M TOMOTE€HU3UPYIOT [0
OJTHOPOJIHOCTH.

Ma3p mnomemaroT B CTEKJISIHHYIHO OaHKy C HaBUHUYUBAIOIIEHCS KPBIIIKOM ¢
MOJJIOKEHHBIM T0/1 HEe KyCOUKOM CTEpUJIbHOM meprameHTHoW Oymaru. HaxneuBaroT
HOMED peLeITa.

Odopmmstor stukerkoit «Hapyxknoe» ¢ ykazanuem Homepa anteku, ©.M.0. 6ombHOTO,
crioco0a MPUMEHEHHUs, AaThl U3TOTOBJIECHUS, ICHBI; MPEAYNPEAUTEIbHBIMUA HAAMUCIMHU:
«XpaHUTh B MPOXJIATHOM, 3AIIMIIEHHOM OT CBETa MECTe», «XPaHUTh B HEIOCTYITHOM
Uit aeteid mecre». OleHKa KayecTBa U CPOKM XpaHEHMs B alTEKE OCYLIECTBIISETCS B
cooTBeTcTBUU MpuKkazoM M3 PO ot 22 mas 2023r. Ne 2491 «O06 yTBep)ACHUH MPaBUI
M3TOTOBJIEHHS U OTIYCKa JIEKAPCTBEHHBIX MPENAapaToB Il MEAULIMHCKOTO IPUMEHEHUS
anNTeYHbIMM  OpPraHM3alMsIMM, HMMEIOIIMMHU  JIMIEH3UI0 Ha  (papMaleBTUYECKYIO
JIEATEITbHOCTD»

AHanu3 JoKyMeHTanuu: PenenTt BbIMUCaH MpPaBUIbHO. MHIpeAMEHTHI COBMECTHMBI.
PacueTsl cremaHbl NMpaBUIIBHO, MACHOPT THCHMEHHOTO KOHTPOJISL BBIMKCAH, BEPHO.
OTkII0HEeHHE B MacceneKapcTBeHHO! (opMbl. [IpaBHIbHOCTS YIAKOBKU M OPOPMIICHHS.
Cpok xpanenus — 14 cyTtoxk.



3amanne 100. CuryarmonHas 3amadya

B ant CKY IIOCTYITWJI pEUCIIT CICAYIOUICT0 COCTaBa:
Rp.: Ung. Acidi borici 5 % 10,0
D.S. Brupars B mopakeHHbIC Y4aCTKH KOXKH.

1. Cpenaiite HeoOXOIMMBbIE pacyeTbl M OIUIIMTE H3TOTOBJICHHE JIEKAPCTBEHHOIO
mpernapara MmonpoIvcH, BHIOpaB ONTHMAILHBIN BAPUAHT TEXHOJIOTHH.

2. Odopmute 000pPOTHYIO U JIMIIEBYIO CTOPOHY MAclOpTa MUCBMEHHOTO KOHTPOJIS.
Onpenenure nenecooOpa3Hble BUAbl BHYTpPHANTEYHOro KOHTpousis. Onpenenure
TpeboBanus k ohopmiieHuro JID.

3. VYKaxwuTe CPOK U yCIOBHS XpaHEHUS U3roToBIeHHON JID B anTeke.

Ilpasunvhuiti omeem:
Recipe: Ung. Acidi borici 5 % 10,0
D.S. Brupatb B HOpa)KEHHbBIE YUACTKH KOXKH.

ITactiopt MMUCBMEHHOTI'O
KOHTpouist Jluesast cropoHa

Hara Ne peuenra
Acidi borici 0,5
Vaselini 9,5
Oo6mras macca 10,0

[TpuroToBui (1oANUCH)
[TpoBepwu (moamMck)
Otnyctun (moanuck)

