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1. Ilepeyenb kommneTeH Ui, GOPMUPYEMBIX U CHUIIINHOMN

oowenpogpeccuonanvuvix (OIIK)

Kon u HauMCHOBaHHUE
obmenpodeccuoHaIbHOM KOMIICTCHITUN

NunaukaTtop AOCTHKEHUs 0OmenpodeccuoHaIbHON
KOMITIETEHIINH

OIIK-1. CocoOeH MCIOoJIb30BaTh OCHOBHEIC
OHOJIOrHYECKHE, (U3UKO-XUMHYECKHE,
XUMUYECKHE, MATEMATHYCCKU METOMBI JIJIs

W] 3 ork-1. I[IpuMeHsieT OCHOBHBIE METOIBI (PUUKO-

o XUMHYECKOT0 aHayM3a B U3TOTOBJICHUH
pa3paboOTKM  HMCCIENOBAaHUN  IKCIEPTHU3BI HeKAPCTBEHHbIX TIPEMAPATOR
JICKApCTBEHHBIX  CPEJACTB, M3TOTOBJICHUS
JIEKapCTBEHHBIX NPENapaToB
npogheccuonanvnuix (I1K)
Kon wu nHaumeHoBanue mnpodeccroHanpHOM | MHaukaTopbl JOCTHKEHUS npohecCHOHAIBHOM
KOMITCTCHIIIN KOMIETEHIIUH
W/ nxs-1.  TIpoBOAMT MEPONPHATHS MO IMOATOTOBKE
paboyero Mmecra, TEXHOJOTHYECKOTO O0OpYyIOBaHMS,
JICKapCTBEHHBIX U  BCIIOMOTATEIbHBIX BEIIECTB K
W3TOTOBJICHUIO  JICKAPCTBEHHBIX  IIPEMaparoB B
COOTBETCTBHH C perenTaMu (HITH ) TPeOOBAaHUSIMH
W/ nks-2. M3roraBimBaeT JIeKapCTBEHHBIC TIPEIIaparhl,
B TOM YHCIIE, OCYILIECTBIISIS] BHYTPUANTEYHYIO 3aTOTOBKY
U CepUifHOE W3rOTOBJIEHHE B COOTBETCTBHU C
YCTQHOBJICHHBIMH TIPABIJIAMH C Y9€TOM COBMECTUMOCTH
JICKapCTBEHHBIX M BCIOMOTATENbHBIX  BEIIECTB,
[IK-5. CnocobeH M3rOTaBIMBAThL | KOHTPOJIHUPYS KAa4eCTBO Ha  BCeX CTaJIusIX
JICKapCTBCHHBIC Mpenaparbl W IIPUHUMATh | TEXHOJOIMYCCKOI'O IIporecca
ydactde B TexHojormu  mnpousBoictsa | M/l nxs-3. YmakoBbiBaer, MapKupyer U (WIIH)
TOTOBBIX JIEKAPCTBEHHBIX CPEJCTB ohopMIIIET  M3rOTOBJICHHBIC JICKAPCTBEHHBIC
TperapaThl K OTIYCKY
W]l rxs-4. Perucrpupyer naHHbIE 00 HM3TOTOBJICHHH
JIEKapCTBEHHBIX ~ NperapaTtoB B YCTaHOBJIEHHOM
MOpsiIKe, B TOM  4YHCIE  BEOET  NPEIMETHO-

KOJIMYECTBEHHBIN YUET IPYIIII JIEKAPCTBEHHBIX CPEACTB U
JIPYTUX BEIIECTB, NOMICKAIMX TAKOMY YUETY

U nkss. [IpoBomuT  pacyeTsl  KOJIMYECTBA
JIEKQPCTBEHHBIX CPEJICTB M BCIIOMOTaTeNIbHBIX BEILIECTB
JUIs  TIPOM3BOJCTBA  BCEX  BHUJIOB  COBPEMEHHBIX

JIEKapCTBEHHBIX (hopM

2. Buabl oieHOYHBIX MaTepuajoB B COOTBETCTBUH C (bopanyeMl,an KOMIICTCHIIUAMU

Haumenosanue Buapl o11eHOUHBIX MaTepuaIoB KOJIMYECTBO 3aJaHUMI
KOMIIETEHIIUHU Ha 1 KOMIIETEHIINIO
3aaHusl 3aKpHITOTO TUMA 25 ¢ pTajJJOHAMHU OTBETOB
OIIK-1 3aaHus OTKPBITOro THHA: Bonpock! s
75 ¢ 3TamoHaAMH OTBETOB
cobecenoBanus, CUTyallMOHHBIC 3a/1a4H
3agaHus 3aKpbITOrO TUIA 25 ¢ 3TaJJOHaMH OTBETOB
TIK-5 3ajaHus OTKPHITOTO THNA: 3a/laHUsI HAa
75 ¢ 3TaOHaAMH OTBETOB
nonosHeHnst, CUTyallMOHHBIE 33]1a41

OIIK- 1:




3adanus 3aKpeimozo muna:

3ananue 1. UacTpyKuus: Beibepute o1uH NpaBUIIbHBINA OTBET.

B coorBerctBun ¢ tpeboBanusmu crateu I'd XIV «llopomkn» pa3Mep 4acTull, €Ciid HET APYrHX
YKa3aHUH, T0JKEH ObITh

A. 6onee 160 mm

b. e 6onee 160 Mmxm

B. ne 6omnee 0,01 mm

I'. 1-50 Mmxm

Ipasunvnviti omeem: b. ve 6onee 160 Mmxm

3ananue 2. UucTpykuus: Beibepute 01MH NpaBUIIbHBINA OTBET.

Crioco0, mpu KOTOPOM BEIIECTBA B IPOMKMCH BBINHCAHBI B KOJIMYECTBE HA OJHY 03y C YKa3aHUEM
qHCIIa 103, HA3bIBACTCS

A. pa3nenuTenbHbIM

b. akcTemnopanbHbIM

B. pacnpenenurenbHbIM

I'. Heno3upOBaHHBIM

Ilpasunvhoiti omeem: B. pacupenenuTeabHbIM

3ananue 3. Unctpykuus: Beibepute oauH paBUIIbHBIN OTBET.

[lpn pasgenuTensHOM crocoOe BBHIMUCHIBAHMS JIO3UPOBAHHBIX JIGKAPCTBEHHBIX (opMm Macca
BEILIECTBA HA OJIHY 03y

A. paccunTBIBaETCS MyTEM JICJICHHS BBITMCAHHON MacChl Ha YHCIIO J103

b. paccunThiBaeTCs myTeM yMHOKEHHSI BHIITCAHHOW MacChl HA YUCIIO 7103

B. paccuntsiBaeTcs myTeM JeeHus BBINMMCAHHOW MAacChl Ha YUCIIO IPUEMOB

I'. yka3ana B penenre

HpCZGI/UleblZZ omeem. A. PACCUUTBIBACTCA IYTEM JACJICHUA BBIITMCAHHOM MAacCChHI Ha YHCIIO 03

3ananue 4. Unctpykuus: Beibepute oauH MpaBUIIbHBIN OTBET.

OTHOCHTENBHAS OTEPS BEIIECTBA PU U3METbUYEHUH B CTYIIKE

A. 00paTHO MPOTOPIIHMOHATFHA BETUYNHE a0COTIOTHON OTEPU BEIIECTBA

b. sBisieTcst MOCTOSHHON BEJIMYMHOM U HE 3aBHCUT OT MAaCChl U3MEJIbYaeMOT0 BEIECTBA
B. npsiMo mipomnopIirioHabHa Macce N3MEeIbUaeMOro BEIIECTBA

I'. oOpaTHO MpoOIOPIMOHAIEHA MACCEe U3METbYAaEMOr0 BEIlleCTBa

Ilpasunvuviti omeem: I'. 00paTHO MPOMOPIIOHAIEHA MAaCCe U3MEIbUAEMOI0 BEIleCTBA

3ananue 5. UHcTpykuus: Beibepute o1MH NpaBUIIbHBINA OTBET.

Crioco6, nmpu KOTOPOM BEIIEeCTBa B MPOIMKCH BHIMMCAHBI B KOJIMYECTBE HA BCE JI03BI C YKAa3aHHUEM Ha
CKOJIBKO JI03 UX CIEAYET pa3JeiIuTh, HA3bIBACTCS

A. 103UpOBaHHBIM

b. pazgenurenbHbIM

B. pactipenenurensHbIM

I'. Heno3MpPOBAHHBIM

IIpasunvuoiti omeem: b. pa3aenuTeabHbIM

3amanne 6. Muctpykuus: Berbepure oauH npaBUIbHBINA OTBET.



[TepBbIMM TTPU U3TOTOBIEHUH MOPOIIKOBOW MAcChl U3MENBYAIOT JICKAPCTBEHHBIE BEIIECTBA
A. nMeromuye Majioe 3Ha4CHUE HACHITHON MacChI

b. BrImucaHHEBIC B MEHBIIICH Macce

B. kpacsmue

I'. TpyaHOn3MenbyaeMble

Ilpasunvrwviii omeem: I'. TpyqHOU3METBYAEMBIC

3amanue 7. UacTpykuus: Beroepure oauH NpaBUIbHBIA OTBET.

H3menbueHne u cMeluBaHue NOPOIIKOB HAUMHAIOT, 3aTUPasi MOPHI CTYIIKU BEUIECTBOM
A. ¢ MaJol HaChIITHOM Maccou

b. amopduBIM

B. nuanuddepenTHRIM

I'. MenkoKpuCTaIIIMYECKUM

Ipasunvuviti omeem: B. naauddepeHTHBIM

3ananue 8. UncTpykuus: Beibepute oauH paBUIIbHBIN OTBET.
B acenTrueckux yciaoBUSAX U3TOTABIMBAIOT OPOIIKH

A. 1711 HOBOPOKIAEHHBIX

b. ¢ HapKOTHYECKUMH BeIeCTBaMH

B. ¢ nonydabpukaramu

I'. ¢ kpacsIUMH BeIeCTBaMH

Ilpasunvruviii omeem: A. 711 HOBOPOKIECHHBIX

3ananue 9. Unctpykius: Beibepute oauH MpaBUIbHBIN OTBET.
BTopeiM B CTYNKY IpW U3rOTOBJICHUH MTOPOIIKOB ITOMEIIAI0T
A. nnauddepeHTHBIC BelecTBa

b. npursine BemecTna

B. BemecTBa 1Mo NpUHIIUITY «OT MEHBIIETO K OOIbIIEMY»

I'. Bce ocranbHbIe.

Ilpasunvnoiti omeem: B. BemiecTBa Mo MPUHIUITY «OT MEHBIIETO K OOJIbIIEMY»

3ananue 10. UncTpykuus: Beibeprre oiuH NpaBUIbHBIA OTBET.
Jns moabopa cTynku HeoOX0AUMO

A. Maccy JIeKapCTBEHHOTO BEIIECTBA Ha BCE JI03bI

b. maccy oburyro mopoika

B. maccy oaHO# 10361

I'. neueOHyIO pazoByro 103y

Ilpasunvuviti omeem: b. Maccy o0IIyIO TOPOIIKA

3ananue 11. UncTpykuus: BeiGeprure oiuH NpaBUIbHBIA OTBET.

Lenbto BBeIEHUS N30TOHUPYIOLIMX areHTOB B COCTAB IIa3HBIX Kalellb SBIAETCS

A. TIOBBIIIEHHE OMOJIOTUYECKON JOCTYIMHOCTH (papMalieBTUUECKUX CyOCTaHIIUI

b. yctpanenue gyBcTBa 1uckoM(opTa Ipu MHCTHILTSIIUAX

B. npenotBparienue pa3BUTHs MUKPOOPTaHU3MOB B ITPOLIECCE MCTIONb30BAHUS IJ1a3HBIX Kamelb
I'. ymenbienue no6ouHbIX 3P PeKToB hapMalieBTUUECKUX CYOCTaHIIHHA

Hpaeuﬂbelﬁ omeem. b. YCTPAHCHUC 1YyBCTBa ,Z[I/ICKOM(bOpTa IIpU UHCTUIIIATUAX



3amanne 12. UaCcTpyKuus: Beibeprre oauH MpaBUIIbHBINA OTBET.

OcHoBHBIM (HOPMOOOPA3YIOIIUM MATEPUATIOM JIsI TPOU3BOJICTBA KATICYJT SIBISICTCS
A. mapadpun

b. meTunuennronosa

B. Bock

I'. xemarun

Ilpasunvhuiti omeem: I'. xxenatun

3ananue 13. Unctpykuus: Beibepure ouH NpaBUIbHBINA OTBET.
CBOOOIHOIUCTIEPCHBIE CHCTEMBI XapaKTEPU3YIOTCS

A. OTCYyTCTBHEM B3aMMOJICHCTBUS MKy YACTHIIAMH JUCTICPCHOU (ha3bI
b. Hanu4rem B3anMMOICHCTBHI MEXKTy YaCTUIIAMH TUCTIEPCHOM (ha3bl

B. TBepao¢azHbiM B3auMoieiiCTBHEM

I'. ynpyromiacTUuHbIM B3aHMOICHCTBHEM

IIpasunvnoviti omeem: A. OTCYTCTBHEM B3aUMOJICHCTBUS MEXy YACTHIIAMH TUCTIEPCHOM (a3bl

3ananue 14. Unctpykuus: BeiGepure oiluH NpaBUIBHBIA OTBET.

B kadectBe ¢QuibTpyrolero marepuajia Mnpu HM3rOTOBICHUM PAaCTBOPOB 3alllMIIECHHBIX KOJIJIOWJOB
UCTIOJIB3YIOT

A. IBOITHOM cll0¥ Mapiu

b. 6e3301bpHYI0 QUNBTPOBANBHYIO OyMary

B. 6ymary ¢unpTpoBaibHyto 1100010 copra

I'. cyxo# TaMIIOH BaThl

Ipasunvnwviti omeem: b. 6€3301pHYI0 GUIBTPOBATBHYIO OyMary

3ananue 15. UHcTpykuus: BeiGepure ouH NpaBUIbHBIA OTBET.

[TokazaTenem KayecTBa MOPOUIKOB, KOTOPBIA KOHTPOJIUPYET ACCUCTEHT, SIBIIACTCS
A. OTKIIOHEHHE B Macce

b. HacwITHAS TNIOTHOCTH

B. onHOpoaHOCTH

I'. pactBOpUMOCTB

IIpasunvroviti omeem: B. 0OTHOPOAHOCTH

3ananue 16. Unctpykuus: Beibeprure oiuH NpaBUIbHBIA OTBET.

@®akTOpOM, OKa3bIBAIOIIMM 3HAUUTEIBHOE BIUSHUE HA BHICBOOOKICHHUE JIEKAPCTBEHHBIX BELIECTB U3
Ma3el U CyIIIO3UTOPUEB, SIBISAETCS

A. TUII OCHOBBI

b. Buz1 ynakoBku

B. cioco6 xpanenus

I'. MmeTon ananmsa

IIpasunvuviti omeem: A. TAI OCHOBBI

3amanne 17. UacTpykuums: Beibepure oMH MpaBUIIbHBINA OTBET.

BcenomorarenbHble  BeliecTBa, MPUMEHSIOIMIMECS JUIsl  TIOBBIIIEHHS PAacTBOPUMOCTH  IIJIOXO
PacCTBOPUMBIX JIEKAPCTBEHHBIX BEIIECTB, HA3bIBAIOT

A. 3MynbraTopsl

b. mposioHraropsl

B. paspeixiinrenu



I'. comroOunmm3aTopb
Ipasunvroviti omeem: I'. comoOMIN3aTOPHI

3amanue 18. MacTpykums: Beibepure oauH NpaBUIbHBIA OTBET.
K kpacsiiium iekapcTBEHHBIM BEIIECTBAM OTHOCUTCS

A. nepmaron

b. kcepodopm

B. sTakpunuHa nakrar

I'. mporaproun

Ipasunvuviti omeem: b. kcepohopm

3ananue 19. Unctpykums: Beibepure ouH NpaBHIbHBINA OTBET.
I[To 06bemMy 1O3UPYIOTCS KHUIKOCTH

A. xiopodopm, 3¢up METUITTHCKHIHA

b. rmuuepun;

B. Boza ounIieHHas1, CHPOII CaXxapHbIH

I". Macio BazenmHOBOE

Ilpasunvrwviii omeem: B. Boja ouunilieHHas, CHPOI CaxapHBIi

3ananue 20. UncTpykuus: BeiGepure oiuH NpaBUIbHBIA OTBET.

[Topormiku ¢ MEHTOJIOM, TUMOJIOM HITM KaM(OpOH YITaKOBBIBAIOT B KAIICYJIBI
A. ’KelTaTHHOBBIC

b. napapuanpoBanHbIe

B. BomieHsle

I'. nepramenTHbIC

Ipasunvnviti omeem: I'. nepraMeHTHbIE

3ananue 21. UncTpykuus: Beibeprure oiuH NpaBUIbHBIA OTBET.

Tun qucniepcHoOM CUCTEMBI, CoiepKallei BOAY OUMIIEHHYIO, TAJIbK, IIMHKA OKCHUJI, 3TaHOJI, TJIMLEPUH
A. smyInbcHst

b. cycniensus ruapodoOHBIX BelecTB

B. cycnensus ruipouIbHBIX BEIIECTB

I'. pactBOp

Ilpasunvuviti omeem: B. cycnen3us ruipopUIbHBIX BEIIECTB

3ananue 22. Unctpykuus: Beibepure oJuH NpaBUIbHBINA OTBET.
He nomyckaercs crepuinsanust pacTBOPOB 00HEMOM

A. Oonee 1 nutpa

b. menee 1 nutpa

B. 6onee 500 mn

I'. 6onee 100 mn

Ilpasunvuviti omeem: A. 6onee 1 nutpa

3ananue 23. UHcTpykuus: BeiGepure oluH MpaBUIBHBIA OTBET.
Bsi3kuMm pacTBOpuTENEM SBISECTCS

A. TuMexkcu

b. xnopodopm



B. Boma MsaTHas
I'. macno nepcukoBoe

IIpasunvhoviti omeem: I'. Macino nepcukoBoe

3ananue 24. Unctpykuus: Beibepure ouH MpaBUIbHBINA OTBET.

HaOyxaHue npu KOMHaTHOM TeMmIepaType, a 3aTeéM PacTBOPEHME MPU HArpeBaHUM MPOMCXOIUT IpU
U3TOTOBJIEHUH PacTBOPOB

A. 3TakpuJuHa JlaKTaTa

b. nencuna

B. xenaruna

I'. xomnaprona

Ilpasunvhuiti omeem: B. xxenatuna

3aganue 25. WHctpykuus: BwiOepute onuMH NpaBWIBHBIA OTBET. PeXuUM S3KCTpakiuu mpu
M3TOTOBJIEHUH BOJIHOI'O U3BJIEUYECHHUSI LIBETKOB POMAILIKU

A. HarpeBaHue Ha BOJASIHOM OaHe 15 MUH, OXJIaxAeHHE HE MeHee 45 MUH

b. narpeBanue Ha BoasiHOM OaHe 15 MUH, OXJTaXKJ€HHE UCKYCCTBEHHOE

B. narpeBanue Ha BogsiHoM O6ane 30 muH, oxnaxaenue 10 Mun

I['. pe’xuM X010 JHOTO HAcTauBaHUs U pUIbTpoBaHUE 0€3 OT)KUMAHUS

Ilpasunvroviti omeem: A. HarpeBaHUE Ha BOJASHOU OaHe 15 MUH, oXJaxaeHUE HE MeHee 45 MUH
3aoanus omKpvImo20 muna:

3amanue 26. Bonpoc asa cobecenoBanus.
JlaiiTe onpenenenrne KOMIOHEHTY JIEKAPCTBEHHOTO cpenicTBa - MapmalieBTHUecKas cyOcTaHIus

IIpasunvuviti omeem:

dapmarieBTHYECKas CYOCTaHIMsSI - JIEKAPCTBEHHOE CPEICTBO B BHJE OJHOIO MM HECKOJIBKUX
oOnanaromux (apMaKoJIOTHYECKOM aKTUBHOCTBIO JEMCTBYIOLIMX BEIIECTB BHE 3aBHCHUMOCTH OT
IIPUPOJIBI IPOUCXOXKIEHUS, KOTOPOE IIPEIHA3HAYECHO JJIs1 IPOU3BOJICTBA, U3TOTOBJICHHUS JIEKAPCTBEHHBIX
IIPenapaToB U onpeaenser ux 3p¢HeKTUBHOCTb.

3amanue 27. Bonpoc ansa cobecenoBanHusl.
JlaiiTe ompeseneHne BCIOMOTATEIbHBIX BEIIECTB, MPUMEHSEMBIX B M3TOTOBIECHUU JIEKAPCTBEHHBIX
pernapaToB

IIpasunvroviii omeem:

BcnomorarenpHble BemiecTBa - BeEIIEeCTBa HCOPTraHNYCCKOro HJIIN OPTraHUYCCKOIO ITPOUCXOKACHUA,
HCIIOJIB3YEMBIC B MPOLCCCE MPOU3BOACTBA, U3TOTOBJICHUA JICKAPCTBCHHBIX MPEIApaToB AJId MPpHUAaHHA
1504 H€O6XOI[I/IMBIX (I)I/I3I/IKO'XI/IMI/I‘-ICCKI/IX CBONCTB
BCIIOMOT'aTCIIbHBIC BCHICCTBA - BCHICCTBA HCOPTAHUYCCKOI'O0 WM OPraHUYCCKOIo IMPOUCXOXKIACHUA,
HCIIOJIB3YEMBIC B IMPOLCCCE MPOU3BOACTBA, M3TOTOBJICHUA JICKAPCTBCHHBIX IPENApaToB IJIA IMPHUIAHUA
1504 HCO6XO,Z[I/IMLIX (I)I/I3I/IKO-XI/IMI/I‘-ICCKI/IX CBOMCTB

3ananue 28. Bompoc 1 codbeceoBanmsl.
OxapakTepu3yiite, 0 KAKUM METPOJIOTUYECKUM TTapaMeTpaM BECHI SIBISIOTCSI TOJHBIMH K paboTe

IIpasunvroviti omeem:

Y CTOHYMBOCTD - CIIOCOOHOCTH BECOB, BBIBEICHHBIX U3 COCTOSIHUS PABHOBECHS, BO3BPAIATHCS MOCTe
4-6 xonebaHMIl K MEpPBOHAYAIbHOMY IOJIOKEHUIO. YCTOWYMBOCTh NPSIMO MPONOPLUOHATIbHA



PAacCTOSHUIO OT TOYKH OIOPHI /O LEHTPAa TSDKECTH BECOB. Y CTOWYMBBIE BEChl 00ECIIEUHMBAIOT
OBICTPOTY JO3MPOBAHUS IO Macce.

BepHOCTL - CHoCOOHOCTH BECOB IIOKA3bIBaTh MMpaBUJIIbHOC COOTHOLICHUC MCIKIAY Maccoit
B3BCIIMBAEMOI'0 Tejla M MAacCOoM CTaHAApPTHOI'O IpPy3a-pa3sHOBCCA. Becnr BCpHBI IIpH YCIOBHU
PAaBHOIUICYECTU KOpPOMBICIA, CHMMCTPUYHOCTU IIJICH KOPOMBIC/IA, PABCHCTBC MACChl YallICK.
BepHOCTB OIpEACIIICTCA B3BEIIMBAHUEM CTaHAAPTHOT'O 3TAJIOHHOT'O I'py3a.

ITocTOSIHCTBO IOKa3aHWM - CIIOCOOHOCTh BECOB IIOKa3bIBATh OAWHAKOBBIC PE3YIbTAThl IIPpH
MHOT'OKPAaTHBIX OMPCACIICHHUAX MACChI TCJId, IPOBOAMMBIX HAa BECAaX B OAHUX M TCX KC YCIIOBUIX. Ha
MTOCTOSTHCTBO ITOKAa3aHHWM BECOB BIIHSCT PacCIIoJIOKCHHUEC r‘paHeﬁ IIpU3M (OHI/I JOJI?KHBI OBITE CTpOro
HapaJIJIGJIBHbI), a TaKKC¢ HAJIWYHUC TPCHUA B IMOJABUIKHBIX KOHTAKTaX BCCOB. OHpel[e.H}IIOT
ACCATUKPATHBIM B3BCHIMBAHHUEM OJJHOI'O M TOI'O K€ CTAaHAAPTHOI'O I'py3a.

YyBCTBUTENBHOCTh - CHOCOOHOCTH BECOB IOKa3blBaTh HAJTMYME MHHUMAJIbHOW Pa3HHUIBI MEXITY
rpy3am, JexXaluMH Ha Yamkax. YyBCTBUTEIBHOCTh BECOB MPSIMO MPOMOPLUOHATIBHA JJIMHE TUIeyYa
KOpPOMBICIIa U 00paTHO MPOMOPIIMOHATBHA Macce KOpOMBICia, Harpy3Ke BecoB (Macce Jallek, rpysa,
neperpysa), BeJIMYUHE MPoruda KOPoOMbICIa, PACCTOSHUIO OT TOUKH OMOPHI 0 LIEHTPA TAKECTH.

3anmanue 29. Borpoc miis codbecenoBanmsl.
HasoBute crioco0bl 103upoBaHus B papMareBTHICCKON TEXHOIOTHH.

Ilpasunvhuiti omeem:
B QapManeBTHYCCKOW TEXHOJOTHH MPUHATHI 3 croco0a JO3WPOBAHMS: IO Macce, Mo 00beMy H
KaIUIIMH.

3amanne 30. Bonpoc asa cobecenoBanus.
JlaiiTe XapakTEepHCTUKY CIIOCO0Y JO3MPOBAHUSA B (apMaleBTUUCCKOW TEXHOJIOTHH - JO3UPOBAaHUE
10 Macce

Ipasunvhoiii omeem:

Jlo3upoBaHue 1o Macce - TEXHOJIOTMYecKas CTaus JejieHus: 001ell Macchl JIEKapCTBEHHOT'O MpernapaTa
Ha J03bl, IPONKMCAHHBIE BPAYOM.

Jnst u3MepeHuss Macchl TeNl HCIOJB3YIOT BEChl. B anTeyHOM MNpaKkTHKE MPUMEHSIOT B OCHOBHOM
pBIUAXKHBIE BECHI, KOTOPBIE MTO3BOJISIIOT YCTAHOBUTH MacCy

TeJla Ha OCHOBAaHWUU CpPaBHEHHUSI €€ C OJTAIOHHBIMH MaccamMu (TUpsMd Wik pazHoBecoM). [lo
METPOJIOTUUECKUM XAPAKTEPUCTUKAM allTEYHbIE PYUHbIE U TAPUPHBIE

(peuieniTypHBI€) BECHI — ATO TEXHUYECKUE BECHI 2-TO KJjlacca TOYHOCTH.

Jlo3upoBaHue Mo Macce OCHOBAHO Ha MCIIOIb30BAaHUH (DU3MUECKHUX 3aKOHOB

BEPHOTO B3BEIIMBAHUS, KOTOPOE OOECMEYMBACTCA COOTBETCTBHEM OCHOBHBIX METPOJOTUYECKHUX
XapaKTePUCTHK BECOB U COOIOJICHUEM MPABUIT SKCILTyaTaIllii H3MEPUTETbHBIX MPHUOOPOB

ITo Macce 03UpYIOT: KUPHBIE U MUHEpAIbHBIE Macia, TIUIEPUH, TUMEKCU, TTOJUITUIICHTIINKOIN
(MTONMMATUIICHOKCUIBI), CHUJIMKOHOBBIE >KHIKOCTH, 2Qup, xmopodopm, a Takke: OeH3MIOeH30aT,
Banuaoi, BUHUIMH (Oanb3am [lloctakoBckoro), Aerotb OEpe30BbIN, UXTHOI, KUCIOTY MOJOYHYIO,
MacJia dpupHbIe, CKUIIAAP, METHICATAIIMIAT, HUTPOTJIMIICPUH, TIEPTUIPOITH.

3amanue 31. Bompoc 1t codeceqoBanus
Kakue pacTBopuTen UCHOIB3YIOTCS B U3TOTOBICHUU KHUJIKHX JIEKAPCTBEHHBIX (OPM U TpeboBaHUS,
MMPEABABIACMBIC K HUM

lIpasunvuoiti omeem:
[lo mpupone pacTtBopuTens KUIKUE JIEKapCTBEHHBbIE (OPMBI: BOJHBIE HEBOJHBIE (TJUIIEPUHOBHIE,
MacIIsiHbIE, CIIUPTOBBIE).



K nucnepcnoHHBIM cpefjaM NpeabsIBIISIOTCS BEICOKHE TPEOOBAaHUS, OHU
JIOJKHBI:
e 00mazaTh pacTBOPSIONICH CIIOCOOHOCTBIO MIIM 00ECIIEUYNBATH TOCTIKEHHE
® ONTHMAJIBHOU TUCIIEPCHOCTH;
e olecrneynBaTh OMOJIOTUYECKYIO HOCTYNHOCTH JIB;
HE MOJIBEPraThCs MUKPOOHOH KOHTaMHUHAIIH;
ObITh XUMHYeCKH HHAN(DEPEeHTHBIM, OMOTOTHYECKH OE3BPEIHBIM;
UMETh ONTUMAIIbHBIE OPTaHOJENITUYECKHE CBOWCTRA;
OBITh SKOHOMHYECKHU BBITOAHBIM.

3amanne 32. Bonpoc mis cobecenoBanms
Jaiite onpenesieHne pacCTBOPUMOCTH M Ha30BUTE (DaKTOPHI, BIUSIONINE HA PACTBOPUMOCTh

IIlpasunvnoviii omeem:

PU3HKO-XNUMHYECKOU XapaKTEPUCTUKOM IIPOLECcCa PACTBOPEHHUS SIBISAETCS

pacTBOPUMOCTb. PacTBOPUMOCTB - 3TO KOJIMUYECTBO pacTBOpuUTeENs, pactopsitomiee 1,0 JIB npu
temrepatype 20 °C.

@DakTOpPBI, BIUAIOIINE HA PACTBOPUMOCTb:

e [Ipupona pacrBopurens: 1. [lonspubie. XapakTepHu3yrOTCs BEIMUUHON JUIIOJIBHOTO MOMEHTA
U HAJIMYMEM aKTHUBHBIX (PYHKIMOHAIBHBIX TPYyNM (BOJA OYMILEHHAs, CIHPT ITUIIOBBIN); 2.
Henossipasie  pacTtBopuTenu. XapakTepU3yHOTCS HHU3KOW JAUIEKTPUUYECKON IMOCTOSHHOMN
(pacTUTENnbHBIE U MUHEpPATIbHBIC Maclia).

e Ilpupoga JIB. 3aBucHUT OT IPOYHOCTU KPUCTAIITMUECKON CTPYKTYPBHI.

e Temneparypa: 1. JIB, pacrtBopstouecss mnpu HU3KOM Temmeparype  (KajibLus
mmnepodocdar, kampius ruapokapOonar); 2. JIB, pacTBopsiommecss TpPU  BBICOKOM
temneparype (pypanuius, 60pHast KHCIOTa, STAaKPHUIMHA JIAKTaT).

e Uucrota HCXOOHBIX BelleCTB, Hanuuue B JIB 1OCTOPOHHMX mpHUMeEcEed MOHUKAET
PacTBOPUMOCTb.

e [IpucyrcrBue Ipyrux BELIECTB.

3ananue 33. Borpoc ansa cobeceqoBanus
[aiiTe onpeneneHne KOHUEHTPUPOBAHHBIM PaCTBOPaAM

Ilpasunvnwviii omeem:

KoHLeHTprupOoBaHHbIE PACTBOPHI — ATO 3apaHEE U3TOTOBJICHHBIE PACTBOPHI JIEKAPCTBEHHBIX BEIIECTB
0oJiee BBHICOKOM KOHIIGHTpAIlMU, YeM KOHIICHTpallWs, B KOTOPOW 3TH BEIECTBA BBIMHCHIBAIOTCS B
perentax. KOHIIEHTpUPOBAaHHBIE PACTBOPHI MpeIHAa3HAYeHBbl JIsi OBICTPOrO M KAaYeCTBEHHOTO
W3TOTOBJICHHS JKUJIKMX JIEKAPCTBEHHBIX CPEJICTB.

3amanue 34. Borpoc 1t cobeceqoBanus
HazoBure o01iue npaBuia M3roTOBIEHHUS PaCTBOPOB BHICOKOMOJIEKYIISIPHBIX BEIIECTB

Ilpasunvhuiti omeem:

PaCTBOpBI BBICOKOMOIJICKYJIAPHBIX BCIIIECTB HU3Tr0TaBJINBAOTCs Macco-00bEMHBIM METOJ0M
(HampuMep, pacTBOPHI METICHHA, JKEJIATHHA) WK 110 Macce (Hampumep, pacTBOPBI Kpaxmaina, 3(pupoB
LEJITIONO03bI).

Jliss pacTBOpeHHUs OTpaHUYEHHO HAOyXalOMIMX BBICOKOMOJIEKYJISPHBIX BEIIECTB HCIHOJIb3YIOTCS
TEXHOJIOTHYECKHE MpueMbl HaO0yXaHus M HarpeBaHus (HampuUMep, pacTBOPHI XKeJlaThHA, Kpaxmasa)
WIN OXJIQXIEHUS (HalpuMep, pacTBOP METUIILIEIUTIONO3HI).

3anmanue 35. Bompoc s cobeceqoBanus
HazoBure oOmiue npaBuia H3roTOBIEHHUS paCTBOPOB Ha HEBOJAHBIX PACTBOPUTEISIX



lIpasunvuoiti omeem:

PacTBOpHI Ha BS3KHMX U JIETYYHX PACTBOPUTENSAX (KPOME CHUPTOBBIX PACTBOPOB) M3TOTABIUBAIOTCS
no macce. OOmas Macca omnpeaensieTcss CyMMHUPOBAaHMEM BCEX HWHIPEAMEHTOB, BXOISANIMX B
JICKapCTBEHHYIO (hOpMY.

[Ipy M3rOTOBIIEHMH PACTBOPOB Ha BS3KUX M JIETYYUX PACTBOPUTENSIX HEMOCPEACTBEHHO B CYXOH
¢irakoH [UIS OTIyCKa JO3MPYIOTCS JIEKAPCTBEHHBIE CPEACTBA, BCIIOMOTATEIbHBIC BEUIECTBA, 3aTEM
OTBEILIMBAETCS WJIK OTMEPUBACTCS PACTBOPUTEID.

[Ipy wuCHONB30BaHUM BS3KUX PACTBOPUTENCH MPHUMEHSETCS HarpeBaHue C Y4eToM (HU3UKO-
XUMHYECKHX CBOMCTB JIEKAPCTBEHHBIX CPEJICTB.

CriuproBBIe PAaCTBOPHI M3TOTABJIMBAIOTCS MAcCO-OObEMHBIM METOAOM. YKa3aHHOE B pelenTe WIn
TpeOOBaHUU KOJIMYECTBO ATHIJIOBOTO CIHPTA JOJBKHO COOTBETCTBOBAaTH OOBEMHBIM EIMHHIIAM
U3MEpEHUsl.

[Ipu orcyrcTBMM B penente wid TpeOOBaHMHM yKa3aHUS O KOHILIEHTpAallMM S3TUJIOBOrO CHUpPTa
UCIOJIb3YeTCs 3TUIO0BbIN ciupT 90%.

3anmanue 36. Borpoc s cobecenoBanus
HasoBuTte 00111ne npaBuia H3roTOBICHHS PACTBOPOB 3aIUIIICHHBIX KOJUIOHIOB

IpasunvHoiti omeem:

PactBOpbI 3alUIIEHHBIX KOJUIOMIOB MPOTaproia, KoJlaproyia, MXTHOJA MU3TOTaBIMBAIOTCS Macco-
00BEMHBIM METOJIOM.

PactBopbI mpoTaproia U3roTaBIMBaAIOTCS MYyTEM PACCHINIAHUS €r0 HAa MTOBEPXHOCTH BOJIBI OUUILIEHHON
U OCTaBJICHHUSI JI0 TIOJTHOTO PACTBOPEHUSI.

PactBOpBI KOJITApToia U3roTaBIMBAIOTCA C MIPEABAPUTEIILHBIM €TI0 U3MEIBUYCHUEM U CMEIIUBAaHUEM C
BOJIOH OYUILIEHHOMH.

Kosnounnneie pacTBopsl GuIbTPYIOTCS yepe3 00€330JeHHbIE OyMaKHbIE U CTEKJISTHHBIC (DUIIBTPHI.

3ananue 37. Bonpoc ms cobecenoBanms
[epeuncarre 0cOOEHHOCTH M3TOTOBJICHUS Ma3ei

Ilpasunvrwviii omeem:

[Io Tumy JOUCHEPCHBIX CHUCTEM Ma3d MOTyT OBITh TOMOTE€HHBIMH (CIUIaBBl, PacTBOPHI),
reTEPOreHHBIMH (CYCIIEH3MOHHBIC U AIMYJIbCUOHHBIE) U KOMOMHUPOBAHHBIMH.

B 3aBHCHMOCTH OT KOHCHCTEHTHBIX CBONCTB Mas3M MOJPA3AEISIOTCS Ha COOCTBEHHO MasH, TelH,
KpPEMBI, TaCTHI ¥ INHUMEHTBHI.

Masu u3rotaBnmMBaroTcs Mo macce. JlomycTuMble OTKJIOHEHHUS B 0OmIel Macce Ma3ed yKas3aHbl B
tabnuiax npukaza M3 PO ot 26.10.2015 1. Ne751H.

Masu U3roTaBIMBaIOTCS B CMECUTEINAX WIIN B CTYIIKE.

Jnst W3roTOBNEHHS Ma3ed HCMOJIB3YIOTCS BCIIOMOTATEIbHBIE BEIECTBA: MAa3eBhI€ OCHOBBHI,
KOHCEPBAHTHI, aHTUOKCU/IAHTHI, aKTUBATOPHI BCACHIBAHUS.

MaszeBass ocHOBa JOJDKHAa OOECIEYMBATH MPOSBICHUE CIENU(PUUIECKON AaKTUBHOCTH Mas3u, HE
Hapymath (GYHKIUU KOXKH, HE BBI3BIBATH AJNIEPTUUECKUX PEAKIUil, MHBIX TOOOYHBIX JEHCTBHIA.
Masu, BBOJMMBIE B TMOJIOCTH Tella, HAHOCHMBIE Ha OOIIMPHBIE PaHbl U OKOTOBBIE MOBEPXHOCTH,
W3TOTaBIUBAIOTCS B ACENMITHYECKUX YCIOBHUSX.

3amanwne 38. Bonpoc ms cobecenoBanms
Yro taxoe Tputypanma? Korga u ¢ kKakoi LENbIO €€ HCIOIb3YIOT?
IIpasunvroviti omeem:

Tputypanuss — nopomkooOpa3Has CMeCh SJOBUTOIO WM CHUJIBHOJCHCTBYIOIIErO BEIIeCTBa C
uHIM((HEepeHTHBIM HAIMIOJHUTENEM (Yallle ¢ MOJIOYHBIM caxapoM) B cooTHomeHusx 1:10 umu 1:100.



TpuTypaluu UCMONIB3YIOT, €CIU SI0BUTOTO WM CHUIIBHOJAEHCTBYIONIEro BeniecTa Beimucano 0,05 r
Y MEHEE Ha BCIO MOPOIIKOBYIO MaccCy.

Hcnonp3oBaHue TpUTypaluil BEI3BAHO JBYMsI IPUUMHAMU:

- HEBO3MO>KHOCTh OTBECUThH C JJOCTATOYHON TOYHOCTHIO HAaBECKY BelecTBa maccoit menee 0,05 r Ha
PYYHBIX OJTHOTPAMMOBBIX BECax;

- HEBO3MOXXHOCTh PABHOMEPHOT'O PACTIPEICICHUS MAJIOTO KOJIMYECTBA BEIIECTBA CIIMCKA, Y KOTOPBIX
npoepsitorcss BPJl u BCJl B o6mieii macce mopomika. lcnonb3oBanue TpuTypauu o0ecreunBacT
paBHOMEPHOE pacipeieIeHne MaJIoro KOJIMYECTBa SJOBUTOTO WM CHIIBHOJEHCTBYIOIIETO BEIIECTBA
B 001I1eil Macce MOpOIIKa U TOYHOCTh JJO3UPOBAHUS

3amanue 39. Bonpoc misa cobecenoBanms

Ilepeuncnure o00s3aTenbHBIC BUABI BHYTPUANTEYHOTO KOHTPOJIS KauyecTBa JICKAPCTBEHHBIX IPENapaToB,
W3FOTOBJICHHBIX B anTeke. JlaiiTe X XapaKTepUCTUKY .

Ilpasunvroiii omeem:

Bunel BHyTpHantedHoro koHTposist yreepxaeHsl B [Ipukaze M3 P® Ne 7511 ot 26.10.2015 1. «O06
YTBEP>KJI€HUHM TPaBUJ U3TOTOBIICHUSI M OTIYCKA JIEKAPCTBEHHBIX IMPENapaTroB JJI MEAUIIMHCKOIO
MPUMEHEHHUS aNTeYHBIMUA OPTaHU3ALMIMHU, WHIUBUIYAIbHBIMUA MPEANPUHUMATEIIMHA, UMEIOIUMU
JUIEH3UI0 Ha (¢apMaleBTUUYECKyl0 jaedarenbHocTh». Bcee JIC, wW3rotoBneHHble B  amnTeke,
nonsepraorcst OBA3ATEJIBHO: nucekMeHHOMY, OpraHOJIeNTUYECKOMY KOHTPOJIIO, KOHTPOJIIO MPH
OTIIyCKE.

1. [TucbMEHHBIN KOHTPOIIb.

[Ipy M3roTOBJICHHM JIEKAPCTBEHHBIX MpENapaTtoB, B TOM YHCIE O pelenTaM U TpeOOBaHUAM, a
TaKK€ B BMJIE BHYTPHANTEYHOW 3aroTOBKH, 3aIOJHSAETCS MAacHOpPT MHCbMEHHOTO KOHTPOJIS.
KoHTposb 3akitouaercss B MPOBEPKE COOTBETCTBUS 3alMCEH B MACIOPTE MUCbMEHHOIO KOHTPOJIS
Ha3HAYeHUsIM B peELENTe Wi TpeOOBaHUM, IPABWIBHOCTH IPOU3BENEHHBIX pacueToB. Ecnu
IIPOBU30POM-aHAJIMTUKOM IPOBEACH IMOJHBIM XMMHUYECKHM KOHTPOJIb KadyecTBa HM3TrOTOBJIEHHOI'O
JIEKapCTBEHHOI'0 IIpernapara, TO Ha [aclopTe MNUCbMEHHOTO KOHTPOJS HPOCTABISAETCS HOMEp
XUMHUYECKOIO aHaJIU3a U MOANUCH IPOBU30pa-aHATIUTHKA.

2. OpraHoyienTU4eCK1il KOHTPOJIb.

3aKyro4aeTcsi B MMPOBEPKE JIEKAPCTBEHHOIO Ipernapara Mo BHEIIHEMY BHJY, 3alaxy, OJHOPOAHOCTH
CMEIINBAHUS, OTCYTCTBUIO MEXaHMUECKUX BKIIFOUEHUH B J)KMJIKUX JIeKapcTBeHHBIX (hopmax. Ha Bkyc
IPOBEPSIOTCS BBIOOPOYHO JIEKAPCTBEHHBbIE (DOPMBI, MperHa3HaueHHble A7 neTeil. OAHOPOAHOCTh
MOPOILKOB, TPUTYpAL[Mii TOMEONAaTUYECKUX, MACEJ, CUPOIIOB, Ma3el, CYIIO3UTOPUEB MPOBEPSETCS
BBIOOPOYHO Yy Kakaoro (apmareBta (IpoBU30pa) B TeUEHHE pabOYero JHS C y4eTOM BCEX BHJIOB
U3TOTOBJIEHHBIX  JIEKApCTBEHHBIX  ¢GopM.  Pe3ynapTarbl  OpraHojJeNTHYECKOIO  KOHTPOJIS
PETUCTPHUPYIOTCS B JKypHaje pPErHUCTpallii  pe3yJbTaTOB OPraHOJENTUYECKOTO, (PU3UUYECKOTO U
XUMHYECKOTO KOHTPOJIA JIEKapCTBEHHBIX IMPErnapaTroB, M3rOTOBJICHHBIX IO pelentaM Ha
JIEKapCTBEHHBIE TpernapaThl, TPEOOBAaHUSAM MEIUIIMHCKUX OpraHW3alfii U B BUAEC BHYTPUANTEUHOMN
3aroTOBKHM, KOHIIEHTPUPOBAHHBIX pPACTBOPOB, TPUTYpalMi, COHpPTAa STUIOBOTO U (acOBKHU
JIEKAPCTBEHHBIX CPEJICTB.