O6opoTHas cTopoHa

Kucnotsr 6opHoit

B 5,0 —100,0

X -10,0 x=0,5

Bazenuna — 10,0 - 0,5 =9,5

O6mas macca 10,0

Boinucana ma3p cycnensus Ha rugpodoOHoil ocHoBe. CopaepxaHue TBepaO (¢a3bl
(xucnoTsl 6opHOIT) — 5%. Ee HeoOxoanmo BBecTH 1o Tuly cycneHsuu. B dapdoposoii
BBITIAPUTEJIPHOW 4Yallke Ha BOJsAHOW OaHe pacrasistor 0,25 BazenuHa mnpu
temneparype He Bolme 40-50 °C, uinm e UCIoIb3YIOT NPUEM HCIIOJIB30BaHUS TEIION
CTYNKH, YTO SIBIAETCS Ooyiee parmoHaIbHBIM. B Temnyro crynky mnomemiaroT 0,5
KHACIOTHl OOpHOM W THIATeNbHO pacTupaioT BHauyase ¢ 0,25 r Bazennna. K
U3MEIBbYCHHOMY TakUM O00pa3oM IpernapaTy 4YacTsIMH J00aBIISIOT OCTaBIIMMCS
Ba3eMH M IEPEeMEUIMBAIOT JI0 OTCYTCTBHS BHAMMBIX YaCTHUI[ KUCIOTHI OOpPHOIA.
['oMOreHu3upyroT 10 MOJIHON OJHOPOJAHOCTH.

Ma3p mnomemalT B CTEKJIAHHYIO OaHKy C HaBHHUYMBAIOIIEHCS KPBIIIKOH C
MOJIJIO’KEHHBIM T10J] Hee KyCOUKOM CTepUJIbHOM meprameHTHON Oymaru. HakienBarot
HOMEp peLeITa.

Odopmmstor aTukeTKoi «HapyxkHoe» ¢ ykazanuem Homepa anteku, ©.1.0. 6onpHOTO,
croco0anpruMeHEHUs, 1aThl U3TOTOBJICHUS, LIEHbI;, MPEAYNPEAUTEIbHBIMUA HAIMUCIMU:
«XpaHUTh B NMPOXJIATHOM, 3aLIUIIEHHOM OT CBETa MECTe», «XpPaHUTh B HEJOCTYITHOM
JUISL IETEH MECTe».
OneHka KayecTBa M CPOKM XpaHEHMsI B alTeKe OCYLIECTBISETCS B COOTBETCTBUU C
npukazoM M3 PO ot 22 mas 2023r. Ne 2491 «O0 yTBep» A€HUU MPABUI U3TOTOBICHHS
M OTIyCKa JIEKAPCTBEHHBIX MPENapaToB UIsI MEAUIMHCKOTO MPUMEHEHUS anTECYHBIMU



opraHu3alusiMu, UMCIOIIUMHU JIMICH3WUIO Ha q)apMaI_IeBTI/I‘ICCKyIO JACATCIIbHOCTD)

AHaim3  JOKyMeHTaluu: Penent BbeIIMCAaH TNpPaBWIbHO. VHTpeaneHTHI
COBMECTHMBI. PacueTsl caenanbl NpaBUIbHO, MACIIOPT MHUCbMEHHOTO KOHTPOJIS
BhINKCaH, BepHO. OTKIIOHEHUE B MacceJIeKapCTBEHHON (Gopmbl. [IpaBriibHOCTH
YIIaKOBKH U 0(hOpMIICHUSI.

Cpok xpanenuss — 14 cyTtok.



Kpumepuu ouenusanus npu 3auéme

Jdeckpunrtopnbl
NMPOYHOCTH 3HAHMH, yMeHHe 00bSACHITH JIOTHYHOCTH H
OTmeTka MOJTHOTA BBINOJHEHHS CYIIHOCTD SIBJICHUIA, M0CJ1€e10BATEILHOCTD
3aJlaHuil TeKylero NMpoueccoB, 1eJaTh
KOHTPOJIsI BBIBOJIbI
3a4TEHO MPOYHBIC 3HAHUS OCHOBHBIX | YMEHHE OOBSCHSTH JIOTUYHOCTh U
MIPOIIECCOB M3Y9aeMOM CYITHOCTH SIBJICHUH, IIOCIIEZIOBATEIHHOCTD,
TIpeAMETHON 00J1acTH, MIPOTIECCOB, COOBITHH, MIPOSIBIICHHBIC TTPH
MOJIHOTA PACKPBITUS TEMBI, JIeJIaTh BBIBOJIBI U BBITIOJTHCHUH 33 aHUN
BIIAZICHUE 00001IIeHHSI, TaBaTh TEKYIIEero KOHTPOJIS.
TEPMHUHOJIOTHYECKUM apryMeHTUPOBAaHHBIC
armnapaToM IpHr BBIITOJIHCHUN OTBECTHI, IPUBOANUTH
3alaHUM TEKYILETrO IIPUMEPEI, IIPOSIBJICHHEIE
koHTpoisa. bonee 70 NP BBIIOJIHEHUU
MPOLEHTOB 3aJaHui 3aJJaHUM TEKYILETO
TEKYIIET0 KOHTPOJIS KOHTPOJISL.
BEITIOJTHEHEI.
HE 3a4T€HO HEJ0CTAaTOYHOE 3HAHKE ciTa0ble HABBIKHM aHAIM3a | OTCYTCTBHUE JIOTHYHOCTH U