3. Kontposb npu ormycke.

Bxirouaer mpoBepKy COOTBETCTBHSI: YHAKOBKU JIEKAPCTBEHHOTO Mpemnapara (pU3MKOo- XUMUYECKHM
CBOICTBaM, BXOJSIINX B HETO JIEKAPCTBEHHBIX CPEACTB; YKa3aHHBIX B pPelLENTe WM TpeOOBaHUM 03
HAapKOTUYECKUX CPEJICTB, INCUXOTPOIHBIX, CHJIbHOJEHUCTBYIOIIMX BEUIECTB BO3pPACTy MAllMEHTA;
PEKBU3UTOB peLenTa, TpeOOBaHUS CBEIEHUSM, VYKa3aHHbBIM Ha YIAaKOBKE HW3TFOTOBJIEHHOTO
JICKapCTBEHHOTO TpernapaTa; MapKUPOBKH JICKAPCTBEHHOTO Mpernapara TpeOOBaHUSAM, yKa3aHHBIM B
«TpeboBaHUAX K MapKUPOBKE H3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IPENapaToB ISl MEAUIIMHCKOTO
MPUMEHEHUSD.

[Ipu BBIABIEHUN OJHOTO M3 YKa3aHHBIX HECOOTBETCTBUI M3TOTOBJICHHBIN JIEKAPCTBEHHBIN MpenapaT
HE MOJUIEKUT OTITYCKY.

3ananue 40. Bompoc ans cobecenoBanus



Ykaxnure MakCHUMalbHbIH 00BEM WHBEKIHMOHHBIX W WHQY3MOHHBIX PACTBOPOB, JOMYCTHUMBIA JUISI
CTEpUIIU3AIIH.

IIlpasunvnoviii omeem:

B coorBerctBun ¢ mpukazom M3 P® ot 26.10.2015 r. Ne 7518 «OO0 yTBEpKIECHUU IPaBUI
M3TOTOBJICHHS U OTITYCKa JIEKAPCTBEHHBIX MPENApPaTOB JIJIsi MEIUIIMHCKOTO MPUMEHEHUS allTeUHbIMU
OpraHM3alsIMH, HWHIUBUAYAIbHBIMH  IPEANPUHUMATENIMUA, HMMEIOIIMMU  JIMLIEH3UI0  Ha
(dapManeBTUYECKYIO ACITENLHOCTEY 1. 96 «He nomyckarorcs cTepuiu3anus pacTBOPOB 00HEMOM
Oosee 1 nuTpa ¥ MOBTOPHAS CTEPUIIM3ALNS UHBEKIMOHHBIX U HH(Y3UOHHBIX PACTBOPOBY.

3amanue 41. CutyarnimoHHas 3a1a4a

B antexy ropoma O. oOparuicsi My)KUYMHA C PELENTOM, BBIMMCAHHBIM Ha pEUENTYpHOM OJjaHKe
dopmbr Ne 148-1/y-88, ohopmiieHHBIM B COOTBETCTBUU C TPEOOBAHUSIMA HOPMATUBHBIX JJOKYMEHTOB.
PenienT ObLT ¢ MOMETKOH «statimy, copepkall CIeIyIOILYI0 IPOMUCH:

Rp.: Procaini hydrochloridi 1,0 Benzocaini 2,0

Spiritus aethylici 70%- 80 ml

M.D.S. Brupats B K0JI€HO 2 pa3a B I€Hb.

B amnreke wumeercs cnupt STWIOBbIH  70%. IIpoBH30Op-TEXHONOr TMOCHE MpeABapUTEIbHON
dbapmaneBTUUECKOW JKCIEPTU3bl M TAKCHUPOBKH COOOUIMJ TALMEHTY, YTO AaCCHUCTEHT 3aloJied,
MO3TOMY JIEKApCTBEHHBIN npenapar OyAeT TOoTOB TONBKO uepe3 naBa AHsS. [loCKoNbKy MaleHT He
3aX0TeN JAaTh TaK JOJIFO, MPOBU30P-TEXHOJOT MPEUIOKUI O0OpaTUTHCA B OTIEN Oe3perenTypHOro
OTITYCKa 3a JIEKapCTBEHHBIM MPENapaToM-aHajJIOoroM U MOMOT C €ro BEIOOPOM.

[Ipumeuanue:

[TnotrocTh 95% crnupra 3trItoBoro = 0,8114 r/cm3. KYO HoBokauna 0,81 mn/r, KYO anecrte3una -
0,85 mn/r.

1. [lepeunciure TpeboBaHUS K O(GOPMIICHHIO pelenTta ©  OTIYCKY JaHHOTO
JIEKapCTBEHHOTO Ipenapara.

2. Kak Brl cunTaere, mpaBOMOYHO JIH MPEIIIOKEHNE TPOBU30PA-KOHCYIBTAHTA O 3aMEHE
JIeKapCTBEHHOTO Npernapara’?

3. [TpoBenuTe (hapManeBTHYECKYIO OKCHEPTU3Y HTaHHOM TPONMHCH W CHENaiTe
HE00XO0/IMMbIE PacUEThI.

4. O060cHyliTe TEXHOIOTHIO U3TOTOBJICHUS JAHHOM JIEKAPCTBEHHOU (hOPMBI.

5. VYkaxure 0cOOEHHOCTH OQOPMIIEHHSI K OTITYCKY JaHHOM JIeKapCTBEHHON (OPMBI.

Ilpasunvuviti omeem:

1. CnupTt STWIOBBIM OTHOCHTCA K JIEKAPCTBEHHBIM IpenaparaM, MOAJIEKAIUM IPEeIMETHO-
KOJIn4eCTBEHHOMY yueTy (nmpukaz M3 P® ot 22.04.2014 r. Ne 183H, nocranosienue ot 29.12.2007
r. No 964), ciicok siIOBUTHIX BELIECTB.

B cooreerctBun ¢ Ilpukasom MuHnucrepcrBa 3apaBooxpaHeHus Poccuiickonn @Pexepauuu OT
24.11.2021 Ne 1094n "OG yrBepxknenuu llopsinka HazHayeHUsl JIEKAPCTBEHHBIX MpenaparoB, Gopm
peLenTypHbIX OJaHKOB Ha JieKapCcTBEHHbIE npenapathl, [lopsaka opopmieHHs yka3aHHBIX OJIaHKOB,
UX ydeTa U XpaHeHus, GopM OJaHKOB PELENTOB, COAEPKALIUX Ha3HAUEHHE HAPKOTUUECKHUX CPE/ICTB
WIM TICUXOTPONHBIX BenlecTs, llopsaka MX M3roTOBIEHMS, pPACIpPENEICHUs, PETUCTPALlUU, yUeTa U
XpaHeHus, a Takxke [IpaBun odopmiieHus GIaHKOB PENENTOB, B TOM 4ucie B (GOopMe AIIEKTPOHHBIX
JIOKYMEHTOB'"CITUPT STWJIOBBIM BBINMHUCHIBAETCS Ha peuenTypHoMm Onanke ¢opmbl Ne 148-1/y-88,
KOTOPBIN JOJIKEH COJEPKaTh:

- 1. Penentypnsiit 61ank Gopmbl Ne 148-1/y-88 umeer ceputo 1 HoMep.

2. Ha peuentypHoM OnaHke B JIEBOM BEpXHEM VINIy [POCTaBISETCS IITaMIl JieueOHO-
npopHIAKTHYECKOTO YUPESKICHUS C YKa3aHUEM €ro HaMMEHOBaHUs, aapeca U TeseoHa.

3. B rpadax "®.N.0O. 6ompHOr0" 1 "Bo3pact" yka3pBaroTCS MOJHOCTHIO (paMUIHS, UMS, OTYECTBO
00JIBHOTO, €ro BO3pacT .



4. B rpade "Aapec wiu N MEAMIIMHCKONW KapThl aMOyJaTOpPHOTO OONBHOTO" yKa3bIBAaeTCs alpec
MECTa KUTEIbCTBA OOTBLHOTO UITH HOMEP METUITUMHCKON KapThI.

5.B rpage "®.1.0. Bpaua" yka3bIBalOTCs MOJHOCTBIO (hamMruInsi, UMsI, OTIYECTBO Bpaya.

B rpage "Rp" yka3biBaeTcs:

HAa JIATUHCKOM SI3bIKE MEKyHApOHOE HEMaTEHTOBAHHOE HAUMEHOBAHHUE;

JI03UPOBKa JIEKAPCTBEHHOT'O IIperapara;

Ha PYCCKOM fI3BbIKE YKa3bIBAa€TCs CIIOCO0 MPUMEHEHHUS JIEKAPCTBEHHOT'O CPEICTBA.

Penent noanuceiBaeTCs BpauoM U 3aBEPSAETCS €ro JMWYHOM Ie4aTbio. JIOMOJHUTENBHO pELenT
3aBepsIeTCS MeYaThio JedeOHO-TIpodHIIakTHIeCKOro yupexaenus "J1is perentos".

[IpoBepsieTcs BeiciIas pa3oBasl U BbICIIAs CYyTOYHASI JO3BL.

Ecnn HeoOxonuMo mpeBBIIEHHE BBICHICH pa30BOM 03bI, TO Bpad YKa3bIBaeT 03y MPOMHUCHIO U
CTaBUT BOCKJIMLIATEJIbHBII 3HAK.

CornacHo nipuka3y I[Ipukazy Munznpasa Poccuu ot 24.11.2021 N 1093n

"O6 yrBepxkaeHun [IpaBui oTnycka JIEKApCTBEHHBIX IIPENApaTOB AJI MEIULMHCKOTO IPUMEHEHUS
anTeYHbIMH OpPraHU3AlMSIMH, UHIWBUIYaIbHBIMU MPEANPUHUMATENIIMU, UMEIOIIUMU JIUICH3UIO Ha
ocylIecTBiIeHHE (PapMaleBTUYECKON AEATEIbHOCTH, MEIUIMHCKIMU OpPTaHU3aLUsAMHU, UMEIOUIIMU
JUICH3UI0 Ha OCYIIeCTBIeHUE (apMaleBTUUECKONW JEATEeIbHOCTH, U HMX 000COOJICHHBIMU
nojpasesieHusIMU (aMOynaTopusiMu, (QeNbIIIEPCKUMUA U (PENIbIIIEPCKO-aKyILIEPCKUMU TyHKTaMH,
HeHTpamu (OTIEICHUSIMH) 00IIeH BpaueOHOM (CEMEHHOM ) MPAaKTUKN), PACTIONOKEHHBIMU B CEIBCKUX
MIOCEJICHUSIX, B KOTOPBIX OTCYTCTBYIOT AamnTeuHble opraHu3anuu, a Takke I[IpaBun otmycka
HApPKOTUYECKUX CPEACTB M IICUXOTPOMHBIX BEIIECTB, 3apErUCTPUPOBAHHBIX B KadyeCTBE
JIEKapCTBEHHBIX IPENapaToB A MEIUIMHCKOrO MPUMEHEHUS, JIEKAPCTBEHHBIX MPENapaTroB Jis
MEAMIIMHCKOTO MPUMEHEHHUSI, COIEePIKAIUX HAPKOTHUECKUE CPEJICTBA U MICUXOTPOIMHbIC BEIIECTBA B
ToM yucie [lopsiaka oTITycKa anTeYHbIMA OPTaHU3AIUSIMU KMMYHOOHOJIOTHYECKUX JICKAPCTBCHHBIX
npenapaToB” OTIYCK ATHIIOBOTO CIHMPTa MPOM3BOAMUTCA IO pElEnTaM, BBITMCAHHBIM BpadyaMu C
HaAMUChIO «J{J1s1 HaJIOXKEHUsT KOMITPECCOBY» (C YKa3aHHMEM HEOOXOJMMOTI0 pa3Be/IeHUsl C BOJOW) WK
«nst 06paboTku Koxku» — 10 50 TpaMMOB B YHCTOM BHJIE; 110 PEIENTaM, BBIMUCAHHBIM BpauyaMu Ha
JIEKapCTBEHHYIO MPONUCh WHIMBUAYAIbHOIO H3rOTOBIEHUSA, — A0 50 rpaMMoB B cMecH; IO
pelenTaM, BBIUCAHHBIM BpauaMu Ha JIEKAPCTBEHHYIO MPOMKCHh WHANBUAYAIBHOTO U3TOTOBJICHUS, C
Haanuchio «[lo cnenuanbHOMY HAa3HAUYEHHUIO», OTJENBHO 3aBEPEHHON MOJANMCHIO Bpaya U ME€YaThIO
Je4eOHO-TPOQUIAKTHIECKOTO yupekaeHus «J{ns perentoBy, s OONBHBIX C XPOHHUYECKUM
TedeHueM 0osae3Hu — 10 100 rpaMMOB B cMeCH M B UUCTOM BHJIE.

Cpok neiictBus perenta coctapisieT 15 quei. Penent popmbr Ne 148-1/y-88 xpanutcs 3 rona.

2. B nanHOM ciyyae mpoBHU30P-TEXHOJIOT HE TpaB B TOM, uTo u3rorosinenue JII1 oTknaapiBaeTcs
Ha 2 pabouux fHs. PerenTsl ¢ moMeTKON «statim» JOJKHBI OBITH OTOBapeHbI B TeueHue 1 padouero
nHs.  Hasnawenuwe JIII Bpaduom ocymiecTBisieTcsi, y4YuThIBash WHAMBHIyaJlbHbIE OCOOEHHOCTH
00JIBHOTO.

3aMEHUTh JICKAPCTBEHHYIO TMPOIMKCH HA aHAJIOTMYHBINA TOTOBBIM JIEKAPCTBEHHBIM IMpenapaTr MOMXKHO
TOJILKO TIOCTIE KOHCYNbTAUU (hapMalleBTHUECKOTO CIIeIIMATUCTa C BPAuoOM.

3. [IK

Jluuesas cropona

Procaini hydrochloridi 1,0

Benzocaini 2,0

Spiritus aethylici 70% 80 ml

VoOmur.= 82,51 mi

MIIK

O6opoTHas CTOpoHa

X=80mMir*70%/95%=58,9mi

V=58,98mi;

m=V*p

m=58,9*0,8114=47,79r

O06uwmii 06vem 80 mut

Brraucnsiem % cyxux BemiecTs



3,0-80
X —100 x=3,75>3%
npUpoCT 00bEMA, KOTOPBIH 1aéT HOBOKauH
KY0=0,81
0,81*1,0=0,81 mn
OpUpOCT 00BEMA, KOTOPBIH JaéT aHeCTE3NH
KY0=0,85
0,85*2,0=1,7 mn
Voou.: 80+0,81+1,7=82,51 mn

4. [TockonbKy NaHHas JieKapcTBEHHas (Qopma IpeacTaBisieT coOOH CIHUPTOBOM pacTBOp, TO,
cornacHo npukazy M3 P® or 26.10.2015 r. Ne 7510 «OO0 yTBep>KIEHUM MPaBUI U3OTOBICHUS U
OTITyCKa JIEKaPCTBEHHBIX MPENapaToB il MEIUIMHCKOTO IPUMEHEHUS allTeYHbIMU OPraHU3alHsIMH,
WHIWBUAYAIIbHBIMA — TPEANPUHUMATEISAMH, HWMCIOIUMH  JIMICH3MI0 Ha  (papManeBTHYECKYIO
JESATENIbHOCTDY., PACTBOP U3TOTABIUBAIOT MACCOOOBEMHBIM METOOM.

HemnocpenctBernHo B cyxoil (hakoH i oTiycka oTBemmuBarT 1,0 r nmpokanHa ruapoxiopuaa u 2,0
OeH30KanHa, PABHOMEPHO pacrpeerisis MOPOIIKH 10 AHY (IIaKoHa.

Jaiee Bo (akon ormepuBaroT 58,96 mMi ciupTa STHIOBOTO 95%, MOITydeHHOTO 10 TPeOOBAHUIO, U
23,04 mn Boawl ounnieHHOU. [lepememuBaroT 10 moaHOro pactBopeHus. O0muii o0beM pacTBopa ¢
y4€TOM NpupocTa o0bemMa Ipy pacCTBOPEHUH JIEKAPCTBEHHBIX BellecTB paBeH 82,51 mi. OTKIIOHEHHE
B 00beMe MPEBBINIAET HOPMY AOMYCTUMOTO OTKJIOHEHUs (+/- 3%), 4TO YUHTHIBAIOT NMPU KOHTPOJIE
pacTBopa.

YKynopuBaroT pe3uHOBOW WM IJIACTMACCOBOM MPOOKON 1 HABUHYMBAIOILIEIHCS KPBIIIIKOM.
O¢opMISIOT K OTITYCKY.

5. CornacHo mpukazy ot 26.10.2015 r. Ne 7511 «O06 yTBep>kKIeHUHU MPaBUI U3TOTOBICHUS U
OTITYCKa JIEKaPCTBEHHBIX MPENapaToB AJi MEIUIIMHCKOrO MPUMEHEHHUS alTeUHbIMH OpTraHu3alusIMH,
WHAVBUAYAIbHBIMU ~ TPEINPUHUMATEISIMH, HMEIOMIMMH JIMLIEH3UI0 Ha  (apMaleBTHYECKYIO
NeSITeIbHOCTDY JIaHHasi JIeKapCcTBeHHas (opma 0o(OpMIIIETCS K OTIHYCKY OCHOBHOHM STHKETKOU
«HapyxHoe», Ha KOTOPO# JTOJKHO OBITh YKa3aHO:

- HauMEHOBaHue anTeuyHoil opranmzanuu wim D.JM.O. MHIAUBUAYaNbHOrO MpEeANpPUHUMATENS,
MMEIOILET0 JIMIEH3HIO Ha (apMalleBTUYECKYIO JesITeIbHOCTD;

- MECTOHAXOXK/IEHHWE AaNTeuyHOM OpraHu3aluyd WiIM MecTo (apMaleBTUUECKON JAesITeIbHOCTU
WHUBUIyaJIbHOTO MPEAITPUHUMATENS;

- HOMep pelenTa (IpUcBauBaeTcs B alTeke);

- ®.1.0. naumeHTa;

- HAMMEHOBAaHME WJIM COCTaB JIEKAPCTBEHHOTO Mpenapara;

- Crmoco0 MpHUMEHEHMs JIEKapCTBEHHOro IpemnapaTta (HapyXHoe), BUJ JIEKapCTBEHHOW (OpMBI
(pacTBop);

- IOJIpoOHOE oMnKcaHue crocoda MpUMEHEeHUs (BTUPATh B KOJIEHO 2 pa3a B JICHb);

- JaTa U3TOTOBJIEHUS JIEKAPCTBEHHOTO Mpernapara;

- CPOK TO/IHOCTH JIEKapCTBEHHOro npemnapara («['ogeH 1o »);

1I€Ha JIEKApCTBEHHOI'O [Ipernapara;

IpeoCTepeKEeHNE: «XPAaHUTh B HEOCTYITHOM JUISl IETEN MECTE».

JlononHUTENbHBIE ITUKETKU: «XPaHUTh B MPOXJIATHOM MECTE», «XPaHUTh B 3alIMIICHHOM OT CBETa
mecTe», «bepedb OT OrHs».

BrinuceiBaetcst curuarypa.

3ananue 42. CuTyallMoHHas 3a7a4a

B anrteky oOpaTuicss MyX4YMHa C MPOCHOON M3rOTOBUTH JIEKAPCTBEHHBIM NpenapaT MO peLentTy
Bpaya:

Rp.: Infusi radicis Althaeae 180 ml Natrii benzoatis 4,0

Misce. Da.



Signa. 1o 1 cTonoBoii noxkKe 3 pa3a B JIeHb.
[Tpumeuanue: KYO natpus Genzoara = 0,6 Mi/r; JOmycTUMBIE OTKJIOHEHUS A5 oObema oT 150 1o
200 M = 3%.

1. [IpoBenuTe GapMaeBTUYECKYIO SKCIIEPTU3Y MPOMKICH PELIeTTa.

2. [TpoBeauTe pacuéTsl 1 0(OPMHUTE JIHULEBYIO CTOPOHY MACTIOPTA TUCHbMEHHOT'O KOHTPOJISL.

3. [IpennoxkuTe TEXHOJOTUIO M3TOTOBJICHUS JIEKApPCTBEHHOTO Ipenapara U3 JIEKapCTBEHHOTO
PaCTUTEIBHOTO ChIPbSL.

4. Odopmurte eKapCTBEHHBIH MTpenapaT K OTIIYCKY.

S. IIpoBenuTe OLEHKY KaueCcTBa M3rOTOBJIEHHOTO JIEKAPCTBEHHOI'O IIpenapara

IIpasunvHoviii omeem:

1. AHanu3 NoKa3bIBaeT:

- KOMITOHEHTHI IPONUCH COBMECTUMBI;

- npenapar JI0JDKeH ObITh BhIMKMCaH Ha OjaHke perenta Gopmbr Ne 107-1/y;

- Beniect, moexkamux IIKY u HEO ner;

- MIpOBEpKa 103 He TpeOyeTcs.

[Ipenapat u3roraBaMBaTh MOXKHO.

2. O6opoTHas cTopoHa:

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

Kpacx=1,3

C yuetom Kpacx.: 9x1,3=11,71

Bonapr ounmienno: 180%1,3 =234 ma

Hatpus 6enzoara: 4,0

[Tpupoct o6veMma (KYO = 0,6 ma/r) = 0,6 mi/t x 4,0 = 2,4 M

Jomyctumblie oTKIIOHSHHS B 00beMe (+/- 2%) = 180 Mix2%/100% = 3,6 mu 60mbire 2,4 mit
CrnenoBarenbHO, IPUPOCT 00BEMA YKIIAABIBACTCS B IOMYCTUMBIE OTKJIOHEHUS

JInuesas cropona:

Hara No penenra

Radicis Althaeae 11,7

Aquae purificatae 234 ml

Natrii benzoatis 4,0

Voobur — 180 min

[IpuroroBui (moamnuce)

[TpoBepui (moanuce)

3. [TockonbKy B pelienTe He yKa3aHO KOJIMYECTBO KOPHS alTesl, HACTOM roToBAT 5%
KOHLIEHTpal1u.

VYuursiBass 0COOEHHOCTH ChIPbSI U TO UTO CIM3b AITEd HE OTKUMAIOT U3 CBIPbS, PU U3TOTOBJICHUH
UCTIONIB3YIOT PACXOIHBIN KOA((MUIIMEHT 7S CHIPhs U BOABI, paBHEI 1,3.

bepyt 11,7 r cbipbst u 234 mi Bojbl ounnieHHol. HactauBanue npoBoasT B TeueHue 30 MUHYT npu
KOMHaTHOW TEMIIEpaType MpU NEPUOANUECKOM IEPEMEIINBAHNH.

[locne nHacrauBaHus u3BiedeHHE (QUIBTPYIOT, HE OTXKHUMasl ChIpbs, Yepe3 JABOMHOI cioi Mapiu ¢
MO/JIOKEHHBIM BAaTHBIM TaMIIOHOM B MEPHBIN IWJIMHIAP U MPOMBIBAIOT ChIPbE BOAOW OYMILEHHOM,
IOBOIS 00BEM m3BiIeueHUs 10 180 mut.

OtBemmBaroT 4,0 T HaTpus OeH30aTa, pacTBOPSIOT B MPOGUILTPOBAHHOM HACTOE, XOPOIIO
NEepeMEeIINBAIOT, [TOCTIE YETo elle pa3 GUIbTPYIOT BO (PJIAKOH Ui OTITYCKA.

4. @dakoH OpaHXKEBOTO CTEKJIa YKYMOPUBAIOT IUIOTHO TUIACTMACCOBOM TPOOKOH ¢
HAaBMHYMBAIOLIEHCS KpbIKoi. HakinenBaroT OTAeNbHBIA peUEenTypHbI HOMEP U STUKETKY.

Ha stukerkax nns odopmiieHHs JIEKQpCTBEHHBIX IpENapaToB, W3TOTOBJICHHBIX MJI HACEJIeHHS,
JIOJDKHO OBITh YKa3aHO:

a) HaVMEHOBAaHUE anTeYHOU opranusauu, ©.1.0. VHJUBUIYAIBHOTO
HpeANpUHUMATENS, UMEIOLIETO JUIIEH3UI0 Ha (papMalleBTHYECKYIO 1eATeIbHOCTh;



0) MECTOHAXOXKJEHHUE  aNTEeYHOMN OpraHu3aIu Wikn  MecTo (hapMareBTUUECKON
JEeSTENIbHOCTH UHIUBUAYATHHOTO TIPEITPHHUMATEIS;

B) HOMeD perienTa (mpucBauBaercs B anrteke); T) @.M.O. nanuenTa;

1) HANMEHOBAHHE WJIM COCTAB JICKAPCTBEHHOT'O Tperapara;

e) CIIOCOOTIPUMEHEHHS  JICKapCTBEHHOT'O npenapara  («BHyTpeHHeey), BH/]I

JexapcTBeHHOH popmbl («MHKCTYpay);

) moApoOHOE onucaHue crocoda MpUMEHEHUS (ISl MUKCTYP: «I10 JIOXKKE pa3 B JIEeHb
eIIbI»);

3) AaTa U3roTOBJICHUS JIEKAPCTBEHHOT'O MIperapara;

1) CPOK F'OJIHOCTH JIEKapCTBEHHOTrO npenapara («['omaeH 10»);

K) IIeHa JIEKapCTBEHHOT'O IIperapara;

) pegocTepexenre «XpaHUuTh B HEAOCTYITHOM JIJIsL IETEH MECTe».

Jis MUKCTYp 00si3aTeNbHBI JIOTOJIHUTENbHBIE 3TUKEeTKH «llepen ynorpeOieHuemM B30anTHIBAThHY,
«XpaHUTh B MPOXJIAJHOM H 3aIIUIICHHOM OT CBETa MECTEY.

TeKCT ATUKETOK J0JDKEeH OBITh HalleyaTaH TUIOTPaCKUM CIIOCOOOM Ha PYCCKOM SI3BIKE.

CocTaB JIlekapCTBEHHOTO MpernapaTa MUIIETCS OT PYKU WM HAHOCUTCS IITAMIIOM.

Cpok xpaHeHwus — He OoJiee 2 CyTOK.

Odopmnenue cornacHo TpeboBaHusM npukaza M3 PO ot 26.10.2015 r. Ne 751H.

S. AnHanu3 AokymeHTanuu. Mmeromuiics penent, nacnopT MNHUCbMEHHOTO KOHTPOJISI U HOMEpP
JIEKapCTBEHHOMN ()OPMBI COOTBETCTBYIOT.

WHrpennenTs COBMECTUMBI, PACUYETHI CIeTIaHbl BepHO. [[paBMIIBHOCTH yITaKOBKH U 0()OPMIICHUSI.
O0beM (pmakoHa OpaHKEBOTO CTEKJIA COOTBETCTBYET OOBEMY JIEKapCTBEHHOH (opMbI, MpoOKa
HY>KHOT'O KaueCcTBa 00€CIeYrBAET FepPMETUYHOCTh YKYIIOPKH.

OpranonenTH4eckuii KOHTPOJIb. M0oJI0YHO-0emast )KUJKOCTh CO CIIa0bIM 3allaXxOM.

O6bem nexapctBeHHON (hopmbl 180 + 3,6 M1, UTO COOTBETCTBYET HOpPMaM JOIMYCTHUMBIX OTKJIOHEHHH
(+ 2%) no npukazy M3 P® ot 26.10.2015 r. Ne 751H.

3ananue 43. CuTyallmoHHas 3aa4a
B anTeky oOpartuics MyXuuMHa C NMPOCchOO M3rOTOBUTH JIEKApPCTBEHHBIM IMpemapaT MO pPeLenTy

Bpaya:
Rp.: Solutionis Furacilini 1:5000 — 200 ml Da. Signa. [Tonockanue.

1. [IpoBenuTe GpapMareBTHUECKYIO SKCIIEPTU3Y MPONKUCH PELIENTa.
2. Odopmute nacrnopT MUCbMEHHOTI'O KOHTPOJIS, paCCUUTAlTe KOJMYECTBA UHIPEAUEHTOB.
3. [IpennoxxuTte ONTUMaIbHYIO TEXHOJOTUYECKYIO CXEMY M3TOTOBJICHUS JIEKAPCTBEHHOU (POPMBI

Ha OCHOBE YMEHMsI HCIIOJIb30BaTh HOpMaTuBHBIE JOKyMeHTHI (H/I) ¢ yuérom ¢u3mko-xumMuueckux
CBOWCTB JIEKAPCTBEHHBIX U BCIIOMOTATEILHBIX BEUIECTB.

4. Odopmure s1ekapcTBEHHYIO (HOPMY K OTITYCKY.

5. [TpoBenuTe OIEHKY KayecTBa M3TOTOBICHHOTO JIEKAPCTBEHHOT'O IpernapaTa.

IIpasunvubwiti omeem:

1. AHanu3 noka3pIBaeT:

- BBIMMCAH PACTBOP TPYJHOPACTBOPUMOIO JIEKAPCTBEHHOI'O BEIIECTBA C OCOOBIM CiydaeM
pacTBOpeHUS;

- npernapar JI0JKeH ObITh BhINKMCaH Ha Oianke perenta ¢popmsl Ne 107-1/y;

- BemecTs, momiexkamux [IKY u HEO ger;

- IIpOBEpKa 7103 He TpedyeTcs, TaK KaK pacTBOP Uil HAPY>KHOT'O IPUMEHEHHSI.

[Ipenapat U3roTaBIUBaTh MOKHO.

2. OO6opoTHas CTOpoHa:



O@ypanununa: 0,04 r
Harpus xnopuna: 1,8 r
Bongs! ouniiennoii: 200 M
Voo —200 M

JIuuesas cropona:

Hara No penenra
Aquae purificatae 200 ml
Natrii chloridi 1,8
Furacilini 0,04

Voo —200 mn

[TpuroroBu (MOaIUCH)

[IpoBepuin (moanuce)

3. PacTBopb! QypaliiiiHa TOTOBIT Ha U30TOHUYECKOM pacTBope HaTpus xjopuaa 0,9%.

PactBopumocTs (ypauununa B Boae paBHa 1:4200, mosToMy Ui yCKOpPEHHSI 3TOro Ipolecca
WCIIOJIB3YIOT HAarpeBaHUE.

B noacraBky ormepuBaroT 200 M1 BOJbI OUMILIEHHOM, Ha BeCax OTBELIMBAIOT 1,8 T HAaTpus xjopuaa
U PACTBOPSAIOT B MOJICTAaBKE C BOJOM. 3aTeM Ha OTAENBHBIX (IS KpacsIIUX BEIIECTB) Becax
oremnBarot 0,04 r pypanununa u 106asnsoT k 0,9% pacTBopy HaTpHsl XJIOpHIA.

HarpeBaror Ha BoxsHOW OaHe il pactBopeHus ¢(ypauunuHa. [lociie oXJaxkmaroT pacTBOp H
GbuIbTPYIOT BO (hIIaKOH IS OTIYCKA.

[IpoBepstoT Ha OTCYTCTBHE MEXAHMUECKUX NMPUMECEH, YKYTIOPUBAIOT U OPOPMIISIOT K OTITYCKY.

4. @akoH OpaH)KEBOTO CTEeKJa YKYMOPUBAIOT IUIOTHO IIJJACTMACCOBOM MPOOKOH ¢
HaBUHYMBAIOLIEKCS KpbIIKOW. HaknenBatoT HOMep peuenrta u 3STUKETKY.

Ha stukerkax nns odopmiieHHs JIEKApCTBEHHBIX IpENapaToB, U3TOTOBICHHBIX /IS HACEJICHHS,
JIOJKHO OBITh YKAa3aHO:

a) HAaUMEHOBAaHUE anTevyHon opranuzarnuu, ©.1.0. WHIUBUIYAIbHOTO
MpEeANPUHUMATEIIS, UMEIOIIETO JIMIICH3UIO Ha (PapMalieBTUYECKYIO ACSTEIbHOCTD;
0) MECTOHAXOXKIACHUE  alTeYHOH OpraHM3alyl WIM  MecTo (hapMareBTHUECKOH

JESTSIIbHOCTH HHIUBUIYATBHOTO TIPEIITPHHUMATEIIS;

B) HOMep perenTa (mpucBauBaercs B anteke); 1) @.M.0. nanuenra;

1) HANMEHOBAHHE WJIM COCTAB JICKAPCTBEHHOTO TIpernapara;

€) crocod mpuMeHeHus JIeKapcTBeHHOro npenapara («HapyxHoey);

’K) TIOAPOOHOE OINHMCaHMUE Crocoba MpUMEHEHHUs (I MOJIOCKaHUsl ropja); 3) JaTa U3TOTOBJICHUS
JIEKapCTBEHHOTO TIpernapara;

1) CPOK F'OJIHOCTH JIEKapCTBEHHOTO Tipenapara («['ofeH 10 »); K) IieHa JIeKapCTBEHHOTO Tperapara;
) ipeiocTepekeHne «XpaHuTh B HEAOCTYITHOM JIJIsl IETEH MecTey.

TekcT STHUKETOK TOJDKEH OBITh HamedaTaH TurorpadckuM crnocobom Ha pycckoM si3bike. CocraB
JIEKapCTBEHHOT'O Iperapara MUIieTcs OT PyKH WM HAHOCUTCS IITaMITOM.

Cpok xpaHeHus1 — He OoJiee 2 CYTOK.

Odopmiienne cornacHo TpeboBanusaM npukaza M3 P® ot 26.10.2015 r. Ne 751H.

5. Hajau3 JOKyMeHTauuu. MMmerommiics penent, nacrnopT MUCBMEHHOIO KOHTPOJIS U HOMEP
JIEKapCTBEHHOM ()OPMBI COOTBETCTBYIOT, pacueThl ciienanbl BepHo, [ITIK Brimucan BepHo.
[IpaBuibHOCTB YIIaKOBKHU u odopmwieHus. OOBEM (rakoHa OpaHKEBOIO CTEKJIa

COOTBETCTBYET 00BEMY JIEKapCTBEHHOM (opMbl. PacTBOp yKyNOpeH MIOTHO.
OprasonenTuueckuit KOHTPoJib. [Ipo3pauHsblii KENTHIN pacTBOp, 6€3 3amaxa ropbKoro
BKYycCa.

MexaHuueckre BKIIOUYEHHUS] OTCYTCTBYIOT.

O6bem pactBopa 200 £ 2 M1, YTO COOTBETCTBYET HOPMaM JOMYCTUMBIX OTKJIOHEHUN
(£1%) o mpuxazy M3 PO ot 26.10.2015 . Ne 7511.



3aganue 44. CuryauroHHas 3aj1a4a

B anteky oOpatuiics MalMeHT ¢ PelenToM, BRIMMMCAHHBIM Ha PEIENTYpHOM OJIaHKe (hOPMBI
Nel07-1/y, cnenyromero cocrapa:

Rp.: Ephedrini hydrochloridi 0,6

Sol. Procaini (Novocaini) 1%-100 ml Dimedroli 1,0

Acidi ascorbinici 2,0

Misce. Da. Signa: mo 10 mi1 Ha UHTAJISIHIO.

[IpoBuzop MPOTAKCUPOBAIL peuenT BBIMICIPUBEICHHON TPOMUCH, BBIJAJl MALlUECHTY
KBUTAHIHWIO U TICpCAal pCUCHT Ha U3IrOTOBJICHUC JICKAPCTBCHHOI'O IIpCliapara.

[Ipumeuanue:

KVYO s¢enpuna r/x=0,84 mu/r, KYO noBokauna = 0,81 mu/r, KYO numenpona=0,86 mi/r,
KVYO kucnorst ackopouaoBoii=0,61 mi/r.

1. K kakoii ¢papmakoTepaneBTH4eCKO rpymme oTHOcUuTCs 3deapun?

2. Kakue apmakonornyeckue 3¢¢dexTsl g Hero xapakrepHsl? B 4éM cocToMT 0COOEHHOCTH
NPUBBIKAHUA K dheapuHy?

3. Cnenaiite HeoOXoauMmble pPacy€Thl, HEOOXOOUMBIE i M3TOTOBJICHUS JICKAPCTBEHHOI'O
Ipenapara 1o IporucH peuenTa, 1 IpUBEAUTE ONITUMAIbHBIN BAPUAHT TEXHOJIOTUH.

4. KakuM BupaM BHYTpUANTEYHOIO KOHTPOJIS KadecTBa HEOOXOOUMO M Ies1eco00pa3sHo
IOJIBEPTHYTH JIaHHBIN JIEKapCTBEHHBIN Npenapar?

S. KaxoB nopsinok yuéra peuentypsl B anteke?

IIpasunvnviti omeem:

1. O¢eapuH OTHOCUTCSA K TPYIIIE aJpEHOMUMETHKOB HENPSMOTo JeHCcTBUS (CUMIATOMUMETHK).
2. B ocHoBe Mexanm3ma aeiicTBusl DdeaprHa JEKUT CIIOCOOHOCTH BBI3BIBATH BHICBOOOKICHUE
HOpaJpeHaJIMHa M3 pE3epBOB B AJPEHEPIHMYECKMX CHUCTEMax M TOPMO3UTh OOpaTHBIM 3axBar
HOpaJIpeHaIMHA, B CBSI3U C YeM YCHJIMBAIOTCS 3()(eKThl pazapakeHus: apeHepruIecKux HEPBOB, a
TaKkXKe MOTEHIMpYyeTcsl ACWCTBHE BBOAMMBIX H3BHE KaTexoidamMuHoB. K DOdenpuHy Bo3HHKaeT
ObICTpOE MpUBbIKaHUE (TaxU(pHIaKcHs) IpU MOBTOPHOM BBeneHuu (uepes 10 - 30 MuHyT), KOTOpOE
CBSI3aHO C POTPECCUPYIOIINM CHUKEHHEM 3al1acOB B BAPUKO3HBIX YTOJIIICHUSIX HOPAAPEHAINHA.

3. Rp.: Ephedrini hydrochloridi 0,6
Sol. Procaini (Novocaini) 1% 100 mi
Dimedroli 1,0
Acidi ascorbinici 2,0
Misce. Da. Signa: mo 10 M1 Ha HHTATIALMIO.
Hopwma otniycka adeapuna rugpoxsopuaa 0,6 r He npeBblllieHa, OH HaxoauTcs B anteke Ha [IKY.
O06opoTHas CTOpOHA pelenTa
Ephedrini hydrochloridi 0,6 (muects genurpamMmoB)
JlaTa
Beinain:
[Tomyuwn:
[TacmopT NTMCHBMEHHOTO KOHTPOJIS
O6opoTHas CTOpoHa
% tBEpabIx Bemects = 0,6+1,0+1,0+2,0/100%x100% =4,6%, uto 60mbIe 3%
CrnenoBarenbHO, HEOOXOAUMO YYECTh IPUPOCT 0ObEMA ITPU PACTBOPEHUH TBEPABIX BEIIECTB
KYO s¢enpuna r/x=0,84 ma/r
KYO noBokanna = 0,81 mn/r
KYO mumenpona=0,86 mu/r
KVYO xucnotst ackopburoBoii=0,61 mi/r



Boagpl ounIneHHoi:

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

[ara

No penenra

Aquae purifcatae 96,1 ml

Ephedrini hydrochloridi 0,6

Procaini (Novocaini) 1,0

Dimedroli 1,0

Acidi ascorbinici 2,0

OO0t 06seM 100 M

[Ipurorosui

[IpoBepun

Otnycrun

B moacraBky orMepuBaroT 96,1 M Boabl ouMineHHONW. Ddeapuna ruapoxiaopua 0,6 T oTBEmIMBaET
MIPOBU30P-TEXHOJIOT B IPUCYTCTBUM M3TOTaBIMBAIOIIETO JICKAPCTBEHHBIN Mpenapar, 0 4YeM JeIaeTcst
3alMCh Ha 00OPOTHOM CTOPOHE perenTa. PacTBOpSIOT ero B OTMEPEHHOM 00bEME BOJIBI OUHMIIICHHOM.
3aTem moclieIoBaTeIBHO B 3TOH ke mojcTaBke pactBopsitoT 1,0 r HoBokauHa, 1,0 T aumenposna u 2,0
I' KHCIIOTHI acCKOPOWHOBOM, MEPEMENIMBAIOT U (QUIBTPYIOT 4Yepe3 MPOMBITHIN BaTHBIM TaMIOH BO
(bakoH AJ1 OTITYCKA TEMHOTO CTEKJIA (MHTPEIUEHTHI MPOMUCH CBETOUYBCTBUTEIIBHBI).

Ortuketku: «HapyxHoe», «XpaHUTh B MPOXJIAJAHOM, 3AIUIIEHHOM OT CBETa MECTe», «XpaHUTh B
HEJIOCTYITHOM JIJIs IETEH MeCTe», BBIMUCHIBaeTCs «CUTHATYpay.

Jlo oTmmycka 60JpHOMY JIEKApCTBEHHBIN MpernapaT XpaHUTCA B 3amuparouiemMcs mkady.

4. [Ipukaz MumnszgpaBa Poccum ot 26.10.2015 N 7511 «OO0 yTBEepKIE€HUU MPaABUI
M3TOTOBJICHUS U OTITYCKa JIEKAPCTBEHHBIX MPENApaToB IJsl MEAULIMHCKOTO MPUMEHEHHS allTe€YHbIMU
OpraHu3alMsIMH, UHIUBUIYAJIbHBIMA  MPEANPUHUMATEISIMU,  HMEIONIMMU  JIMIEH3UIO  Ha
(bapMaleBTUYECKYIO I€ATETbHOCTDY.

Bunbl BHYTpHANTEUHOTO KOHTPOJISI OO0s3aTelNbHBIC IS JIAHHOTO JIGKAPCTBEHHOTO TIperapara:
MUCHbMEHHBIN, OPraHOJENTHYECKUA, KOHTPOIb Mpu oTnycke. K menecooOpa3HbIM BHIaM KOHTPOIS
OTHOCSTCS ONIPOCHBIN M (PU3UUYECKHIA.

5. Bce mocrynuBiiMe B anTeky peUenTbl HNPOBEPSAIOTCS HAa MPaBUIBHOCTb MX HAMHUCAHUS M
0 OpMIIEHHUS, U PETUCTPUPYIOTCS:

a) B pEIENTYPHOM KypHaJe;

0) B KBUTAHIIMIOHHOM KOMILJIEKTE, & UMEHHO TI0 KOpPEITKaM KBUTAHIIMOHHOTO KOMILJIEKTA.

3/1ech yUYUTHIBAETCS KOJIMUYECTBO U CTOUMOCTH aMOYJaTOPHBIX PELIETITOB.

ExxenHeBHO STH NaHHBIE B KOHIIE CMEHBI WM pabodero mHA mepeHocsTcss B «KypHanm yuera
peuenTypb»

3ananue 45. CuTyallmoHHas 3a1a4a

CryneHty, NpoxoJsiieMy MPOU3BOJCTBEHHYIO IPAKTUKY B anTeke ropoga N, ObUIO NMPEAsokKeHO
M3TOTOBHUTH TIpenapaT 1o MPOIUCH:

Bossmu: MenTona 0,3

Odenpuna ruapoxsopuaa 0,05

Jlanomnuna 5,0

Baszenuna 10,0

Cwmemail, mycts Oyner cnenana masb. [lait. O6o3Haub. Ma3sp 11 HOca.

1. [IpuBennTe TUCIEPCOTOTUUECKYIO XapaKTEPUCTUKY JIEKAPCTBEHHOI'O IIpenapara.
2. VYkaxure 0cOOEHHOCTH BBeZIeHUs (hapMalleBTUUECKUX CYOCTaHIIMI B OCHOBY.
3. Hanummre gpopmyny menrona. M3 kakoro 1IeKapCTBEHHOTO PaCTUTENIBHOTO CHIPhS MOITY4al0T

meHTon? [IpuBeanTe IAaTUHCKUE W PYCCKHME HA3BAaHUS CHIPbS, MPOM3BOMISIINETO PACTEHHUS U
cemerictBa. Kakum meTo0M nosrydaroT 3gpupHOE Macio?



4. N3 kakoro nekapcTBEHHOI'O PACTUTEIBHOTO CBHIPhS MOJydYaloT 3deApuHa TUIPOXJIOpUI?
[IpuBenure naTMHCKHE W PYCCKUE HA3BAHMS ChIPbs, NMPOU3BOMASAIIETO pacTeHus U cemercra. K
Kakoi rpynme Ouonormdecku akTuBHBIX BemecTB (BAB) otnocutcs adenpun? Hammmure ero
dbopMyiy, OOBSICHUTE CTPOCHHE.

5. K xakomy THIly OCHOB OTHOCHUTCSI OCHOBA IPUBEJCHHOTO IpernapaTa?

IIlpasunvnoviii omeem:

1. Jlannast jekapcTBeHHass ¢opma - CBOOOJHOIMCIEPCHAs TeTEpOreHHass CUcTeMa C
YIOPYTOBSA3KOM aucriepcMoHHOW cpenoil. KomOuHMpoBaHHasi Ma3b, coueTarollas Ma3b-pacTBOp
(MEHTOJT) ¥ Ma3b-3MYJIbCHIO(dheprHA THIPOXITOPHU).