HA3y4aeMoOU NpeMETHOU
obmacTu,
HEYAOBJIETBOPUTEIBLHOE
PaCKpBITHE TEMBI, CI1a00e
3HaHHE OCHOBHBIX BOIIPOCOB
TEOPUH, TOIYCKAKTCS
CYIIECTBEHHBIE OINOKU TIPU
BBIIIOJTHEHUH 3aJlaHUI
TEKYILEro KOHTpoJs. Menee
70 MpOLIEHTOB 3alaHUM
TEKYIIEro KOHTPOJIS
BBITIOJTHCHBI.

SIBJIEHUM, POLIECCOB,
COOBITHH, OITHOOYHOCTE
WJIM HEYMECTHOCTh
MIPUBOIUMBIX TIPUMEPOB,
MIPOSIBIICHHBIC TIPU
BBIIIOJTHEHUH 3aJaHHUHI
TEKYIIEro KOHTPOJISL.

MOCJIEA0BATEILHOCTHU MIPU
BBITIOJTHEHHUH 3aJJaHUI
TEKYIIEro KOHTPOJISL.




Kpumepuu oueHuesanusn Koﬂmemermuﬁ U WKajibl OUeHKU

Ouenka Ouenka OneHka «xopomo» OneHka «OTJIMYHO»
«HEY/IOBJICTBOPUTEIbHO» | «yIOBJETBOPUTEJIbHO» | (32a4TEHO) (3auTeHo0) UIU
(He 32a4YTEHO) WIH (3a4TeHo) WM WU JOCTATOUYHBbIH BbICOKHUI1 yPOBEHb
OTCYTCTBHE YIOBJIETBOPUTEJIBHBIH | YPOBEHb O0CBOEHHUA
chopMUPOBAHHOCTH (moporoBwlii) OCBOCHUSA KOMIIETeHIIUHU
KOMIIeTeHII U YPOBEHb OCBOCHMSA KOMIIETeHIIN U
KOMIEeTEeHIINHU
Hecmocobnocth Ob6yuaromuiics Obyuarommuiics OoOyuaromuiics
oOyuJaromerocs JEMOHCTPHPYET JIEMOHCTPHUPYET JIEMOHCTPHPYET
CaMOCTOSITETTHHO CaMOCTOSITETTFHOCTH B CaMOCTOSITENTFHOE CIIOCOOHOCTH K
MIPOJIEMOHCTPUPOBATh MIPUMEHEHUH 3HaHUM, MpUMEHEHUE 3HaHUW, | MOJHOU
3HAHUS TIPU PEIICHUH YMEHHH U HABBIKOB K YMEHH 1 HABBIKOB CaMOCTOSITETFHOCTH B
3aJlaHuil, OTCYTCTBHE pelIeHnto yaeOHbIX TP pEIICHUN BEIOOpE criocoba
CaMOCTOSITEIILHOCTH B 3aJ]aHU{ B MIOJIHOM 3a7laHuH, peieHus
MIPUMCHCHUU YMGHHﬁ. COOTBETCTBHUU C AHaJIOTUYHBIX HECTaHOAapPTHBIX
OtcyTcTBHE 00pas3IoM, JaHHBIM obpasiam, 94To 3a/laHuil B paMKax
MOATBCPIKACHHUSA HAJTNYNA mnpenogaBaTeiieM, 1o MMOATBECPIKAACT JUCHUIIIIMHBI C
c(hOpMHUPOBAHHOCTH 3aJlaHUAM, pELIEHUE Hanu4ue HCIIOJIb30BaAHUEM
KOMIIETCHLINH KOTOPBIX OBLITO cthopMHupOBaHHOM 3HaHUH, yMEHUN U
CBUETEIBCTBYET 00 ITOKa3aHO KOMIIETEHIINU Ha HaBBIKOB,
OTpULATCIbHBIX npenoagaBaTciicM, 60.]166 BBICOKOM IMOJTY4YCHHLIX KaK B
pe3yIbTaTax OCBOSHUS CJIETyeT CUUTATh, YTO ypoBHe. Hamane XO/JIe OCBOCHHS
y4eOHOW JUCTIUTUTHHEL KOMITETeHIIHSA TaKOW KOMITETEHITIH JMAHHOW JAHUCIIUTUIAHBL,
chopmupoBaHa Ha Ha JIOCTaTOYHOM TaK U CMEXHBIX
YOBJIETBOPUTEIBHOM YpOBHE JUCLIUILINH, CIIEAYET
YpOBHE. CBUJIETEIBCTBYET 00 CUHTATh
YCTOMYUBO KOMIIETEHIINIO
3aKpEeIICHHOM chopMHPOBaHHOI Ha
MPAKTHIECKOM BBICOKOM YPOBHE.
HaBBbIKEC
Kpumepuu ouyenusanus mecmoeozo KOHmMpona:
IMPOUCHT NpaBUJIbHBIX OTBETOB OTMeTKH
91-100 OTJIUYHO
81-90 XOpOIIOo
70-80 YIOBJIETBOPUTEIHHO
Memnee 70 HEYJIOBJIETBOPUTEIILHO