2. Crioco0 BBeZeHMsI JIEKAPCTBEHHBIX BELIECTB B OCHOBY 3aBUCHUT OT CBOMCTB JIB M OCHOBBI.
MeHToJT pacTBOPSIIOT B PACILIaBICHHOM Ba3elIMHE MpHU Temneparype He Boiie 40-45° C. Ddenpuna
THJIPOXJIOPHUT JJISl OKa3aHUsSl TEPANeBTUYECKOTO JCHCTBUS JIOJDKEH OBITh pacTBOpPEeH B Boje. Boxa
HAXOJHUTCSI B COCTaBe KOMIIOHEHTa OCHOBBI — JIaHOJIMHA BOJHOTO, cocrosimero u3 70% naHoianHa
0e3BoIHOTO W BOABI. Takum o0pa3om, 3deApuH pPacTBOPSIIOT B 1,5 MJI BOJBI OUYMINECHHOW U
SMYIBTUPYIOT 3,5 T JIaHOJIMHA OE3BOHOTO.

3. MoJy4aroT U3 J(QUPHOrO Macjia MAThl MepeyHo. 3(PUpHOE MACIO TOIYyYalT U3
CBEXKECOOPAHHOTO ChIPbsI METOI0M MEPETOHKH C BOASIHHBIM HapoMm.(MeTon 1w 2)

Mentae piperitae folia —msTbI mepeyHOl TUCTHS

Menta piperite- msta nepeunas

Lamiaceae-ryoorBeTHbIC

4. 3¢enpuna TUAPOXIIOPH]L MOJIY4aroT u3 mooeros adenpsl XBOIIICBOM.
Ephedrae equisetinae cormi - [To6eru 3deapsl XBoLIECBOI

Ephedra equisetina -Ddenpa xBoieBas

Ephedraceae- Cem. Ddeaporsie

Ddenpun- ankonoua ¢ a30ToM B 60KOBOII 11ernu(0e3reTepoInKIia)

S. B nponucu conepxxutcs AM@uIIbHAas OCHOBA:

Bazenun otHocutcs (ruapodobHas ¢aza) K yriieBoJOPOIHBIM OCHOBAM,

JAHOJIMH - K BOCKaM (3MyJIbraTop), BOAOCOAEPKAIUN AU(PUIbHBII KOMIIOHEHT,

BOJIa ouHuIeHHas! (TUAPOQIIbHAS)

3ananue 46. CuTyallmoHHas 3aa4a

B antexy obparuics nanueHT «@UTOLEHTPa» ¢ peLenToM:

Rp.: Foliorum Sennae 3,0

Corticis Frangulae 6,0

Aquae purificatae ad 250 ml

Extrahe. Misce. Da. Signa: [Ipuaumarts mo 1 ct. 1. 3 pa3a B JicHb.

HpOBI/I30p'T€XHOHOI‘ MMPOTAaKCUPOBAJI PCUCIIT IO BBILIC HpHBeHCHHOﬁ MpOINUCH, BbIAA MAOUCHTY
KBUTAHIOUWIO U TIEpCaal p€ucluT Ha U3TrOTOBJICHUC.

1. VYkaxure 0COOEHHOCTH TEXHOJIOTUM MHOTOKOMIIOHEHTHOI'O BOJJHOTO M3BJICUECHHUS.
2. VYKaKuTe CpOKU TOJAHOCTH JJAaHHOTO Ipernapara.
3. HazoBure ChIppeBbl€ HCTOUHUKU JTUCTHEB CEHHBI U KOPBI KPYIIMHBI (JIATUHCKHE U PYCCKUE

Ha3BaHus). Kakue OMONOTrMYEeCKM aKTHUBHBIC BEIIECTBA COJEPKATCS B JAHHBIX BHAAX CHIPHS?
YkaxkuTe ux (HapMaKoIOTHIeCcKOe JeHCTBHE.

4. OnuiuTe yCcIoBUs XpaHSHHUST U3TOTOBIICHHOTO MIpenapara.

5. JlomycTUMO JI1 HUCIOJIb30BaHWE KOHLEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX CPEICTB
MIPU U3TOTOBJICHWU BOJHBIX W3BJICUCHUM U3 JICKAPCTBEHHOTO PACTUTENIBHOTO ChIphs (JIPC)?

lIpasunvuoiti omeem:



1. Bopanble u3BnedeHus 13 JEKapCTBEHHOI'O PACTUTENIBHOIO ChIPhs, TPEOYIOLIET0 OJMHAKOBOTO
peKUMa SKCTPaKIUH, OOYCIOBICHHOTO (H3UKO-XMMHUYECKUMH CBOMCTBaMHU JEHCTBYIOUIMX U
COIYTCTBYIOIIMX BEIIECTB PACTEHUH, M3TOTaBIMBAIOT B OJHOM HMH(YHIAMPHOM CTakaHe 0e3 ydeTa
aHaTOMO-MOP(OIOTUYECKOH CTPYKTYpHl ChIphsi. OOBEeM BOJABI OYHMIIEHHOH pPAaCCUMTHIBAIOT, C
HCIIOJIb30BaHUEM COOTBETCTBYIOIIUX KOA(D(PHUIIMEHTOB BOIOMOIIIOICHHUS.

MHOTOKOMIIOHEHTHbIE ~ BOJHBIC M3BJICYCHHUS U3 JIEKAPCTBEHHOT'O PACTUTEIBHOIO  CHIPHS,
TpeOyIOIIET0 pPA3IMYHBIX PEXKUMOB OJKCTPAKIMU, H3TOTaBIMBAIOT pPa3AeNbHO, HCHOIB3YS IS
AKCTPAKIUU MaKCHUMAaJIbHO BO3MOXKHBIA 00BEM BOJIbI OUMIIEHHOW, HO HE MEHEE YeM JECATUKPATHBIN
[0 OTHOILIEHHIO K Macce ChIPbS.

JlanHOe BO/JHOE M3BICUEHHE TPEeOyeT pa3HBIX PEKUMOB SKCTPAKIHMH. M3 JIMCTHEB CEHHBI TOTOBST
HACTOM C MOJHBIM OXJaKJICHUEM, U3 KOPHEH KPYIIMHBI — OTBap 0€3 OXJIaKICHHUS.

2. B cootBerctBum ¢ npukazom ot 26.10.2015 r. Ne751H cpok rogHOCTH HACTOEB U OTBApOB HE
Oosee 2 CyTOK

3. Cassia acutifolia — kaccust ocTponucTHAs, aHTPALICHIIPOU3BOIHBIC — CEHHO3UABI A 1 B.
Frangula alnus — kpyimuHa OJbXOBH/HAS, aHTPAICHIIPOU3BOAHBIC — (GpaHryaapo3us, HpaHTyIuH,
b paHryIa’dMOIUH.

Oxka3bIBalOT caaburenbHOe AeHCTBUE.

4. B coorBerctBun ¢ tpeboBanusimu ODC.1.4.1.0018.15 «Hactom u otBape»y I'® XIV
XpaHEHHE HACTOEB U OTBAPOB OCYILIECTBIIAETCS MpHU TemmepaType oT 2 a0 8§°C, B 3aIlIUIICHHOM OT
CBETa MECTE.

5. B coorBerctBun ¢ mnpukazom oT 26.10.2015 1. Ne751H npu H3roTOBIEHHH BOJHBIX
u3pniedennit wu3 JIPC He gomyckaercss MCHOJIb30BaHUME KOHIIEHTPUPOBAHHBIX PACTBOPOB
JICKapPCTBEHHBIX CPEJICTB.

3ananue 47. CuTyallMoHHas 3a7a4a

B anTeke ropoackoil KIMHHYECKOH OOJBHMIIBI TOTOBWIJIM PACTBOP TIIFOKO3bI M30TOHMYECKUH IS
UHQY3HH.

B accucrentckoii-acenTHyeckoil 3akoOHYMIAch cyOCTaHIMs Ti0Ko3bl. DapmaneBT, paboTaronmii B
aceNTHYECKOM OJIOKE, ITOMPOCHII KOJUIETY IPUHECTH U3 aCCUCTEHTCKOM MITAHIIIAC C TIIOKO301.

1. [aiite onpenenenre pacTBOPOB Uil HHPY3UH.

2. Tlepeuncaure JONOTHUTENbHbBIE TPEOOBAHUS K MH(PY3MOHHBIM PacTBOPaM, U3rOTABIMBAEMBIM

B aIITCKax.

Onenure neiictBus papmareBta. OTBET 000CHYIMHTE.

VYkaxxute 0cOOEHHOCTH TEXHOJIOTHH PACTBOPOB IJTFOKO3bI 111 MHBEKIMHM U UHDY3UI.

5. VYkaxute MakCUMaJbHBIH 00beM MHBEKIUOHHBIX U MH(PY3MOHHBIX PACTBOPOB, JOMYCTHMBbIi
JUISL CTEPUIIN3AIHH.

~ow

Ipasunvnwviii omeem:
1. PactBop 1 uHOy3muit (cormacHo O®PC.1.4.1.0007.15 «JlekapcTBeHHBIE (GOPMBI IS
napeHrepaibHoro npuMmenenus» ['® XIV) — BoaHbIN pacTBOp AJii BHYTPUCOCYJUCTOIO BBEACHUS
oosemom 100 mi u Gosee.
2. B cootBerctBun ¢ mnpukazom M3 P® or 26.10.2015 r. Ne751H AomOIHUTENBHBIMU
TpeOOBaHUSMU I M3TOTOBJIEHHBIX HWH(QY3MOHHBIX PAaCTBOPOB SBISIOTCA:  M30TOHUYHOCTD,
W30THJIPUYHOCTb, N30MOHUYHOCTh, U30BSA3KOCTb.

N3rotoBneHHble UHBEKIIMOHHBIE U MH()Y3UOHHBIE PACTBOPHI TOJIKHBI OBITh:

. CBOOOIHBI OT MEXaHUYECKUX MPUMECEH;
. MIPO3PAYHBL;

. CTaOUIIbHBI,

. CTCPUJILHBI,

° AIlIMPOTrCHHBI.



3. B cootBerctBum ¢ I'® 13 a1 M3roToBieHUs] MHBEKIIMOHHBIX M WH()Y3MOHHBIX MPENapaToB
UCTIONB3YIOT CYOCTaHIMK, TMPOIISANINE UCHBITAHUS Ha OaKTepuaNbHBIE JHIOTOKCHHBI WU
nuporenbl. K cyOcTaHIUsAM, HCIONB3YEMBIM JJii M3TOTOBJICHUS JIEKAPCTBEHHBIX MPENaparoB JUIs
BHYTPEHHETO WM HapYXHOTO NMPUMEHEHHUsI, TaHHbIE TpeOOBaHUS HE MpeabsBisitoTcs. [loaTtomy onn
HE MOT'YT ObITh UCIOJIb30BaHbI Il U3TOTOBJICHHUS PACTBOPOB AJIsi UHBEKIUI WM NUHY3HIA.

4. Hcnonp3yercs ctabunmszarop npu npurotosiennu (Cradunmszarop Beitbens 5 % ot obmero
o0beMa HE3aBUCUMO OT KOHIICHTPALIUH).

B coorBerctBuu ¢ mpukazom Ne 751H ot 26.10.2015 1. pacTBOpHI TIIIOKO3BI HEOOXOIUMO
CTaOUITN3UPOBATH PacTBOPOM KHCIOTHI XJIOpUCTOBOJ0po1HOH 0,1 M 1 HaTpus XJIOpUAOM.
2.Heo6xoauM niepecueT riioKo3bl 0€3BOAHOM Ha TIIOKO3Y BOJHYIO C YIETOM BIIAYKHOCTH.
3.HeoOxonuMo mpoBepsATh KOJMYECTBEHHOE COJEp)KaHUE TIIOKO3bl 10 M MOCIEe CTEPHIM3AlUU.
Copepxanue TIIOKO3bl JIOJDKHO OBITh OAMHAKOBO. HeoOXxoauMo coBepiiaTh MPOBEPKY Ha
OTCYTCTBHE MEXaHMUYECKHUX BKJIIOYEHHMH A0 M Tocie crepuwiuianuu. [IpoBepky coBepriaroT Ha
yepHOM (oHe.

5. B cootBercTtBuM ¢ npukazom M3 P® ot 26.10.2015 1. Ne 7511 «O0 yTBEepKIACHUH TTPABUI
M3TOTOBJICHHS U OTITYCKa JIEKAPCTBEHHBIX MPENAPATOB JIJIi MEIUIIMHCKOTO MPUMEHEHUS allTeUHbIMU
OpraHM3alUsIMH, WHIUBUAYAIbHBIMH  MNPEANPUHUMATENAMU, HMMEIOIIMMU  JIMIEH3HIO  Ha
(dapmaneBTUUECKYI0 ACITENBHOCTEY M. 96 «He momyckarorcsi cTepuiiM3aiusi pacTBOPOB 00BEMOM
Oosee 1 nuTpa ¥ MOBTOPHAS CTEPUIIM3ALNS UHBEKIMOHHBIX U UH(Y3UOHHBIX PACTBOPOBY.

3ananue 48. CuTyallMoHHas 3a7a4a

B MYHUIUIIAIBHYIO allTCKy ropoaa N 06paTI/IJ'IaCB JKCHIIMHA € peHCIITOM OT Bpadad- HCBPOJIOra Ha
W3rOTOBJICHHE MUKCTYphI KBaTepa /is e€ pedenka 3 JeT 1mo Clieayrommei IponucH:

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. Tlo 1 cronoBoii j0%kKe 3 pa3a B JACHb.

1. [IpuBenuTe YaCTHYIO TEXHOJIOTHIO U3TOTOBJICHUSI MUKCTYphI KBartepa.

2. Hanummre numeByto 1 000pOTHYIO CTOPOHY NAcHopTa MUCbMEHHOTO KOHTPOJIS.

3. VKaXuTe STUKETKA W TPEeAyNnpeauTeSbHbIe HAAMUCH, HEOOXOIWMbIe g OGOPMIICHUS
dakoHa /Ui OTIYCKA.

4. VYkaxute GpapMakoIoruyeckoe nercTerue MUKCTypsl KBaTepa.

5. [Ipennoxure ananoru Mukctypsl KBatepa s geteit 3 JeT U3 anTe4yHoro acCOPTUMEHTA.

Ilpasunvuviti omeem:

1. N3rotoBneHrne MHOTOKOMITIOHEHTHBIX BOJHBIX M3BJIEUEHUMN U3 CHIPbs, COAEPKALIEr0 OJHY U
Ty K€ TpyIIy OMOJIOTMYECKMX aKTHBHBIX BEIECTB, HE3aBUCHUMO OT TMCTOJIOTMYECKON CTPYKTYpBI
TOTOBSIT OJHOBPEMEHHO B COOTBETCTBUU ¢ MpukazoM M3 PD Ne 308.

W3Bneyenns u3 kopHesuil U kopHeii Banepuansl (KBIT = 2,9) u muctbeB mstel (KBIT = 2,4) rotoBst
OJTHOBPEMEHHO, TaK KaK TpeOyeTcs OJIMHAKOBBIN pEXXUM dKCTpakiK. Bosibl B JaHHOM ciiydae 6epyT:
200 + (10,0%2,9) + (4,0x2,4) = 238,6 ma = 239 M.

WzroroBnenHoe wu3BieYeHHEe (GUIBTPYIOT B MOACTaBKY, pacTBopsitoT 0,4 r kodenHa- HaTpus
Oensoara, 3 r Harpus Opomuaa, 0,8 T MarHus cyibdaTa Npu NEpPeMEUIUBAHUU U QHIBTPYIOT BO
(1akoH [T OTITyCKA.

2. Ob6opotras cropona [ITK

KBII xopueBuin ¢ kopHsamu Basiepuansl = 2,9 KBII nuctbeB msrs = 2,4

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

JIuuesas cropona IIIK

Hara Ne penenra



Rhiz. cum rad. Valerianae 10,0

Fol. Menthae 4,0

Aquae purificatae 239 ml

Infusi rhiz. cum rad. Valerianaeetfol. Menthae ad 200 ml
Coffeini-natrii benzoatis 0,4

Natrii bromidi 3,0

Magnesii sulfatis 0,8

V3ar. = 200 ml
[IpurotoBun IlpoBepun
3. B HacTosimee BpemMsi HOpMaTUBHO-IIPAaBOBBIMHU aKTaMH TpeOOBaHUs K O()OPMIIEHUIO STHKETOK

Ha JIEKApPCTBEHHBIC MPENApaThl, U3TOTOBJICHHBIEC ANTE€YHBIMU OPraHU3alUsIMU, WHIAUBUIYAIbHBIMU
OPEANPUHUMATENSAMY, HMMEIOIIMMH  JIMIIEH3UI0O Ha  (apMaleBTHUYECKYIO JESITEIbHOCTh, HE
YCTaHOBJICHBI.

24 urons 1997 rona 3amectutenem Munuctpa 3npaBooxpanenus PO yrBepxaensl Metonuueckue
ykazanusa «Exunble mpaBuia oGopmiieHUs! JIEKapCTB, MPUTOTOBISIEMBIX B allTEYHBIX YUPEKICHUAX
(mpennpuATUSAX) pa3aUYHBIX (POpPM COOCTBEHHOCTH», B KOTOPBIX COAEPIKATCS YKazaHUS I10
0(OPMIICHHUIO JIEKAPCTBEHHBIX MPENApaTOB, U3TOTOBICHHBIX aITE€YHON OpraHU3aIHeH.

Ha ¢akone myist 0TIycka JOHKHBI OBITh CIEAYIONIUE STUKETKH:

«Muxcrypa», «Buyrpennee». [IpenynpeaurenbHble HaIUCH:

«XpaHuTh B mpoxyagHoM Mmectey». «llepex ymorpeOineHnem B30anThIBaTh». A TaKKe YKa3bIBAIOT
HOMED peLerTa.

4. Muxkcrypa KBarepa oOnamaer cemaTUBHBIM JCHCTBHEM. 3a CUET COJCp)KaHUS CyibdaTa
Mmaraust Mukctypa Karepa o0nanaet npoTHBOCYA0pOKHBIM 3 (HEKTOM.

Hcnonp3yercss mnpu HEBpo3aX pa3HOW OTHOJIOTHH, JETKOW (opMe HEBpacTeHHH, KOTOpas

COMPOBOXKAAETCA  TPEBOIOW,  CTPAaXOM,  MOBBIIIEHHON  YTOMJISIEMOCTHIO,  OECCOHHUIIA,
BEreTOCOCYAUCTask JUCTOHUS.
5. Tenorten geTckuil (HEBPOTHUECKHE U HEBPO30MOI0OHBIE PACCTPONCTBA, COMPOBOKIAIOLTHECS

MOBBIIIEHHOW BO30YAMMOCTBIO, PA3APAKUTEITLHOCTHIO, TPEBOTOM, HApPYIICHHEM TOBEACHHUS |
BHUMAaHUsl, BET€TaTUBHBIMU PAaCCTPONCTBAMU).

I'manme  (pasnuyable  (QYHKIMOHAIBHBIE W OpraHUYecKHe 3a00JIeBaHMSI HEPBHOH CHCTEMBI,
COTIPOBOKAAIOIINECS  TOBBIIMIEHHON  BO30YAMMOCTBIO,  SMOIMOHATBHOW  HECTAOMIBHOCTHIO,
CHI)KEHHEM YMCTBEHHOM pabOTOCIOCOOHOCTH M HapyIIEHHEM CHA: HEBPO3bI, HEBPO30IMOJO00HBIE
COCTOSTHUS ¥ BET€TOCOCYIUCTAsI AUCTOHHS U JIp.).

Hopmukung (roMeomaTHYeCKUW Tmpenapar crnocoOCTBYyeT HOpPMalM3allid JETCKOTO CHa |
00JpCTBOBaHUS, YyCTpaHseT OECCOHHHUIlY, TPEBOKHOCTb, TMOBBIIICHHYIO  BO30YIWMOCTbD,
Pa3IpaxuTETHLHOCTD, MJIAKCUBOCTD).

3ananue 49. CuTyalimoHHas 3aa4a
B antexy moctymnui perent Ha U3roTOBJICHHE JIEKAPCTBEHHOU (DOPMBI 11O TTPOTIHCH:

Rp.: Dibazoli
Papaverini hydrochloridi ana 0,02

Sacchari 0,3

M.f. pulv.

D.t.d Ne 10

S. ITo 1 nopomuky 3 pa3a B I€Hb BHYTpb.

1. JlaiiTe TeopeTrueckoe 000CHOBaHME BBIMMCAHHOH JIEKapCTBEHHOH (opMme.

2. W3noxute cTau TEXHOIOTHIECKOTO MPOIEcca U3TOTOBICHHS JIEKAPCTBEHHOM (POPMEL.

3. Odopmute nacnopT MUCbMEHHOTO KOHTPOJISI HA IaHHYIO JIEKapCTBEHHYIO (hopMy (JIULIEBYIO U
000pPOTHYIO CTOPOHBI).

4. [IpuBenuTe HOPMATUBHO-TPABOBBIE AaKThl MO M3TOTOBJIEHUIO JIEKAPCTBEHHOW (OPMBI U

OIICHKY Ka4u€CTBa U3TOTOBJICHHOI'O IMOPOIIIKA.



5. [Tepeunciure TpeboBaHusT K O(GOPMIICHHIO PEIENTOB M OTIYCKY JaHHOTO JIEKAPCTBEHHOTO
mpernapara.

IIpasunvhoviii omeem:

1. Brimucana TBEpHas nekapcTBeHHas (opMa — TOPOIIOK CIOXKHBIA, TO3UPOBAHHBIN IS
BHYTPEHHETO MPUMEHEHUS, BBIITUCAH PACIPEICTUTEIbHBIM CITIOCOOOM. HTpEIMEHTHI COBMECTHUMBI.
2. Jluba3on W mamaBepuHa THUAPOXJIOPHU SBISIOTCS CHIBHOJCHCTBYIOIIMMHU BEIECTBAMH,

Tpebyercsa nposepka n103BP/1=0,2 BC/1=0,6 P/1=0.04 C/1=0.12 Hu6a3zon BP/1=0,05 r.P/ =0,006 r
BCJ1=0,15 r C/1=0,1 r Beioupaem ctynky Ne4 ,na BP-5 orBemmBaem caxapa 3.0,3atupaeM UM mOpPbI
CTYIKH, TaK Kak OH siBjsiercss uHanddepentHsiM BemectsoM .Ha BP- 1 orBemmBaem 0,2 nu6aszona u
0,2 mamaBepuHa THAPOXJIOPHAA, MOMEIIAEM B CTYNKY U OJHOBPEMEHHO H3Melb4yaeM, a Jaiee
CMEIIMBAEM CO BCEM KOJMYECTBOM Caxapa CO CTEHOK CTYNKHU. 1O IIOJYy4YEHHUs OJHOPOIHOTO
nopomka. IIpoBepsieM KadyecTBO MOPOIIKOBOI MaccChl: HAJaBIMBAaEM IECTUKOM, IpU STOM B
yrayOlIeHnH He JOJDKHO OBITh OnecTsmmx BKparuieHuid. [lopomkoByro Maccy no3upyem mo 0,34 Ha
10 n03. YakoBbIBaeM B BOIIEHBIC MJIH MTapadMHUPOBAaHHbIE Karcynbl. [Topomiku ckimanpiBaeM 1o 3-5
LITYK ¥ TIOMELIAEM B I1AKET.

3. Odopmisiem TUIEBYIO CTOPOHY macnopta nucbMeHHoro kouTposs (ITI1K):

Hara pen. Ne

Saccharum 3,0

Dibazolum 0,2

Papaverinihydrochloridum 0,2

Mob6ur. = 3,3 m; = 0,33 Ne 10

[Tpurorosui: [TpoBepun:

O6opotHas cropona I1I1K:

Mpu6azomna= 0,02x10= 0,2

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

Mcaxapa=0,3x10=3,0

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

M1=3,4:10=0,34

4. I'oXIV OPC.1.4.1.0010.15 «ITopomkmy», mpuka3 IIpukaz M3 P® ot 26 oxtsaops 2015 r.
Ne751n «O06 yTBepkA€HUM TMPaBUI U3TOTOBICHHUS M OTIYCKa JIEKAPCTBEHHBIX MPENaparoB IS
MEAMIMHCKOTO MPUMEHEHUS anTeYHBIMU OpraHu3alMIMH, WHIUBUTyaIbHBIMU
IpeIpUHUMATEIIMU, UMEIOIIUMU JINIIEH3HIO Ha (DapMalleBTHUECKYIO AeSITEIbHOCTDY.

Onenka kaueTtBa: -IIpaBUJIBHOCTH YHNAaKOBKM M OGOPMIICHHS: MOPOLIKH YIaKOBaHbl B BOLICHBIE
Kalcylnbl C ydeToM (hU3-XuM CBOUCTB. -OpraHoJenTHUeCKUid KOHTPOJb: IBET Oemblid, BKYC
rOpbKOBaThIN, 0e3 3amaxa. -OgHOPOJHOCTh MOPOIIKOB: BU3YyaJIbHO HE OOHAPYKUBAETCS OTIEIbHBIX
BUJIUMBIX YacTUL. - [[MChMEHHBIN KOHTpOJb 3aKIHOYAETCs B MPOBEPKE COOTBETCTBUS 3alHUCEl B
[ITIK n Ha penenre, a Takke B IPaBUIBHOCTH Npon3BeAeHHbIX pacdyeToB. Ha IIIIK yka3piBarot nary,
Ne penenta -KoHTpob npu OTIyCKE COOTBETCTBHSL:

. Y1nakoBKH - PU3NKO-XUMUYECKUM CBOMCTBAM,

. J103 — Bo3pacTy OOJIBHOTO,

. daMuIMKM ¥ WHULKAIOB OOJBHOTO Ha pELENTEe, B CUTHAType, 3THKeTKe, Ne Ha penente,
CUTHATYpE, 3TUKETKE,

. OdopmieHne JeKapCTBEHHOTO CPEJCTBA B COOTBETCTBUHM C JEHCTBYIOIIMMHU IPUKA3aMU:

JIOJDKHA OBITh HAKJIEeHAa COOTBETCTBYIOINAS STHKETKA, MOJYEPKHBAIOIAsi LBETOM OOLIyI0 (Gopmy
Ha3HAYCHUS

-JlononHUTENBHO (PU3MUECKHI U ONTPOCHBIH)

5. B cootBercTBuu ¢ IIpukazom MunucrepcrBa 3apaBooxpanenus Poccuiickonn ®@enepanun ot
24.11.2021 Ne 10941 "O6 yrBepxnenun Ilopsaka HazHaueHHs JIEKAPCTBEHHBIX MpenaparoB, Gopm
pelenTypHbIX OJIaHKOB Ha JIeKapCcTBEHHBIE Mpenapatsl, [lopsiaka odhopmiaeHus: yka3aHHbIX OJIAHKOB,
UX ydeTa ¥ XpaHeHus, (opM OJIaHKOB PELENTOB, COASPKAIINX Ha3HAYCHUE HAPKOTHUECKUX CPE/ICTB
WIM TICUXOTPOMHBIX BeulecTs, llopsaka WX HM3rOTOBIEHUS, paclpeieseHus, peTUCTpalluy, yuyeTa u
XpaHeHus, a Take [IpaBun odopmiieHus: OJaHKOB PeLENTOB, B TOM YHCie B (popMe 3IEKTPOHHBIX



JIOKYMEHTOB" JTaHHBIN TIperapaT BHIMUCHIBAETCS Ha penentypHoMm Onanke (Gopmber Ne 107-1/y. Ha
OJlaHKe CTaBUTCS IITAaMI MEIUIIMHCKON OpraHu3allid C yKa3aHueM ajapeca W TenedoHa, gaTa
Bbinucku, ®.M.0. manuenTa u MeIMIUHCKOrO pabOTHHUKA YKa3bIBAETCS MOJIHOCTHIO, B rpade Bo3pacT
YKa3bIBAETCS KOJIMYECTBO MONHBIX JieT. B rTpade «Rp» ykaspiBaeTcs: Ha JIATUHCKOM SI3BIKE
HaumeHoBanue JII1 (MexayHapoaHOE HENATEHTOBAHHOE WJIM TPYIIUPOBOYHOE, JINOO TOPTOBOE), €ro
JO3UPOBKA, KOJUYECTBO; HA PYCCKOM I PYCCKOM M HAIlMOHAIBLHOM S3bIKaX CIIOCO0 MPUMEHECHUS
JIEKapCTBEHHOT' O mpemnapara. Penent, moAnuceBaeTcss MEAUIUMHCKAM paOOTHUKOM U 3aBEPSETCS €ro
JIMYHOM TE€YaThIO.

3ananue 50. CuTyalmoHHas 3aga4a
B anreky mocTymnui perenT Ha U3rOTOBIICHUE JIEKAPCTBEHHON (DOPMBI 110 TIPOTTUCH:

Rp: Sol. Pilocarpini hydrochloridi 1% - 10,0
D.S. I'ma3usie kamuu. [To 2 kammu 3 pa3a B ieHb B 00a Ti1asa.

1. Jaiite TeopeTrndeckoe 000CHOBAaHUE BBIMMHCAHHOM JIEKAPCTBEHHOU (hopMe.

2. W3noxure cTaguu TEXHOJIOTHYECKOT0 MPOLEcca U3rOTOBICHUS JIEKapCTBEHHOM (POPMBI.

3. OdopmuTe nacmopT MUCEMEHHOTO KOHTPOJISI HA IAHHYIO JIEKAPCTBEHHYIO (POPMY (JIHIIEBYIO H
000pOTHYIO CTOPOHBI).

4. [lepeuncnure TpeboBaHMs K 0(OPMIICHHIO pEIleNTa Ha JAHHBIH JEKapCTBEHHBIN Mperapar.

S. KoHTpoIb py OTIIyCKE U3rOTOBIJIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

IIpasunvroviti omeem:

1. Breimmucana riasHasi JiekapcTBeHHas (opMa B BHIE BOJHOTO MCTHHHOTO pacTBOpA,
npeHa3HaYeHHas 1yl MHCTUIUIALUY B TJa3. [J1a3Hble Kamiu OTHOCSTCS K JIEKapCTBEHHBIM (popMam
MECTHOI'0 MpUMEHEHMS. B cocTaB BXOIUT NWIOKapHUHA TUAPOXIOPUA — SIOBUTOE BELIECTBO, HO TaK
Kak JeKapcTBeHHas (opMa IpelHa3HaueHa [yl Hapy>KHOTo IPUMEHEHHMs], J03bl HE IIPOBEPsEM.

2. ['oTOBAT B acenTUYeCKUX yCIOBUSX.

N3rorosinenue

CrepriibHBIM HUIMHAPOM OoTMepuBaeM 10 MJI BOJIbI OUMILIEHHONW U IPUMEPHO OJIOBUHY IEPEIMBAEM
B mojacTaBKy. [IpoBu3op-TexHosor mo TpeOoBaHMIO (papMaleBTa IOCIe MPOBEPKH pacueToB
orBemnBaer 0,1 mumokaprnuHa TUAPOXJOPUAA HA Becax JS SJIOBUTHIX BEIIECTB B MPUCYTCTBUU
(dapmarieBTa npu ABOHHOM KOHTPOJIE Pa3HOBECA U HAJIMUCH Ha IITAHIJIACE.

[lepenocuT nunokapnuHa ruapoxyaopua B nojacraBky. Ha Becax orsemmuBaem 0,07 HaTpus xJiopuja,
IIEPEHOCUM B IMOACTaBKYy. PacTBopseM mNWIOKapnuHAa THIPOXJIOPUI M HATpHs XJIOPUI IIpU
NepeMEelINBaHUN U IOJyYEHHBIH pacTBOp QUIbTpyeM uepe3 JABOMHONM OyMaxHbIH (QUIBTp
IOPOMBITHI BOJIOM OUYMIIEHHOW B (uakoH g oTmycka. Uepe3 3TOT ke GWIbTp (QUIBTpyeM
OCTaBIIHICS 00BEM BOJIBI OUUIIICHHOMU. DIaKOH 3aKpbIBa€M PE3MHOBOU MPOOKOMA

KonTpons JID

OTparoT Karmim Ha KauyeCcTBEHHBIM M KOJMYECTBEHHBIN aHalau3, MPOBEPSAIOT Ha OTCYTCTBHE
MEXAHUYECKUX BKIFOYECHUH.

Ykynopka

®nakoH ¢ PacTBOPOM YKYIOPUBAIOT PE3MHOBOM NPOOKOH M METAJUIMYECKHM KOJMAYKOM I0J]
oOkatky. Crepunusytor npu 120°C B TeueHue 8 MUHYT.

Odopmienue K OTIycKy

®nakoH O(QOPMIISIOT TUKETKOM PO30BOr0 IBETa JJs IJIA3HBIX Karejb, Ha KOTOPOil yKa3bIBalOT
Homepa anteku, penenta, ®UO OGompHOro, cnocod mnpumenenus. Cpokx romgHoctu 30 CyTOK.
HakneuBaroT npenynpeauTenbHble STUKETKUA: «XPaHUTh B MPOXJIAJHOM M 3ALUIIECHHOM OT CBETA
mecTe», «CtepuinbHO», «OOpamarbcs C OCTOPOKHOCTBIOY», «XPaHUTh B HEJOCTYIIHOM OT JAeTel
MECTED.

3. [TTK nurmeBas cropoHa

[Hara Ne penenta

Aquae purificatae 10 ml



Natrii chloridi 0,07

Pilocarpini hydrochloridi 0,1

Misce.Sterilis.Da.Signa.

V=10 ml

Sterilisatum! 120 °C - 8 mu=n.

[Ipurorosui

[IpoBepun

[IITK oGopoTHas cropoHa

1,0 nuniokapnuHa rugpoxaopuaa skBuBaieHTe 0,22 HaTpus Xjaopuja

Komaecto NaCl, Heooxoaumoe iist u30ToHupoBanus 10 M1 BOJBL.

0,9 NaCl wuzoronup 100 M BosbI

konmyectBo  NaCl, ©HeoOxomumoe i J1oM30TOHHMpOBaHUS 1% pacTBOpa NHMIIOKapIHHA
TUAPOXJIOPHUA.

0,09 - 0,022 = 0,068 » 0,07 r

[Tunokapnuna rugpoxiopuaa 0,1 r

Boas! ounittennon 10 M

OO0mwmii 06veM 10,0 M

4. [Tunokapnuna rugpoxsopus He noiexuT [IKY u BeimuchiBaeTCsl Ha pelenTypHOM OsiaHKe
dopmer 107-1/y B coorBerctBuUu ¢ Ilpukazom MuHnuctepcTBa 3apaBooxpaHeHus Poccuiickoit
Oenepatyu ot 24.11.2021 Ne 10941 "O6 yrtBepxnaenuu [lopsiika Ha3HaueHUs JEKAPCTBEHHBIX
npenapaToB, ¢GopM pelenTypHbIX OJaHKOB Ha JIeKapCTBEHHbIE mpemnapatsl, [lopsaka odopmiienus
yKa3aHHBIX OJIAaHKOB, UX y4eTa W XpaHEHHUs, GopM OJAHKOB PELENTOB, COJACPKALINX Ha3zHAuUCHHE
HAapKOTUYECKUX CPEACTB WUJIM IICUXOTPOIHBIX BeleCcTB, [lopsaka uX U3roToBiIeHUs, paclpeaesIeHHs,
perucTpanyu, yuera u XpaHneHus, a takxe [IpaBun opopmieHust 6JaHKOB PELENTOB, B TOM YHUCIE B
dbopMe 2NIeKTPOHHBIX JOKYMEHTOB"

O0s3aTenbHbIe PEKBU3UTHL: IITAMIT MEJUIIMHCKON OpraHu3alluy ¢ yKa3aHMEeM HauMEeHOBaHMsI, ajpeca
u tenedona, gara Beimucku penenta, ®UMO wmen.paborHuka (monHocThio), PUO mnaruenra
(MOTHOCTBIO), BO3pACT MalMeHTa (KOJIMYECTBO MOJIHBIX JieT), HaumeHoBaHue JIII Ha nmatuHckom
a3pike 10 MHH win rpynnupoBoYHOMY HAMMEHOBAHUIO, @ B CIy4ae MX OTCYTCTBHUS IO TOPTOBOMY
HAaUMEHOBAHUIO, JTO3UPOBKA, KOJIMYECTBO, crocod mnpumeHeHus JIII, moamuch W nMyHas mnedarh
MEAUIIMHCKOTO paboTHHUKA. J[OMOTHUTENbHBIE PEKBU3HUTHI HE MIPETYCMOTPEHBI.

5. CornacHo mpukazy M3 P® ot 26 oxta6psa 2015 r. Ne751n «O0 yTBep>KAEHUM TNpaBUIl
M3TOTOBJICHHS U OTITYCKa JIEKAPCTBEHHBIX MPENApaToOB s MEAUIIMHCKOTO MPUMEHEHHS allT€YHbIMHU
OpraHu3aIUsIMH, WHIUBUIYAJIbHBIMA  MPEANPUHUMATEISIMU,  HMEIONIMMU  JIMIEH3MIO  Ha
dbapMaleBTUYECKYIO ACSITENbHOCThY KOHTPONIO TIPH OTIHYCKEe JIEKAPCTBEHHBIX IPENapaToB
MOJIBEPTalOTCsl BCE M3TOTOBJIEHHbBIE JIEKAPCTBEHHBIE MpENaparbl, B paMKax KOTOPOTO MpOBEpSETCs
COOTBETCTBHE: a) VIAKOBKM JIEKAPCTBEHHOTO TMpemnapara (U3NKO-XMMHUYECKUM CBOICTBaM,
BXOJIIMX B HEro JIGKAPCTBEHHBIX CPEJCTB; 0) YyKa3aHHBIX B pelenTe WiK TpeOOBaHUU 03
HApPKOTUYECKUX CPEICTB, NCUXOTPOMHBIX, CHIIBHOACUCTBYIOIIMX BEIIECTB BO3PACTY MAIlUEHTA; B)
PEKBU3UTOB pelLenTa, TpeOOBaHUS CBEIEHUSM, VYKa3aHHbIM Ha YIAaKOBKE W3TOTOBJIEHHOTO
JIEKapCTBEHHOTO TMperapaTta; T') MapKUPOBKM JIEKapCTBEHHOTO TMpemnapara TpeboBanusM. [Ipu
BBISIBJICHUH OJIHOTO W3 YKa3aHHBIX HECOOTBETCTBUW M3IOTOBJICHHBIN JIEKapCTBEHHBIHN IpernapaT He
MOJJIEKUT OTITYCKY.

3ananue 51. CuTyanmoHHas 3aga4a

B pCI_Iel'ITypHO-HpOI/I3BOILCTBGHHBIﬁ OTAC allTCKHU NOCTYyNWJI PCUCHT, co;:[epxcaumﬁ CJICOAYIOIIYIO
MPOIHUCEH:

Rp.: Infusi rad. Althaeae 200 ml

Natrii benzoatis 3,0

Sirupi simplicis 20 ml

Elixiris pectoralis 4 ml



M.D.S. Ilo 1 necepTHOl N0kKe 4 paza B ACHb.

[Tocrne ¢apmaneBTUYECKON SKCIEPTH3bl W TAKCHPOBKU pEIENTa MPOBU30P-TEXHOIOT TMOPYUHIT
M3TOTOBUTH JIEKAPCTBEHHBIN Mpernapar MojioioMy (apMaleBTy, KOTOPbI pacTBOPUI B MOJICTABKE B
170 mut Boawl ounieHHO 20 T CyXOro 3KCTPaKTa-KOHIIEHTPATa KOPHS anTes, MpoQIbTPOBAl Yepes
TaMIOH BaThl BO ¢utakoH, go6asui 30 mu 10% pactBopa HaTpus OeHzoaTa, 4 MII SJIMKCUpPa TPYAHOTO
u 20 M1 cupomna caxapHOTro, MepemMeliai, MPOBEepU Ha OTCYTCTBHE MEXAHMUECKUX BKJIIOYEHUN U
0 OpMUII K OTIYCKY 3TUKETKOU «MHUKCTYypay,

«BuyTpeHHee» ¢ NpeaynpeauTeIbHbIMU HAAMUCIMU: «XPAHUTh B MPOXJIAJHOM, 3aIIUILIEHHOM OT
cBera Mmecre», «llepen ymorpeOieHueM B30aNTHIBaThy, «XPaHUTh B HEAOCTYITHOM i JETel
mecTte». OdopMHUI MACIOPT MUCBMEHHOTO KOHTPOJs. IIpoBH30p-TEXHOJOr MOCIe MUCHMEHHOTO,
¢uznyeckoro M OMNPOCHOTO  KOHTPOJS  claejal  BbIBOJA, YTO  HACTOM  M3rOTOBJICH
HEY/I0BJIETBOPUTEIIBHO, U PEKOMEHI0BAII U3TOTOBUTH HOBBII.

[Ipumeuanue:

KVYO narpus 6enzoara = 0,6 Min/t;

KVYO cyxoro skcTpakTa koHueHnrpara ainres = 0,61 mi/r;

K pacx. = 1,3 mi/t; momycTuMble OTKIOHEHUs i1t o0bema cBbitie 200 vt - 1%.

1. HazoBuTe BO3MOKHBIE BApUAHTBI U3TOTOBJIEHMSI JAHHOTO JIEKAPCTBEHHOIO IIpernapara.

2. CormacHel 1 Bbl ¢ BBIBOJOM DPOBH30pa-TEXHOJIOra, 4YTO IIpenaparT H3rOTOBIEH
HeynoBieTBoputeabHo? OtBer aprymentupyiite. Odopmure OOOPOTHYIO CTOPOHY IacropTta
nucbMerHoro korTposs (I1T1K).

3. [IpuBenure mNpaBUIbHYIO TEXHOJOTMIO W3TOTOBJIEHMS JIEKApCTBEHHOTO IIpernapaTra IIo
pPELIENTYPHOM MPOIMCH € UCIIOJIB30BAHUEM CYXOI'0 IKCTPaKTa-KOHIIEHTPATa ajTes.

4. VYkaxxute 0cOOEHHOCTH U3rOTOBJIEHUS JIEKAPCTBEHHOI'O Iperapara 1o JaHHOW pelenTypHOM
IIPOIIUCH C UCIIOJIB30BAHNUEM JIEKAPCTBEHHOI'O PACTUTENIBHOTO ChIPbsl — KOPHEH anTes.

S. Odopmure ob6opotHyo U nuneByto croponsl [IIIK Ha maHHBIN JeKapCTBEHHBIN IMpenapar,
M3TOTOBJICHHBIN U3 JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIPbS.

Ilpasunvnuiti omeem:

1. BOI[HOG H3BJICYCHUC MOXHO HM3TOTOBUTH M3 JICKAPCTBCHHOI'O PACTUTCIIBHOTO CBIPbA HJIU C
UCIIOJIb30BAaHUEM CYXOI0 HKCTPAKTa-KOHLIEHTpaTa KOpHEH anTes.
2. Cornacen(na). BonHoe u3BiedeHHe M3 KOpHEW ajiTesl MpU OTCYTCTBUHM YyKa3aHUS MaccChl

CBIpBSl CleAyeT TOTOBUTh B cooTHomeHHH 1:20, To ectb HyxHO B3iThb 10 T Cyxoro skcTpakxra-
koHueHTpata (1:1). Hapymen nopsaok noOaBieHHs >KUIKUX JIEKapCTBEHHBIX cpencTB. OO0beM
o0muit onpenensaT no peuentypHoit nponucu. O6sem obumii = 200 ma + 20 ma + 4 i1 = 224 mu.
[IpupocT 00BEMa OT pacTBOPEHHUS CYyXOro 3KCTpakTa — KoHleHTpara antess = 10,0 < 0,61 mu/r = 6,1
mil. JlomycTuMBble OTKJIOHEHUs Ui JaHHoro oowsema = 200%1%/100% = 2 mu. CnemoBaTenbHoO,
HEOOXOIMMO YYeCTh MPUPOCT O00BEMA OT PACTBOPEHUSI CYXOTO AIKCTpakTa KoHIeHTpata. OO0BEM
KOHIIEHTPUPOBAHHOTO pacTBopa HaTpus 6enszoata = 3,0x10 = 30 mu. O6beM Boabl = 200 mi - 6,1 M
-30 M1 = 163,9 M.