HpI/I OLICHWBAaHUH Sa,I[aHI/Iﬁ C BLI60pOM HECKOJILKUX IMPAaBUJIIBHBIX OTBETOB JOMYCKAaCcTCAd OAHA

ommnoKa.




Kpumepuu ouyenusanusa cobecedosanusn:

Jdeckpunrtopnbl

YMeHHe 00bSICHATH

JIOTHIHOCTDb U

OTMeTK2 (mpeacTaBJAATh) MOCJIeA0BATEILHOCTH
NPOYHOCTb 3HAHUM CYUIHOCTH SIBJIEHMH, oTBeTa
NMpoLEeccoB, 1e1aTh
BBIBO/IbI
OTJINYHO MPOYHOCTH 3HAHUH, 3HAHUE BBICOKOE YMEHHUE BBICOKAs JIOTUYHOCTh U
OCHOBHBIX TIPOIIECCOB OOBSACHSTH CYIIHOCTb, MOCIIEI0BATENHHOCTD
M3y4aeMou MpeaMeTHOU SIBJIEHUH, ITPOIIECCOB, OTBETa
00JacTH, OTBET OTIHYACTCS COOBITHIA, Ie7IaTh BBIBOIBI
TITyOWHOM 1 IOTHOTOM 1 00001IeH s, 1aBaTh
PaCKPBITHSI TEMBI apryMeHTHPOBaHHBIC
BIIAZICHUEM OTBETHI, IPUBOIUTD
TECPMUHOJIOTUICCKUM IIPUMCEPLI
anmapaToMm; JIOTHIHOCTHIO ’
MOCIIEIOBATEIEHOCTHIO
OTBETA
XOopouio IIPOYHBIC 3HAHUA OCHOBHBIX YMCHHUE O6’I)SICHHTI> JJOTMYHOCTDh U
MIPOIECCOB U3ydaeMOM CYIITHOCTb, SIBICHUH, MOCIIEI0BATENHHOCTD
MpeIMeTHON 00IacTH, MPOIIECCOB, COOBITHH, OTBETA
OTJIUYACTCS TIIYOUHOH U IenaTh BEIBOIBI U
MOJIHOTOM PacCKPBITHS TeMbI, | 0000IICHHMS, JaBaTh
BJIaJICHUE apryMeHTHPOBaHHBIC
TECPMUHOJIOTHUICCKUM OTBEThI, IPUBOAUTH
arnmnapaTom; CBOOOIHOE MIPUMEPHI; OJTHAKO
BJIaJICHE MOHOJIOTUYECKOH | JOITyCKaeTcs OJIHA - IBE
pEYbI0, OTHAKO JIOMYCKAeTCs | HETOYHOCTH B OTBETE
OJIHA - IB€ HETOYHOCTH B
OTBETE
YIOBJIETBOPHUTEN | YAOBIETBOPUTEIbHBIC YOBJIETBOPHUTEIHHOE YAOBJIETBOPHUTEIHHAS
BHO 3HaHHUs IPOIECCOB YMCHHUE JaBaThb JJOTUYHOCTDh U
M3y4yaeMou NMpeIMETHOM apryMeHTHUpPOBaHHLIE I0CJIEI0BATEIILHOCTD
obnacTH, OTBET, OTBETHI U TPUBOUTH OTBeETa
OTJIMYAIOLLUICS IIPUMEDBI;
HEJOCTaTOYHOM ITyOMHON U | yIOBJIETBOPUTEIBHO
TIOJTHOTOM PaCKPBITHS TEMBI; | ChOPMUPOBAHHBIE
3HaHUEM OCHOBHBIX HaBBIKU aHAJIH3a
BOIIPOCOB TEOPHHU. SIBJICHHM, TTPOIIECCOB.
JomyckaeTcst HECKOIBKO JlotmyckaeTcsi HECKOJIBKO
OINOOK B COJIEPIKaHUU OIIMMNOOK B COJIEPIKaHUU
OTBETA OTBeETa
HEYIOBIETBOPUT | ciaaboe 3HaHWE N3ydacMOu HEyMEHHE 1aBaTh OTCYTCTBHE
€JIbHO MpeIMETHON 00JIacTH, apryMEHTUPOBAHHbBIC JIOTUYHOCTH U
HETITyOOKOE PACKPHITHE OTBETHI MOCJIEI0BATENbHOCTH
TeMBI; ci1aboe 3HaHue OTBETA