3. B nozacraBke B pacCUNTaHHOM KOJIMYECTBE BOJBI OUMILIEHHON PacTBOPSEM PacTBOPSEM CyXOH
JKCTPaKT-KOHLIEHTPAT ajiTesi, PUIbTpyeM uepe3 TaMIOH BaThl B OTIYCKHOM (uiakoH, gobasisem 30
mi 10% pactBopa HaTpus OeHzoara. B otaenbHol nojcraBke cMmemmBaeM 20MI1 caxapHOTO CHpoIia
u 4 M rpyaHoro onukcupa. Bo  ¢Qunakon goGaBiseM  4yacTAMM  OpU  TOCTOSHHOM
nepeMenInBaHu M., IPOBEPSIOT Ha OTCYTCTBHE MEXaHUUECKUX BKIIOYEHHH, OPOPMIISIOT K OTITYCKY.

4. OcoO6eHHOCTH M3TOTOBJIEHUS JaHHOU Jek. ¢opmbl u3 JIPC: a) HAaCTON TOTOBAT XOJOIHBIM
crocoboM 0e3 HarpeBaHusl, HaCTauBalOT MpU KOMHATHOU Temneparype 30 MUH. 0) anTeiHbIil KOpeHb
1OCJI€ U3BJICUEHHS HE IMOJBEPraeTrcs OTKMMAHUIO, YTOOBI B FOTOBYIO CIHM3b HE MONAJ Kpaxmal U
KJIETOYHBIE 3J1eMeHThI; B) coriacHo ['d Hacroil roToBsT B cooTHomeHuu 5:100; r) yuyuTsiBas, 4TO
HACTOM roToBAT 0e3 oTkumanus, '@ pekomennyer Ha 100mi Hactos Opatb 6,5 cbipbs u 130 mi
BOJIbI, T.€ yuuTbhiBaTh Kpacx=1,3.

S. O6opotnas cropona IIIK: V obmmit = 200 man + 20 mun + 4 mn = 224 Ma macca
JIEKapCTBEHHOTO pacTUTeNbHOTO Chiphbst = 10,0 x 1,3 mu/r = 13,0 06beM BoabI ounmneHHon = 200 M



x 1,3 ma/r = 260 mi pupoct 06bEMa OT pacTBOpeHus: HaTpus Oenzoara = 3,0 x 0,6 mu/r = 1,8 mu
JOMYCTUMBIE OTKJIOHEHUS JUIsi JaHHOTO 00BheMa = 224 mu X 1%/100% = 2,24 mi, crieaoBaTreiabHO
npUpocT 00bEMa OT PACTBOPEHUS HATpUsI OEH30aTa HE YUYUTHIBAIOT.

JInuesas cropona I1IIK:

Jlara Penerit Ne

Radicis Althaeae 13,0

Aquae purificatae 260 ml

Natrii benzoatis 3,0

Sirupi simplicis 20 ml

Elixiris pectoralis 4 mi

V oOuuii = 224 mn +/- 2,24 mn

IMoanucu.

3ananue 52. CuTyallmoHHas 3a7a4a

B peuentypHO-IpOM3BOACTBEHHBIA OTIEN ANTEKH NOCTYNHJI PELENT, COAEPkKAUIUU CIIECITYIOLIYIO
IIPOIIUCH:

Rp.: Dibazoli 0,004

Papaverini hydrochloridi 0,02

Theobromini 0,2

M.f. pulv.

D.t.d Ne 10

S. ITo 1 nopomiky 2 pa3a B J€Hb.

[TpoBu3op-TexHomor mocie (apMaleBTHUECKONH SKCIEPTU3bl pelenta M TaKCUPOBKU MOPYYHII
M3TOTOBUTH JIEKAPCTBEHHBIN MpernapaT MOJIOJoMy (apmalleBTy, KOTOPBIN cenal HEeoO0XOJauMbIe
pacuéThl, U3TOTOBWJI MOPOILIKOBYIO CMECh, OOPMUIT MACHOPT MUCBMEHHOT'O KOHTPOJS M OTJAN Ha
npoBepky. [Ipu KomuyecTBEeHHOM aHaiu3e OBUIO YCTAaHOBJIEHO, YTO COJAEpKaHue aubaszoiia B
MOPOIIIKAaX HE YKJIAJbIBAETCS B IOMYCTUMbIE HOPMbI OTKIIOHEHHIA.

[IpoBeneHne OmMpoOCHOrO0 KOHTPOJIS IOKa3zajao, 4yTo (¢apmaueBT u3Menpuui B crynke 2,0r
TeoOpomuHa, momectun B cTynky 0,04r nubazona, u3Menbuni, cMemian, nodasun 0,2r mamnaBepruHa
TUAPOXJIOPHUIA, U3MEITBUYMWI U CMEIIal 0 OJHOPOIHOCTH. [IpOBHU3OP-TEXHOIOT clenan BBIBOJ, YTO
MOPOUIKU U3TOTOBJIEHBI HEYIOBIETBOPUTENBHO, U PEKOMEHI0BAI U3TOTOBUTH UX BHOBb.

1. JlaiiTe XapaKTepUCTUKY JeKapCTBEHHOH (opme, MPUBEIEHHON B IPOIHCH.

2. CornacHsl M Ber ¢ BBIBOJIOM MIPOBU30paA-TEXHOJOTA, 4yTO
npemnapar M3TOTOBJIEH HEYI0BIeTBOpUTENbHO? OTBET apryMeHTUpYIiTe.

3 UYro Takoe Tputypauus? Koraa u ¢ kakoi 1efblo €€ UCIOIb3YI0T?

4. Kak BbIOMparoT pa3BeieHue TPUTYpaLK IPU U3TOTOBJICHUH NOPOLIKOB?

5 HpI/IBCI[I/ITe MPAaBUJIbHYIO TCXHOJIOTHMIO U3TOTOBJICHHUS MMOPOIIKA 11O ITPOITHCH.

Ilpasunvrwviii omeem:

1. B peuente BbIMNMCAH CIIOKHBIN AO3UPOBaHHBIN MOPOIIOK JJIi BHYTPEHHETO NMPUMEHEHHU. B
coorBercTBUM ¢ ['®XIV ODC.1.4.1.0010.15 «Ilopomku», MOPOIIKH — JIEKapCTBEHHas (popma,
COCTOSINIAass M3 TBEPABIX OTHENBHBIX CYXHX YacTUIl Ppa3IU4YHON JUCIIEPCHOCTH, oO0Jaaaromas
CBOMCTBOM chinydyecTH. (OCOOEHHOCTb M3TOTOBJIEHHUSI CBSi3aHAa C COJAEpKaHHMeM Jubazona B
konudyectBe MeHee 0,05 © Ha BCIO MOPOIIKOBYIO MacCy, YTO HE IIO3BOJIIET OOECIeYnTh
OJIHOPOJAHOCTh CMECH U TOYHOCTB €0 J03UPOBAHMSL.

2. Ha, cornacHa.llpenapar npuroToBieH HEYAOBIETBOPUTENBHO, TaK KaK KOJIMYECTBO quba30ia
Ha Bcro Maccy nopomika 0,04 3o menee uem 0,05, mosToMy Hafo OBLIO UCIIOJIB30BATh TPUTYPAIUIO
(1:10).

3. Tputypanus — nopomkooOpasHasi CMeCh SJJOBUTOTO WJIM CHJIBHOJCHCTBYIOIETO BELIECTBA C
UHAU(PGEPEHTHBIM HAMOJHUTENEM (Yalle ¢ MOJOYHBIM caxapoMm) B cooTHouleHusx 1:10 umum 1:100.



TpuTypaiuu UCNOIB3YIOT, €CIU SJOBUTOTO WM CHIIBHOAEHCTBYIONIETO BemiecTBa Boimucano 0,05
Y MEHEE Ha BCIO MOPOIIKOBYIO MaccCy.

Hcnonp3oBaHue TpUTypaluil BEI3BAHO JBYMsI IPUUMHAMU:

- HEBO3MO>KHOCTh OTBECUTDH C JJOCTATOYHOM TOUHOCTHIO HABECKY BemecTBa maccoit menee 0,05 r Ha
PYYHBIX OJJTHOTPAMMOBBIX Becax;

- HEBO3MOXXHOCTb PAaBHOMEPHOTO PACIPEICICHUS MaJOro KOJIMYECTBA BEIECTBA CIHCKA A WIH
cnucka b B oOmieit macce mopomka. Mcronb3oBaHue TpUTypaluu 00ecliedrBaeT paBHOMEPHOE
pacripesiefiecHue MaJloro KOJIMYECTBA SIAOBUTOTO WJIM CHUJIBHOJEUCTBYIOIIETO BEIIECTBA B 0OIIEH
Macce MOpoUIKa ¥ TOYHOCTh T03UPOBAHMUS.

4. Bri6op pa3BeneHust TpUTypaluy 3aBUCUT OT MAcChl SIIOBUTOTO WJIM CHIJIBHOJEHCTBYIOLIETO
BEIllECTBA Ha BCe J03bI nopoiika. Eciu Bemecta Boinucano B koauyectse 0,01-0,05 1, ucnonb3yroT
tputypauuto 1:10, menee 0,01 r — tpurypauuto 1:100.

5. B crynke msmenpuator 2,0 T TeoOpomuHa, M00aBISIOT M M3MenbuaroT 0,2 T MamaBepuHa
TUAPOXJIOpHAa (COOTHOIICHHE WHTPEANCHTOB He mpeBbimaer 1:20), 3arem poGammsitor 0,4 T
Tputypauuu aubazona (1:10), Bce cmemmBarOT 10 OJHOPOAHOCTH. I[IpoBepsIOT OIHOPOAHOCTH
cmecu. Jlosupyrotr no 0,26 T yncaoMm 10 ¥ ynmakoBBIBAIOT B BOILICHBIE HJIM NapadUHUPOBAHHBIC
Karcylbl 1 KOpoOKy win nakeT. OQopMIISIOT K OTIYCKY.

3ananue 53. CutyanmoHHas 3a1a4ya

B peuentypHO-pOM3BOJACTBEHHBI OTAEN ANTEKH MOCTYIWJ PEUENT, COAEPM AU CIeIyIOLIYIO
MPOIIHCH:

Rp.: Laevomycetini 2,5

Acidi salicylici 1,0

Spiritus aethylici 70 % 50 m

M.D.S. IIpu THOHHUYKOBEIX 3200JICBAHUSX KOXKHU.

[IpoBU30P-TEXHOIOT MOC/IE TPEIBAPUTEILHON  (hapMaleBTUUECKOW OKCIIEPTHU3BI U
TaKCHPOBKHU TOPYYHJI M3TOTOBUTH JIGKAPCTBEHHBINA TIperapar moijoaomy ¢dapmaneBtry. ToT caenan
HEOOXOaUMbIe PACUYEThl, U3TOTOBWJI PACTBOP MO JAHHON MPOMHCH, OPOPMUI JHIEBYIO CTOPOHY
MacropTa MUCbMEHHOTO KOHTPOJISL U 0TIl IPOBU30PY-TEXHOJIOTY Ha MMPOBEPKY.

[Tpu mpoBeneHHUH OMPOCHOTO KOHTPOJIS BBISICHUIIOCH, UYTO (hapMalleBT M3TOTOBUJI JIEKAPCTBEHHYIO
dbopMy B aCCHUCTEHTCKOM KOMHare. B CTyNnKy MOMECTHSI JI€BOMHUIIETHH, KUCJIOTY CAIHUIHIIOBYIO U
m3menvuni. [IpousBen paszbaBneHue »TaHoda, cmemaB 36,5M1 96% coupra u 13,5M1 Bozbl
OuMIlleHHON. BHeC 1Mo JacTsiM BOJHO-CIIUPTOBYIO CMECh B CTYIIKY, cMemiai. PacTBop mepeHec BO
dmakoH Ui oTIMycKka TeMHOoro crekia. Ogopmun sTukeTkon «HapyxHoey,

«XpaHHUTh B TIPOXJIAJTHOM MeCTe», «XpaHUTh B 3aIUIIEHHOM OT CBETa MecTe», «bepeub oT orus»,
«XpaHUTh B HEJOCTYMMHOM MJisi AeTed mecte». Ha obopoTe perenta ykaszan y4€THOE KOIHYECTBO
CIIMpTa, BBINKCANT CHUTHATYpy. [IpOBHU30p-TEXHOJOT Ccieial BBIBOJ, YTO TMpernapaT H3rOTOBIEH
HEYJI0BJIETBOPUTEIBHO.

1. JlaiiTe XapaKTepHCTUKY JIEKapCTBEHHOH (opmMe, MNpHBEIEeHHOM B pelenTypHOR

npornucu. C 4eM CBsi3aHbl 0COOEHHOCTH €€ U3TOTOBIEHUS U 0OPMIICHHUSI K OTITYCKY?

2. CormacHel  Jn Ber ¢ BBIBOJIOM IIPOBHU30pa-TEXHOJIOTA, 4TO
npenapar U3TOTOBJIEH HEYAOBIETBOPUTENBHO? OTBET apryMEHTUPYHTE.

3. Kak paccuntsiBator ¢pakTuyeckuit 00beM pacTBOpa M KOJMYECTBO CIUPTA A yuéTa?

4. IIpuBeauTe NpaBUIBHYIO TEXHOJIOTHIO PacTBOpa 10 IaHHOM MPOMKCH.

5. [lepeuncnure cnUpTOBBIE  PACTBOPBI,  BBIIyCKaeMble (papMalieBTUUECKON

MPOMBIIUIEHHOCTBIO (HE MEHEE TPEX).

Ipasunvuviti omeem:

1. B penente mpomucaHa skuakas JeKapcTBeHHas (opma Ui Hapy»XHOTO MPUMEHEHHS —
CIIUPTOBOM pPACTBOp CJIOXKHOI'O COCTaBa, HE BBIIYCKAEMbIM IPOMBIIIIEHHOCTHI0. CHUPTOBBIE
pacTBOpPBl TOTOBSIT MaccOo-OOBEMHBIM CIHOCOOOM MpsSMO BO (UIaKOH JUIsl OTIYCKa, TaK Kak



pacTBOpUTENb — JeTy4asl KHUAKOCTh. OCOOEHHOCTH U3TOTOBJICHUS CBSI3aHbI C HAJMUYHUEM B IIPOIUCH
AHTUOMOTHKA, HEBOJHOTO  JIETY4ero  pacTBOPUTENs, a TaKkKe SIBICHUS  KOHTPaKIUH,
COTMpOBOXKAAOIIEro pazbamieHue sTaHona. OdopmieHHe K OTIYCKY OOYCIOBIEHO MpeIMETHO-
KOJIMYECTBEHHBIM YUETOM CIIMPTA 3TUJIOBOTO.

2. Ha, cornacHa(en). M3roroBieHHe HEYAOBICTBOPUTENBHOE [0 CJIACAYIOUIMM MPUYHUHAM.
Hanuune B mponucu aHTHOMOTHKA — JIGBOMHIIETHHA OOYCIIOBIMBAET M3TOTOBJICHHE Iperapara B
ACENTHYECKUX YCIOBUSAX. DTAHOJ ABIISETCS JIETYYUM PACTBOPHUTENIEM, TOATOMY H3-3a OTEPh €ro He
ClIeflyeT TMOMeIaTh B CTYIKY, a TOJBKO - BO (prakoH Juist oTmycka. IIponrcanHbie TeKapcTBEHHBIE
BEIIECTBA JIETKO PACTBOPUMBI B 3TaHOJIE U HE TPeOYIOT u3MesbueHus B crynke. [Ipu pazbaBienun
cnHpTa HaOMIOIAaeTCs SABJICHHE KOHTPAKINH, (CyMMa 00BEMOB HUCIIOIB30BAHHOTO KPEMKOTO CIIUPTA U
BOJIbI OYMIIICHHON JOJKHA OBITH OoJbiie 50 mir).

3. dakTH4ecknii 00BEM JAHHOTO CIHUPTOBOTO pacTtBopa Oombime 50 M, 4TO OOYCIOBIEHO
pacTBOPEHHEM TBEPJBIX BEUIECTB, CyMMapHOE CoOJep)KaHHe KOTOpbIX mpeBbimaer 3%. O0beM
pacTBopa CKJIajabpIBaeTCs M3 O0BbEMa CHHpPTa OSTHIOBOIO U TPOU3BEICHHH MacChl Ka)JI0ro
JICKapCTBEHHOI'O BEIECTBA HA €ro Ko3(pPUIMEeHT yBenuueHus odbema. Maccy HCHOIb30BaHHOTO
CIupTa Y4YETHOM KOHILIEHTpAalMM OTpa)kaldT Ha 00OpOTE pELEeNTa B COOTBETCTBUU C JaHHBIMU
ankoronemeTrpuyeckux Tabdbmui (mpukaz M3 PD ot 26 oktsa6psa 2015 r. Ne 7511) unu maccy cnupra
YUETHOM KOHIIEHTpALUM HaXOASAT IYTEM YMHOXEHUS ero o0bema Ha IuIoTHOCTh. B nannoit JID
ornyiueHo 29,45 cnupra 3tunosoro 96%.

4. B acenTuueckux ycioBHSX B CTEPUJIBHBIM (PIIAKOH JIJIsl OTIyCKa U3 CBETO3ALUTHOTO CTEKJa
MOMEIIAIOT OTBEIIEHHOE KOJMYECTBO JICBOMUIIETHHA U CATHUIIMIIOBOM KUCIOTHI. B MepHOM IIMIIMHIpE
npoBoIAT pazbaBieHue Boaon 96% crupra no nomyuenust S0 ma 70% cnupra, KOTOPBIH BHOCST BO
¢dmakon s ormycka. drakoH YKYMOpUBAIOT, JEKAPCTBEHHBIE BEILIECTBA PACTBOPAIOT MPHU
B30anThIBaHUU. KOHTPOIMPYIOT MOJHOTY PACTBOPCHHSI M OTCYTCTBHE MEXAHHUYCCKUX BKIFOUYCHHM.
O opMISIOT K OTITYCKY.

S. PactBop kucnots! canmnuinoBoi 1 wiu 2%, pacTBop KuciaoTel 6opHO 3%, pacTBop Homa 5%,
pactBop Pypaumiuna 1:1500, MenoBasuH u ap.

3ananue 54. CutyalmoHHas 3a1a4a

B peuentypHO-pOU3BOJCTBEHHBIH OTAEN aNTEKH MOCTYMHWII PEUENT, COAEPX AU CIeIyIOLIyI0
MIPOTIHCH:

Rp: Anaesthesini 1,5

Methyluracili

Sol. Vitamini E oleosae 5% ana 5,0

Ol. Helianthi ad 100,0

M. D. S. Jlng TaMnoHOB.

[TpoBu3Op-TEXHOJOT TMOCE TMPEIBAPUTETHLHON (DapMaleBTHUECKON JKCIEPTU3bl U TAKCHPOBKHU
MOpPYYMJI M3TOTOBHTH ATOT JIEKApCTBEHHBIM mpemapaT wmojoaoMmy ¢dapmarneTy. ToT cuenan
HEOOXOAUMBIE PacU€Thl, OBICTPO M3TOTOBMJI JIEKAPCTBEHHYIO (PopMy, 0DOPMUI JTUIEBYIO CTOPOHY
NacrnopTa NUCbMEHHOI'O KOHTPOJS U OTAAl IMPOBHU30PY-TEXHOJOrY Ha mpoBepKy. [Ipu mpoBeneHun
OTMPOCHOTO KOHTPOJISI BBISICHUJIOCH, YTO (papMarleBT MOMECTHJI BO (iaakoH s oTmycka 1,5
aHecte3uHa, 5,0 metwiypanuia, 5 mi pactsopa Butamuna E u 100,0 noaconueunoro macna. ®@nakox
YKYIOPHJI U Harpen Ha BOASHOW OaHe. JlekapcTBeHHBIN MmpemapaT oQOPMILT K OTIIYCKY ITUKETKOM
«HapyxHuoe». [TpoBuzop-TexHoIOT caenan BBIBO]I, 4TO npemnapar W3TOTOBJICH
HEY/I0BJIETBOPUTEIIBHO.

1. Kakas nexapctBeHHas (popma nmpuseseHa B nponucu? OxapakTepusyiTe ee Kak AUCIEPCHYIO

CUCTEMY.
2. B YeM  COCTOMUT MIPaBUIIO mpod. JlepsruHa,  HCMIOIB3yeMOEIPH
(bOpMHUPOBAHHUH CYCIIEH3MOHHBIX CUCTEM?
3. Cormacupl  1Hu Ber ¢ BBIBOJIOM MIPOBU30PA-TEXHOJIOTa, 4TO

npenapar M3TOTOBJIEH HEYIOBIETBOPUTENbHO? OTBET apryMeHTHPYHTE.



4. KaxoBa parioHaJIbHasi TEXHOJIOTHS JICKaPCTBEHHOM (hOpMBI?
5. Kakue BuABl BHYTPHANTEYHOTO KOHTPOJS HCIIONB3YIOTCS TMPH OICHKE KadecTBa JaHHOTO
npemnapara?

Ilpasunvrwiii omeem:

1. B peuente nmponucana jiekapcTBeHHas popma s HapyKHOTO IPUMEHEHUS CII0KHOTO
cocTaBa, KOMOMHUPOBAHHBIN JIMHUMEHT, TaK KaK MaclIsHbIi pacTBop BuTtamuHa E cmemmBaercs

C TIOJICOTHEYHBIM MacjoM, AHECTE3UH PaCTBOPUM B MOJICOIHEUHOM Macie 1:50 (romoreHHas
cucrtema), Metuypaiii He paCTBOPUM B Maciie U 00pa3yeT CyCIeH3HIO.

2. «Ans  momydeHHMsT TOHKO  M3MEJIBYEHHOTO  JIEKAPCTBEHHOI'O  BEUIECTBAa IPU €TI0
JTUCTIEPrUPOBAHUN PEKOMEHAYETCSl J00aBISTh PAaCTBOPUTENb B MOJOBUHHOM KOJIMYECTBE OT MAaCChI
M3MEJIbYAEMOT0 JIEKAPCTBEHHOT'O BEILIECTBAY

3. Ha, cornacua(en). U3rotoBienue HeyAOBIETBOPUTEIHHOE MO CIEIYIOIIUM IPUYUHAM.
MacnsHbiii pacTBop ButamuHa E no3upyercst mo macce Bo (1akoH AJIs OTITyCKa, €ro He

CJIeTyeT HarpeBaTh, YTOObI HE CHUKATh CTAOMIIBHOCTb.

AHECTE3H U METWIypaluia MPeiIBAPUTEIILHO HYKHO M3MENbUUTh U PAaCTBOPUTH, MOJIYUUB U3 HEE
MyJbITY.

HyxHo npoBecTH pacuer KOJIMuecTBa Macia MOJICOJIHEYHOIO ¢ yYETOM TOr0, YTO

JeKapcTBeHHas (hopma M3roTaBlIMBaeTCs o Macce (mpukas oT 26 oktaops 2015 r. Ne 751 n).

[Ipu oTmycke mnpenapaT AODKEH OBITh CHA0XEH OMOJHUTEIBHBIMH TPEAYPEAUTEIbHBIMA
HAAMUCSIMU: «XPaHUTh B IPOXJIATHOM, 3AIUIIEHHOM OT CBETa MECTEY,

«Ilepen ynorpedieHuem B30aIThIBaThy, «XPaHUTh B HEIOCTYITHOM JUIs IETEH MecTe».

4. Jlia Hauana B CTYNKY B3BEIIMBAIOT M Jo0aBisioT 1,5 Anecresuna u 5,0 MeTmiypauuia,
U3MEJIBYAIOT, 3aTeM 110 npaBuily JlepsruHa 100aBigiOT B MOJOBUHHOM KOJIMYECTBE OT BCEH MaccChl
B3BEIIIMBAEMBIX BEIIEeCTB, OCHOBHI Macia [loaconHeunoro, T.e. Ha 6,5 o0uieil Macchl MPUXOIUTHCS 3
MJT OCHOBBI, JOOABJISIFOT B CTYINKY U romemuBarT, 100-3 mi-5 Mn=92, nanee 1o0aBisSIOT OCTABLHBIC
92 M1 Macna IOJICOTHEYHOTO U TOJILKO B KOHIIE JOOABIISIFOT pacTBOp BuTamuHa E. 3aTem momemaor
Bce B OTHyckHOW QuakoH. Odopmisiem stukerkoit «Hapyxknoe» u «llepen ymorpeGnennem
B300NTaThY», «XpaHUTh B HEAOCTYITHOM JIsI IETE MecTe»

S. [Ipukazom MunzapaBa Poccum ot 26.10.2015 N 751 «OO yTBEp)KIAEHUM IpPaBUI
M3TOTOBJIEHUSI U OTIIYCKa JIEKAPCTBEHHBIX IIPENAPATOB JJI MEIULMHCKOTO MPUMEHEHHS allTEYHBIMU
OpraHM3alUsIMH, WHIUBUAYAIbHBIMH  TPEANPUHUMATENAMH, HMMEIOIIMMU  JIMLIEH3UIO  Ha
(apMaleBTUYECKYIO AEATEIbHOCTD) periaMeHTHPOBAHbI

O06s13aTenbHbIE BUABI KOHTPOJIS:

. MUCbMEHHBIH KOHTPOJIb (MIPOBEpPKa COOTBETCTBHS 3amKceldl B MAclopTe MNHCbMEHHOIO
KOHTPOJISI IPOTIHMCHU B PELEITE, MPAaBUILHOCTH POU3BEIEHHBIX PacUE€TOB);

. OpraHOJIENTUYECKHI KOHTPOJIb (ITPOBEpKa MO MOKa3aTeNlsiM OMMCAaHUE — BHEIIHUMN BUJ, 1IBET,
3amax, OTCYTCTBUE BUAMMBIX MEXaHUYECKUX BKIIIOUEHUH);

. KOHTPOJIb TNpPH OTHYCKE (COOTBETCTBHE YMAKOBKM (U3UKO-XUMHUYECKHUM CBOMCTBaM
BXOJLINX JIEKAPCTBEHHBIX BEIIECTB, HOMEpAa Ha pELEeNTe W HOMEpa Ha 3TUKETKe, (aMIINu
00JBHOTO Ha KBHUTAHIMHU, (paMHUIMM HA STUKETKE M peleNTe WM ero KOMHM, KOMHUH pPeLenToB
MIPOTIHCSIM PEIIETITOB).

B kauyecTBe BEIOOPOYHOTO KOHTPOJISI MOXKET OBITh IPOM3BEICHBI:

. OIIPOCHBIN
. ¢buznueckuit
. XUMHYECKUN

3ananue 55. CuTyanmoHHas 3a1a4a

B pCI_ICI'ITypHO-HpOI/ISBOI[CTBGHHBIﬁ OTAC allTCKHU HNOCTYyNUJI PCUCIT, co;:[epxcaumﬁ CJICAYIOIIYIO
MPOIHUCEH:

Rp.: Dimedroli 2,0

Acidi salicylici 5,0



Lanolini

Vaselini ana 50,0

M.D.S. Ma3sb aJ1s pyk.

[IpoBu30Op-TEXHOJIOT TMOCHE TNPEABAPUTEIBHON (hapMaIleBTUYECKONH OJKCIEPTH3bl M TAKCHUPOBKH
HOPYYMJI U3TOTOBUTH 3TOT JIEKAPCTBEHHBIN IIpenapaT MoJIOIOMY (apMalleBTy.

Tor cpenan HeoOXoauMble pacy€rbl, OBICTPO M3TOTOBHJ JIEKAPCTBEHHBIM Iperapar IO JaHHOU
OponucH, OQOPMUI JIMLEBYIO CTOPOHY IAaclopTa MHUCbMEHHOIO KOHTPOJII M OTAa]d IPOBU30PY
TEXHOJIOTY Ha IIPOBEPKY.

Ilpn mpoBeeHHH OMPOCHOTO KOHTPOJIS BBIACHWIOCH, YTO (hapMaleBT MOMeCTH] B (aphopoByro
YalKy JAaHOJIMH Oe3BOJIHBIN, Ba3eJIMH M HAarpesl CMech Ha BOJSHON OaHe 70 paciuiaBieHus. B ctynke
U3MEJbYMI JUMEIPOSI U KUCIOTY CaluIIoBYl0. BHec B cTynky cMech u3 (appopoBoil yalku.
CwMmemran u nepeHec BO (UIakOH OPAHKEBOTO CTEKJIA. YKYMOPWI U OGOPMHI K OTIIYCKY STHKETKOU
«HapyxHoe», npenynpeanTesbHOW HaAlIUChIO:

«XpaHUTh B MPOXJAJHOM, 3aILULIIEHHOM OT CBE€Ta MECTe», «XPaHUThb B HEAOCTYIIHOM Jis JETeH
mectey. [IpoBU30p-TEXHOJIOT cesnall BbIBOA, YTO Ma3b U3rOTOBJIEHA HEYIOBIETBOPUTEIBHO.
[Ipumeuanue: pactBopuMocTh aAuMeapona B soge 1:0,35,

JOMYCTHMBIE OTKJIOHEHHsI B Macce Ma3u cBbiiie 100,0 coctaBmsitoT +/- 2%.

1. KaxoBbl 0011111€ npaBuia BBEICHUS JIEKAPCTBEHHBIX BELIECTB B Ma3€BbI€ OCHOBBI?

2. Yro Takoe KOMOMHUPOBAaHHbBIE Ma3U?

3. Oxapakrepu3yiiTe IPUBEIECHHYIO B IPONKCH Ma3b KaK AUCIIEPCHYIO CUCTEMY.

4. Cornmacupl Jiu Bbl Cc BBIBOJOM IPOBHU30PA-TEXHOJIOTA, 4YTO MpernapaT M3roTOBIEH
HEeYyJ0BJIETBOpUTEIbHO? OTBET apryMEHTUPYHITE.

S. [IpeuiosxuTe ONTUMAaIbHBINA BapUaHT TEXHOJIOIMU U3TOTOBIICHUS JIEKAPCTBEHHOTO IIpenapara

1o npuBeAeHHOM nponucu. OdopMuTe IMLEBYIO0 CTOPOHY NacnopTa nucbMeHHoro koHTpods (I1IK).

IIpasunvnviti omeem:

1. JlekapCTBEHHbIE BEIIECTBA BBOJSAT B Ma3eBble OCHOBbI B COOTBETCTBUU C HX (U3UKO-
XUMHAYECKHUMHU

CBOWCTBaMH:

€CITH JIEKapCTBEHHBIE BEILIECTBA PACTBOPUMBI B OCHOBE, TO BEIIECTBA JTUMOMUIBHOTO

XapakTepa pacTBOPSIIOT B PACIUIaBICHHON OCHOBE; BEIECTBa FMAPO(UIBHOTO XapakTepa
PacTBOPSIOT HETIOCPEACTBEHHO B OCHOBE MJIM B MUHHMAaJIHHOM KOJMYECTBE BOJIBI;

€CJIM JIEKapCTBEHHbBIE BEILIECTBA HEPACTBOPUMBI HU B OCHOBE, HU B BOJIE, TO OHU

BBOJISITCS 110 TUITY CYCIIEH3UHU C YUETOM CoJIepKaHus TBEpoil ¢a3zel: 10 5%, oT 5% 10 25%,
6omee 25%;

€CITH JIEKapCTBEHHBIE BEIIECTBA PACTBOPUMBI B BOJIE, HO HEPACTBOPHMEI B OCHOBE, TO UX
pPacTBOPSAIOT B BOJIE € MOCIEAYIOUIUM 3MYJIbIHPOBAHUEM KOMIIOHEHTaMU OCHOBBI.

Cyxue U TycThle SKCTPAKTHI MPEIBAPUTEIFHO PACTHPAIOT C PAaBHBIM KOJIMYECTBOM CHHPTO-BOIHO-
[IIMIEPUHOBOM CMeCH.

2. KomOnHupoBaHHBIE Ma3K — 3TO COYETaHNE HECKOJIBKUX TUIIOB AUCIIEPCHBIX CUCTEM,
00yCJIOBJIEHHOE Pa3InYHBIMU (PU3MKO-XMMHUYECKUMHU CBOMCTBAMH JIEKAPCTBEHHBIX BEILIECTB U
pa3HBIM CIIOCOOOM UX BBEICHHUS B OCHOBY.

3. B peuiente mponucana msrkas JekapcTBeHHas popma i HapyKHOTO IPUMEHEHHUS -
reTeporeHHasl KOMOMHMPOBAaHHAs Ma3b, COCTOALIAS U3 YMYJIbCUOHHON Ma3u (IMMenpoI rmocie
pacTBOpeHUS B BoJie 00pa3yeT Ma3b-3MYJIbCUIO) U CYCIIEH3MOHHON Ma3H (CaTMIMIIOBasl KUCIIOTA).
4. Ha, cornacHa(eH). M3roToBieHne HEYA0BIETBOPUTEIBHOE MO CIEAYIONIMM MPUYHNHAM.
Heo0xoauMocTy B TIIaBIEHUN OCHOBBI HET.

ConeprkaHue KUCIOThI CATUIMIIOBOM B Ma3H COCTaBIIsAET MeHee 5%, OTOMY €€ HYKHO
U3MENBYHTH 10 IPaBUITY JlepsaruHa co BCIOMOTATEeNbHOM KHUIKOCTBIO POACTBEHHOW OCHOBE -
BA3€JIMHOBBIM MacjOM B KOJIMYECTBE 72 OT MAaCChl U3MEIbYAEMOT0 JIEKapCTBEHHOI'O BEIIECTBA.
JumMenpo HeoOX0IMMO TIPEABAPUTEITFHO PACTBOPUTH B BOJIC OUHMIIIEHHOH C y4ETOM
pPacTBOPUMOCTH.

5. B cTynky momeniaroT OTBemeHHOE KOJTMYECTBO CATUIIMIIOBON KUCIOTHI, U3MEBYAIOT C



Ba3EJIMHOBBIM MacjoM (MPUOIU3UTETBHO 2,5 T).

I1o gacTsam ,Z[O6aBJI5IIOT Ba3CJIMH, CMCHINBAIOT 10 OAHOPOAHOCTH. OTO,[[BI/IFaIOT Ma3b Ha
Kpail CTYIKH.

B ocB0OOAMBIIIYIOCS CTYIIKY OTBELIMBAIOT JUMEAPOJI, pacTBOPAIOT B 0,7 M BOJBI
OUYHUIICHHOH, MOTYYEHHBIN pacTBOP AMYJIBIUPYIOT JJAHOJIMHOM BOJHBIM 70 00pa30oBaHUs
OJTHOPOAHOM Macchl. CMENIMBAIOT CYCIICH3UOHHYIO U AMYJIBCHOHHYIO Ma3b.
[TocnenoBaTenbHOCTH U3TOTOBJICHUS CYCIIEH3MOHHOM U AMYJILCUOHHOMN YacTeil
KOMOWHUPOBAHHOHN Ma3u He ABISETCA NPUHIUIHAIBHOHN (TaKXKe BEPHBIM BAPHAHTOM
TEXHOJIOTHH SIBJISIETCS U3TOTOBJICHUE B MIEPBYIO OUEPEIb SMYJIbCUOHHON YacTH Ma3u).
I'oToByr0 Ma3b mepeHOCAT B 0aHKY U OOPMIISIFOT K OTITYCKY.

JIuuesas cropona I1IIK

ara

Pentenit 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
Tloamucw.

3amanue 56. CuTyalioHHast 3aa4a

B peuenTypHO-TIpOU3BOJACTBEHHBIA OTHEN ANTEKH IMOCTYNWJI PEIENT, COIACPKALINA CIEeTyIONIyIO
IPOIKCH:

Rp.: Natrii benzoatis 2,0

Liquoris Ammonii anisati 5 ml

Sirupi sacchari 5 mn

Aquae purificatae 180 ml

M.D.S. Ilo 1 cr.;1. 3 pa3a B J1cHb.

[TpoBU30p-TEXHONOr TMOCe MpelBapUTENbHON (papMaleBTUYECKOH S3KCIEepPTU3bl U TaKCHPOBKU
MOPYYHJI H3TOTOBUTH 3TOT JIEKAPCTBEHHBIN NpenapaT GpapMareBTy.

Bo ¢unakon nmist ornmycka ormepuBaroT 160 mi Boasl oumineHHod, 20 mi 10% pacTBopa HaTpus
oenzoata (1:10), 5 mu1 cuporna caxapHOro W B MOCIEIHIO OYepeb - 5 MJ HallaThIPHO-aHUCOBBIX
Karesb. CMEIuBaloT, YKyIOpUBaIOT, 0QOPMIISIOT STUKETHOM

«BHyTpenHeey.

1. JlaiiTe OLleHKY JIeKapcTBeHHOM hopMbl. OnieHuTe neicTBus papMareBTa.

2. KaxoB anroputm neiicTBuil mpoBU30pa M0 N3rOTOBJIEHUIO TaHHOM JIEKapCTBEHHON (HOpPMBbI?
3. B cooTtBercTBUM ¢ KakuMu IpukazamMu MuH3apaBa Poccunm nomkeH  coOnmoaThes
CaHUTAPHBIM PEXKUM MPU U3TOTOBIEHUU NPONHCUH?

4. OO6ocHyiiTe OlIeHKY KauecTBa JEKapCTBEHHOTO Mpernapara.

5. VYkaxure papMakoTepaneBTHYeCKOe JeiCTBUE MPOIUCH.

Ipasunvuviti omeem:

1. Brinucana xuakas gekapcTBeHHast popMa il BHyTPEHHET0 MPUMEHEHUS,

IpeCTaBiIsIomas co00i KOMOMHUPOBAHHYIO CUCTEMY: UCTHHHBIN pacTBOp HAaTpus OeH30aTa U
CYCII€H3HI0, MTOJIYYeHHYIO KOHAEHCAlMOHHBIM METOJIOM (HAIIaThIPHO-aHUCOBBIE Karljin).

@®apMaleBT HEBEPHO BBEJ HAIIATBIPHO-aHNUCOBBIE KAIlJIM, T.K. IPH TAKOM BBEJIEHUU Ha IIOBEPXHOCTH
U CTeHKax (hjlakoHa MOSBISIOTCS MaciisHbIe MSITHA, a B JajbHEHIIeM KpYIHbIEe KPUCTaIbl aHEeToJIa
(KOMIIOHEHT aHMCOBOTrO Macja). HalaTelpHO-aHMCOBBIE KaIUIM Mepes] MOMEIIeHHEM BO (IIaKoH
HEOOXOUMO CMEIaTh C CaXapHbIM CHPOIIOM WM C PaBHBIM KOJIMYECTBOM MHUKCTYPBI, BO (IaKOH



N00aBIIATh YaCTSIMU IIPU MOCTOSHHOM IIepeMelINBaHuU. B 3TOM citydae mostydaeTcst TOHKasi B3BECh
aHeToJja.

2. [Ipu cmemmMBaHUM HAIIATBIPHO-AHUCOBBIX Kalellb, cocTosmux U3 2,81 r Macna

aHuCoBOro, 15 mi pactBopa ammuaka, 10 100 M civpra, ¢ BOJHBIMU PACTBOPAMHU BBIAEISAETCS

HE pacTBOPUMBIH B BOJE KPUCTAIUTMUECKHUI aHETOJI.

Amneron siBisiercss TUAPO(GOOHBIM BEIIECTBOM M HYXAaeTcss B crabmiuzarope. s Toro, 4roObl
UCKJIIOUUTh BO3MOKHOCTh IPUIJIMIIAHKSI QHETOJIA K CTEHKaM (IakoHa, B

OTJIEIIbHOM CTaKaHYMKE CMELIMBAIOT MJI CAXapHOI'0 CHpONa U 5 MJI HalllaThIPHO-aHUCOBBIX

Karelb.

CMmech yacTAMU IpyU IepeMEIIMBaHUN JOOABISIOT K paCTBOPY B CKIISIHKY JUISI OTITYCKa.

TiaTenpHO NepeMeInBaroT.

[Ipu oTcyTCcTBHU B IPOIIUMCH CUPONOB HAIIATHIPHO-AHUCOBBIE KaIlJId OCTOPOXKHO

N00aBIISAIOT K MUKCTYpE TaK, YTOOBI )KUAKOCTh HE IOMaia Ha FOPJIbIILIKO (JIaKoHA.

@DJ1aKOH YKYMOPUBAIOT IJIOTHO TUIACTMACCOBOM MPOOKOI ¢ HABUHYHUBAKOIICHCS

KPBILIKOM.

Cornacuo npukazy M3 PO ot 26.10.2015 r. Ne 7511, ohopMISIFOT STHKETKAMHU:

«BHyTpenHee», «XpaHUTh B MPOXJAAHOM U 3alIMIICHHOM OT CBETa MecTe», «XpaHuThb B
HEJIOCTYITHOM JuIs AeTeit mectey, «llepen ynorpebiennem B30anThIBaTh.

3. [Tpukaz M3 P® ot 26 okts6ps 2015 r. Ne7511 «O06 yTBep>KIeHUH MPABUII U3TOTOBICHUS U
OTIIYCKa JIEKaPCTBEHHBIX MPENapaToB il MEIUIUHCKOTO IPUMEHEHUS allTeYHbIMU OPraHU3alUsIMH,
UHIUBUAYAIbHBIMUA — HPEANPUHUMATEISIMY, HMEIOIIMMHU JIMLIEH3UI Ha  (apMaleBTUYECKYIO
JESITEIIBHOCTB.

[TocranoBnenue ['maBHOrO TOcynapcTBeHHOro canutapHoro Bpaya P® ot 24 gexabps 2020 r. Ne 44
«O06 yrBepxknennn canutapHbix npaBuin CII 2.1.3678 - 20 "CaHuTapHO-3IHIEMHOIOTUYECKHE
TpeOOBaHUS K SKCIUTyaTallud MOMELICHUH, 3/1aHUM, COOpyXeHUH, 000pyI0BaHHUs U TPAHCHOPTA, a
TaKXKe yCJIOBUSM JIESTEIFHOCTH XO3SIMCTBYIOINX CYObEKTOB, OCYIIECTBIISIONINX MPOJIAXKy TOBAPOB,
BBINOJIHEHHE Pa0OT WIIM OKA3aHUE YCIIYT»

[Tepen Hawamom paboThl pabodas MOBEPXHOCTH CTOJIA M PYKH (papMarieBTa

00pabaTbIBatOTCS pACTBOPOM JIETMUHA, BECBI IPOTUPAIOTCS PACTBOPOM MEPEKUCU BOJIOPOJIA.

[Tocne u3roroBiaeHus NPONKUCH BECHI IPOTUPAOTCS CTEPUIBHON OJHOPA30BOM MapJIeBOU

cangerkoil. Takke cTepuIbHON OJJHOPA30BOM candeTKoi MPOTHUPAIOT FOPJIBIILIKY HITAHTIACOB.
XpaHeHHe B alTEeKe pa3peraeTcsi B COOTBETCTBUU ¢ puka3zoM oT 13.11.1996 r. Ne377

«O06 yTBepxk/1eHUN TpeOOBAaHNN K OPraHU3alMK XPAaHEHUS B allTEYHBIX YUPEKIECHUIX

Pa3IUYHBIX IPYNI JEKAPCTBEHHBIX CPEACTB U U3JIEINH METUIIMHCKOTO Ha3HAUEHUS».

4. ITpukaz M3 P® ot 26 oktsa6pst 2015 r. Ne7511 «O0 yTBep)kI€HUM MPABUI U3TOTOBJICHUS U
OTITyCKa JIEKaPCTBEHHBIX MPENapaToB il MEIUIUHCKOTO IPUMEHEHUS allTeYHbIMU OpraHU3alUsIMH,
UHIUBUAYAIHBIMUA — IPEANPUHUMATENISAMH, HUMEIOIUMH  JIMIEH3MI0 Ha  (papMaleBTHYECKYIO
JeSITENIbHOCTBY PETIAMEHTUPYET

00s13aTeNIbHBIE BUABI KOHTPOJIS:

- MUCbMEHHBIN KOHTpPOJIb (IIPOBEPKAa COOTBETCTBMSI 3aluceil B MacrnopTe MUCbMEHHOTO KOHTPOJIS
IPOMKCH B pelenTe, MPaBUIbHOCTH MPOU3BEICHHBIX PACUETOB);

- OpPraHoJIENTHYECKUI KOHTPOJIb (IPOBEPKA IO MOKa3aTeNsiM ONMCAaHNEe — BHEIIHUN BUJ, 1IBET, 3amax,
OTCYTCTBHE BUJUMBIX MEXaHUUECKUX BKIIIOUCHHH);

- KOHTPOJIb TPU OTHYCKE (COOTBETCTBHE YMAKOBKHM (PU3MKO-XMMHUYECKUM CBOWCTBAM BXOJSIIMX
JIEKapCTBEHHBIX BEILIECTB, HOMEpa Ha pelenTe M HOMepa Ha ATHKETKe, ¢paMmind OOJBbHOTO Ha
KBUTAHIIMM, (aMWIMK Ha STUKETKE W peLenTe WIM €ro KOMUHM, KOMUIM pelenToB MpOMHUCIM
pelenToB).

AHanu3 JOKyMEHTAlHH.

PeuenT Beinucan npaBUIBHO.

WHrpenueHTs! COBMECTUMBI.

[TacopT NMCbMEHHOTO KOHTPOJIS COOTBETCTBYET PELIETITY.