OCHOBHBIX BOIIPOCOB TE€OPUH,
cia0ble HaBBIKH aHAIM3a
SIBJIEHUH, TTPOIIECCOB.
HomyckaroTcst cepbe3Hble
omNOKN B COIEPKAHUN
OTBETa




Kpumepuu OUCHUBAHUA CUM)YAUUOHHbBIX 3ao0au:

Jdeckpunrtopnbl
OTMeTKa R — aHaIu3 HaBbIKH npogeccuoHaIbHOE
CUTYyaluu pelieHust MbILILTeHIe
npoodaeMbl ——

OTJINYHO [IOJTHOE BBICOKasI BBICOKasI BBICOKHI yPOBEHb
MOHUMaHNe CIIOCOOHOCTD CIIOCOOHOCTD po(hecCuoHaIbHOTO
npobiemsl. Bee QHATM3UPOBATh  [BHIOPATH METOX MBILIUICHUS
TpeGoBaHus, CUTYyaLHIo, pereHus
MpeqbsBIsieMble K |1€1aTh BHIBOABI  [IPOOJIEMBI,
3aJaHuUIo, YBEpEHHBIC
BBITTOJIHEHbI HAaBBIKH PELICHUS

cUTyauuu

XOpOILIO MOJTHOE CIIOCOOHOCTD CIIOCOOHOCTD IMOCTaTOYHBINA YPOBEHb
MOHUMaHNe AHATM3UPOBATh  [BEIOPATH METOJ npogeCcCHOHANTBEHOTO
npobnemsl. Bee CUTYyaLHIo, peLeHus MBILLUICHUSL.
TpeGoBaHus, menaTh BBIBOABI  [IPOOJIEMBI /lomyckaeTcst onHa-1Be
MPEABABIISICMBIC K YBEPCHHBIC HETOYHOCTHU B OTBETEC
3aJaHHIO, HaBbIKH PCHICHUA
BBITTOJIHEHbI CUTyaluuu

YIOBIETBOPHUTEN [4ACTHYHOE VIOBIICTBOPUTEIH [yAOBICTBOPUTENbH [TOCTaTOYHBIH YPOBEHB

BHO MOHUMaHNe Has CTOCOOHOCTH  [ble HABBIKU npogeCcCHOHANTBEHOTO
poOIeMbl. QHAJTM3UPOBATH  [PELLCHUS MBILLUICHHSL.
BonbmmHCTBO CUTYaIHIo, CUTYyaluH, Jlomyckaetcs Oonee
TpeOOBaHUA, meJ1aTh BBIBOJABI  |CIIOKHOCTH C MBYX HETOYHOCTEM B
MpeIbSBISIEMBIX K BEIOOpPOM METO/Ia  [0TBETE JIHOO OIMOKa B
3aJaHuIo, pELICHNS 3a1a4l  [[IOCJIEAOBATEIbHOCTH
BBITTOJIHEHbI peneHus

HEYAOBJIETBOPUT |[HEOHUMAaHHUE HU3Kas HEI0CTATOYHbIE OTCYTCTBYET

€JIbHO poOIEeMBI. CIIOCOOHOCTD HaBBIKH PEIICHUS
MHorue AQHAJIM3UPOBATh  |CUTyaluu
TpeGoBaHus, CUTYyaLuo

MPeIbSBISCMbIC K
3aaHuIo, HE
BBIITOIHEHEL. Her
orBeTa. He ObLI1O
[OTIBITKU PEIINTh

3amaqy