[IpaBUIBHOCTH YIIAKOBKH U 0()OPMIICHUSI.

O6beM (h1akoHa TEMHOTO CTEKJIa COOTBETCTBYET KOJIMUECTBY CycreH3uu. DiakoH



YKYTOPEH IMJIOTHO.

Odopmnenne coorBercTByeT npukasy M3 P® ot 26.10.2015 r. Ne 7511.

Pecycniengupyemocts. CycrieH3usi BOCCTaHABIMBAET pABHOMEPHOE paclpe/ieieHre

YacTHI] 110 BceMy 00bEMY IIpY B30AJITHIBAHUH B TeUeHHUE 15 CEeKyH/I.

OmxHOPOAHOCTH YacTull AucrepcHor da3pl. O0beM MHUKCTYpBI 190 Mt £+ 3,8 M1, 4TO COOTBETCTBYET
HOpPMaM JIOIyCTHUMBIX

otkioHeHu (£2%) (mpuka3z M3 PD ot 26.10.2015 r. Ne 751n).

S. Kodenn-benzoar Hatpust npumMeHsIoT mpu 3a001€BaHUSX, COMTPOBOKIAIOIIUXCS
yrHEeTeHUEM (PYHKIIMH LIEHTPaTIbHOM HEPBHOM CUCTEMBI U CEpPAEUHO-COCYAUCTON CUCTEMBI,
TUIIOTEH3UH, aCTEHUYECKOM CHHJIPOME, IIPU CIla3Max COCYJI0B I'0JIOBHOTO MO3ra (MUIPEHB), IpU
roJIOBHOM 060111 (B KOMOMHALIMY C APYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMU, HAIPUMED, KUCIOTON
aleTHJICATUITUIIOBOM ).

[IpenapaT Ha3HaYalOT MPU HEOOXOAUMOCTH MOOUITU3ALIMU PE3EPBOB OpraHU3Ma, IS
MOBBIIICHUS ICUXUYECKON U (pr3nyeckoil paboTOCOCOOHOCTH, YCTPAHEHHUS! COHIIMBOCTH.

VY nereit Kodenn-benzoar Harpus npuMeHsIOT ipu SHype3e.

HamarsipHo-anncoBsie Kami. B KOMIUIEKCHOW T€panuy B KAYECTBE OTXAPKUBAIOIIETO
CpEeICTBA MPU BOCTIAIUTENBHBIX 3a00JIEBAHUAX JbIXaTEIbHBIX ITyTEH.

AHHCOBOE MacJIo MOCJe MONaJAaHNs B OpPraHU3M OKa3bIBaeT CTUMYJIUPYIOLIEE

BO3/ICIICTBHIE Ha CEKPEINI0 OPOHXUAIBHBIX Kelle3.

Taxxe 3T0 BEIEeCTBO CTUMYJIMPYET IMPOLECCHI ITUILEBAPEHUS U SBJIIETCS HEIUIOXUM
AQHTHCENTUKOM, OTJIMYHO Pa3KUKAET MOKPOTY.

HamartbipHo-aHMCOBBIE KAl MOTYT IPUMEHSTHCS JIJIs1 JIEYEHUSI BIIAXKHOTO KAIlUIsl.

Onu ctumynupyoT 3G PeKTHBHO oUHIlIeHHE OPOHXOB, aKTUBU3UPYIOT MPOIIECCHI

Pa3KUKEHUSI BI3KOH MOKPOTBI, UTO CIIOCOOCTBYET €€ OTKAILJIMBAHUIO, a TAK)KE HE JIal0T
Pa3BUTHCS CaMbIM Pa3HBIM OCIIOKHEHUSM U PELIUIUBaM HEIYTOB.

Kpowme Bcero npouero Takoe J€KapCTBEHHOE CPEACTBO TOMOTaeT 3aKHUBICHUIO

CIIM3UCTBIX B JIBIXaTEJIbHBIX MYTAX.

3ananue 57. CuTyallMoHHas 3a7a4a

O6OCHyf/’ITe MMPaBUJIIBHOCTH TEXHOJIOTUH Ma3u B YCJIOBHUAX AlITCKU I10 ITPOIUCH:

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 ju1g Hoca.

HpOBPBOp-TCXHOJ'IOF II0CJIC npenBapHTenLHoﬁ (l)apMaueBTqucxoﬁ OKCIICPTHU3bI U TAKCHPOBKHU
MOPYYHJI U3TOTOBUTH ITOT JIEKAPCTBEHHBIN Mpenapar GpapMaiieBTy.

@dapmaneBT NPUTOTOBMI Mas3b CIEIYIOIIMM 00pa3oM: B CTYNKY IOMECTHI Kamdopy M Kak
TPYAHOU3MCIIBYACMOC BCIICCTBO U3MCEIIBLYUII e€ B MNPpUCYTCTBUHU 3 kamneinp CIIMpTa, 3aTEM B CTYIIKY
MOMECTHJI CTPENTOLH I, CylTbhaTuMe3nH W HOPCYJIb(a3oil W MPOAOKAI AUCIEprupoBaTh ¢ 17
KarsiMu CItiapTa. K cmecu IMOPOIIKOB )106aBI/IJ'I IIOCJICAOBATCIIbHO JIAaHOJIWH, BAa3CJIIMH U 5 kameib
pacTBopa agpeHaJIMHA THApOXJopuaa W ddenpuHa ruapoxiopuaa. ['0TOBy0 Ma3p MOMECTHI B
HMIMPOKOTOPIyl0 0OaHKy TeMHOro crekia odopMuB »>TukeTkol «HapyxkHoe», «XpaHUTh B
3allMIIIEHHOM OT CBE€Ta MECTC), «XpaHI/ITB B IIPOXJIaJHOM MECTEC), «XpaHI/ITB B HCAOCTYIIHOM IJId
JIETEN MecTe».

1. JlaliTe OLleHKY TPaBUJIBHOCTH U3TOTOBJIEHUS MA3H U €€ XapaKTEPUCTHKY.

2. [IpuBenure kaaccu(puKaIUo Ma3eBbIX OCHOB C IPUMEPAMU B COOTBETCTBUM ¢ [ D.



3. [IpemyioxkuTe JEKapCTBEHHbIE pAaCTEHHUs W ChIPbE PACTUTEIBHOTO U YKMBOTHOTO
MPOUCXOXKACHUS JIJIsl TONyYEHHUs TMPEenapaTroB, MPOU3BOIHBIX (HEHUIATKUIAMUHOB: OdeapuHa
rugpoxjiopuaa M AfpeHanvHa ruapoxjopuna. Kakoe cChIpbe HCHONB3YETCS I NOJYy4EHUS
Ddenpuna? [laiiTe XapakTEpUCTUKY CHIPbS M MPOU3BOMSIINUX PACTCHHUH, KOTOPHI € SBISIOTCS €ro
MCTOYHHUKAMU.

4. [IpuBenure pacu€rbl U O(GOPMHUTE JHMLEBYIO CTOPOHY MAcloOpTa MHUCbMEHHOTO KOHTPOJIS
(TITIK).
S. Ha xakom peuienTypHoM OJaHKe BBINHCAH pEIenT?

IIlpasunvhoviii omeem:

1. dapmaneBT He IPABUIBHO U3TOTOBUI JAHHYIO Ma3b.

Hcxons n3 CBOMCTB JaHHBIX BEIIECTB MOXHO YTBEPXkIaTh, YTO Ma3b 10 JAHHOW MPOIUCH SIBISETCS
KOMOMHUPOBaHHOM JucnepcHoil cuctemoil. Takum oOpa3oM, 3¢deapuHa THUAPOXJIOPUA HYKHO
BBOJIUTh B Ma3b IO THILy 3MYJIbCUH, KaM(popy — B BUAE Ma3u-pacTBOpa, CyabpaHUIaMHIBI — IO
IpaBUJIaM M3TOTOBJIEHUS CYCIIEH3MOHHBIX Ma3ed C cojepxkaHueM TBepaoi ¢azel Oosnee 5 % ot
Macchl Ma3H. TeXHOJIOTUS IPUTOTOBICHUS: KaM(opy pacTBOpsiOT B 5,0 I pacIuIaBICHHOTO Ba3elnHa
(mpu temnepatype He Bbime 50 °C). Ctpentouuns, cyabhaauMe3nH U HOPCYIb(a30a MOMEIAIOT B
MOJIOTPETYIO0 CTYNKY W IUCHEPTUPYIOT B MpHUCYTcTBHU 1,8 T pacTBopa kKam¢opsl B BazenuHe(To
npaBuity JlepsruHa), 3aTeM 100aBISAIOT OCTaJIbHOM Ba3esIMH, NMEPEMELIMBAIOT U 00pa30BaBLIYIOCS
Ma3b OTOABHTAIOT Ha Kpall CTyNKH. B 0CBOOOXKIEHHYIO CTYINKY IMOMEINAIOT d(eAPUH TUIPOXIOPHUL,
pPacTBOPSIOT €r0 B pacTBOPE aJIpeHaIMHA THAPOXJIOPUAA U K MOJYYEHHOH KUIKOCTU MPUMELINBAIOT
BHAYaJe JIAHOJHMH, a 3aTe€M paHee MPHUTOTOBJICHHYIO CYCINEH3MOHHYIO Ma3b, MacCy TIHIATEIbHO
HepeMelBatoT.

2. TepaneBTH4yecKkOe IEHCTBHE Ma3el BO MHOIOM OIIPENEISIETCS HCIIOIb30BAHHOW Ma3eBOU
ocHOBOH. ['®D naét kmaccudukannio Ma3eBbIX OCHOB: JUO(UIbHBIE, THAPOPUIBHBIE, THIPOPUIBHO-
IO UIEHBIE.

K nunoduinbHbIM OCHOBaM OTHOCATCS:

- YIJIEBOJIOPOIHBIC (Ba3eIMH, CIUIaBbl YTIEBOAOPOIOB);

- KHUpOBbIE (IIPUPOJHBIC JKUPbI, U MX CIUIaBbl C PACTUTEIbHBIMM MAacllaMd M KHPOIOJ0OHBIMU
BEIIIECTBAMH ),

- BOCKH (BOCK IMUYENIMHBIHN, CIIEpMAIIET, JIAHOJIHIH);

- CWJINKOHOBBIE OCHOBBI.

K ruapoduibHbIM OTHOCATCS:

- Tell BBICOKOMOJIEKYJISIPHBIX YIJIEBOAOB M OenkoB (3(Uphl LEIIIONI03bl, KpaxMai, KOJJIareH,
JKeJIaTHH, arap);

- TeJIM HEOPTaHUYECKUX BEIECTB (TJIMHUCThIE MUHEPAIIbI - OEHTOHUT);

- refu CHUHTETHYECKUX BBICOKOMOJIEKYJIIPHBIX COeIMHEHU (MoNMATUIICHOKCUA,
NOJMBUHUIIITHPPOIIUAOHA, TOTHAKPUTIAMHUTIA);

- TeJIM MUKPOOHBIX MOJIMcaxapuoB (ayba3uaan);

- pactBOpPBI 0sUr03pupoB (90% omurodzdupa-50 u 10% crnupTa >THIOBOTO).

K ruapoduiibHO-1mMIOGHUIBHBIM OTHOCSATCS:

- 0€3BOJIHBIE CIUIABHI JTUMOPMIBHBIX OCHOB C OMYJIbraTopamMu (CIUIaB Ba3elMHA C JJAHOJIMHOM WIIH C
JIPYTUMH 3MYJIbraTOpaMHM), Tak Ha3bIBaeMble aOCOPOIIMOHHBIE OCHOBBI,

- MYJIbCUOHHBIE OCHOBBI TUIA B0J1a/MacIIo (3MynbraTopsl co 3HaYeHUEM
ruapodursHOMHIOPrIBHOTO Oananca ['JIb ot 3 1o 6);

- SMYJBCHOHHBIE OCHOBBI THIA Macjio/Boja (3Myibsraropsl co 3HayenueMm [JIb 8-18, marpuessle,
KaJIMEeBbIC, TPUITAHOIAMUHOBBIE COJTU KHPHBIX KUCIOT, TBUH-80).

Ma3zeBasi ocHOBa o0ecrieyMBaeT HaJuIeXaluil 00bEeM Ma3H, HeoOXoIuMble (PU3MKOXUMHUYECKHUE
CBOICTBA, KOHIICHTPAIIHIO JIEKAPCTBEHHBIX BEIECTB U TEPATICBTHYECKYIO aKTHBHOCTh Ma3H

3. Ddenpun u ero auacrepeomep mnceBaoddenpun conepxkarcs (0,5-2%) B pa3IUYHBIX BHIAX
adenpsi, cemerictBa 3peaponrix (Ephedraceae).

IIOBET'U D®E/PHI (TPABA XBOMHUKA) - CORMUS EPHEDRAE

Ddenpa xBomesas - Ephedra equisetina Bge.



Cem. Ddenpossie - Ephedraceae

borannueckas xapakrepuctuka. MHOroIeTHHN JBYIOMHBIN I'yCTOBETBUCTBIM KYCTaPHUK C TOJICTBIM
CepplM CTBOJIOM BbICOTOM 10 1,5 M. BerBu pepeBsiHHCTBIE, TOJICTBIE, HAlpaBJIEHbl BBEPX.
PenynupoBaHHble TUCThS MPEICTABICHBI TUIEHYATHIMA KPACHOBATO-KOPUYHEBBIMH OOpa30BaHUSMU.
[{BeTku pasnenbHononble. Ha 0HUX KyCTax pa3BUBAOTCS KEHCKUE COLBETHsI, HA IPYTUX MYKCKHE.
My’KCKHE KOJIOCKM JKEJITOBaThle, NOUTH LIapoBuAHbIE. JKeHckue Konocku 3eneHosatele.. [lmon -
JIOXKHAs MACHCTas JKEITOBATasl WM KpaCHOBATas IIMIIKO-Ar0/a..

XuMudeckuit coctaB. Bo Bcex opraHax pacTeHHs cojepxkarcs ankaiounsl: l-adenpun, d-
nceso3denpun. Hanbospliee KOMMUYECTBO aIKaIOUI0B HAXOIUTCS B 3€J€HbIX BeTOukKax (10 3,5%).
Taxoke comepikarbesi 1yOUIbHBIE BEIeCTBA, aCKOPOMHOBAsI KUCIIOTA.

XapaKTepUCTUKA ChIpbs: UYICHUCTBbIE HEOJPEBECHEBIINE INPYTOBUJHBIE C MEXIOY3JIUAIMU BETBU
qumHoH 10 30 cM, CBETI0-3€]1. 1B

HauGonee mmpoko Ddenpun npumeHsiercs npu JIe4eHUu 3a00JIeBaHUM allIepruuecKoro xapakrepa
(OpoHxmanbHas acTMa, KpaMBHUIIA, BA3OMOTOPHBII HACMOPK H Jp.).

[TpupoaHBIM HCTOYHMKOM IOIYYEHHUS aJpEHAINHA U KOPTUKOCTEPOMIOB CIYyXaT HaAllOYEHYHUKU
KpPYITHOTO pOTraToro CKOTa U CBUHEM.

4. JIuuesas cTopoHa

Hara Ne penenra

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

MoOur- 24,0

[MpuroToBui (MoaKCH)

[TpoBeput (TIOAITHUCH)

Otnyctun (moanuck)

O06opoTHas CTOpoHa

Kamdopa 0,3

Bazenunl5,0

Crpenrorup 1,0

Cynbdanumesns 1,0

Hopcynedazon 1,5 %rts.dpazei= (1,0+1,0+1,5)*100%/ 24=14,5% cnenoBatenbHO U3MENbUaeM B
IIPUCYTCTBUH PACIUIABIEHHONOCHOBBI

PactBopa kamdopsi(nio npasuiy epsruna) (1,0+1,0+1,5) * 2= 1,8

Odenpun 0,2

PactBop Anpenanuna 1:1000 5 kam.

Jlanomun 5,0

Mob61mi=0,3+15,0+1,0+1,0+1,5+0,2+5,0=24,0

5. B coorserctBuu ¢ Ilpukazom Munucrepcrsa 3apaBooxpanenus Poccuiickon denepanuu ot
24.11.2021 Ne 10941 "O6 yrBepxnaenun Ilopsaka Ha3HAueHUs JIEKapCTBEHHBIX IMpenaparoB, Gpopm
peLenTypHbIX OJIaHKOB Ha JIeKapCcTBEHHbIE Mpemnapatsl, [Topsaka odhopmieHus ykazaHHBIX OJIaHKOB,
UX ydeTa ¥ XpaHeHus, (opM OJIaHKOB PELENTOB, COAEPKAIINX Ha3HAYCHUE HAPKOTHUECKUX CPENICTB
WIM TICUXOTPOMHBIX BemlecTB, [lopsaka UX M3roTOBJIEHMS, paclpeeieH s, perUCTpaluy, ydyeTa u
XxpaHeHus, a Take [IpaBun odopmiieHus: 6JaHKOB pPeLENTOB, B TOM YHCIE B (JOPME INEKTPOHHBIX
JIOKYMEHTOB"

OTmycky 1o peuenTaM, BBIIIMCAHHBIM Ha pelenTypHbIX Onankax ¢opmbl N 148-1/y-88, momnexar
KOMOMHHMpOBaHHbIE JIEKAPCTBEHHBIE IIpemapaThl, cojaepxkamue: d3deapuHa TUIPOXJIOPUT B
KonuyecTse, npepbimatonieM 100 mr, u 10 300 Mr BKIIFOUUTENIBHO



3aganue 58. CuryauroHHas 3aj1a4a

MoutogoMy crienuanucTy ObUIO TIPEAIOKEHO U3TOTOBUTH MIPEnapar 1o Cieayomei MporcH:
Bo3bmu:

Kamdopsr

MenTona noposHy no 1,0 Macna Bazenunosoro 25,0

Cwmemaii. Jlaii. O603Ha4b. YIIHBIC KAILIH.

®dapMareBT MOMECTHII B OTITYCKHOU (hi1akoH Kam(opy ¢ MEHTOJIOM, HECMOTPSI Ha 00Pa30BABIIYIOCS
KUJKYI0O CMeCh J00aBHJI Ba3eaMHOBOEe Macio. DIakoH YKYHOpWJ IUIACTMACCOBOM IMPOOKOH C
HABUHYHMBAIOIICHCS KPBIIIKOW U Hadan 0ohOpMIISTh K OTITYcKy. EMy ObLIO cienano 3amedaHue.

1. beuta mu momyiena ommobka hapmareBTom?

2. Kak yuuTbiBaeT TeXHONOT (PU3MKO-XMMUYECKHE CBOMCTBA MOHOIMKINYECKUX TEPIICHOB
(MeHTONa, BaJM0JIa, TEPIHUHTHAPATA) M OUIUKIMYECKHX TepreHOB (KaM(popsl u OpomMKamMdopsl)
IPY U3TOTOBJICHUH JICKAPCTBEHHBIX MPENapaToOB B Pa3IMYHBIX JIEKaPCTBEHHBIX (hopmax?

3. [Momnexar 5m Kakue-mMOO W3 YKa3aHHBIX B TPONUCH JICKAPCTBEHHBIX IPEMapaToB
MIPEAMETHO- KOJJMYECTBEHHOMY YU€ETY B anTeke?

4. KaxoBbl yci0BUs XpaHEHHs STUX JIEKaPCTBEHHBIX BEUIECTB U IIpaBWJIa UX TO3UPOBaHUsA?

5. [Ipennoxxute npaBUIbLHBIA BapHAHT U3TOTOBJIICHHUS JIEKAPCTBEHHOU (DOPMBI.

Ilpasunvhwiii omeem:

1. bouta nomymena ommOka B u3roroBineHud. Beimucana JI® Ha HEBOJHOM MAaciasSHOM
pactBopuTene. MeHTou ¢ kaM(popoit 00pa3yroT IBTEKTHUECKYIO CMECh.
2. MeHToI, BaNWI0d, TEpHUHTUApAT, Kamdopa, Opomkamdopa - HepacTBOPHUMBIE B BOJE,

CIMPTO- U KUPOPACTBOPUMBIE COeAMHEHUs. M3roTaBnuBaioT ¢ BhIIENEPEUUCICHHBIMU BEILIECTBAMU
CIIEAYIOIINE JICKApCTBEHHBIE (OPMBI: TOPOMIKH (OCOOCHHOCTh TEXHOJIOTUM TIOPOIIKOB  C
TPYAHOM3MEIbYAEMbIMU BEILECTBAMU — IMPUMEHEHHE CIHUPTAa ATUIOBOTO WM 3(Hpa B KayecTBe
BCIIOMOTATENbHO JKUJKOCTH), HEBOIHBIC PACTBOPHI (M3TOTABIMBAIOT BO (DIaKoHE JUIsl OTITYCKa,
pacTBOpeHHe NPOU3BOJAT IPU HArPEBAaHUM Ha BOJSHOW OaHe, B CiIydae MCIIOJIb30BAaHUS HEJIETY4ero
pacTBOpUTEIS, IIPU [IEPEMELLIMBAHUY B CIIy4ae UCIIOJIb30BAHUSI JIETYUEro pacTBOPUTEIS), CYCIIEH3UU
(M3roTOBJIEHUE AMCIIEPCUOHHBIM MM KOHJIEHCALIMOHHBIM METOJlaMH), Ma3u (oOpa3yromuiics TUM -
Ma3u-pacTBOPSI, T. €. CIIABJISIOT C OCHOBOM).

Kunkue aekpopMbl TOTOBAT MO TUIY CYCIIEH3UH, T.K. TEPHEHBI 00JIAAAI0T PE3KO BBIPAKEHHBIMU
ruApoQOOHBIMU CBOMCTBaMM, CTAOMIM3UPYIOT *kenato3oil 1:1. TepnuHruapar obnanaeT HE pPe3KO
BBIPQ)KEHHBIMU THUIPOPOOHBIMU CBOMCTBAMHU, MOITOMY KOJHMUYECTBO KEIATO3bl JOKHO OBITH B 2
pasa mens1e, T.€. 1:0,5

3. He nmomnexar (Ilpuka3 MunsapaBa Poccum ot 22.04.2014 Nel83um "OO yTBepxaeHUU
NEepEeyHsl JIEKApCTBEHHBIX CPEICTB A MEAMIIMHCKOIO IMPUMEHEHMSI, MOAJEKAIIUX IPEAMETHO-
KOJINYECTBEHHOMY yueTy")

4. VYka3zaHHbIE BeEIIECTBAa OTHOCATCS K maxyuum BemectBam. CormacHo mpukazy Ne706H,
naxyuyue JeKapcTBEHHble cpeicTBa ((apmaneBTHUYeCKHe CYOCTaHIIMM Kak JIeTyyhe, TaKk H
IPAKTUYECKHU HeJeTydre, HO OO0JIaJlalolie CUIbHBIM 3allaxOM) CIEAYeT XPaHUTh B T'€pMETHYECKU
3aKpBITOM Tape, HEMIPOHUIIAEMOM i 3anaxa. B oTnensHOM mikady i naxyyux BEIIeCTB.
Jo3upytotr yka3anHble JIB Ha pydHBIX Becax, BBIACICHHBIX /Ul paOOThl ¢ MaXy4MMHU BELIECTBAMHU.
Ho3upyrot mo macce.

5. OtpemBaeM 25,0r Ba3eIMHOBOIO Macia B BhIMApUTEIbHYIO yaliky. Harpesaem Ha BOJsTHOM
6ane o 40 C. B cxnstaky 11t otiycka oremnBaeM 1,0r kam¢opbl U pacTBOpsSEM B MOJOBHHHOM
KOJIMYECTBE BA3€JIMHOBOIO Maciia. B BBINApUTEIBHYIO YalIKy C OCTAaBIIEHCS YacTbK Ba3E€IMHOBOIO
Macia nobasmsiem 1,0r MmeHToma (T. K. MEHTOJ JIeTy4dee BEIIECTBO €ro HeOOXOIMMO PacTBOPSTH B
IpeBapUTEeIbHO HAarpeToM Macie A TOro, 4ToObl CHM3MTh MOTEpH BellecTBa). llomydeHHBIN
pacTBOp MEPEHOCHM B CKJIIHKY AJis oTiycka. OdopmiisieM K OTIYCKY.

[MITKkpenenty 186

Camphorae 1.0



Mentholi 1.0
Olei vaselini 25.0
Moo = 27,0

3aganue 59. CuryauroHHas 3ajaada

ArnTeka ToNydusa SKUJKUNA HKCTPAKT-KOHILIGHTPAT KOPHEBUI C KOpHAMH Bajepuanbl (1:2).
CTyneHTy-pakTUKAHTY ObLIO MPEAIOKEHO H3TOTOBHUTH MPenapaT Mo MPOIUCH:

Bo3bmu:

Hacros xopaeBwui ¢ kopasmu Basiepuansl 180 M Kodeuna natpus 6enzoara 0,6

Hatpus 6pomuna 1,0

Hacroliku TpaBsl IyCTBIpHUKA 5 M

Cwmemraii. [lait. O603Haub. [To 1 cTo0BOI JT0KKE 3 pasa B JICHb.

1. MoxeT 1 ObITh HUCIIOJIB30BaH MOJYYEHHbIH SKCTPAKT AJIS1 U3TOTOBJIECHUS MUKCTYPhI?

2. Kakyio KOHCYNbTaTHBHYIO IMOMOIIb MOXET OKa3aThb CTYACHT-NPAKTUKAHT OOJBHOMY NpHU

OTIIyCKe Ipernapara?

3. Kakne coBpeMeHHBbIE JIEKAPCTBEHHBIE mpenaparsl CMHOHMMBI  WIM  aHaJjoru
MOJKET IIPEUIOKHUTH CTYAECHT-IIPAKTUKAHT BMECTO IAHHOTO Ipenapara’?

4. [IpemioxkuTe ONTUMAIBHBINA BAPUAHT TEXHOJIOTMH 3T OTOBJICHUS.

S. JlomyckaeTcsi 1M UCIOJIb30BaHNE KOHLIEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX CPEACTB

IIpU U3TrOTOBJICHUH BOAHBIX N3BJICUCHUN U3 PACTUTCIIBHOT' O Cblpbﬂ?

Ipasunvnuiii omeem:

1. CornacHo I'® XVI: BogHble U3BIEUYEHUS MOTYT OBITH M3TOTOBIICHBI ITyTEM PAcTBOPEHUS B
BOJIC CTAHJAPTU30BAaHHBIX CYXHX WM OKHJIKUX  OKCTPAKTOB-KOHILIEHTPATOB, B3STHIX B
COOTBETCTBYIOIINX KonndecTBax no otHomenuto K JIPC (1:1 unm 1:2).

Cormacio mnpukazy Ne 751H: mpu HW3rOTOBJICHMH BOAHBIX U3BJICUEHUU HCIOJIB3YIOTCS
CTaHJApPTU30BAHHBIE CYXHE U KUIKHUE SKCTPaKkThl. CyxXHe CTaHIapTU30BAHHBIE YKCTPAKTHI BBOASTCS
B cocTtaB xkuaAkux JI® mo mpaBuigam pacTBOpeHHs MopoikooopasHeix JIC, a xkuakue - mo mpaBuiam
nobasnenus cnuprocoaepxamux JIC.

CormacHo TtpeboBanusiMm HJ[ MHKCTypy MOXKHO NPHUTOTOBUTH C HCIIOJIB30BAHUEM DKCTPAKTa-
KOHIIEHTpAaTa.

2. CTyaeHT MpakTUKAHT MOXKET OKa3aTh KOHCYJIHTATUBHYIO MOMOIIb IO TpaBWIaM MpUeMa U
PEKUMY JTO3UPOBAHMSI MUKCTYpHI (TI0 1 ¢T 11 3 pa3a B J€Hb), XpaHEHHUIO €¢ B JIOMAIIHUX YCIOBHIX
(XpaHuTh HY)KHO B MPOXJIATHOM, 3AIIUIIEHHOM OT CBETa MECTE; XPAaHUTh B HEJOCTYITHOM ISl IeTen
MecTe; TMepea MpPUMEHeHHeM B30anThiBaTh, IO BOMPOCaM MPUMEHEHUS M COBMECTHMOCTHU
JIEKapCTBEHHBIX TPENapaTroB, UX B3auMOJIEHCTBHIO ¢ muinei (B mepuoa mpumeHeHUs MOXET OBITh
MOBBIIIEHHAS] COHJIMBOCTh, TIOITOMY CIIEAYeT BO3JCPKUBATHCS OT YIPABICHHUS aBTOMOOWIIEM, T.K.
U3MEHSETCS CKOPOCTh PEAKIIMH. )

3. HoBo-naccut (pactBop nms mpuéMa BHYTph), Kapanosanen (kamiu A npuéMa BHYTPS).

4. MUKCTYpy MOKHO TIPUTOTOBUTD, UCTIOIB3YS AKCTPAKT-KOHIIEHTPAT BaJepUaHbl KUIKUM 1:2 1
KOHILICHTPUPOBAHHBIE PACTBOPHI MPOMUCAHHBIX JIEKAPCTBEHHBIX CpeACTB. KonMMuecTBO KOpHEBUI C
KOPHSIMH BaJIepUaHbl MPU OTCYTCTBUHM yKa3aHWUW B pelente OepyT, B COOTBETCTBUHU C MPHUKA30M
Munzapasa Poccun ot 26.10.2015 r. Ne7511 «O6 yrBepkaenuu [IpaBun M3rotoBieHus U OTHycKa
JIEKApCTBEHHBIX MPEenapaTtoB JUisl MEAMIIMHCKOIO IPUMEHEHHUsI AaNTeUYHbIMU OpraHU3alUsiIMU,
WHIUBUIYAIbHBIMA ~ TIPEANPUHAMATEISIMA, HMMEIONMMH  JIMIICH3UI0 Ha  (apMareBTUYECKYIO
JeATEeNbHOCTh» B cooTHomeHuu 1:30, To ectb 6,0 T, cieaoBaTeNbHO, IKCTPAKTa-KOHIIEHTpATa
BaJIEpUaHBbI )KUAKOTO - 1:2 =12 ML

OO0muit 06beM MuKCTYpbl 185 M. IIpoBepsiem pa3oByl0 M CYTOUHYIO 103kl KOoenmHabeH3oaTa
HaTpus. KomuectBo mpuemon 185 mu:15 mn= 12,3=12.

Kodeunna-6enszoara narpus: PJl 0,6:12 =0,05 BP =0,5; CJ 0,05x3= 0,15 BC/ =1,5. lo3a =e
3aBBbILICHA.



Bo ¢uakon mnsa ormycka ormepuBaroT 157 mut Bonbl, 5 Ml pactBopa Hatpus Opomuaa (1:5), 6 M
pactBopa kodemna-Oenzoara Hatpus (1:10), 12 M1 KHIKOTO JKCTpakTa KOHIICHTpaTa KOpPHEH U
KOPHEBHIL BaJlepUaHbl U 5 MJI HACTOMKU TpPaBbl MMYCThIPHUKA. MUKCTYPY OQOPMIISIIOT K OTITYCKY.

S. B coorBerctBuu ¢ m. 55 mpukaza MunszapaBa Poccum ot 26.10.2015 r. Ne 751n «O0
yrBepxkaeHun [IpaBui M3rOTOBIEHUS M OTIyCKa JIEKAPCTBEHHBIX MPENaparoB AJIs MEAUIIMHCKOTO
NPUMEHEHUS aNTeYHBIMU OPraHU3alUsIMH, WHAUBUAYATLHBIMH TPEIIPUHUMATEISIMEI, UMCIOIIUMU
JUIEH3UI0 Ha (hapMaleBTHUECKYIO AEATEIbHOCTb» IMPH H3TOTOBJICHUH BOIHBIX H3BJICUCHUH U3
JICKapCTBEHHOTO CBHIPbSl, HE JIOMYCKAETCS HCIOJIb30BaHHE KOHLEHTPUPOBAHHBIX PAaCTBOPOB
JIEKapPCTBEHHBIX CPEJICTB.

3aganue 60. CuryannonHas 3agaqa Ned 1

[Ipu M3roToBIIeHUHM TIpeNapara 1o CiIeayomel MPOIKCH:
Bos3pmu:

Hatpus 6enzoara

Harpus canununara noposny o 3,0

HamaTeipHO-aHUCOBBIX Kamelb 5 Ml

Bons! ounitiennoii - 150 M

Cwmemraii. [laii. O603Haub. [1o 1 cTonoBoOi 0KKe 3 pasza B JICHb.

CTyneHT-IpaKTHKAaHT OTMEPUI B IIMPOKOTOPIYIO MOoACTaBKy 150 M BOJBI OYMILIEHHOW, OTBECHI B
Hee 1o 3,0 r HaTpust OeH30aTa M HATpUs CaluUWiIaTa W, B30aJIThIBas A0 IOJHOIO PacTBOPEHMS,
n00aBUJI B MOJCTABKY HAIIATHIPHO-aHUCOBBIE Karu 5 mil. [IpodunsTpoBan yepes phIXiblii TAMIIOH
BaThl, IPOMBITBIN BOJIOM, BO (hjakoH 1jisi oTiycka. EMy ObUIO cienmaHo 3amedaHue 00 OTCYTCTBHH
npodeccuoHanu3ma.

[Ipumeuanue:

B anTeke nMer0TCs KOHLIEHTPUPOBAHHBIE PAcTBOPHI: HaTpHUs OeHzoata - 10%, HaTpus canuuuiaTa -
10%.

JlonycTrMble OTKIIOHEHHS JIsl JAaHHOTO 00beMa COCTaBIsIoT +/- 2%.

1. Kakoii Tun aucnepcHoit cucteMbl 00pa3zyeTcs Ipy MpaBUIbHOM U3TOTOBIEHUH?

2. Cnenaiite pacu€tsl U 0(OpPMHUTE JUIEBYIO CTOPOHY NAaclopTa MHUCbMEHHOI'O KOHTPOJIS
(TITIK).

3. [IpennoxxuTe onTUMaNbHBIN BApUAaHT TEXHOJIOTUU U3TOTOBJICHHUS.

4. Ilepeuncnure BHUIBI BHYTPUANTEYHOTO KOHTPOJSA IPHU OTIYCKE TAHHOTO JIEKAPCTBEHHOTO
npernapara.

5. Kak nomxkeH ObITh 0pOpMIIEH ITpenapar K OTHYCKY U3 allTeKu?

Ilpasunvuviti omeem:

1. [Ipu npaBUIBHOM U3TOTOBIEHUU 00pa3yeTcs IMYJIbCHUS.
2. Ob6opotHas cropona [1I1K:

V o0muit = 155 mur.

V pactBopa HaTpus 6enzoara = 3,0 x10 =30 ma

V pactBopa Hatpus canuiuiara = 3,0x 10 = 30 ma

V Boapl ounmeHHon = 155 mut - 30 mut - 30 Mot - 5 M1 = 90 mnn
Jomnyctumblie oTkIoHeHHS - 155 X 2%/100% = 3,1 mn
JInuesas cropona I1I1IK:

JlaTa

Penent 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 o6uruii = 155 ma +/- 3,1 mn

IMonamucwu.

3. W3roraBiuBaeM MHKCTYpPY C HCIIOJIb30BaHME KOHLEHTPUPOBAHHBIX PAaCTBOPOB, MOITOMY
MO>KHO TOTOBUTH Cpa3y BO (pIakoHE AJIsl OTITYCKa.

Bo ¢uakon misa ormycka ormepuBaroT 90 mut ounineHHol Bojsl, o 30 ma 10% pacTBOpoB HaTpus
OeH3oaTa W HaTpus canuuuiata. B 1eHTp QuiakoHa HpU MOCTOSHHOM IEpPEeMEIIMBAHUU TOHKON
CTPYWKOH 100aBISIOT 5 MJI HAaIIATBIPHO-aHUCOBBIX KareJb.

4, [TucbMEHHBIN, OPraHOIENTHYCCKUH, OIPOCHBIN, (GU3NICCKUMN.

S. @nakon ykynopuaioT. OQOpMIISIOT B COOTBETCTBUHM C NpHkazom Mwun3zapasa Poccum ot
26.10.2015 1. Ne 751 «OO0 yTBEep)KIEHWUW TMpPaBUJ H3TOTOBJICHHUS M OTIIYCKa JIEKAPCTBEHHBIX
[IpPEenapaToB JUisli MEIULMHCKOIO IMPUMEHEHHs allTeYHbIMU OpraHM3alMsIMH, WHIUBUIYaIbHBIMU
IpeIpPUHUMATEISIMU, UMEIOIIUMHU JIMIEH3UI0 Ha (PapMaleBTUUYECKYIO AESITEeIbHOCTb» ITHKETKOM,
uMeroIeil Ha 6eoM (hOHE CUTHAIBHBIN LBET B BUJIE 3€JICHOTO MOJIs (17151 BHYTPEHHETO MPUMEHEHHS)
¢ HaanucsaMu: «BaytpenHee» u «MHUKCTypay, ¢ yKa3aHUEM:

a) HAMMEHOBAHMS allTeYHOW OpraHU3aluy;

0) MECTOHaXOXKCHHS alTeYHON OpraHU3aIlHH;

B) HOMEpa peLenTa;

r) ®.1.0. nanuenra;

€) cocTaBa JIEKapCTBEHHOTO IIpernapara;

K) TOJIpOOHOT0 OMHUCaHus crioco0a mpuMeHeHus (1o 1 cToJI0BoH J10XkKKe 3 pa3a B JCHb),

3) JaThl U3rOTOBJICHUS JIEKaPCTBEHHOT'O penapara;

M) CpoKa rOIHOCTH JIEKapCTBEHHOI'O MIpernapara;

K) LIEHBI JIEKapCTBEHHOTO Mpernapara.

JIJ1s MUKCTYp HaKJIEUBaIOT JOMOJHUTEIbHBIC TPEAYyIIpEeIUTEIbHbIC HAIIUCH:

«XpaHUTh B IPOXJIATHOM MECTE», «XPAHUTD B 3ALIUILIEHHOM OT CBETa MECTEY,

«[lepen ynorpebneHuem B30aITHIBaThy U 00s3aTeIbHas MPEAYIPEIUTENbHAS HAIHICh:

«XpaHUTh B HEAOCTYITHOM JUISL IETEN MECTEM.

3amanue 61. CuryarmoHHas 3aqada

B antexy nocrynun penenr:

Bo3zbMmu: kucnots! ackopouHoBoii 0,1

putamuna P 0,075

caxapa 0,13 r

Cwmeraii, 9ToObI OTYUUIICS TTOPOIIOK.

Jait Takux 103 Ne 12,

O603Haub: 1o 1 mopouiky 3 pasa B 1€Hb.

B anTexy uepe3 1Ba AHs ¢ kan000i oOpaTuiics OONBHOM, yTBEPKAAIOIUI, YTO MO JAHHOMY PELEeNTy
eMy ObUl BBIJAH HCHOPYEHHBIN MOPOIIOK TEMHOro IBeTa. J[MpeKTop amnTekw, H3y4yuB MacropT
NUCbMEHHOTO KOHTPOJIs, yOAUIICS B BEPHOCTH TEXHOJIOTUU U3TOTOBJIEHUS Mpenapara.

1. Kakue pa3bsicHeHHS Aan TUPEKTOp anTeKd MalMeHTy M KaKue 3aMeyaHHs BbICKa3al
MPOBHU30PAM-TEXHOJIOTaM, BBIJJaBABIINM Mpenapat 00J5HOMY?

2. Yro sBRseTCS MPUYMHON OTCHIPEBAHMS M PACIUIABIIEHUS CMECH MOPOLIKOOOPa3HBIX
BEIICCTB?

3. B coderanum ¢ KakuMU emIie BEMIECTBAMH aCKOPOWHOBAas KHUCIOTAa JIaeT
OTCBIPEBAIOIIINE CMECH?

4, YKaKUTE MyTH YCTPAHEHUS HECOBMECTUMOCTH B JAHHOM CiTydJae.

5. Kakue coBpeMeHHBIC TEeKapCTBEHHbBIE mpemapaTsl  CHHOHUMBI WM

AHAJIOTH MOKHO IMPEATIONKUTE BMECTO 3TOT'O HOpOHIKa?

lIpasunvuoiti omeem:



1. IIpu XpaHeHUH NOPOUIKOB JAHHOTO COCTaBa B MOMEIIEHUU C OTHOCHUTEIbHON BIIa)KHOCTBHIO
40-45%, oHM HE U3MEHSIOT CBOMX CBOMCTB Ha MPOTXKEHHHM 5 cyTok. Ilpu Oonbplieil BraxHoctu
HOPOUIKH OTCHIPEBAIOT M TEMHEIOT. [Ipn oTnycke NOpOIIKOB MPOBU30paM CJIEI0BAIO MPEAYIPEAUTD
00JIBHOTO 0 HEOOXOJMMOCTH XPAHUTh UX B CYXOM MECTE.

2. OTchblpeBaTh CMECHM MOTYT 3a CYET YBEJIMYEHHUS MX TUTPOCKOINMYHOCTH, OOpa3oBaHUS
JBOMHBIX COJIEW C MEHBUIMM COAEPKAHUEM BOJbl, BBIIEICHMS KPHUCTAJUIM3ALMOHHOW BOJBI IIPU
BBEJICHUU B CMECh KPHUCTAJUIOTUAPATOB, BBIACICHHS BOABI IPU pPEAKUUU HEUTpaIu3alud WIN
00pa30oBaHMs IMTPOCKONMYHBIX IPOAYKTOB. Ha cKOpoCTh OTChIpEeBaHUS CMECU BIIMSAIOT BJIAKHOCTD
UCXOJIHBIX MHTPEIUEHTOB, AJIUTEIbHOCTh NEPEMEIINBAHU U CTENEHb UX U3MEJIbYEHHUs, YIIaKOBKa,
OTHOCHUTEJIbHASL BIAXXHOCTh BO3JyXa I[OMELICHMS, B KOTOPOM H3IOTABIMBAETCS JIEKapCTBEHHAs
dbopma, u gpyrue GhaKkTophl.

3. AcKOpOMHOBAS KUCIIOTA JAa€T OTCHIPEBAIOIINE CMECH B COUETAHUU C BEIIECTBAMHU IICIOYHOTO
Xapakrepa:

TEMHCAIOM, SYQHUTMHOM, HATPUsl THIPOKApPOOHATOM, a TAKXKE HMKOTHHOBOW KHCJIOTOW, KOTOpas
MPUTATUBACT BJIATy U3 BO3IIyXa.

4, [IpoBu30p MOHKEH BHIOPATh COOTBETCTBYIOIIYIO YITAKOBKY (BOIICHBIC WJIM NEPraMEHTHBIC
Karcysbl), O(QOPMHUTH JIEKAPCTBEHHBIM IMpemapaT COOTBETCTBYIOMUMHU TPEIyNPEAUTEITHHBIMU
ATUKETKAMHU U TMPEAYIPEAUTH OOJILHOTO 00 YCIOBUSAX XPaHCHHUS.

[To cormacoBaHuIO C Bpa4yoM HHTPEAUCHTH MOYKHO OTITYCTHTH OTACIBHO.

5. AckopytuH, Tpokcepytun (TabiaeTkm).

3ananue 62. CuTyallmoHHas 3aa4a

B antexy ropoma H. oOparuicsi moceTutenb € peleNnToOM, BbIMHCAHHBIM B ropoae X. Perent
BBINKCAH Ha perentypHoM omanke ¢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. Ilo 1 necepTHOi n0KKe 3 pa3a B I€Hb.

[IpoBu30p mNpUHSN pELEenT, AaCCUCTEHT H3rOTOBWJI JIEKAPCTBEHHBIM Mpenapar, MPOBU30p €ro
otmycTuil. B KoHIIe pabodero qHs, OCYIIECTBIAS MPEIMETHO-KOTUYECTBEHHBIN YUET IEKapCTBEHHBIX
MpenapaToB, 3aBEAYIOMIUA alTeKOW YBUIEN MPUHATHIN MpoBU30poM perent. OH caenan mpoBU30pY
3aMevaHue.

[Ipumeuanue:

Cornacno I'® BP/I xonenna ¢ocara = 0,1; BCII = 0,3. HEO xoneuna ¢ocdara = 0,2.

B anTeke umeercsa 20% KOHIEHTPUPOBAaHHBIN pacTBOp HaTpusa Opomuna. JomycTrmble OTKIOHEHUS
B 00weme cBhimie 50 1o 150 mi cocrasnstoT +/-3%.

1. Ha xakom OiiaHKe M COIJIaCHO KaKOMY HOPMAaTHBHOMY JOKYMEHTY BBINHMCHIBAETCS
JaHHAs TIPOTIHCH?

2. [Tepeuncnure TpeboBaHUS K O(GOPMIEHHMIO pelenta M OTIYCKY JaHHOTO
JIeKapCTBEHHOTO Ipernapara.

3. [MpoBenuTe (hapManeBTHYECKYIO OKCIEPTU3Y HTaHHOM TPONMHCH W CHAeaiTe
HE00XO0/IMMbIE PacCUETHI.

4. O060cHYyliTe TEXHOIOTHIO U3TOTOBJICHUS JAHHOH JIEKAPCTBEHHOU (DOPMBI.

5. VYkaxure 0cOOEHHOCTH OQOPMIICHHS K OTITYCKY JaHHOM JIeKapCTBEHHOM (HOPMBI.

IIpasunvroviti omeem:

1. JlanHast mponuch, CoAepIKaIias KOJACHH, BBITUCHIBACTCA Ha perenTypHoM OnaHke Gopmbr No
148-1/y-88.



CornacHo npukazy MunucrepctBa 3apaBooxpaHenusi Poccuiickoit @enepaunu ot 24.11.2021 Ne
10941 "O06 yrBepxnaenuu Ilopsaka Ha3HaYCHHS JIEKApPCTBEHHBIX MpenapaTtoB, (OpM peLenTypHbIX
0JlaHKOB Ha JIeKapCTBEHHbIE npemnapatsl, [lopsaka odhopmieHus yka3aHHBIX OJIAHKOB, UX y4yeTa U
XpaHeHus, (GopM OJIaHKOB pPELENTOB, COJACPXAIIUX HAa3HAYCHHWE HAPKOTHUECKUX CPEICTB WU
NCUXOTPONHBIX BemiecTB, [lopsiika WX H3rOTOBICHHS, pPACHpeleleHUs, PErucTpaluy, ydera u
XpaHeHusd, a Take [IpaBun odopmiieHuss 6JaHKOB PeLENTOB, B TOM YHCIE B (popMe AIIEeKTPOHHBIX
JIOKYMEHTOB", OTIYCKY TIO0 pellerTaM, BBIITUCAHHBIM Ha perenTypHbIX OnaHkax (opmbr No 148-1/y-
88, mouiexar KOMOMHUPOBAHHbIE JICKAPCTBEHHBIE MPETapaThl, CoJepKaliue KOJECHH UM €ro COJH
(B mepecu€Te Ha YMCTOE BEIIECTBO) B KojudecTBe 10 20 mr (Ha 1 103y TBEpIOH JIeKapCTBEHHOM
¢dopmbl) unu B koimuectBe A0 200 mr (Ha 100 mu wim 100 T KUAKOH JIeKapCTBEHHON (OPMBI 171t
BHYTPEHHET0 IPUMEHEHUS).

2. Ha penientyprnom 6manke 148-1/y-88 n0mKHBI OBITH CIICTYIONTUE PEKBU3UTHI:

. IITaMIT MEIUIUHCKONH OpraHu3anuu (C yKa3aHWEM IOJIHOTO HAWMEHOBAHUS MEIUIIMHCKON
opraHu3aIyu, ajapeca, reaedona);

. cepus U HOMEp pelenTypHOro OJIaHKa;

. JaTa BBITUCKHU PEIETITa;

. ®UO narueHTa MmoJHOCThIO0, BO3PACT;

. Homep MeauIIMHCKOM KapThl;

. ®UO Bpaga (henpamepa) MOTHOCTHIO;

. HaumeHoBanue JIC Ha JTaTUHCKOM SI3bIKE (MHIUBHUAYaJIbHAS MPOIKCH) MO MEXIYHAPOIHOMY
HENATCHTOBAaHHOMY HAMMECHOBAHUIOC YKA3aHUEM KOJIMUYECTBA, IO3UPOBKH H CITOCO0A IMPUMEHEHHS;

. MOANKCH M JINYHAs IeyaTh Bpaya ((enpamepa);

reyaTh MEAUUMHCKON Opranu3anuu «/mns peuentony.

ITpoBepsieTcs BoicuIas pa3oBas U BbICILIAS CYTOYHAs JO3BI.

Ecin HeoOXonuMo HpeBBIIEHHE BBICHIEH pa30BOM 03bl, TO Bpau YKa3blBaeT 03y MPOMHUCHIO U
CTaBUT BOCKJINLIATEJIbHBII 3HAK.

Hopma ornycka npoBepsieTcs, B KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX IIperapaTax, COAepKallux
KOJIeUH (COJIM KOJIeMHa) HOpMa OTIycKa KoJenuHa He Ooiee 0,2 T.

Cpoxk aelictBus perenrta Ha O0nanke popmbl Ne148-1/y-88 cocrapinsier 15 nHel.

Penent xpanutcs 3 rozna B anTeke, MOCKOJIBKY JIEKAPCTBEHHBIN NpenapaT MOUIEKUT NMPEAMETHO-
KOJIMYECTBEHHOMY Y4€Ty. bolbHOMY BbIIA€TCSA CUTHATYDA.

3. JIaHHBIH cOCTaB MPOIMUCH HECTAaHAPTHBIN (HEO(PHUIINATbHBIN).

KoMIoHeHTBI ponucH COBMECTHMBI.

Hopma enuHoBpeMeHHOro oTmycka ajs KoJenHa ¢gocdaTta Ha OAMH PELENT He JOJDKHA MPEeBBIIIATh
0,2r.

[Tpou3BoAT MPOBEPKY 7103 CHIIBHOAEHCTBYIOIIETO BellecTBa (kojenHa docdar):

- 001wt 00BeM JiekapcTBeHHOM hopmbl 100 Mt + 5 Mo + 5 M = 110 mu;

- kosnyecTBO npueMoB 110 mu / 10 Mt = 11;

- pa3zoBas 103a kojenna ocdara 0,2 / 11 mpuemon = 0,018;

- cyrouHas n103a 0,018 x 3 = 0,054.

Cornacao I'® Beicmias pa3zoBas n03a kojenHa (ocdara st B3pocibix 0,1, BbIcas cyToyHas 103a
0,3.

BbIBOA: 103BI HE 3aBBIIICHBI.

[Tpou3BoauM pacyeT KOJIMYECTB JIEKapCTBEHHBIX BELIECTB:

Koneuna ¢ocdara 0,2;

Harpus 6pomuna 2,0;

V KOHILIEHTPUPOBAHHOTO pacTBopa HaTpus Opomuaa = 2,0 X 5 =10 mur;

V Boas! ountmernHo# = 100 M1 - 10 M = 90 Mt

Hacroliku Basniepuansl 5 Mi;

Hacroliku mycTeipHHuKa 5 MIT;

OO6uwmit 066eM MuKcTypsl 110 Mt



N3menenune o01iero oobeMa KHIKOW JIEKapCTBEHHON (hOPMBI TIPH PACTBOPEHHUH MTOPOITKOOOPA3HBIX
JICKapPCTBEHHBIX BEIIECTB HE YUMTHIBAETCS, TaK KaK OHO YKIIAJBIBACTCS B OTKJIOHEHUS, IOMYCTUMBIC
B 0011eM 00bEMe KUJIKHUX JIEKAPCTBEHHBIX ()OPM MPHU M3TOTOBICHUU MAcCO-OOBbEMHBIM METOJIOM, B
cootBeTcTBUM ¢ Tabnuuei Ne 3 npunoxenus Ne 3 k npukasy M3 P® ot 26 oktsi0ps 2015 r. Ne 7511.
Jonyctumblie oTkioHeHus B 00beme = 110 mit x 3%/100% = 3,3 mi.

4. [Tockonbky maHHas JekapcTBeHHass (opma mpeacraBiseT coOOW BOTHBIA pPacTBOp, TO,
cormacHo Tmipukazy M3 P® or 26 okrsa6ps 2015 1. Ne 751H, pacTBOp H3rOTaBIMBAIOT
MaccoOObEMHBIM METOIOM.

B niepBy1o ouepesp oTMEPUBAIOT B OACTaBKY 90 MJ1 BOABI OUMIIIEHHOM, B KOTOpOH pacTBOpstoT 0,2
kogenHa (ocdaTa, MOTydeHHOrO MO O(OPMIICHHOW OOOPOTHOW CTOpPOHE pelernTa y MpOBU30pa-
TEXHOJIOTa, OTBEYAIOILIETO 32 XpaHEHHUE SAOBUTHIX U CTOSIINX HA MPEIMETHO-KOJIMYECTBEHHOM yUueTe
JIEKapCTBEHHBIX BEILIECTB.

[TepemennBaroT A0 MOJHOTO PACTBOPEHUSI.

3areM pacTBOp (UIBTPYIOT BO ()JIaKOH Ui OTIIyCKa Yepe3 BaTHBIA TaMIIOH, IpeABapUTEIbHO
MIPOMBITBIN BOJOW OUYUILIEHHOM.

HenocpencrBerno Bo ¢uiakoH aiist otirycka orMepuBaiotT 10 vt 20% KOHIIEHTPHPOBAHHOTO PacTBOpa
HaTpus Opommia, 3areM [I00aBISIOT MO 5 M HACTOWKH MYCTHIPHUKA M HACTOWKHM BajlepUaHbI
(cormacHo mpukazy 751H cHUPTOBBIE PacTBOPHl BBOJSTCS B IOCJIENHIO OYEpeIb B IOPSIKE
YBEJIMYEHHUS! KOHLIEHTPAllMM JTaHOJNa — B HACTOWKE BaJiepuaHbl W HacToiike myctbipHuka 70%
ATAHOJI)

Ykynopusatot (hJaKkoH IIacTMAacCOBOM MPOOKON M HABMHUMBAIOIIEHCS KPBIIIIKOM.

O¢opMISIOT K OTITYCKY.

S. CornacHo mnpukazy M3 P® ot 26.10.2015 r. Ne 751 «OO0 yTBepXkKAE€HUU TpaBUII
U3rOTOBJICHUS M OTIYCKa JIEKAPCTBEHHBIX MpENapaToB Uil MEIUIIMHCKOTO IPUMEHEHHUs allTeUHbIMU
OpraHu3allMsIMKA,  WHIUBHIYaJbHBIMH  NPEANPUHUMATEISIMH, HUMCIOIIUMH  JIMLIEH3UIO  Ha
(bapMaleBTUYECKYIO JESATEeIbHOCTbY JaHHas JIeKapcTBEHHass Qopma odopMmisieTcss K OTIYCKY
OCHOBHOI1 3TUKETKON «BHYTpeHHEe», Ha KOTOPOH 10JKHO OBITh YKa3aHO:

- HauMeHoBaHHMe anTeyHoi opraHuzauuu wim O.M.O. uHAMBHUIYaNbHOTO NpeANPUHUMATEI,
MMEIOILETO JIMICH3HUIO Ha (hapMaIleBTHYECKYIO JeSITeITbHOCTD;

- MECTOHAaXOXXJEHHE aNTeYHOM OpraHu3alMd WIK MecTo (apMaleBTUYECKOH eATeIbHOCTH
WH/IMBUIYAIEHOTO TIPEIIPUHUMATEIIS,;

- Homep peuenta (mpucBamBaerca B amnteke); ®.M.O. nmanueHra, HaMMEHOBAaHWE WJINM COCTaB
JIEKapCTBEHHOTO TIpernapara; crnocod MpUMEHEHHs JIEKapCTBEHHOTO Tperapara (BHYTpEHHee), BUJI
JeKapCTBEHHOH (GopMbI (MUKCTYpa);

- IOJIpOOHOE OIHKCaHue crocoda MpUMEHEHUs (11 MUKCTYp: «110 1 gecepTHOM joxke 3 pa3 B JIeHb
JIO €IIBI»);

- ZIaTa M3rOTOBJICHUS JIEKAPCTBEHHOTO ITperapara;

- CPOK TO/IHOCTH JIEKapCTBEHHOTo mpemnapara («['ogeH 1o »);

- IIeHa JISKapCTBEHHOT'0 NpernapaTa; IpeaocTepekeHne «XpaHUuTh B HEJOCTYITHOM IS IETEH MecTe».
JlonoHUTENbHbBIE ITUKETKU: «XPaHUTh B MIPOXJIAJHOM MeCTe», «XpaHUTh B 3aLIUIIEHHOM OT CBETa
mectey, «Ilepen ynorpebiaeHrem B30anTeIBaTh». BeinmuchIBaeTCs cUrHATYpa.

3ananue 63. CuTyanmoHHas 3aj1a4a

B antexy ropoga C. oOparuiach EHIIMHA C PELIENTOM, BBITUCAHHBIM Ha PELENTYpHOM OJaHKe
dbopmbr Ne 148-1/y -88, odopmiieHHBIM B COOTBETCTBHH C TpeOOBaHMSIMU 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 nopomky 3 pa3a B A€Hb.

[Ipumeuanwue:



Odenpuna r/x: BPJI = 0,05, BCA = 0,15. Jumenpon: BP/I=0,1, BC/ = 0,25.
Hopwma equHOBpeMeHHOTO OTIycKa deapuHa 1/x = 0,6.
Jonyctrumble oTKIOHEHHS B Macce nopomkoB ot 0,3 1o 1,0 cocraBisaroT 5%.

1. Ha kakom OyiaHke U COIJIaCHO KaKOMy HOPMAaTHBHOMY JOKYMEHTY BBIMHCHIBAETCS
JlaHHAs POIUCH?

2. [lepeuucnure TpeOoBaHus K O(GOPMIIEHHIO penenta M OTIYCKY JaHHOTO
JIEKapCTBEHHOTI'O TIperapara.

3. [IpoBenute (apManeBTUYECKYIO OSKCIEPTH3y JaHHOW mpomucH, odopMuTe
00OpOTHYIO CTOPOHY PELeNTa U ClieNaiTe HeOOXOAMMbIE PaCUETHI.

4, OO06ocHYHTe TEXHOJOTHIO M3rOTOBJICHUS TAHHOM JICKApCTBEHHOUN (POPMBI.

5. VYkaxure 0COOEHHOCTH OQOPMIICHHS JAHHOM JICKapCTBEHHOH (POPMBI K OTITYCKY.

IIlpasunvnoviii omeem:

1. Jannasi mponuch, cojepxaiuas 3(eapruHa TUIPOXJIOPU, BBIMHUCHIBACTCS Ha PELENTYpPHOM
onanke hopmbr Ne 148-1/y-88.

Cornacno mnpukaszy llpukazom MunucrepctBa 3apaBooxpanenus Poccuiickoit denepanuu ot
24.11.2021 Ne 10941 "O6 yrBepxknenuu Ilopsiaka Ha3HAYCHHS JIGKAPCTBEHHBIX Tpenaparos, GopM
pelenTypHBIX OJIaHKOB Ha JIeKapcTBEHHBIE npenapatsl, [lopsaka odpopmieHus yka3aHHBIX OJaHKOB,
UX ydera ¥ XpaHeHus1, (JopM OJIaHKOB PELENTOB, COIEPKAINX Ha3HAYCHHE HAPKOTUIECKUX CPEACTB
WIM TICUXOTPOMHBIX BemlecTB, [lopsaka WX WM3rOTOBJICHHS, paclpe/ieleH s, PETUCTPAllu, yueTa U
XpaHeHus, a Taxke [IpaBun odopmiieHus: OJaHKOB PEeLENTOB, B TOM YHCiIE B (hopMe 3IIEKTPOHHBIX
JOKYMEHTOB"  KOMOMHHUpOBaHHBIE  JIEKAPCTBEHHBIC  Mpemaparhl, cojepxamue ddenpuHa
TUAPOXJIOpHU B KonuuecTse, npespimatonieM 100 mr, u 1o 300 mr BxirountensHo (Ha 100 mut mm
100 r >xuakoil nexkapcTBeHHOW (HOpMBI Il BHYTPEHHETO MPUMEHEHMs) U JIEKapCTBEHHbBIC
npenaparsl, cojaepkaiue 3QeapruHa TUAPOXJIOpUa B KojaudecTBe A0 SO Mr BriIOuuTeNbHO (Ha 1
103y TBEPI0 IeKapCTBEHHOM (hOpMBI), BEITUCHIBatOTCA Ha Onankax ¢opmel Ne 148-1/y-88.

2. Ha penenitypHom 6nanke 148-1/y-88 momkHBI OBITH CIIEAYIONINE PEKBU3UTHI:

O ITaMII MEIULUHCKON OpraHu3anuu (C yKa3aHHEM IOJHOT0 HAMMEHOBAaHUS MEIULMHCKON
opraHu3aluu, ajapeca, reaedona);

cepusi U HOMEp pelenTypHoro OJaHKa,

JlaTa BBITUCKU PELIETITa;

®UO nanueHTa MoJIHOCTHIO, BO3PACT;

Homep MenuumHCKON KapThl;

®UO Bpaua (¢penpamiepa) NOITHOCTHIO;

HauMmeHoBaHue JIC Ha JTaTUHCKOM sI3bIKE (MHIUBUAYAJIbHAS MPOIKCH) MO MEXIYHAPOJIHOMY
HEMaTeHTOBaHHOMY HaMEHOBAHMIOC yKa3aHHEM KOJIMYECTBA, JO3UPOBKH U CIOco0a MPUMEHEHUS;

O MOAMKCH U JINYHAs 1eyaTh Bpayda ((denpamepa);

0 neJaTh MEJUIIMHCKON opranu3anuu «Jlis penentos.

[IpoBepsieTcs BbICIIas pa3oBas M BbICIIAas CyTO4Hast 103bl. Eciin HE00X01MMO IPEBBIIIEHUE BBICIIEH
pa30BOM 103bl, TO Bpayd yKa3bIBAET 103y NPONKCHIO U CTABUT BOCKJIMLIATEIbHBIN 3HAK.

Cpok nerictBus penenta Ha Omanke Gopmbr Nel148-1/y-88 coctansier 15 nueit. Peuent xpanutcs 3
rojJia B alTeKe, JEKapCTBEHHbIN Mpenapar MOAJIEKNAT IPEIMETHO-KOJIMYECTBEHHOMY YUETY.
PexomeH10BaHHOE KOJIMUYECTBO 3(eApHHA THUAPOXJIOpUAA B MOPOLIKAX Uil €IUHOBPEMEHHOTO
oTmycka 6ompHOMY, cornacHo [Ipuka3sy MunuctepcTBa 3apaBooxpaneHus Poccuiickont denepamnmm
oT 24.11.2021 Ne 1094n "OO6 yrBepxkaenuu Ilopsaka Ha3HA4YeHUs JIEKAPCTBEHHBIX IpPENapaTos,
dopM penenTypHbIX OJIAaHKOB Ha JIeKapCTBEHHbIe mpenapatbl, [lopsaka odopMieHHs yKa3aHHBIX
OnmaHKOB, WX Yy4yeTa W XpaHeHus, (opM OJaHKOB pELENTOB, COAEPKAIIMX Ha3HAYCHUE
HapKOTUYECKUX CPEJCTB MM NCUXOTPOMHBIX BelecTB, [lopsaka UX U3roTOBIEHUS, paclpeieeH s,
perucTpanmy, yuera u xpaneHus, a takxe [IpaBuin opopmieHus 6JaHKOB peLENTOB, B TOM YHUCIE B
dopMe HNIEeKTPOHHBIX JOKyMeHTOB'cocraBiser 0,6 T, MOCKOJNbKY MO AaHHOM mpomucu Ha 40
MOPOUIKOB Macca ddenpuHa ruapoxiopuaa coctaBut 0,8 © U pelent He COAEPKHUT 0COObIe OTMETKU

Ooooooo



0 BO3MOXXHOCTH YBEJIIMYEHUS HOPMBI €IUHOBPEMEHHOTO OTITYyCKa, HEOOXOJUMO YMEHBIIUTh YHUCIIO
103 710 30, He U3MEHSsIs1 KOHLIEHTPALMU JIEKAPCTBEHHBIX BEIIECTB B IPOIHUCH.
Cpok nerictBus perienita Ha Os1anke hopmbl Nel148-1/y-88 cocraiser 15 aueil.

Peuent  xpanurcs 3 roma B amTeKe,  JIGKApPCTBEHHBIM  IpemapaT  MOJUIEKUT
IIPEIMETHOKOJINYECTBEHHOMY YUETY.
3. Beinucan tBepaast JI® — Ci0KHBI JO3UPOBAHHBIM NOPOLIOK JUIsi BHYTPEHHETO IPUMEHEHUS

pacnpeaenuTenbHbIM criocoboM. B coctaB JI® BxomuT BemiectBO — adeApuHa THIPOXJIOPHI,
nojJieXxaniee MpeIMETHO-KOJIMYECTBEHHOMY y4Ye€Ty U IS KOTOpPOro OIpejesieHa HopMma
€IMHOBPEMEHHOI'0 OTITYCKa.

JlaHHBII cocTaB MPOMUCU HECTAHIAPTHBIN (HEOPHUIIMATBHBIN).

KoMnoHeHThI mponucu COBMECTUMBI.

J103BI CHITBHOJICHCTBYIONIUX BEMIECTB (d(heaprHa THAPOXIOPHI U JUMEIPOIT) HE 3aBhIIICHBI.
Ddenpuna r/x

P1=0,02 BPIO=0,05

C=0,06 BCA=0,15

Humenpon

P1=0,03 BPA=0,1

C=0,09 BCA=0,25

Hopma enmHoBpeMeHHOro oTmycka aisi 3deApuHa THAPOXJIOpHIAa Ha OAMH pElenT He IOJDKHA
npesbars0,6 T.

[To nmannoii mpormmcu Ha 30 mopomkoB Macca 3deapuHa rumapoxjopuaa cocrtaBut 0,6 T.
CrnenoBaTelbHO HOpMa €IMHOBPEMEHHOTO OTITYCKa HE TIPEBBIIICHA.

OO06opoTHas CTOPOHA pelenTa:

Ephedrini hydrochloridi 0,6 (mmects nemurpamMmoB)

JlaTa

Beiman

ITomyunn

[Ipoun3BoauM pacdeT Macc JEKapCTBEHHBIX BEIIECTB Ha BCE J03BI:

Ddenpuna ruapoxiopua 0,02 x 30 = 0,6

Humenpon 0,03 x 30 =0,9

I'moxo3a 0,3 x 30=9,0

OO6mas macca uHTpeMeHToB Ha Bce 10361 0,6 + 0,9 +9,0 = 10,5

PasBecka 0,35 Ne 30
Jonyctumbie oTKIOHEHHS B Macce opomkoB = 0,35%5%/100% = 0,02
4. [TockoNMbKY WMHTPEIUEHTHI CIO0XHOTO TOPOIIKA BHIMHCAHBI B PAaBHBIX KOJMUYECTBax (MeHee

yem 1:20), mepBoHauyalnbHO B CTYIKE pacTUpaloT HHAW(QEpEeHTHOE BEIIECTBO, BBINHCAHHOE B
0oJbIIIeM KOTHUYECTBE (TITF0K03a).

B crynky Ne 6 nomemaror 9,0 ritoko3bl, 3aTHPAOT NOPHI ¥ BEIHOCAT Ha Karcyomy.

B crynky nomywaroT mo oQopmieHHOH 0OOpOTHOM CTOpOHE pelenTa y HpPOBHU30pATEXHOJIOrA,
OTBEUAIOLIETO 3a XpaHEHUE AJOBUTBHIX U CTOSIIMX Ha MPEIMETHO-KOJIMYECTBEHHOM YYETe
JeKapCTBEHHbIX BellecTB, 3¢peapuHa ruapoxiopun (0,6), M3MenbyarOT, OTBEIIMBAIOT TUMEIPOI
(0,9), u3mMenpUarOT U CMEIINBAIOT.

B koHI11e yacTsAMU npUOABISAIOT IIIIOKO3Y C KAICYJIbl U CMEIIMBAIOT 10 OJHOPOAHOCTH.

Janee cmech pa3BemrBaoT Ha 30 TOPOIIKOB, YIAKOBBIBAIOT U O(OPMIISIOT K OTITYCKY.

5. CornacHo npukazy oT 26.10.2015 r. Ne 7511 «O06 yTBep:kIe€HUU MPaBUI U3TOTOBIEHUS U
OTITYCKa JIEKaPCTBEHHBIX MPENapaToB I MEIUIUHCKOTO IPUMEHEHUS allTEYHBIMU OpTaHU3alMsIMH,
UHAUBUAYAIbHBIMU  IPEINPUHUMATEISIMH, HMMEIOIMIMMH JIMLIEH3UI0 Ha  (apMaleBTHUECKYIO
JeSITeIbHOCTBY JlaHHasi JieKapcTBeHHass (opma odopmisieTcss K OTIYCKY OCHOBHOM 3THUKETKOM
«ITopomku» unu «BHyTpeHHEE» HA KOTOPOH JOIKHO OBITh YKa3aHO:

- HaMMEHOBaHWE anTeyHoil opraHmzanmuu wim D.JM.O. MHIAUBUAYaNbHOrO MpEANPUHUMATENS,
MMEIOIET0 JIMIEH3UIO Ha (hapMalleBTUUECKYIO AESITeIbHOCTD;

- MECTOHAXOXXJCHHE aNTeYHOM OpraHu3alMd WIK MecTO (apMaleBTUYECKON eATeIbHOCTH
VMHAMBUAYaAJILHOTO MPEAIpUHUMATES,



- HoMep penienita (mpucBanBaercs B anteke); @.1.O. nanuenTa;

- HANMEHOBAHME WJIM COCTAB JICKAPCTBEHHOTO Mperapara;

- croco0 MpUMEHEeHHsI JIEKapCTBEHHOIo Mpernapara (BHyTpeHHee, HapyKHOe, JIJIs UHBEKIHii), BUJ
JIeKapCTBEHHOM (popMBI (TTIa3HBIE KA, Masb U T.11.);

- 1I0IpOOHOE ONHUCaHME CIloco0a MPUMEHEHMs («UIsl MOPOIIKOB: M0 IHOPOUIKY  pa3 B JIeHb
____enpy);

JlaTa U3roTOBJICHUS JIEKApCTBEHHOTO IIpenapara;

CPOK F'OJTHOCTH JIEKapcTBEHHOTro npenapara («['ogen 1o »);

LEHa JICKAPpCTBECHHOI'O IIpEIriapara; NpeaoCTEPCIKECHUEC <(>(paHI/ITB B HCAOCTYIIHOM JJIsA ,Z[eTefI MECTEM.
I[OHOJIHI/ITCJIBHEUI OTHUKCTKA: ((XpaHI/ITL B IPOXJIaAHOM MECTCH, «XpaHI/ITB B SaH_[I/IH_IéHHOM OT CBCTa
MCCTC.

3amanne 64. CutyarimoHHas 3a1a4a

B AlITCKYy IMOCTYIHII PELCIIT HAa U3TOTOBJICHUC CYIIIIO3UTOPUEB 110 IIPOIIHUCH:
Rp.: Papaverini hydrochloridi 0.1
Coffeini 0,3
Butyroli g.s.
D.t.d. N 10 S. ITo 1 cBeue 2 pa3a B AcHb.
COprI[HI/IK AIlITCKH OIIPCACIINII, UTO 00BeM THE3 CyHHOSHTOpHOfI q)OpMLI oOecrieunBaer

nonyueHue cseuet maccoii 3,0 r. YuuteiBas 00beM, KOTopslii 3aiimyT 1,0 T manaBepuHa
ruapoxiopuaa, 3,0 r kopenna, Opl1a paccuntana macca Oyrupona 27,24 r (U1 manaBepuHa
ruapoxiopuaa 1/Ex = 0,63, nnsa kodpenna 1/Ex =0,71).

[Ipy M3rOTOBIICHUH CYNIIO3UTOPHEB COTPYIHHK TIIATeNbHO M3Menbumi 3,0 T kodenna u 1,0 T
narnaBepyMHa TUAPOXJIOPUAA C 4YacThl0 paciuiaBieHHoro Oyrtuposa. Jlanee wactaMu go0aBuil
MOJIYOCTBIBILIYIO PACIUIaBJIEHHYIO OCHOBY, TIIATEJIBHO MEPEMEIIANl U pa3iuil CYNIIO3UTOPHYIO Maccy
B (hopMBI.

1. IlpaBuitbHO 11 OBLIH CENIaHBI PACUeThI ACUCTBYIONIINX U BCIIOMOTATEIbHBIX BEIIECTB?

2. IIpuBenuTe TEXHOJOTHIO U3TOTOBIIEHHS CYNIIO3UTOPUEB HA TUAPO(OOHBIX OCHOBAX METO/IOM
BBUIMBAHUSL.

3. Uto Takoe 0OpaTHBIN 3aMeCTUTEIbHBIN KO3()(UIIMEHT U KOT/1a OH UCTIONb3yeTcs?

4. Tlo xakuM MOKa3aTessiM MPOBOJIUTCS OLIEHKA KauecTBa CYIIIO3UTOpUEB?

5. IlosicHuTE MOPSAOK BBITUCHIBAHMSI PELIENTA HA JAHHYIO IIPOIIUCH U OTIycKa 1o Hemy JIII.

Ipasunvhoiii omeem:

1. CoTpymHHK BEpHO ClIeall pacyeThl JCHCTBYIONUX U BCIIOMOTATEIILHBIX BEIIECTB ITOCKOJIBKY:

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

TBEpABIX BemecTB 6omee 5% (13,3%) — 0,4 (oOmas macca TBepabIx BemecTB. — 3,0

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

CJIeIOBATEIFHO YUYUTHIBa€M 0OpaTHBIE 3aMeCTUTEIbHbBIE KO (UIIMEHTHI JJI JAaHHBIX BEIIECTB

byrtuposna 27,24

[TanaBepun ruapoxsiopua 3ameniaet 1/Ex =0,63x1,0 = 0,63

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

Pacuér xonuuectBa byrupona: 3,0x10 - (0,63 + 2,14) = 27,24,

2. V3roToBiieHHEe CYNIO3UTOPHEB HA TUAPOPOOHBIX OCHOBAX COCTOUT U3 CIEAYIOIIUX CTAIMM: -
MOJITOTOBKA JICKAPCTBEHHBIX BEMIECCTB M OCHOBBI 3aKJIIOYACTCS B W3MEIHYCHHH KOMITIOHCHTOB WU
caMOii OCHOBBI, a 3aTéM CIUIaBJICHWHM KOMIIOHEHTOB WJIH pACIUIaBJICHHH CaMOH OCHOBBI;
MpeBapUTEIIbHOE M3MEIbUYeHNE OCHOBBI OOJIETdaeT €€ JI03MPOBAaHWE U YCKOPSET PACIUIaBIICHUE; -
W3TOTOBJICHHE CYMIO3UTOPHON MacChl: KOMIIOHEHTBI OCHOBHI PACIUIABIISIOT B BEITAPUTEIHHON Yalllke
C Y4ETOM WX TeMIIEpaTyphbl IUIABJICHHWS — BHadaje Oojiee TYroruiaBKHe, 3aTeM ¢ 0ojiee HU3KOM
TeMreparypoil minaBieHus. He cieayeT OCHOBBI JUIMTENBHO HArpeBaTh, YTO MOXKET MPHUBECTH K
SIBIICHUSM TIOJUMOp(U3Ma W U3MEHEHHIO TEMIIEpaTyphl IUIaBJICHHS. TeMmIeparypa HarpeBaHus He



noipkHa mpeBbimath 45-50°C. JlekapcTBeHHBIE BemecTBa B THUIPOPOOHBIE OCHOBHI BBOJAT B
3aBHCUMOCTH OT UX (PH3MKO-XMMHUYECKHX CBOMICTB, COTJIACHO OOIICTIPUHATHIM TEXHOJIOTMYECKHM
npaBwiaM. [IpuroroBineHHas AJii  BbUIMBAHUSA  CYNIO3UTOpHas Macca JODKHA  OBITh
HOJYOXJIXKACHHOW BO M30eKaHue 00pa3oBaHMs MMyCTOT U AJisi 00ecreueH st OJJHOPOAHOCTH, TO €CTh
OXJIQXKJAIOT Maccy 0 TEMIEpaTyphl, OJIM3KON K TemrepaType e¢ 3acThiBaHus. Jlo3upoBaHHe MacChl
u (opmupoBanue cymnmno3uropueB. [Ipy HUCHONB30BaHMM METOJA BBUIMBAHHUS 3Ta OINEpaLus
OCYIIIECTBIISICTCS. OAHOBPEMEHHO. [IpUroTOBIEHHYIO MacCy 3aJMBalOT B pa3bEMHBIE CYIIO3UTOPHBIE
(GopMBI, BBIOJHEHHBIE M3 METaJlla, WM IUIACTMAccoBble. Bo m30exaHue NMPHIMIAHUS MAacChl K
cTeHkaM (opMbl THe3/1a (OpMbl IPEIBAPUTENBLHO JOJDKHBI ObITh CMa3aHbl MBUIBHBIM CIUPTOM —
runpoduiIbHas cMas3ka, a Takke oxjaxaeHel. [locme pasnuBa B (OpMBI HMX TIOMEIIAIOT B
XOJOMMIBHUK JUIsi OBICTPOrO 3aCThIBAHMS CYIIO3UTOPUEB, YTOOBI MPEAYNPEIUTh OCAKICHHE
B3BELICHHOH (pa3bl Ha KOoHIE cBeud. [locie 3acThIBaHUS pa3beAMHAIOT Pa3bEMHBIE YACTH (POPMBI U
0CBOOOXKIAOT cymnmno3utopuu. lloacymuBaloT Ha BO3QyXe HECKOJIBKO MHUHYT. YTakoBKa U
oopmIIeHHE K OTITYCKY OCYLIECTBIISIETCS COTVIACHO TPEOOBAaHUSAM HOPMAaTHBHOM IOKYMEHTALIUH.

3. Ilpu mpuroToBIEHHH CYNNO3UTOPHEB Ha TUAPO(OOHBIX OCHOBaX HEOOXOIUMO MPOBECTH
pacue€t KonmuuecTBa OCHOBBI. lIpm m3BecTHOM 00BEMe rHe3da (GOpMbI YUHTHIBAIOT MpsmMoi Ex
3aMECTUTENbHBIA KOI(PPUIIMEHT, KOTOPBIA MOKAa3bIBa€T KOJMYECTBO JIEKAPCTBEHHOI'O BEIIECTBA,
3aHMMAIOIIETO TOT e O00BEM, YTO M | T KHPOBOH OCHOBHI C IUIOTHOCTBHIO 0,95. OOparHbIi
3aMECTUTENbHBIA KOA((GUIMEHT HCHONB3YETCSl IpPHU pacueTrax B cCIydyae COJCp)KaHUS TBEPABIX
BemectB 5 u Oonee %. Ha mpakTuke ynoOHO TOJIB30BAaThCS OOPATHBIM 3aMECTUTEIHHBIM
koddp¢unmentom 1/Ex, KOTOpbI paBeH KOJUYECTBY >KUPOBOM OCHOBBI, 3aHHUMAIOLIUN 00BEM
paBHBII 00bEMY | T IeKapCTBEHHBIE BELIECTBA.

4. OueHka KavyecTBa CYIMIO3UTOPUEB MPOBOJIUTCS IO CICAYIONIMM IMOKA3aTesIM: - HAJMYHe U
NPaBUWIBHOCT OOPMIICHHSI TOKYMEHTAIIMH, - TPaBUIBHOCTH O(OPMIICHHS JICKAPCTBEHHON (POPMBI K
OTIIYCKY, - OJIMHAKOBasi popMa CYMIO3UTOPUEB, OJHOPOTHOCTh MACChl — OMPENEISIOT BU3yalbHO Ha
MIPOJIOJIBHOM Cpe3€ MO OTCYTCTBUIO BKPAIUICHHH, - CPEIHIOI0 MacCy ONpPEIeSIIOT B3BelrBanueM 20
Cynmo3utopueB ¢ To4yHOCThIO a0 0,01 T, OTKIOHEHHE B Macce CYINMO3UTOPUEB HE JIOJKHO
npesbiaTh 5%.

5. JlaHHas TpomHCh BBHIMHCHIBaCTCS Ha perentypHoM Omanke ¢opmbel Ne 107-1/y. Peumerr,
BBINKMCaHHBIN Ha penentypHoM Onanke Gopmbl Ne 107-1/y, nefictBurenex B Teuenue 60 nHei co aHs
BbIMChIBaHUs. Penent otmaercs Bmecte ¢ JIII ¢ oTMeTkol Ha peunenrte, 4To JIEKApCTBEHHBIN
npenapar OTHYIIEH, JaTod OTmycka M noAanuchio (apmpaboTHuka. [Ipu  BhIIMCHIBAaHUU
MEAMIIMHCKUM PAaOOTHUKOM pPELENTOB Ha IOTOBBIE JIEKAPCTBEHHBIE MpenapaThl U JIEKAPCTBEHHBIE
npenapaTbl MHAWBUAYAIBHOTO W3TOTOBJIEHUS MAllMEHTaM C XPOHUYECKMMH 3a00JIeBaHUSMM Ha
peuentypHbix Onankax ¢opmbl Ne 107-1/y paspemiaercsi ycTaHaBIUBAaTh CPOK JIEUCTBHS pelenTa B
npejenax 40 OJHOrO roja M MPEBBIATh PEKOMEHYEMOE KOJIMUYECTBO JIEKAPCTBEHHOIO Mpernapara
JUISL BBIUCBIBAHUS HA OJMH pelenT, ycraHoBieHHoe npukazoM M3 P® or 14.01.2019r. Ne4n « OO
YTBEP)KJICHUU TOPSAJKA Ha3HAUCHMsI JIEKAPCTBEHHBIX MpenapaToB, GOpM pelenTypHbIX OJaHKOB Ha
JIEKapCTBEHHbIE Mpernaparbl, NopsaKa OoPOPMIICHHS YKa3aHHBIX OJAHKOB, UX y4deTa M XpaHEHUS.
[Tpy BBIMUCBHIBAHUM PELETITOB CPOKOM IO OJHOTO Tojla MEIUIMHCKUNA PaOOTHHK JIeaeT MOMETKY
«[TaneHTy ¢ XpOHMYECKUM 3a00JI€BAaHUEMY, YKa3bIBA€T CPOK JCHCTBUS pelenTa U NepuoInyHOCThb
OTIIyCKa JIEKapCTBEHHBIX IPENapaTOB M3 aNTeYHOM OpraHu3alud WIM HWHIUBUIYaIbHBIM
IpeANpUHIMATENIEM, UMEIONIUM JIMIEH3UI0 Ha (apMaleBTUYECKYIO JESITEIbHOCTh (€KEHEIENBHO,
€XKEeMEeCSIYHO U WHbIe MEePHOJbl), 3aBEpSeT 3TO YKa3aHHE CBOEH MOJIMUCHIO U JIMYHOW MeYaTbhio, a
TaK)KE TIEYaThI0 MEIUIIMHCKON opranu3anuu «Jljisg penentosy.

3ananue 65. CutyanmoHHas 3a1a4a

B anTexy mocTynui penent Ha U3rOTOBIEHUE KameNb IIa3HbIX MO MPOTHCH:
Rp.: Sol. Kalii iodidi 3% - 10 ml

D.t.d. Ne 30

S. I'ma3uble Karmm.



CoTpyIHUK anTeKU B ACENTHYECKUX YCIOBHUSIX B CTEPUIIbHYIO MOACTaBKY OTMEPUIT BOLY
ounieHHyo, orBecui Ha BCM-20 9,0 r kanus oauaa, 1oBen oobem pactBopa 10 300 M Bogoi
ounnieHHOH. [IpoBe MoHBIN XUMUYECKUI aHamu3 pacTBopa. PacTBop mpoduiibTpoBas ¢ moMoIs0
bunpTpoBaIbHON ycTaHOBKH 110 10 M1 Bo hutakon 11t otirycka Ne 30. dDirakoHBI ¢ pacCTBOPOM
YKYIIOPHJI CTEPUIIBHOM PE3NHOBOM MPOOKOIA, TPOBEPHII HA OTCYTCTBUE MEXAaHHMUYECKUX BKIIOYCHUH.
YKynopu1 KoJImaukoM o1 00KaTKy, IpoMapKUpoOBal U MPOCTEPUIN30Bal 1Mo/ faBiaeHueM npu 120
°C B TeueHuu 8 MuHyT. ITOBTOpHO ITPOBET KOHTPOJIb [IOCIIE CTEPUIIM3ALUH.

1. Onenure neictBust coTpyanuka. [lepeunciure TpeOoOBaHUs, MPEIBIBIAEMBIC K TIa3HBIM
KaIUISIM.

2. Kak B yci10BUSIX aniT€YHOTO MPOU3BO/ICTBA 0OECTIEYNBAETCS TPEOOBaHNE CTEPHILHOCTH?

3. Kak nocturaercs obecredeHne OTCyTCTBUS MEXaHMUECKUX BKIIIOYEHUH B IIa3HBIX Karuix?
4. Obecneuenne KOM(GOPTHOCTH TIIa3HBIX KaIlelb, TPEOOBaHMUS.

S. [TosicHuTe NOPAAOK BBITUCBHIBAHUS PELIENITA HA JAHHYIO IPOIKCH U OTITYCKa 110 HEMY

IIpasunvnoii omeem:
1.IlocnenoBarenbHOCTD AeiicTBUM BepHa. TpeboBaHus, IPeabsIBIsIEMbIE K TJIA3HBIM JIEKAPCTBEHHBIM
dbopmam:
- CTEPUJIbHOCTb;
- CTaOHMIJIBHOCTD;
- IPOJIOHTUPOBAHKE JICHCTBHS;
- KOM(OPTHOCTb IPUMEHEHHUS;
- OTCYTCTBUE MEXAHUYECKUX BKJIIOUECHUH.
2.CTepuIbHOCTD TJIA3HBIX Kallesb JJOCTUTaeTCsl IIyTEM IIPUTOTOBIICHUS UX B ACENTUYECKUX YCIOBUAX
¥ IPUMEHEHUEM OJIHOTO U3 CIIOCO00B cTeprin3anuu, npuasToro ['d.
3. CymectByert 2 crioco0a obecredeHns OTCYTCTBUS MEXaHMUYECKUX BKJIFOUEHUH B IVIA3HBIX KaIlIsiX.
3.1. I'na3nble Karmmy GUIBTPYIOTCS Yepe3 CTEKIISTHHbBIE, OyMaskKHbIC MIIM MEMOpaHHBIE (PHIIBTPHI C
OIHOBPEMEHHOH cTepuin3anyent. Ui JOCTHKEHHS KENAeMOT0 Ka4eCTBa UCIIOJIb3YIOT TIIATEIbHOE
¢rIbTpOBaHME Yepe3 JydIine copTa GUIBTPOBAIBHON OyMaru M JUIMHHOBOJIOKHUCTYIO BaTy MU
cTexJIsHHBIN GuiibTp Ne 3 (pu Mcnonb30BaHUM TpUOOpa Ui (GUIBTPOBAHUS INIa3HBIX Kalellb C
nocJyenyromieit (acoBKOM Mpu CEPUIHOM MPOU3BOJICTBE B AIITEUHBIX YCIOBHSX).
[TockonbKy npu GUIBTPOBAHUU MPOUCXOIAT OOJBIINE MTOTEPH, & 3TO OTPAKAETCSI HA TOYHOCTH
KoHIeHTpauuu JIB B rna3HbIX Kamisix, 0cOOEHHO NPU OYeHb HU3KUX KOHLeHTpauusx JIB,
npuOeraroT K UCMOJIb30BaHUIO KOHIIEHTPUPOBAHHBIX PACTBOPOB.
HopwMmb! nonycTUMBIX OTKJIIOHEHHH B 00beMe TJIa3HbIX Karelb He TOJKHO mpeBbimarh 10% — npu
o0wveme pactBopa 5-10mm, u 8%- npu o6veme 11 10 20Mn
3.2. IlpuroToBieHHE TIa3HBIX KaNelbh U3 PACTBOPOB KOHIIEHTPATOB.
4.MHorue ria3Hble Kari BbI3bIBAIOT PU WHCTUIUIALUMU HETIPUATHBIEC OIIYLIEHHS, U B OOJBIINHCTBE
clly4aeB AUCKOM(OPTHBIE SBJIECHUS 00YCIIOBIEHbI HECOOTBETCTBUEM 3HaueHu pH 1 ocMoTHYeCcKOoro
JTaBJICHUS IVIa3HBIX Kalellb 3HaueHUIo pH 1 0cMOTHYECKOMY JaBICHHIO CIC3HOM )KUIKOCTH. B HOpMe
Cl€3Hasl KHUJAKOCTh M IUIa3Ma KPOBH HMEIOT OCMOTHUYECKOE JaBJIEHHWE, PaBHOE OCMOTHYECKOMY
JTABJIEHUIO M30TOHUYECKOT0 pacTBopa Hatpus xjiopuna (0,9%-Horo).
N30TOHMUECKUMH SIBIISIFOTCS TJIA3HBIE KaIlIM, UMEIOINE TAKOE€ KE OCMOTHYECKOE IaBJIIEHHUE, YTO U
pacTBopbel HaTpusi xjopuaa B koHueHtpauuu 0,9% +0,2% Tt.e. 0,7-1,1% .Kammum wmwxe 0,7%
OKBUB&JICHTHOM  KOHILIGHTpAallMM  MOJuIeXkaT u30ToHUpoBaHuto 10  0,9%  »sKkBHBajleHTHOU
KOHIEHTpALlMU HAaTpUsl XJIOpUAa.
JU11 M30TOHMPOBAaHUS IJIA3HBIX Kalelb HCIOJIB3YIOTCS CIEAYIOLIUE BELIECTBA: HATPHs XJIOpPHUJ,
HaTpus cynbdar, OOpHas KuCIIOTa, HaTpus HUTpaT. KoIn4ecTBO H30TOHUPYIOIIETO BEIIECTBA
ONpEACIAIOT PACUETHBIM MyTeM. PacyeTsl MNpPOBOAAT C HCHOJB30BAHUEM HM30TOHHMYECKOIO
SKBHUBAJIEHTA 10 HATPUS XJIOPUTY.
I'ma3Hple KamiM, KOMIIOHEHTBI KOTOPBIX B COBOKYITHOCTH MOBBIIIAIOT OCMOTHYECKOE [ABJICHHE
Karesb Bble 1,1% SKBUBaJIEHTHON KOHIEHTPALMK HATpUs XJOPHAA, HEOOXOIMMO paccMaTpUBaTh



KaKk CIeIHaNbHBIe MPOMHCH W MpPU OTIYCKE MNpeaynpexaars OOJBHOTO O HEOIarompHsTHBIX
OLIYHICHUSAX. DTH Kallll pa3pelieHbl K MPUMEHEHUIO, OHU OKa3bIBalOT Oosiee ObICTphIid 3ddekT,
0COOEHHO aHTUMUKPOOHBIH.

He m30TOHUPYIOT Ti1a3Hble Kalulk KOJUIAprojia, MpoTaprojia, 3TaKpUAWHA JIAKTaTa, TaK KaK HATPUS
XJIOPH]] CHIIBHBIN 3JIEKTPOJIUT U MOXKET BBI3BATh KOATYIISIHIO.

5. JlaHHas IPOMHKCH BBHIMKCHIBACTCS HA perenTypHoM Onanke Gopmer Ne 107-1/y.

Penent, BeimucanHblil Ha perentypHoM Onanke ¢gopmbel Ne 107-1/y, neiictButeneHn B Tedenue 60
JTHEH cO IHS BBHITUCHIBAHUS.

Peuent otnaercsa BMecre ¢ JIII ¢ orMerkoi Ha penente «JlekapcTBo OTIYIEHO», JATOW OTIIYCKa U
MOAMKCHIO (papMpabOTHHKA.

[Ipu BEIMHMCHIBAHUN MEAULIMHCKUM PAaOOTHUKOM PELENTOB Ha TOTOBBIE JIGKAPCTBEHHBIE MIPENapaThl U
JICKapCTBEHHBIE TNpernapaTbl WHIAUBUAYAIBHOIO HW3TOTOBJICHHS TAllieHTaM C XPOHUYECKHUMHU
3a00JeBaHUAMU Ha peuenTypHbIXx Omankax ¢opmbl Ne 107-1/y paspemaetcs ycTaHaBIMBaTh CPOK
NEHCTBUS pelenTa B Mpeneiax [0 OJHOTO Toja W MPEBbIIIATh PEKOMEHAYEMOE KOJIUYECTBO
JIEKapCTBEHHOTI'O Mpernapara Jjs BhIIMCHIBAHUS HA OJIMH PELENT, yCTAaHOBIEHHOe Ipukaza M3 PO
Ne 1094 u ot 24 nHos6ps 2021 r. «O0 yTBepXKICHHHM MOpsAKAa HAa3HAUYEHUS JIEKaPCTBEHHBIX
npenapartoB, GOpM pelenTypHbIX OJIAHKOB Ha JIGKAPCTBEHHBIC IpenapaThl, MOpsaka o(GopMIeHUs
YKa3aHHBIX OJIaHKOB, UX ydeTa U XpaHeHHs, (opM OJaHKOB PELENTOB, COAEPKAIIUX Ha3HAUCHUE
HapKOTUYECKUX CPEJICTB WK MCUXOTPOIHBIX BELIECTB, NOPSAJKAa UX U3TOTOBJICHHUS, pacIpeieiIeHMs,
pEerucTpaluy, y4eTa u XpaHeHHs, a TaKxkKe MpaBuil 0POpMIICHHUS OJIaHKOB PELIETITOB, B TOM YHUCIIE B
(dopMe IIEKTPOHHBIX JOKYMEHTOB)

3amanue 66. CuTyalmoHHast 3aa4a

B IIPOM3BOJICTBEHHYIO allTeKy ropojaaX. oOparuncs  OoJIbHOM c penenTomM
HaAM3TOTOBJICHUE JICKAPCTBEHHOH (OPMBI COCTaBa:

Rp.: Inf. herbae Leonuri 200 ml

Natrii bromidi 4,0

T-rae Valerianae 10 ml

M.D.S. Ilo I cm. nooicke 3 paza 6 OeHb.

1. VYkaxxute 0cOOEHHOCTH XpaHEHHS JIEKAPCTBEHHOTO PACTUTENBHOIO ChIPhSl — MyCThIPHUKA
TpaBbI.

2. VYkaxxute 0cOOEHHOCTH XpaHEHUS CIIUPTOBBIX HACTOEK.

3. VYkaxuTte pexx1M HaCTauBaHUs Ha BOJSHON OaHe U OXJIaKEHHUS HACTOEB U OTBApOB.

4. [TpoBeauTe pacuersl 171 U3TOTOBJICHUS JaHHOU JIEKapCTBEHHOM (OPMBI C MCTIOIB30BaHUEM

JIEKapCTBEHHOTO pacTUTeNIbHOTrO chIpbs (KB = 2,0) n HanumuTe JTUIEBYI0 CTOPOHY MacriopTa
MUCBbMEHHOTO KOHTPOJIS.

5. [ToueMy npu U3roTOBJIIEHUN BOJHBIX U3BJICUEHUN U3 JIEKAPCTBEHHOI'O PACTUTENBHOIO CHIPBS
HE UCMOJIb3YIOT KOHIIEHTPUPOBAHHBIE PACTBOPHI JIEKAPCTBEHHBIX BEIIECTB?

IIpasunvrviii omeem:

1.IlycteipHuKa TpaBy XpaHsT B cooTBeTcTBUHU ¢ TpeboBanusamu ['d XIIT OPC.1.1.0011.15
«Xpanenue JIPC u JIPII» B rpymnmne 1eKapcTBEHHOIO ChIpbS OCHOBHOT'O XpaHeHHUs. TpaBa
IyCTBIPHUKA JIOJKHA XPAaHUTHCS B CYXOM, XOPOIIIO IIPOBETPUBAEMOM ITOMELIEHUH B IIJIOTHOU
3aKpBITOM Tape MpU OTHOCUTEIHHON BIAXXHOCTH BO3yXxa He Oojee 60 + 5% B 3aBUCMOCTH OT
cootBeTcTBYyMomEeN kmumaTruaeckoi 30HbI (I, I, III u IVA). BeicyiieHHBIH MyCTHIPHUK XPaHST B
TKaHEBBIX MEUIOYKaX, MaKeTaxX U3 IUIOTHOM OyMaru win B KapTOHHBIX KOPOOKaxX B MPOXJIAJHOM,
3aIIMIIEHHOM OT IOIaJaHus BJIard MECTE.

Cornacno Ipukazy Munzapascomnpassutust PO ot 23.08.2010 N 706H: HepacdacoBaHHOE
JIEKapCTBEHHOE PACTUTEIIFHOE ChIPhE JIOJDKHO XPAHUTHCS B CyXoM (He Oosee 50% BIaXHOCTH),



XOpOILO MPOBETPUBAEMOM MOMEIIEHUH B IJIOTHO 3aKPBITON Tape.

2.CornacHo TpeboBanusaM npukasa ot 23.08.2010 r. Ne 7061 «O6 yrBepxkaenun [IpaBun
XpaHEHUs JIEKapCTBEHHBIX CPENCTBY, (hapMalleBTHUeCKHUe CyOCTaHINH, TPEOYIOIIHE 3allUThl OT
YJIETYYMBAHUS U BBICBIXaHUS, B TOM YKCJIE COJIEpIKAIllKE JIETyYrue PaCTBOPUTENH (B HACTHOCTH,
CIIUPTOBBIE HACTOWUKH), CIIEYET XPAaHUTh B IIPOXJIAAHOM MECTe, B TePMETHYECKH YKYTIOPEHHOU Tape
13 HETPOHUIIAEMOTO IS JIETYYHX BELIECTB MaTrepuaia, Kak B IEPBUYHOM, TaK U

BTOPUYHOM (IOTPEOUTEIHCKOI) YITaKOBKE MPOU3BOAUTEIIS.

3.HacrauBanue Ha KuIsiied BOASHON OaHe /1 HaCTOEB COCTaBIAET 15 MUHYT, sl OTBApOB —
30 munyT. OXJIaXKIC€HHE TP KOMHATHOM TEMIIEpaType COCTABISAET [l HACTOEB HE MEeHee 45 MUHYT,
JU1s1 OTBapoB — 10 MUHYT.

4.11pu M3roTOBJICHUU HACTOEB U3 HECUJIHbHOJCHCTBYIOIIETO JIEKAPCTBEHHOTO PACTUTEIHLHOTO

CBIPbsI BOJIHBIE U3BJIEUEHUS FOTOBIT B COOTHOIIEHUH 1:10, Torna ceipbst (M3MEIbYEHHON TPaBbl

MyCThIpHUKA) He0O0Xoumo B34Th 20,0 T, BobI 11t HacTauBanus ¢ yuetoM KB: V Bogser = 200 +
(20%2) =240 (mm).

JInuesas cropona I1I1K:
No penenira, nara

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

T-rae Valerianae 10 ml

Voo =210 ml

[Ipurorosui:

[Tposepui:

5.B ciyuae ucnonb3oBaHMs KOHLIEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX BELIECTB 00BEM BOJIbI
OYMILEHHOH CllelyeT yMEHbUINTh Ha 00BEM KOHLIEHTPUPOBAHHBIX PACTBOPOB, YTO IPUBEACT K
HapYIICHUIO COOTHOIIEHUS MEX/1Y ChIPbEM U TOTOBBIM BOJAHBIM U3BJICUEHUEM.

3amanue 67. CuTyallmoHHast 3aa4a

B penenTypHO-pOM3BOICTBEHHBIN OT/EN alTeKH MOCTYIUI PEIETT, COACPIKAIMICICTYIOIYO
IPOTIUCH.

Rp.: Acidi hydrochlorici 3ml

Pepsini 2,0

Aquae purificatae 100ml

M.D.S. Buympennee. Ilo 1 cmonogoti nosicke 3 paza 6 Oenv nepeo eool.

[TpoBH30p-TEXHOIOT MPOBEI (hapMaIEBTHUSCKYIO KCIIEPTH3Y PEIenTa U OPYYHIT H3TOTOBUTh 3TOT
JIEKapCTBEHHBIN Ipernapar MosnooMy ¢apmareBty. ToT cienan pacu€Tsl Ha 00paTHOI CTOpPOHE
nacrnopTa MUCbMEHHOTO KOHTPOJIS, U3TOTOBHI MUKCTYPY, 0QOPMILT JIUIIEBYIOCTOPOHY MAcopTa
HCEMEHHOTO KOHTPOJISL U OTAAJ MPOBU30PY-TEXHOJIOTY Ha npoBepKy. [Ipu mpoBepke nacmopra
MMCbMEHHOTO KOHTPOJISI M TIPOBEJICHUH OTPOCHOTO KOHTPOJIS BBIAICHUIIOCH, YTO (hapMarieBT
U3TOTOBHJI MUKCTYPY CIeAyIomuM oopa3om. OH oTMepu B mojacTaBky 70 Mt BobI, pacTBopHi 2,0
[Nenicuna, nmpoduinbTpoBai Bo GpaakoH I OTIYCKA, TPOKOHTPOIMPOBAT OTCYTCTBUE MEXaHUYECKHX
BKITI0YeHu, mobasuit 30 M pactBopa Kuciaotsr xmopucroBogopoasoii 1:10 (0,83%). ITposusop-
TEXHOJIOT CJIeNal BBIBOJI, YTO «MHKCTypa U3TOTOBJICHA HEYJOBJICTBOPUTEIBHOY, yKa3all Ha OMINOKH
U PEKOMEH/IOBAJI U3TOTOBUTH MUKCTYPY 3aHOBO.

1. B uéwm 3axmrovanace gapmarieBTHUYECKas SKCIEPTH3a MPOIUCH perenTa?

2. CornacHsl 11 BbI ¢ BBIBOJOM NPOBU30pa-TEXHOJIOTA, YTO JEKAPCTBEHHBIN Npenapar
M3TOTOBJIICHHEYTOBIETBOpUTENbHO? Kakue ommbku nomyctun papmaieBT?

3. IIpuBenuTe pacyé€Tsl 0 JAHHOM IIPOIUCH.

4, Kax nomxen ObITh 0pOopMIIEH MACTIOPT MUCHMEHHOTO KOHTPOJIS TI0 TAHHOMY perenTy?



5. VYkaxuTe, Kak JOJDKHA OBITh 0(OpMITEHA 3Ta MUKCTYpa K OTITYCKY U CPOK €€ XpaHEHUS.

Ilpasunvroiii omeem:
1. [Tox hapmanieBTHUECKOM IKCIIEPTU30H pelienTa MOHUMAIOT OLIEHKY COOTBETCTBHS MOCTYITHUBIIETO
B aNITEKy pelenTa Ha JIEKapCTBEHHBIH MpenapaT AeHCTBYIONIMM PErjJaMeHTaM M0 MOPSAKY
HA3HAYCHUS M BBITUCHIBAHUS JICKAPCTBEHHBIX MIPEIApaTOB U MOPSJIKY OTITYCKA MX U3 allTEKH.
dapmMalieBTHYeCKas SKCIEPTU3a PelenTa 3aKII04aeTcs B MPOBEPKeE:
- (hopMBI perenTypHOro OaHka (perent AoJKeH ObITh BhIUcaH Ha Oimanke Nel(07-1/y)
- (hapmaneBTHYCCKOH ((PUBHKO-XUMHUECKOM, XUMUIECKON U (hapMaKOIOTHIECKON) COBMECTUMOCTH
MHIpeAreHToB nponuck (JIB coBMecTuMBI)
- B [IPOBEPKE Pa30BBIX M CYTOUYHBIX /103 U MPUHAIICKHOCTH BhIMUCcaHHBIX JIB k neficTByromumm
CIUCKaM
Cpok aeiictBus 60 nHeil. B anTeke HEe XpaHUTCA.
2. JIIT M3roTOBIIEH HEYOBIETBOPUTEIBHO, TaK KaK (hapMareBT JOMYCTUII CYyLIECTBEHHBIC OLITHOKH,
OTpa3UBILHKECS Ha €0 KaUueCTBE: - HEBEPHO OMpe/iesieH 00bEM BOJIbI OUUILEHHOM, OH JJOJKEH OBITh
paBeH 73 MII; - HapyIIeHa MOCIeI0BATEIBHOCTh CMEIIUBAHUS HHTPEANCHTOB MUKCTYPBI,
MPUBOJIAIIAS K HAPYIIECHUIO (hapMaKOJIOTHYECKOM aKTUBHOCTH TETICHHA, 3aBucsiei ot pH; -
CJIEZIOBAJIO K BOJIE JOOABUTH PACTBOP KHUCIOTHI XJIOPHCTOBOAOPOIHOM, 3aT€M PACTBOPHUTH HETICHH.
3. Pacuérsr Voo = 100 +3 = 103 mit
V pacTtBOpa KUCIOTHI XJ0puctoBogopoaHon 1:10 =3 x 10 =30 mn
C nencuna no penenty = 2,0 x100% : 103 = 1,94%
Cmax =3:0,61 =4,9%, 3HauuT yBenu4ueHne 00bEMa HE YIUTHIBAIOT.
V Boael = 103 — 30 =73 mn

4. TIIIK (nurmeBas cTopoHa)

Hara Nepeuenra

Aquae purificatae 73 ml

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

Pepsini 2,0

Voom.=103 ml+ 3%

IIpurorosui:

[Iposepuin:

5. OdopmieHne MUKCTYpBI K OTITYCKY: OCHOBHasl 3THKeTKa “BHyTpeHHee” npeaynpeauTenbHble
HaAMKUCH “XpaHUTh B HEAOCTYITHOM OT jAeTel MecTe”, “XpaHuTh B MIPOXJIATHOM MECTE U
3alUIEHHOM OT cBeta mecte ”, «Ilepes ynorpebienuem B30aNThIBaThy», peleNTypHbII HOMep, CPOK
xpanenus 10 cyToxk.

OcnoBanue: [Ipuka3z Munzapasa Poccun ot 26.10.2015 Ne7511 «O06 yTBepKI€HUH MTPABUIT
M3TOTOBJIEHUSI U OTITYCKa JIEKApPCTBEHHBIX MPENapaToB Il MEJUIIMHCKOTO IPUMEHEHHS allTeYHbIMU
OpraHMu3alUsAMHI, HHIUBUAYAIbHBIMU IPEIPUHUMATEISIMH, UMEIOLIUMU JIMLEH3HIO Ha
(apMaleBTUYECKYIO I€ATEIbHOCTDY.

3amanue 68. CuTyarmoHHas 3a1a49a

B pCI_ICHTypHO-HpOHBBOHCTBGHHBIﬁ OTACII alITCKU MOCTYIINJI PEUECIT, CO,HCp)KaIJ_[I/II\/'ICJIGILYIOH_IYIO

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

Natrii bromidi 3,0
Tincturae Leonuri 10 ml
M.D.S. Buympennee. Ilo 1 cmonosoti noxcke 3 paza 6 Oenb.

[TpoBHU30p-TEXHOIIOT MPOBEN (PapMaleBTUYECKYIO IKCIIEPTU3Y pelierTa U MOPYUHI U3TOTOBUTH ATOT
JIeKapCTBEHHBIN Mpenapar Mosiogomy dapmanenTy. ToT caenan pacueTsl Ha 00paTHON CTOPOHE



HacrnopTa MUCbMEHHOTO KOHTPOJIS, U3TOTOBHII MUKCTYPY, 0()OPMIIT JINIIEBYIOCTOPOHY MAcIopTa
NUCHbMEHHOTO KOHTPOJIS M OTJAJI IPOBU30PY-TEXHOJIOTY Ha poBepKy. [Ipu npoBepke macmnopTa
NHCBMEHHOTO KOHTPOJISI ¥ IPOBEJCHUH OTIPOCHOTO KOHTPOJIS BBIICHUIOCH, YTO (hapMarieBT
U3TOTOBUJI MUKCTYPY ciieayromum odpaszoM. On orMepui B nojactaBky 160 mi Bossl, pactBopui 0,5
JMMeEIpOoIIa, MPOGUIETPOBAI BO (HJIAKOH IS OTITYCKa, 100aBHII 15 MII KOHIIEHTpaTa HATPHsI
Opomua 1:5. B mocneaHio0 ouepeis o 4acTsaM Mpu nepemMermBannu 100aBui 40 Mt sKCcTpakTa-
KOHIIEHTpaTa ropuuBeTa xuakoro 1:2 u 10 mn Hactoiiku mycteipHuka. [IpoBusop-TexHomor cuenan
BBIBOJI, YTO MUKCTYpa U3rOTOBJICHAHEYIOBIETBOPUTEIHHO, YKa3aj Ha OIIMOKH U PEKOMEH 0BT
U3TOTOBUTH MUKCTYPY 3aHOBO.

1. B uem 3akirodanacek dpapmManeBTHUECKast SKCIIEPTHU3a IPONUCH perenta?

2. CornacHsl 11 BbI ¢ BBIBOJJOM NPOBU30pa-TEXHOJIOTA, YTO JEKAPCTBEHHBIH Npenapar
U3roTOBJIEHHEYA0BIeTBOpUTeNbHO? Kakue ommbku gonyctui ¢papmanenT?

3. IIpuBenuTe pacyeTsl 10 JaHHOM IIPOIUCH.

4. Kak nomkeH ObITh 0(hopMIIEH MACIOPT MUCbMEHHOIO KOHTPOJIA 110 JaHHOMY peLenty?
S. VYkaxwure, Kak T0JKHA OBITh 0POPMIICHA 3Ta MUKCTYpa K OTIIYCKY U CPOK €€ XpaHEHHUSI.

Ipasunvnoviii omseem:
1. dapmarneBTHUECKas SKCIIEPTU3a PELIETITA 3aKIIF0YAETCS B ONPEIEICHUE COOTBETCTBUS
MOCTYIHUBIIIETO PELENTAa JEHCTBYIOIIUM MIPABUIIaM BBITIMCHIBAHUS PEICTITOB.
Brinucan penent Ha CIOXKHYIO KUAKYIO JIEKAPCTBEHHYIO POpMY U1 BHYTPEHHETO TPUMEHEHHUS -
mukcTypa. ®opma 6manka Ne 107-1/y. Cpok neiictBus perenta ot 60 CyTok 10 T0/1a, B alTeKe
XpaHuTCs 3 Mecsina
KoHuenTpanust BOIHOTO U3BJICUYEHHUs B IPOIIMCH peLienTa He yKasaHa. B coorBercTBuu ¢ I'D
M3TrOTaBIMBAIOT B cooTHomeHuu 1:30. Jinsg m3roronenus 200 M1 HacTost HEOOXOIUMO B3ATh 6,7
CTaHJapPTHOTO CHIPbSI.
TpaBa agoHuca — CpeiCTBO, UMEIOIIIee OTPaHUYEHUE 103UPOBOK. COAEPKUT CepAeUHbIC TTTUKO3U/IbI
TEepMOIaOUIBLHBIC U CBETOYYBCTBUTEILHBIC BEIICCTBA.
[Iposepka no3: BP/I= 1,0 BC/I=5,0
200 mu: 15 mu mpubausutenbHo 13 npuemon
6,7:13 npuemoB=0,5
0,5*3=15
J{o3b1 He 3aBbIlIeHBI, JaHHYIO JI® rOTOBUTH U OTITYCTUTH MOKHO.
Humenpon: o peuenity PJI = 0,04(0.5:13 npuemon) CJI = 0,12(0.04*3)
no I'® BPJ[ = 0,1 BC/[= 0,25

J1o3b1 He 3aBblieHsl. J[anHy0 JIO roTOBUTH MOXKHO.

2. JIIT u3roToBieH HEYAOBIETBOPUTENBHO, TaK KakK (hapMaIeBT JOMYCTUI CYIIeCTBEHHBIE
OImMOKH, OTPA3UBIIUECS HA €r0 Ka4eCTBE: - HeBepeH 00BhEM 40 MJT IKCTpaKTa-KOHIIEHTpaTa aJoHHUCA
KUaKoro 1:2; ero cienoBasno B34Th 13 Mil ¢ y4€TOM CTaHAAPTHOIO COOTHOLIEHUSI HACTOSl TOPULIBETA
1:30, - HeBepHO paccunTaH 00BEM BOIBI, TaK KaK HE YITEH 00bEM KOHIIGHTpaTa HaTpus OpOMHU/Ia;
BOJBI CIIeIOBAJIO B3ATEL 145 mi, a He 160 mi1.

3. Voommii = 210 mn

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

V skcrpakTa-koHIeHTpara 1:2 = 6,66 < 2 = 13,32 mn
V pactBopa Hatpus 6pomuna 1:5=3,0 x 5= 15 mn

C mumenpona no perenty = 0,5 x 100% : 210 = 0,24%
Cmax=1:0,86=1,2%, 3HaunT yBennueHne o0bEMa HEe YIUTHIBAOT.
VBomp =210-10-15-13 =172 mn

4.T1TTIK

Hata, Ne penenita

Aquae purificatae 172ml

Dimedroli 0,5

Solutionis Natrii bromidi 1:5 15 ml



Extracti Adonidis fluidi standartisati 1:2 13 ml

Tincturae Leonuri 10 ml

OO6mmwmit 06BeM 210 M

[Ipurorosui

[IpoBepun

5. ®nakoH As oTHycKa opamkeBoro crekiia Ha 200mi. OpopMuUTh K OTIYCKY OCHOBHOW 3TUKETKOM
C 3€JICHOM CUTHaIbHOM nosiocor «BHyTpeHHee», «MuKCcTypay, TONOJIHUTEIbHON «XpaHUTh B
MPOXJIATHOM U 3alWIIEHHOM OT cBeTa MecTe, «llepen ymorpebiaeHreM B30aNThIBATh, «XPAHUThH B
HEJIOCTYITHOM 11 AeTel MecTe». CpOK TOJTHOCTH 2 CYTOK.

Ha oGpatHoii cTopoHe pelernTa yKa3blBaroT, YTO UCIOIB30BaH AKCTPAKT-KOHIICHTPAT BO N30eKaHUE
HEeJ0pa3yMEeHUN MpU MOBTOPHOM oOparieHuu (MUKCTYpsl, u3rotoBieHubie u3 JIPC u skcTpakToB -
KOHIICHTPATOB OTJINYAIOTCA 110 BHELTHEMY BU/Y).

3aganue 69. CuryauroHHas 3aj1ada

B penienTypHO-npOM3BOACTBEHHBIN OTIEN alITEKH MMOCTYMHII PELENT, COACPKAIINICIETYIOLYIO
HPOIIUCH:

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 pasa 6 denv.

[IpoBu30p-TEXHOIIOT MTPOBEN PapMaIEBTUYCCKYIO IKCIIEPTHU3Y POIUCH U MOPYIHI U3TOTOBUTH 3TOT
JICKapCTBEHHBIH Mpenapar MojoaoMy dhapmaneBty. TOT caenan pacyeTbl Ha 00paTHOM CTOPOHE
MacropTa MUCbMEHHOTO KOHTPOJISI, U3TOTOBUJI IIOPOIIKOBYIO CMECh, O(DOPMILT JIMIIEBYIO CTOPOHY
nacropTa MMCbMEHHOTO KOHTPOJIS ¥ OT/IaJl IPOBU30PY-TEXHOJIOTY Ha mpoBepKy. [Ipu mpoBepke
nacropra NMCbMEHHOI'O KOHTPOJIA U MMPOBECACHUH OIIPOCHOI'O KOHTPOJIA BBIAICHUIIOCH, YTO
¢dbapmalieBT U3rOTOBUI MOPOIIKOBYIO CMECh CIIEIYIOIIMM 00pazom. B3ecun 6,0 maruust okcuaa u
3aTep uM nopsl crynku. Jlo6asui 0,3 cyxoro skctpakta kpacaBkuu 2,0 aHecTe3una. 3menpumi u
CMeIlaj, MPoBepril OJHOPOTHOCTh cMecH. [IpOBU30p-TEXHONIOT c/ienal BBIBO, YTO MOPOIIKOBAS
CMECh M3TOTOBJICHA HEYIOBJIETBOPUTEIHHO, YKa3aJl Ha OMIUOKH U PEKOMEHIOBAJT U3TOTOBUTH
MOPOIIIKOBYIO CMECH 3aHOBO.

1. B yem 3akmtovanacek ¢papmaineBTUUECKask IKCIEPTHU3a IPONUCH?

2. Cornachsl 11 Bl ¢ BBIBOJIOM ITPOBU30pa-TEXHOJIOTA, YTO JIEKAPCTBEHHBIN IIpenapar
M3TOTOBJICHHEYTOBIeTBOpUTENbHO? Kakue ommbku nonmyctun papmaieBt?

3. [IpuBenuTe pacuersl MO JaHHOM MPOMUCH.

4. Kax nomxen ObITh 0pOpMIIEH MACTIOPT MUCHMEHHOTO KOHTPOJIS IO TAHHOMY perenTy?

5. B kakue OymakHbIe KamCyjbl cleAyeT YMaKkoBaTh MOPOIIKH JAHHOTO cOocTaBa? YKaKHTe

YCJIOBUSA U CPOK XpaHCHHA IMOPOIIKOB.

Ipasunvuviti omeem:
1. dapmaneBTHUECKas SKCIIEPTH3a 3aKJIFOUAETCS B POBEPKE:
COBMECTHUMOCTH MHTPEIUEHTOB - JUCIIEPCUOHHOM cpe/ibl (YBIaKHEHHE TOPOLIKOOOpa3HON MacChl,
BBIJICJICHUE BOJIbI M3 KPUCTAJUIOTHAPATOB)
Maccsl CB HOpMaM €IMHOBPEMEHHOIO OTIIyCKa

- yucna BeimucanHbix 103 (Pl u ClI)skcTpakTa KpacaBKu UM aHECTE3UHA.
2.JIT1 n3roToBIIeH HEYIOBJIETBOPUTEIHHO, TaK KaK (papMalieBT TOMYCTHII CYILIECTBEHHbIE OIINOKH,
OTpa3MBILUECS HA €r0 KAYECTBE:!
- B pELIENTE HE YKa3aH BUJ SKCTPaKTa KPacaBKH, 3HAUUT IIOJIpa3yMeBAETCs I'YCTOM; €CIIM BMECTO
HEr0 HCIIOJIb3YIOT CYXOHM IKCTpakT 1:2, ero macca nomkHa pasHsThcs 0,6, a e 0,3.



MOPHI CTYNKH CIIEA0BAJIO 3aTepeTh HEOOIBIIUM KOJIMYECTBOM MarHus OKCUa, IPUMEPHO PaBHBIM
a0COIIOTHBIM TIOTEPSM B BBIOPAHHOM CTYIIKE, 2 OCHOBHYIO €r0 Maccy 100aBUTh B IMOCIICAHIONO
ouepelib, HOPIHUAMH MPU aKKYPATHOM MepeMEIINBAaHUH, YTOOBI CBECTH K MUHUMYMY IOTEPH 3a CUET
pacTbUICHHS.
Ja, cornmacHsl, IOTOMY 4TO (hapMaleBT JOMYCTHUII CJICTYIOIINE OIIUOKU:

(bapMaIeBT OTBECHII CyXOi HKCTPAKT KPACaBKHU,a 110 MPaBUJIaM HYKHO OBIJIO OTBECHTbH I'yCTOM
JKCTPAKT KPacaBKu;

HEMPABUIIBHO MTPOU3BEN 3aTHPAHUE TTOP CTYIKH (T.K. MarHusi OKCH1a O0JIbIIE BCETO MBI 3aTHPaeM
MOPBI CTYNKH UM, YUUTBIBAsI UTO OH SIBJISIETCS MBUIALIUM BEIIECTBOM, 3aT€M J100aBIIsieM aHECTE3UH U
B CaMYyIO MOCJICHIOI0 O4epeib J00aBIseM I'yCTON IKCTPAKT KPACABKH )

3. OGopoTHas CTOpOHA:

Okcerpakt kpacaBku rycroi (1:1): 0,015*20*1=0,3

Amnecre3un: 0,1*%20=2,0
Maruus oxcun: 0,3*20=6,0

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

Oo6mas macca: 0,3+2,0+6,0=8.3
4. JInuesas cropona I1I1K:

Hara Ne peuenra

Ex. Belladonnaesicci (1:1) 0,3
Anaesthesini 2,0

Magnesii oxydi 6,0

M1 = 0,43 unciaom 20

MoOmias = 8,3
[IpuroroBui (moamnuce)

[TpoBepu (TIOATHUCH)

OtmycTut (TTOAMKCH)

5. . DTH NOPOUIKU YIAKOBBIBAIOT B BOILEHBIC KAIICYIIbI, TAK KAK OHU 3aIUIIAIOT MAarHUsl OKCHUJI OT
B3aMMOJEHCTBUS C TMOKCHJIOM YIJIepojia BO3/1yXa, a CyXOi IKCTPAKT - € Biarou (o
TUTPOCKOIUYEH).

Cpox xpanenus 10 cyTok.

«XpaHUTh B CyXOM, IPOXJIAJHOM, 3AIIUIIEHHOM OT CBeTa MecTe, «XpaHUTh B HEAOCTYITHOM JJIst
JIIETEN MECTE.

3amanue 70. CuTyarimoHHas 3aga4a

B peuenTtypHO-TIpOM3BOACTBEHHBIN OTAEN aNTEKHU MOCTYNUJ PELENT CO CIECAYIOIIEHITPONUCHIO:
Rp.: Solutionis Natrii bromidi 3% - 200 ml

Tincturae Valerianae 10 ml

Tincturae Leonuri 10 ml

M.D.S. I1o I cm. nosicke 3 paza 6 Oenv.

HpOBI/I30p H3TOTOBUJI JICKAPCTBCHHYIO (I)OpMy C UCITIOJIB30BaHUEM 610peT0‘-IH01>i YCTAHOBKHU U
OTITYCTUJI MAIUEHTY, HO B CBA3H C OTPaHUYCHHBIM CPOKOM I'OJJHOCTH BKCTGMHOPaJII)HOfI
JIeKapCTBEHHOM (POPMBI MPeI0KHII TOTOBBIN JIEKAPCTBEHHBIN MpenapaT aHaJOrMYHOTO AeHCTBUS.

1. Kakumu HOpMaTUBHBIMU JOKYMEHTaMH perjlaMeHTHPYETCsI U3TOTOBJIEHUE
JIeKapCTBEHHBIX(DOPM B alTEUHBIX YUPEKIACHUAX?

2. KakoBbl perMyIiecTBa NCIoJIb30BaHNS KOHIIEHTPUPOBAHHBIX PACTBOPOB B
TE€XHOJIOTMM MHUKCTYp 110 CPAaBHEHHUIO C UCIIOJIb30BAHUEM TBEP/BIX JIEKAPCTBEHHBIX BEIIECTB?

3. OnumMre TeXHOJIOTHIO IPUTOTOBJICHUSI MUKCTYPBI IO BbIIIeyKa3aHHOM nponucu. Kak
oopmIsieTcs K OTIYCKY U3roToBlIeHHas MUKCTypa? KakoB cpok ee roqHoctu?

4. Kakum neiictBuem obnanaet nanHas Mukctypa? Kakue rotoBbie JIeKapCTBEHHBIE

IpenapaTsl IPOBU30P MOXKET MPEATIOKUTH IIPU HEBO3MOKHOCTH U3TOTOBJIEHUS JAHHON
9KCTEMITOPATbHON JIE€KapCTBEHHOM (PopMBbI?



S. Kakue pekomeH1auu JOIKHBI ObITh JaHbl IIPOBU30POM IIPU OTITYCKE CEIaTUBHBIX
JIEKapCTBEHHBIX IIpenapaToB?

Ipasunvhoviti omeem:

1. HopmaTtuBHbBIE TOKYMEHTHI:

[Ipuka3z M3 P® ot 26 okts16pst 2015 r. Ne7511 «O06 yTBEpKA€HUH NPAaBUII U3TOTOBJIEHUS U OTITyCKa
JIEKapPCTBEHHBIX MPENapaToB ISl MEAUIIUHCKOTO MPUMEHEHHS alTeYHbIMUA OpraHU3AIUSIMH,

WH/IMBUIYaIbHBIMU TPEATNPUHUMATEIISIMU, UMEIOIINMU JIMIICH3UIO Ha (hapMaIleBTHYECKYIO
JESITEIIBHOCTh.

[TocranoBnenue I 1aBHOTO rocyiapcTBEHHOTO caHuTapHOro Bpaua P® ot 24 nexadbps 2020 r. Ne 44
«O06 yrBepxaeHuu canuTapHbpix npasmwi CI1 2.1.3678 - 20 "CaHuTapHO-31HIEMHOJIOTUUECKHE
TpeOOBaHUS K DKCIUTyaTaIlMK IOMEIICHUHN, 3JaHHi, COOPYKEHHI, 000pYA0BaHUS U TPAHCIIOPTA, &
TaK)Ke YCIOBHSIM JIEATEIBHOCTH XO3IUCTBYIOIIUX CYObEKTOB, OCYIIECTRISIONINX MPOJIa’Ky TOBApOB,
BBINOJIHEHHE Pa0OT WM OKAa3aHUE YCITYT»

2. KoHueHTprupOoBaHHbBIE pACTBOPHI — 3TO paboyue pacTBOPHI JIEKAPCTBEHHBIX BEIIECTB B
OTIpeIeIeHHO OOJIbIIEeH KOHIICHTPAIIMH, YEM 3TH BELIECTBA MPOIMUCHIBAIOTCS B PEIENTAX, B PacUeTe
Ha COOTBETCTBYIOIIEE pa3BeIeHNE BOIOH 10 YKa3aHHOM B pelente KoHIeHTpanuu. [I[pumenenue
KOHIEHTPUPOBAHHBIX PACTBOPOB UMEET PsiJ] MPEUMYILECTB IO CPABHEHUIO C U3TOTOBIEHUEM
MUKCTYp U3 TBEP/BIX BEILECTB: CHIKACTCS TPYIOEMKOCTb, ITOBBIIIAETCS KAYECTBO M YCKOPSETCS
OTITYCK JIEKapPCTBEHHBIX IIPENAPATOB OOJBHBIM.

3. TexHOIOTUS U3TOTOBICHHSI MUKCTYPBI C HCIIOIH30BAaHUEM KOHIIEHTPHUPOBAHHOT'O PAcTBOPA.
1)O0umit 06beM MUKCTYPHI - 220MIT.

U3 nero 30 M1 KOHIEHTPUPOBAHHBIN pacTBOp HaTpus Opomuaa 20%, mo 10 M1 HacTOeK BajdepUaHBbI
U ImycThIpHUKa. Takum o0pa3zom, Boabl motpedyercs 220-30-10-10=170 mur. {7 u3roTOBICHUS
pactBopa Bo (hiakoH 250MJ1 TEMHOTO CTeKJIa (HaTpusi OpOMUJL SBIISETCS CBETOYYBCTBUTEIbHBIM
BelIeCTBOM) oTMepuBatoT 170 M1 BOJbI JUCTHILIMPOBAHHON, C MOMOIIBIO OIOPETOUYHON YCTaHOBKHU
no3upyeM Bo ¢uiakoH 30 MJT KOHIIEHTPUPOBAHHOTO pacTBopa Hatpus opomuaa 20% (1:5),. B
MOCJIEHIOI0 OUEpe/lb OTMEPUBAET CIIUPTOCOAEPIKAILME HACTOMKHU (B OPSAKE YBEIUUEHUS KPETIOCTH
cnupta): 10 mi HacTolKkH mycThipHuKa 1 10 M1 HacToVKM Banepuanbl CMEIIUBAIOT, YKYIIOPUBAIOT,
opopMIISIFOT K OT-TTycKy. OOPMUTE K OTITYCKY OCHOBHOW ITHKET-KOU C 3€JICHON CUTHAIBHOU
nosiocoil «BryTpennee», «MHUKCTypa», JOMOIHATENBHON «XPaHUTh B POXJIAJHOM U 3alUIICHHOM
OT CBETa MeCTe»,

«XpaHUTh B HENOCTYITHOM ISl IETEN MECTE».

"Ilepen mpuMeHeHEM B30anThIBaTh"

CpoOk romHOCTH 2 CYTOK.

4. lanHast MUKCTYypa 00JiafjaeT ceJaTUBHBIM AeiicTBreM. [103ToMy B KauecTBe 3aMeHbI IPOBU30P
MOXET MPEUIOKUTh Oe3pelienTypHbIe paCTUTENIbHBIE 1 KOMOMHUPOBAaHHbBIE JIEKAPCTBEHHbBIE
Ipenaparsl CeIaTUBHOTO JelcTBUsA. JIekapCcTBEHHBIE MTpenapaThl, COAEpKaIINe MyCTHIPHUK,
Basiepuany, naccudiopy, aabpa-0poM-U30BaTepPHAHOBYIO KUCIOTY U JIp.

5.IIpenapat ycunuBaet JeiCTBUE aJIKOTOMIs U Apyrux Bemiects, yrHeTatromux [THC. Bo Bpems
JIEYCHMSI HE CIIe1yeT yIOTPeOIATh aJKOTOJIbHbIE HATUTKH, YIIPABIIATh TPAHCIIOPTHBIMU CPEICTBAMU
Y MEXaHU3MaMHU.

3aganue 71. CuryaunoHHas 3a1ada

B anTeky ropomga H. oOpaTuiicst maraeHT ¢ perenToM Ha MPOIHCH JAePMaTOJOTHISCKONMAa3H
CJIETYIOIIETO COCTaBa:

Rp: Dimedroli 0,5

Lanolini Vaseliniana ana 5,0

M.f. unguentum.

D.S. Hanocumu na nopasicenHule yuacmku KOX#CU.

[TpoBH30p MPUHSIT PEIIETIT Ha H3TOTOBJICHUE.



1. [TpuBenuTe onpeneneHue Ma3el Kak JekapcTBeHHON Gopmsbl. [lepeuncnute
TpeOOBaHus, IPEIbABIIEMbIE K Ma3siM, UX KJIaCCU(PUKALIHUIO.

2. Knaccugukarus 1 npuMepsl Ma3eBbIX OCHOB, HCIOIB3YEMBIX JJIS1 3KCTEMIIOPATILHOTO
M3TOTOBJICHUS Ma3eH.
3. Oco0OeHHOCTH BBEJIEHUS JIEKAPCTBEHHBIX BELIECTB B Ma3€BbI€ OCHOBBI B 3aBUCUMOCTH

0T (PU3MKO-XUMUYECKHX CBOICTB BBOJIMMBIX BEIIECTB U Ma3€BbIX OCHOB MPU U3TOTOBICHUU
JIEPMATOJIOTHYECKUX MA3EH.

4. OnuimTe TEXHOJIOTHIO IPUTOTOBJICHUS Ma3H 110 BbIIIEYKAa3aHHOM MPOIKCH.

S. Kak odopmiisieTcst K OTIyCKY H3rOTOBIICHHAs: Ma3b? KakoB CpOK TOJHOCTH TaHHOM
JIeKapCcTBEHHON (HOpMBbI?

Ilpasunvruiii omeem:

1. Masu — 3T0 MArKast JeKapcTBEHHas: popMa, peAHa3HAUYCHHAs JIJIsl HAHECCHHUS Ha KOKY,
paHbI U CIM3UCTHIC 0OOJIOYKH.
TpeboBanwus:

* Ma3u JoKHBI UMETh MATKYIO KOHCUCTEHIIHIO JIJIsl YAIOOHOTO HaHEeCEHUS MX Ha KOXKY U CIU3UCThIC
000J109KH ¢ 00pa30BaHMEM Ha TOBEPXHOCTH POBHOM CILJIOIIHOM TIJICHKHU.

o Jlnst tocTrKeHUsT HEOOXOAMMOTrO TepaneBTuYeckoro 3dexra u TOUHOCTU JO3UPOBAHUS
JIEKapCTBEHHBIE BEILECTBA B Ma34X JOJKHBI ObITh MAKCUMAJIBHO TUCIIEPTUPOBAHBI U PABHOMEPHO
pacrpezieNieHbl [0 BCei Macce JIEKapCTBEHHOTO CPEICTBA.

* Mas3u, KaK u Jpyrue JeKapCTBEHHbIE (POPMBI, JOKHBI OBITh CTAOUIIBHBI U HE COIEPIKATh
MEXaHUYECKUX BKIFOYCHUH.
* CocraB Ma3ell He JI0JKEH M3MEHATHCS IIPU UCIIOJIb30BaHUU U XPaHEHUH.

* KoHlleHTpanuu aekapCcTBEHHBIX BEUIECTB B Ma3H JIOJKHBI COOTBETCTBOBATH PEIEHTYpPE
COOTBETCTBYIOLIECH HOPMATUBHOW IOKYMEHTALH.

Knaccudukanuu:

1) I[To Ty AUCHEPCHOCTU: TOMOT'€HHBIE (CILIaBBbI-PACTBOPHI), T€TEPOT€HHBIE
(cycrieH3MOHHbIE, SMYJILCUOHHBIE) 1 KOMOMHUPOBAHHbIE.

2) B 3aBUCHMOCTH OT KOHCUCTEHIMU: * JKuikue (JIMHUMEHTBI, CYCIICH3UU U SMYJIbCUH); ®
CoOcTBEHHO Ma3H ¢ CoJiepKaHUEM CYCIIEH3MOHHOM (a3bl 10 25% * Ma3u-nacTbl-CyclieH3uu ¢
CoJIepKaHUEM HepacTBOPUMBIX YacTuil 6omnee 25%.

3) ITo Ha3HAaYeHUIO: epMATOJIOTUYECKHE, TIa3Hble, Ha3albHbIE, YIIHbIE, pEKTaJIbHbIE, BATHHAJILHBIE,
ypeTpajbHBbIE.

4) ITo ocHoBe: Ha TUAPOPHUIBLHON, TUAPO(YOOHOI, IMYIILCHOHHOM, MHOTO()a3HOM OCHOBE.

- 1o (papMaKoJIOrMUECKUM TPyIIIaMm:

- -aHTHUCENITUKU, MECTHBIC AaHECTETUKH, TOPMOHBI, BUTAMHUHBI, IPOTUBOIPUOKOBBIE
CPEJCTBA, AHATBI'€TUKH, AHTUOMOTUKHU U T.[I.;

- 1o 00J1acTH MPUMEHEHUS:

- * JlepmaTosiornyeCcKue.

- * Kocmernueckue.

- * CTOMaToJIOTHYeCKue

- * PektanbHble U BarnHaJIbHbBIE Ma3u

- * [IpoTuBOMapazuTapHbie Ma3u

- * Masu juis neuenus pad

- * [ ma3HbIe Ma3u

- * Masu ju1s 1e4eHust 05K0roB.

- * Ma3u u renu A Hoca.

- * YIIHbIE Ma3n

- - B 3aBUCUMOCTH OT JUCIIEPCHOCTH (a3:

- * ['omoreHHbIe

- * ['eTeporeHHsle



2. OCHOBBI, UCIIOJIB3YEMBIE MIPU TPOU3BOJICTBE Ma3€H, MOAPA3AECIAIOTCS Ha:
2.1.runpodoOHsIe: xupoBble (unoduabHbIC) (IPUPOAHBIE KUPHI, PACTUTEIBHBIC Maca,
TUIPOT€HU3UPOBAHHBIE KUPBI U UX CIUIAB C PACTUTEIBHBIMU MacilaMU U KUPOIIO00HBIMU
BEILIECTBAMH H JIp.);

- YIJI€BOIOPOAHbIE (Ba3eJIMH, Ba3eIMHOBOE MAcCIio, IETPoJaT, napauH, Hepe3uH U IpyTrue CIIaBbl
YTJIEBOJIOPOIOB);

- CWJIMKOHOBBIE (3CHIIOH-a3pPOCUIIbHAS OCHOBA U JIp.) U TIP.
2.2.ruApoUITBHBIE: TN BHICOKOMOJICKYISIPHBIX YTIEBOAOB (3(HPHI EJUTIONIO3bI, KpaxMalia, arapa)
1 OCJIKOB (KeJaTHHA, KoJulareHa u Jip.);

- TeJId HEOPTAHUYECKUX BEIIeCTB (OCHTOHUTA);

- TeJIM CUHTETHUUYECKUX BBICOKOMOJIEKYIISIPHBIX COSAMHEHUN (OTUITUIICHOKCH/IA,
NOJIMBUHMJINMPPOIINIOHA, [TOJIMAKpUIaMHIA) U JIp.

2.3. 1ubuabHbIC:

- abCcOpOIIMOHHBIE OCHOBBI — 0€3BO/IHBIC CIUIABhI I'HIPO(HOOHBIX OCHOB (CIIJIaB Ba3eIMHA C
smynbraropom T1, T2 wnu npyrumMu SMysbraropamu);

AMYJIbCUOHHBIE OCHOBBI THIIa BOJIa/Macio (KOMITO3UIHS BOABI, THAPO(HOOHON OCHOBBI U
COOTBETCTBYIOILIETO AMYJIraTopa, KOHCUCTEHTHAs YMYJIbCHUS BOJIa/Ba3elIMH U JIP.), PeKe Maciio/Bojia
(KOMIIO3HUIHS JTATTOPHUIBFHBIX KOMIIOHEHTOB, SMYJIBIaTOPOB U BOJIBI, B KAUECTBE HIMYJIBIaTOPOB
UCIIONIB3YIOT HATPUEBbIE, KalMEBbIe, TPUITAHOJIAMUHOBBIE COJIU JKUPHBIX KUCIIOT, nonucop6ar-80) u
Ap.

3. XKupopactBopumble JIeKapCTBEHHBIE Bellle-cTBa (kaMdopa, aHECTe3uH, MEHTOIT) Ipe/I-BapUTEIbHO
pPacTBOPSAIOT B PACILIaBE JIUIO-(PUIHHON OCHOBBI WIIH B JIMITO(PHIBHBIX KOM-TIOHEHTaX CII0KHBIX
OCHOB.

BogopacTtBopumble 1eKapCTBEHHBIE BELLIECTBA (COIM aJIKaIOUJ0B U a30TUCTBIX OCHOBAHUM, KaJIHs
Honun, rekcaMeTHIICHTETPaMUH U JIp.) PACTBOPSIOT B BOJIE, SIBJISIOIICHCS COCTAaBHON YacThIO Ma3H, a
3aTeM CMEIIMBAIOT ¢ OCHOBOM. [Ipu mpuroToBieHnn Ma3u Ha OE3BOTHON OCHO-BE JICKAPCTBEHHbBIC
BEIIIECTBA PACTBOPSIOT B MU-HUMAJIbHOM KOJIMYECTBE BObI, IMYJIBIUPYIOT C PABHON Maccoi
JaHOJIMHA U CMEIIMBAIOT ¢ 0C-HOBOM. HepacTBopuMbIe B OCHOBE JIEKapCTBEH-HbIE BELIECTBA, a
TaK)Ke BOJIOPACTBOPUMBIE, HO MPOMKUCAHHBIE B OOJIBIITNX KOJIHMUYECTBAX, MIPEI-BAPUTEIHHO
M3MENBYAIOT B HANMEIbYANIINI ITOPOLIOK ¥ BBOJAT B Ma3H IO TUIY CYCIIEH3UH.

JleTyune BelecTBa BBOAAT B COCTaB Ma3el B IIOCIEHIOI OUYEPENb IIPU TEMIIEPATYPE HE BbI-1IE
40°C.
4. Ctaguu U3roToBIICHUS Ma3u.

1) ITonGop 1 MOArOTOBKA MOCY/IBI — UCTIONB3yeM CTYNKY Ne 5, mecr.

2) OtBemmBaeM AuMepost Ha Becax BP-1, momeniaeM B cTymKy.

3) B cTynky MepHo# npoOupkoii npubdasisgeM 1,5 M1 BoAbl OUUIIEHHOHN, pacTBOPSAEM AUMEIPOI.

4) OTBemMBaeM Ha 3JIEKTPOHHBIX Becax 3,5 JaHoMHa 0€3BOIHOT0, IOMEIAEM B CTYTIKY.

5) Omynberupyem (epeMenmBaeM eCTOM B OJIHY CTOPOHY /10 TOSIBJICHHS XapaKTEPHOTO
HNOTPECKUBAHUS).

6) OTBemrBaeM Ha 3JIEKTPOHHBIX Becax 5,0 Ba3ennHa, IOMEIIAEM B CTYTIKY.

7) IlepemerBaeM cofiepKMMOE CTYIIKU B T€UCHHE 2,5 MUHYT.

8) IlepernocumM roToByr0 Ma3b B 0aHKY ISl OTITYCKA.
5.0dopmiieHne K OTIyCKy: 3TUKeTKa «HapyxHoe» ¢ OpaHkeBOi CUTHAJIbHOW MOJIOCOH,
JIOTIOJTHUTENIbHAS TUKETKA «XPAHUTD B ITPOXJIATHOM, 3aLIUIIIEHHOM OT CBETA MECTE.

Cpok ToOAHOCTH JTaHHOM JeKapcTBeHHOM Gopmbl 10 qHEH.

3aganue 72. CuryauMOHHAs 3a/1a4a

B MPOU3BOJACTBCHHYIO AlITEKY JJISI U3TOTOBJICHUS MMOCTYIIHUII PEUCIIT CIACAYIOIICTO COCTaBa:
Rp.: Sol. Calcii chloridi 5% - 200 ml

Glucosi 5,0

Natrii bromidi 3,0

Adonisidi 5 ml



M.D.S. 1o 1 cm.nooicke 3 paza 6 Oenb.

1. Ykaxxutre 0COOCHHOCTH XpaHEHHUS B anTeke (GapMareBTUUCCKUX CYOCTaHIIUN, COAEpKaIINX
KPHUCTAJUIM3aLIHOHHYIO BOJY.

2. Ykaxxutre 0COOEHHOCTH XpaHEHUs (hapMalleBTHUECKUX CYyOCTaHIIMM, COAEpIKAIIUX JCTYyIHe
pacTBOPUTEIH.

3. JlaiiTe XapaKTEepUCTUKY KOHIIEHTPUPOBAHHBIM PACTBOPAM JIEKAPCTBEHHBIX BEIIIECTB.

4, Paccunraiite 00beM BOJIBI OUHIIIEHHOW ISl U3TOTOBIICHUS TAHHOM JIEKapCTBEHHOU (hOPMEBI B

CJIy4ae MCIOJIb30BaHUS KOHLIEHTPUPOBAHHBIX PACTBOPOB (pacTBop Kaiblus xjaopuaa 50%, pactBop
rimoko3sl 10%, pactBop Hatpus 6pomua 20%).

5. [TpoBeauTe MpoBepKy 103 aJI0HU3UAA B TaHHOH JieKapcTBeHHOH dopme, eciu BP/I - 40 kar.,
BCJ - 120 xan. B 1 mur anorn3uaa 34 karmy.

Ipasunvnviti omeem:

1.IIpuka3 Ne706H. JIekapcTBEeHHBIE CPEACTBA, MPEICTABIIAIONINE CO00M apMarieBTHICCKHE
CyOCTaHINH, COJepKAIIUE KPUCTAIUIN3ALMOHHYIO BOAY (KPUCTAIUIOTHAPATHI), IPOSIBIIAIOT CBOWCTBA
TUTPOCKONUYHBIX BEIIECTB. XpaHEHUE KPUCTAIUIOTUPATOB PEKOMEH1YETCsl OCYLECTBIATh B
FEPMETUYHO YKYITOPEHHOH YIIaKOBKE B COOTBETCTBUU C TPEOOBAHUSAMH, YKa3aHHBIMU B
(bapMmakonelHol cTaTbe WM HOPMAaTUBHOMN JOKyMeHTauuu. Kak npaBuiio, KpuCTaasioruapaThl
XpaHAT npu Temneparype ot 8 10 15 °C u oTHOCUTEIbHON BIAXKHOCTH Bo3/yXxa He Ooisiee 60%.

2. Ilpuka3 Ne706H. JlekapcTBEeHHbIE CPEACTBA, IPEACTABIAIOIINE COO0I paCTBOPHI U CMECH JIETYUUX
BEIIECTB, a TaK K€ HOBOTaJI€HOBBIE NpenapaThl, TPEOYIOT CO3/IaHUs YCIOBUM XpaHEHNUS,
3aLUIIAOIINX UX OT YJIeTyYMBAaHUS U BBICBIXaHUA. PeKoMeHayeTCs XpaHUTh JIEKAPCTBEHHBIE
CPEICTBA B IPOXJIAJHOM MECTE, B TEPMETUUYECKH YKYIIOPEHHOM yIIaKOBKE U3 HEIPOHUIIAEMbIX IS
YJIETYYMBAIOLIUXCS BEIECTB MAaTEPUAJIOB MM B IEPBUYHON U BTOPUYHOH (IIOTPEOUTENBCKOM)
YIIaKOBKE B COOTBETCTBUH C TPEOOBAaHUSAMH, YKa3aHHBIMH B (hapMaKOIICHHON CTaThe WIN
HOPMAaTHUBHOM JJOKYMEHTAIUH.

3. KoH1leHTpupOBaHHbIE PacTBOPHI (KOHIIEHTPAThl) — 3apaHee U3TOTOBIIEHHBIE PACTBOPbI
JIEKapCTBEHHBIX BEIECTB 00Jiee BHICOKON KOHLEHTPAIMU, YeM KOHLIEHTpAIHs, B KOTOPOHl 3TH
BEIIECTBA BBIIIUCHIBAIOTCS B pELENTAX.

KoHueHTpaTh! npeHa3HayeHbl Ui ObICTPOTO U KAUeCTBEHHOT'O M3TOTOBJICHUS KUIKUX
JIEKapCTBEHHBIX (HOpM.

PexoMeHyeTcst M3roTaBImMBaTh PaCTBOPHI-KOHIIEHTPAThI U3 BELECTB TUIPOCKONUYHBIX,
BBIBETPUBAIOIINXCS, COIEPIKALIUX 3HAUNTEIBHOE KOJIMYECTBO KPUCTAIIIM3AL[MOHHOM BOJIBI.
PacTBOpBI-KOHILIEHTPATH! U3TOTABIUBAIOT 110 MEPE HEOOXOAUMOCTH, C YYETOM CPOKA UX TOJTHOCTH.
KoHuenTpupoBaHHble pacTBOPHI U3rOTaBIMBAIOT MACCO-00BEMHBIM METOJIOM, B MEPHOM TIOCYIE B
ACENTHUYECKUX YCIIOBHAX, UCIIONb3Ys CBEKENONYUYEHHYIO BOJy OUMILIEHHYIO. B ciyuae oTcyTcTBHA
MEpPHOM MOCY/Ibl pacy€T BOJAbI OUUIIIEHHOMN MPOBOJAT C YUETOM KO3(PPUIMEHTa yBEINYEHHsS] 00BbeMa
(KYO) unu noTHOCTH pacTBopa.

N3roTtoBnenHble pacTBOPHI GUIBTPYIOT, TOABEPTatOT MOJTHOMY XUMUYECKOMY KOHTPOJIIO U
IIPOBEPSIOT HA OTCYTCTBUE MEXAHUYECKUX BKIIFOUEHU.

[Ipu U3roTOBIEHNN KOHIIEHTPUPOBAHHBIX PACTBOPOB ClIEyeT N30erarb KOHUEHTPALUN, OJTU3KUX K
HACBILIEHHBIM, TaK KaK [P MIOHWKEHUN TEMIIEPATyphl BO3MOXHA KPUCTAJUIN3ALNS PACTBOPECHHOIO
BELIECTBA.

EMKOCTH ¢ KOHIIEHTPHUPOBAHHBIMU PACTBOPaMH O(POPMIISIOT S TUKETKAMH C YKa3aHUEM
HAauMEHOBAHMS U KOHIIEHTPALMU pacTBOpPa, HOMEpa CEPUM U aHAJIN3a, JaThl U3TOTOBJIEHMS, CPOKA
TOJTHOCTH.

KoHueHTprpoBaHHbIE paCTBOPHI XPAHST B XOPOIIO YKYIIOPEHHBIX IITAHIJIACAX B 3aLIUIIEHHOM OT
CIIOJIHEYHBIX JIydel MecTe Ipu Temmneparype He Boiie 35°C nin B XOJIOAWIBHUKE IIPU TEMIIEPATYPE
3-5°C.

4. Boapt oun. 200m. - (20 + 15+ 50) = 115 mn

I'moxo3sr (¢ BnaxkHocThI010% KOHI. 1:10)- 5.0%10=50 ™M

Konnentpara xaneius xiaopuaa 50% (1:2) =10 * 2 =20 mn



Konnenrpara narpust opomuna 20% (1:5)=3 * 5 =15 mn
Anonnsuna 5 M
O6weMm 205 M

3amanue 73. CuryarmoHHas 3ajaaya

B nipon3BoICTBEHHYIO aNTEKy MOCTYIUII PEIENT Ha U3rOTOBJICHHE TJIA3HBIX Kallelb:
Rp.: Sol. Atropini sulfatis 1% - 10 ml
M.D.S. Ilo 2 kannu 6 KOHBIOHKIMUBALHBIN MEULOK.

VYkaxute 0COOCHHOCTH XPaHEHUs B allTEKEe aTpONMHA Cyibdara.

VYKaxuTe CpoK XpaHEHUs JaHHOU JIEKapCTBEHHOM (hOpMBI B arTeke.

[Tepeuncnure TpeOOBaHUS, IPEIBABISAEMBIE K TJIA3HBIM KaIUISM.

PaccuuraiiTe KOIUYECTBO HATPHS XJIOPHAA, HEOOXOIUMOE AJI1 MN30TOHUPOBAHMS TAHHBIX
JIA3HBIX Kamneb (M30TOHUYECKUI SKBUBAJICHT aTPOIMHA CyJb(ara o HATPUs XJIOPUIY COCTABIAET
0,1).

S. HenocraTkom ria3HbIX Kanesab B BUAE BOJHBIX PAaCTBOPOB SIBISIETCS KOPOTKUM IMEPUOJL
neiictBusi. Kakum 00pa3oM MOXKHO OCYIIECTBUTH MPOJIOHTHPOBAHHUE JICHCTBUS I1a3HBIX Kame

AN

IIpasunvhoiti omeem:

1. Atporiuna cynbdar B coorBectBuu ¢ [1I1 P Ne 964 spnsiercs smoButeiM JIC. CoriacHo
TpeboBanusM npukaza Ne 706H ot 23.08.2010 «O6 yrBepkaenun [IpaBun xpaHeHHs T€KapCTBEHHbBIX
CPEICTB» XpaHEHUE CHIIBHOACUCTBYIOIIMX U SIAOBUTHIX JIEKAPCTBEHHBIX CPEJCTB OCYILECTBIISETCS B
MOMEIIEHUSIX, 000PYA0BaHHBIX WHKEHEPHBIMU U TEXHUYECKUMH CPEACTBAMU OXPaHbI,
AQHAJIOTMYHBIMU [IPETYCMOTPEHHBIM JJIsl XPAaHEHHUS] HAPKOTHUYECKUX U IICUXOTPOIIHBIX
JIEKAPCTBEHHBIX CPEJICTB, YCTAHOBIIEHHBIX NocTaHoBIeHUEeM [IpaBurensctBa PO ot 31.12.2009 Ne
1148.

ATpornrHa cynb(aT XpaHsT B 3alHPAIOIIEMCs MeTaJUInYecKoM mKkady miu ceiide. B atom xe
mkady(cerie) HaXOAUTCS BCe HEOOXOAMMOE TSI B3BEIIMBAHMSI, OTMEPUBAHUS U CMEIIUBAHUSA (
BECHI, pa3HOBECHI, BOPOHKH, LIMIIMHAPHI). Ha nBeprax mkada He06X0IMMO UMETh CIIMCOK BEILECTB €
ykazanueM BPJ] u BC/I.

2. Cornacho nmpukazy M3 PO [Ipuka3z M3 P® ot 26 okTs6ps 2015 r. Ne7511 «O06 yTBepxIeHUN
IIPABUJI U3TOTOBJICHUSI U OTITYCKA JIEKAPCTBEHHBIX MPENapaToB A1 MEAUIIMHCKOTO PUMEHEHUS
anTEeYHbIMH OPTaHU3ALUSIMU, UHIMBUAYAIbHBIMU MPEATPUHUMATEISIMU, UMEIOIMMHU JTULEH3HIO Ha
(apMaleBTUYECKYIO I€ATEIbHOCTD) XPaHEHUE TJIa3HbBIX Kalelb B YCIOBUSIX anTeku coctaniser 30
CYTOK.

3. K riia3HbIM KaruisiM MpeAbsBIIsIOTCA Clelytolne TpeOoBaHuS:

- CTEPUIIBHOCTD;

- OTCYTCTBUE MEXaHUYECKUX MTPUMECEH;

- KOM(OPTHOCTb;

- CTaOMJIBHOCTb;

- IPOJIOHTUPOBAHUE JIEHCTBUS.

4. Tak KaK N30TOHMYECKHI SKBUBAJICHT aTpoIMHa Cyb(aTa o HaTpuUIo XJopury cocrasnuser 0,1,
cienoBarenbHO, | T arponuHa cynbdara sxkBuBasienTeH 0,1 T HaTpus xjaopunaa, Toraa: 1,0 atponuHa
cynbdara — 0,1 Hatpus xmopuna, 0,1 arponuna cynsparta — X, X=0,01 Harpus xnopuaa. s
nosrydeHust 10 M HI30TOHHYECKOTO pacTBopa HaTpust xjopuaa tpedyercs 0,09 r naTpus xjmopuaa
(0,9% pacTBOp), TOT1A /17151 U30TOHUPOBAHUS JAHHOM JIeKapCTBEHHON (OPMBI HEOOXOIMMO 100aBUTh
0,09 - 0,01 = 0,08 r HaTpwust xJIOpUAA.

[IITK O6opoTHas cTopoHa

Aquae purificatae 10,0

Atropini sulfatis 0,1

1*10/100=0,1



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

5. TIposoHrpOBaHKE TIIa3HBIX KaIleJIb BO3MOYKHO TPH TIOMOIIM BBEJICHHS B COCTaB pacTBOpa
IPOJIOHTaTOPOB, MOBBIIAOIINX BSI3KOCTh PACTBOPOB.

B xadecTBe POJIOHTaTOPOB UCIIOIB3YIOTCS :

-metuenono3a(0,5-2%)

-noauBUHWIOBBIN criupTt( 1,5%)

[TpostoHraTOPHI BKIIFOYAIOT B COCTAB TJIA3HBIX Kallellb, €CJIM OHU U3TOTABIUBAIOTCS 10 CTAaHIAPTHBIM
IPOIKCSIM WK 110 YKa3aHHUIO Bpaya.

Eme ogarM crioco00oM NIPOJIOHTUPOBAHHMSI ISHCTBUS TIIa3HBIX KaIlelb SBJISCTCS BKIIOUYCHUE B COCTAB
IJIA3HBIX Karelb BI3KUX PACTBOPUTEIICH, KOTOPBIE 3aMEISIFOT OBICTPOE BHIMBIBAHHE JICKAPCTBEHHBIX
BEIIIECTB M3 KOHBIOHKTUBAJILHOTO MEIKa. B KauecTBe 1Mo100HBIX KOMIIOHEHTOB TJIa3HBIX Kalelb
UCTIOJNIB3YIOT Macia (paguHUPOBAHHOE MOJICOITHEYHOE, IEPCUKOBOE WIIM a0PUKOCOBOE, PBHIOUH JKHP).

3ananue 74. CuTyallmoHHas 3a7a4a

B NPOM3BOJICTBEHHYIO allTeKy Topoja X. oOpaTwics NalMeHT C pPEeLenTOM Hau3TOTOBI
Rp.: Inf. flores Chamomillae 100 ml

Inf. foliorum Menthae 100 ml

Natrii bromidi 5,0

T-rae Valerianae 20 ml

M.D.S. 1o 1 cmonosoti nodicke 2 paza 6 Oerb 80 6MOpoLl NOJOBUHE OHSL.

1. VKakuTe XapakTepHble MOP(OIOTO-IHArHOCTUIECKIE PU3HAKH CHIPbS POMAIIIKH alTeYHON
1 MATBI HepeLIHOf/'I, 0COOEHHOCTH XPaHCHUSA JAaHHOI'O ChIPbS B AIITCKC.

2. VKaKUTe CPOK XpaHEHHs JaHHOH JIEKapCTBEHHOH ()OPMBI B alITEKeE.

3. KakoBa texnosnorus HacroeB u3 JIPC, conepxkaiero a¢pupnsie macia? KakoBa TexHomaorus

MHOTOKOMIIOHEHTHBIX HACTOEB M3 JIEKAPCTBEHHOTO PACTUTEIBHOTO CBIPBS, TPEOYIOIIETo
OJIMHAKOBBIX YCIOBUH 3KCTPAKINH?

4. Cnenaiite pacueTsl Ha 000POTHOM CTOPOHE NMACHOPTa MUCBMEHHOTO KOHTPOJIS IS
W3TOTOBIICHHS JAHHOM JICKAPCTBEHHOM (POPMBI U3 JIEKApCTBEHHOTO PacTUTENHLHOTO ChIphs (KB
1BeTKOB poMariku 3,4; KB nucteeB MATHI 2,4).

5. 3aroTHUTE JIMIEBYIO CTOPOHY MacMopTa MUCHbMEHHOTO KOHTPOJIS. YKaKUTE, TI0 KaKOMY
NOKa3aTesro MPOBOAAT (PU3NYECKHI KOHTPOJIb KauecTBa MOCIe U3TOTOBICHUS JaHHON
JIEKapCTBEHHOM (POPMBI, yKa3aB JOMYCTHMBIE HOPMBI OTKIIOHEHUH.

Ipasunvnwviii omeem:

1.IlBeTkn pomamku: LleapHbIe MM YaCTUYHO OCBIIIABLIMECS LIBETOUYHBIE KOP3UHKHU
MOJTYIIAPOBUIHOM MM KOHWYECKOH popmbl. Kop3rHKa COCTOUT U3 KPaeBbIX S3bIYKOBBIX MECTUYHBIX
U CPEIMHHBIX 000€MOoIIbIX TPyOUaThIX IBETKOB. L[BeTo0Xe rojgoe, MeIKosiMyaToe, rojioe, B Hayase
L[BETEHUS MOJYLIIApPOBUAHOE, K KOHITY - KOHHYecKoe. OOBepTKa KOP3UHKH Yepenuryaras,
MHOTOpsIHAs!, COCTOAIAsI U3 MHOTOUNCIIEHHBIX ITPOJOJTOBAThIX, C TYIIBIMU BEPXYIIKAMHU U
HIMPOKUMHU TUIEHYATHIMU KPAsIMU JTUCTOYKOB.

JIuctess MATHL: chIpbe B BUJIE KYCOUKOB JINCTHEB Pa3InIHON GopMbl 1 pazmepoM 1-10 mm, ¢
NPUMECHIO IIBETKOB M 0yTOHOB. Kpail mucTta nuiip4aTelid, C HEPOBHBIMHU OCTpbIMU 3yOuamu. CHU3Y
0 JKUJIKaM BCTPEYAIOTCs peAKue MPUKaThle BOJIOCKU U OJIECTSIINE )KENThIE )KEJIE3KH, 3aMETHBIE 10/
Jynoil. ApOMaTHBIN 3amax yCUIMBAECTCS IPU paCTUPAHUU JTUCThEB. BKyc KIyunii, MpsSHBIH,
XOJIOAAIIHH.

L[BeTKM pOMAIIKU U JTUCThS MATHI OTHOCATCS K 3(UPOMACIMYHOMY CHIPBIO, 00J1a/Ial0IeM 3amaxoM,
OHO JIOJDKHO XPaHUTHCS OT/IEIBHO OT IPYTMX BUIOB ChIPbS B XOPOILIO YKYHNOPEHHOU Tape (B TOM
YHCIIe IUIOTHO YKYIIOPEHHBIE MEIIKHU, TIOKH, KUITbI TKAHEBBIE).

2. Cornacho npukazy M3 PO Ilpuka3z M3 PO ot 26 oktsi0pst 2015 r. Ne7511 «O6 yTBepK1eHUU
IIPABWJI U3TOTOBJIEHUSI U OTITYCKA JIEKAPCTBEHHBIX IIPENAapaToB Il MEAULIMHCKOTO IIPUMEHEHUS



anTeYHbIMHU OpPraHU3aLUsAMU, UHAWBUIyaJIbHBIMU MTPEANPUHUMATEISIMHU, UMEIOIMMU JIMIICH3UIO Ha
(hapManeBTUYECKYIO IEITeITLHOCTEY) XPAHEHHE HACTOEB B YCIOBHSX allTEKU COCTABISET 2 CYTOK..
3. Usmenbuennoe JIPC, momenieHHOe B MHOYHAUPKY, 3apaHee MPOrpeTyro B TEUCHHE 15 MUHYT Ha
KUISIeH BOASIHON OaHe, 00IMBalOT HEOOXOJMMBIM KOJIMUYECTBOM BOJIbI, IEPEMEIITUBAIOT, INIOTHO
3aKpBIBAIOT KPBIIIKOM (YTOOBI HE yIETYyYHBAIUCH 3(UPHBIC Maclia) U HACTAauBaIOT HA KUIISIICH
BOJISTHOW OaHe MpH TepeMelIMBaHuU B TeueHue 15 munyT. [10 HCTeueHNH yKa3aHHOTO BPEMECHH
U3BJIEYCHHE CHUMAIOT C BOJISIHOM O0aHU M HACTAUBAIOT J0 MOJHOTO OXJIAXACHUS IPU KOMHATHOU
Temneparype 45 MUHYT.

MHuorokomnoHeHTHbIE BoiHbIe u3BieueHus u3 JIPC, tpebytomiero oquHaKoBOro pexxuma
9KCTPAKIUH, IPUTOTABIUBAIOT B OAHON UHOYHIUPKE, HE3aBUCUMO OT €TI0 THCTOJIOTHYECKOM
CTpYKTyphl. HacTranBanue nmpoBOIsAT Ha KUISAIIEH BOJAHOM OaHe B TeueHue 15 MuHyT. OXJIaKaroT
MOJIHOCTBIO MPYU KOMHATHOU TeMIIepaType.

4. TIIIK

O6opoTHas cTopoHa

[BeTku pomariku 10,0

JIuctes mater 10,0, .. mo I'd XII roToBuM HacTou B cooTHomeHuu 1:10

Harpus 6pomuna 5,0

Hacroiixu Basnepuanst 20 mi

Bona ounmennas mis pomamiku 134 mi, 1.k k03¢ d. Bogonormam. 3,4 (10*3,4+100) = 134 mn
Bopa ounmennast s msatel 124 mu, 1. k03¢ d. Bogonornamt. 2,4 (10%2,4+100) = 124 mn

OO0111€€ KOJI-BO BOABI OUUILIEHHOM 258 M1

OO0t 06beM MUKCTYpBI: 220 Mt

s natpust 6pomuga KYO He ucnonsiyercs, T.K mpoueT npucyTsus Bemectsa B JIO vuxe 3%:
5-220

X-100

X=2,2%

5. JIuuesas cropona I1IIK.

Ne peuenra, nara.

Aquae purificatae 258 ml.

Flores Chamomillae 10,0.

Foliorum Menthae 10,0.

Natrii bromidi 5,0.

T-rae Valerianae 20 ml.

Vo6 = 220 ml.

[Ipurorosui.

[IpoBepmuur.

Ou3nyecKuil KOHTPOIb MPUTOTOBICHHOH JIEKAPCTBEHHOM (DOPMBI IPOBOJAAT MO MOKA3ATETIO
«O06mmuii 006bemM». JlomycTuMbIe OTKIOHEHHUS 110 TipuKaszy oT 26.10.2015 r. 7511 cocraBnsaoT £1% ot
npornucanHoro oosema 220 mi [217,8-222,2].

3amanue 75. CuTyaliioHHast 3aa4a

B pCI_ICHTypHO-HpOI/ISBO,Z[CTBGHHBIﬁ OTACJI allITCKU MOCTYIIUII pCUCIIT, conepmamnﬁcneﬂylomylo
MPOIHUCEH:

Rp.: Zinci sulfatis 0,2

Acidi borici 0,3

Lanolini anhydrici 2,0

Vaselini ad 15,0

Misce, fiat unguentum.

Da. Signa. /{na cmaszvieanust pyx.

[IpoBu30p-TEXHOIOT MPOBEN MPEABAPUTENBHYIO (PapMalleBTUUECKYIO SKCIIEPTH3Y, TAKCUPOBKY,
nepean peenT JUisi U3TOTOBJIEHUS ATOrO JIEKapCTBEHHOTo mnpenapara ¢papmarenty. @apmaneBT



czienai Bce HeoOXOAUMBIE PACUYEThl, H3TOTOBHII Ma3b 110 JaHHOW MPOMUCH, 0POPMHUII JINLEBYIO
CTOPOHY ITaCIOpTa MUCbMEHHOIO KOHTPOJIA U OTAAJI IIPOBU30PY- TEXHOJIOTY Ha IIPOoBepKy. [Ipu
IIPOBEIEHUH OIIPOCHOIO KOHTPOJIS IPOBU30P BBIACHUIL, YTO (papMaleBT IOMECTUI B ITOJIOTPETYIO
CTYNKY LMHKA OKCHJ] U KUCIOTY OOpHYIO, TIIaTeNbHO n3mMenbumi ¢ 0,25 r BazenuHa, 1o0aBui
Ba3€JIMH U JIAHOJIMH O€3BOJHBIN NPH NEPEMEIINBAHUY YaCTSMU B 2-3 ITpHeMa 10 00pa3oBaHMs
OJIHOPOJIHOM 110 BHELIHEMY BUAY Ma3u. Masp TIIATENIBHO IIepeMeiall. Y IaKoBall BO B3BELICHHYIO
CYXYIO IIHPOKOropiayro 6anky Ha 30,0 T 1 ¢ MOMOLIBIO LEUTYJIOUIHOIO CKpeOKa MepesioKuIl B Hee
Ma3b U3 CTYNKH. BaHKy YKYIOPHII KPBIIKOH C MOITI0KEHHOM MepraMeHTHON MpoKiIaakoi. Odopmut
stukeTkoi: «Hapyxxnoe. Ma3b»; npeaynpenurenbHble HAANMUCH: «XPaHUTh B IPOXJIATHOM MECTEY,
«XpaHUTh BHEIOCTYITHOM JIJIS JIETEM MECTEY», OTAEIIbHBIN PEUEITYPHBII HOMED.
ITpoBH30P-TEXHOJIOT CAEaNl BBIBOJ, YTO Ma3b N3rOTOBJICHA HEYIOBICTBOPUTEIBHO U PEKOMEHI0BAI
(apMaleBTy U3rOTOBUTH HOBYIO.

1. CoruacHsl 11 Bl ¢ BEIBOIOM IPOBU30PA-TEXHOJIOrA, YTO Ma3b U3rOTOBJICHA
HEYJIOBJIETBOPUTEIBHO U €0 JAIBHEHIINMU peKoMeH1auusaMu? OTBET apryMeHTUpYHTe

2. JlaiiTe KpaTKyr0 XapaKTepUCTUKY JIAHOJIMHY O€3BOTHOMY.

3. [lepeuncnure o0s3aTeNbHBIE BUIBI BHYTPHANTEYHOTO KOHTPOJISI KayecTBA JIEKAPCTBEHHBIX
IIPEnapaToB, U3rOTOBJICHHBIX B anTeke. JlaliTe uX XapakTepUCTHUKY.

4. ®usnueckuil KOHTPOIb. HOpMBI 10MyCTHMBIX OTKJIIOHEHUH U3TOTOBJICHHON Ma3H.

S. KakoB cpoK roqHOCTH N3rOTOBICHHON B allTEKE Ma3u?

IIpasunvrovit omeem:
1. UsroroBnenue npoBoauTcs coraacHo npuka3zy Ne751H. [la, Mma3b U3roroBieHa
HEYOBJIETBOPUTEIILHO, T.K. (hapMaLeBT JOMYCTUII OIIMOKU IPU U3TOTOBICHUHU Ma3H:
1) B penenite Beimucan nuHKa cynbhat, papmaneBT A U3TOTOBICHUS Ma3u B3sUT IMHKA OKCHUJ.
2) Jli1st u3MebYeHHs BEIECTB UCIIOIb30Ball PACILIABICHHbI Ba3elIMH BMECTO Ba3eIMHOBOTO MAaca.
Brimmcana masp cycrieH3noHHOTo Tuna. L{uHka cynbdat pacTBOpuM B BojiEe, HO B
JIepMaTOJIOTMYECKHE Ma3u BBOJUTCS 10 TUIY CYCIIEH3UH, YTOObI YMEHBLIMTh TOKCHUYECKOE JIeHiCTBHE
Ha opranu3M. Kucnora 6opHas pacTBoprMa B Bojie (pacTBOPUMOCTH 1:25), HO 11 pacTBOPEHUS
KUCJIOTBI OOpHOM TpeOyeTcst 00JbII0e KOIUYECTBO BObI, I03TOMY BBOJUM B COCTAaB Ma3u TAKKeE 110
Tuny cycrnensuu. Crocod u3Meapb4eHUsl BEIIECTB B CYCIIEH3MOHHBIX Ma3siX 3aBUCUT OT MPOLIEHTHOIO
COJIEp/KaHUs CYyCIIEHIUPYEMBIX BEILIECTB.
Ma3u U3roTaBIMBalOTCs B KOHLEHTPALUU IO Macce
Mob6m=15,0
PaccuurteiBaem % TBepoit daser 15,0 - 100%
(0,2+0,3) — x
orctona x= 3,33% (menee 5%) ['® u npuka3 7511 npu U3roTOBIEHUHU CYCIICH3UOHHBIX Ma3eil ¢
coJiepKaHueM TBepoil (pa3bl B cocTaBe Ma3u MeHee 5%, IeKapCTBEHHbIE CPEICTBA U3MENBYAIOTCS C
JIOTIOJTHUTEILHO BBOJUMOMN KHUAKOCTHIO, POJCTBEHHOW OCHOBE, B KOJIMYECTBE PUMEPHO PABHOM
MIOJIOBUHE MACCHI U3MEJIBYAEMBIX JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBHMHM € ITPaBHIIOM JlepsaruHa.
TexHonorus: B CTyNKy OTBEIIMBAIOT KUCIOTY OOPHYIO U LIMHKA CyJb(aT, U3MEIbYaIOT B
npucyrctBun 0,25 T Macia Ba3eIMHOBOIO, T.K. Bazenun — yriesogopoanas rujpopoOHast OCHOBa,
CJIEIOBATENbHO, B KAUECTBE BCIIOMOIaTEIbHOM AKUAKOCTU OEpyT Maciio Ba3eJIMHOBOE IO MTPaBUILy
JlepsirvHa B KOJIMUYECTBE /2 OT Macchl TBEPOH (pa3bl. BecriomorarenbHas )KUIKOCTh OKa3bIBaeT
packJIMHHUBaroIee JIeiicTBUE pU U3MeNbdeHnu JIB, TiarenbHo pacTuparoT, J00aBIIAIOT Ba3eIUH U
JaHOJIMH O€3BOHBIN MPH MEpEMEITNBAHIH YacTsIMU B 2-3 TipuemMa 10 00pa30BaHuUs OAHOPOIHOM O
BHEIIHEMY BUAY Ma3H.
2. Jlanonun 6e3Boanbii (Lanolinum anhydricum) - mpencrasisier cob60i CI0XHYI0 TPUPOIHYIO
cMech A(UPOB, CHUPTOB U CBOOOTHBIX KHUPHBIX KHCIOT. DTO Bsi3Kas rycTras Macca Oypo- JKeJIToro
1[BeTa Ma3eo0pa3HOi KOHCUCTEHIIMH CO cBOe0Opa3HbIM 3anaxoM. [lonydaroT ero u3 mpoMbIBHBIX BOJ
oBeubell mepcTu. Temneparypa masienus 36-42 °C. B Boge He pacTBOpSIETCsl, OAHAKO IIPU
pacTupaHuU CMENIMBACTCA C HEl, He Tepsisl CBOCH Ma3e00pa3HO KOHCUCTEHITNU. be3BoTHbIH
JaHOJIMH crocoOeH noroTuTh 10 200 % Boabl. JIaHONWH TPYIHO PaCTBOPUM B CIIMPTE, HO CIOCOOEH
BOCIIPUHSATH B BHJIe TPpy0oit nucniepcun 1o 40 gacrert 70% cruprta stumoBoro. JlanonnH 6e3B0 HBIN



BocnipuHuMaet 10 120-140 yacreii riauneprHa. JIaHOIMH MpeKpacHO BCAChIBAETCS KOKEM, T.K.IIO
cocTaBy OJIM30K K )KUPOMOJOOHBIM BEIIECTBAM KOXKH YelloBeka. Kak caMocTosTenbHast Ma3eBast
OCHOBA HE HCIOJIb3YETCs BBU/Y BHICOKOM BSI3KOCTH U KJIEHKOCTH. Yallie BCEro UCIoib3yercs B
CMECH C Ba3€JIMHOM B Pa3JIMYHBIX COOTHOUIECHUSX (CIIaB Ba3eiarHa ¢ 0€3BOAHBIM JAHOJIMHOM 9:1 —
OCHOBA JJIs1 TJIa3HBIX Ma3eid, 6:4 — ocHOBa ISl Ma3eil ¢ aHTUOMOTHUKAMU ), IPH 3TOM YBEIMUHBAET
Pe30pOITHIO JTEKApPCTBEHHBIX BEIIECTB U3 Ma3eil.

3. Buapl BHyTpHanTedHoro KOHTpouist yrBepkaeHsbl B [Ipukaze M3 PO Ne 7511 ot 26.10.2015 r. «O06
YTBEP>KJICHUH MPABUII U3TOTOBJICHUS U OTITYCKa JIEKAPCTBEHHBIX MPEMapaToB

JUTSL METUIIUHCKOTO MIPUMEHEHHUSI allTeYHBIMU OPTaHU3alUSIMU, HHAUBUAYAIbHBIMU
IpeIIPUHIMATEIIIMU, HMEIOIIMMU JIMIICH3HIO Ha (DapMarieBTHUECKYI0 JesTeIbHOCThY. Bee JIC,
u3rotoBiieHHbIE B anTeke, noasepratorcs OBA3ATEJIBHO: nucbmeHHOMY,
OpPraHOJIEITUHYECKOMY KOHTPOJII0, KOHTPOJIIO IIPU OTITYCKE.

1. ITucbMeHHBIN KOHTPOJIb.

[Ipu u3roToBieHNH JEKAPCTBEHHBIX MIPEMAPaTOB, B TOM YHCIIE MO PELENTaM U

TpeOOBaHUSM, a TAK)KE B BUJE BHYTPUANITEYHON 3arOTOBKH, 3aIIOJIHAETCS MAcIOPT MUCbMEHHOTO
KOHTPOJISl, B KOTOPOM YKa3bIBaIOTCS:

a) JlaTa U3TOTOBIICHUS JIEKAPCTBEHHOTO Mpernapara;

0) HOMep pelenTa uin TpeOOBaHMUS;

B) HAMMEHOBaHUE MEIULIMHCKON OpraHu3alliy, Ha3BaHUE OT/IeIeHUs (IIPU HATHYUN);

HOMED CEpUH, KOJIMYECTBO B CEPUU - IS JICKAPCTBEHHBIX MPEMAPATOB B BUJI€ BHYTPHANITEYHOU
3ar0TOBKH;

I') HAUMEHOBAHUS B3SITHIX JIEKAPCTBEHHBIX CPEJICTB U UX KOJIMYECTBA, CTENIEHD B3STHIX
rOMEONaTHYECKUX Pa3BeICHUN WM TOMEONaTHUYECKUX CYOCTaHLIUM, YUCIIO 03, TOANUCH
JIUI,A3TOTOBHUBIIIETO, pac(hacoBaBIIIETO U MPOBEPUBIIETO JICKAPCTBEHHYIO (hopMmy.

[TacnopT MMCbMEHHOTO KOHTPOJIS 3aMOJHIETCS Cpa3y MOciie U3rOTOBICHUS JIEKaPCTBEHHOTO
npenapara, ¢ ykazaHueM JICKapCTBEHHBIX CPE/ICTB Ha JIATUHCKOM SI3BIKE,

COOTBETCTBUHU C MOCJIEIOBATEILHOCTHIO TEXHOJIOTHYECKHUX OMepaIuii.

[TacopTa MMCHMEHHOTO KOHTPOJISL XPAHSITCS B TEUCHHE JIBYX MECSIIEB CO JHS

M3TOTOBJICHUSI IEKAPCTBEHHBIX MpenapaToB. [Ipu U3roToBIEHNN MOPOIIKOB, CYIIIO3UTOPHEB
yKa3bIBaIOTCs o01Iasi Macca, KOJIMYECTBO U Macca OTAENbHBIX 103. O011as cynno3utopHas
Macca, KOHIEHTpaus U 00heM (MIIH Macca) M30TOHUPYIOIIETO BEIECTBa, 100aBIEHHOTO
IJ1a3HbIE KaIlJId, PAaCTBOPHI JJIs1 MHBEKINM U MH(Y3UH TOHKHBI OBITh YKa3aHbI HE TOIBKO B
nacropTax MUCbMEHHOTO KOHTPOJISI, HO U Ha OOOPOTHOM CTOPOHE pellenTa Ha IeKapCTBEHHBIN
npenapar. B ciydae ucnoiap30BaHus KOHIIEHTPUPOBAHHBIX PACTBOPOB B MACIOpPTE
MUCbMEHHOTOKOHTPOJIS YKAa3bIBAIOTCS UX COCTaB, KOHIIEHTPAIUs U B3AThI 00bEM. Bee pacuers! s
M3TOTOBJICHHS JICKAPCTBEHHOTO Tperapara Mpou3BOAATCS 10 U3TOTOBJICHHS JIEKAPCTBEHHOTO
npenapara U 3alUChIBalOTCA B MACMIOPTE MUCBMEHHOT'O KOHTPOJIS.

Ecnu B cocTaB nekapCcTBEHHOTO MperapaTa BXOIAT HAPKOTUYECKHUE CPECTRA,

MICUXOTPOIHBIE, AJIOBUTHIE U CUJIBHOJEHCTBYIOLIME BEUIECTBA, a TAKKE APYTrHE JIEKApCTBEHHBIE
CpEeNCTBa, MOJYICKAIINE TPEAMETHO-KOJINYECTBEHHOMY YUETY, UX KOJTMYECTBO YKa3bIBACTCS Ha
00OpOTHOM CTOPOHE pelernTa.

B cnyuae, ecnu iekapCTBEHHBIE MPEMapaThl H3rOTABIIUBAIOTCSA U OTIYCKAIOTCS OJHUM U

TEM € JIMIIOM, [TaclOPT MUCbMEHHOTO KOHTPOJIS 3aMOJIHAETCS B MPOLECCE N3TOTOBIICHUS
JIEKapCTBEHHOTO Tperapara.

N3roToBneHHBIC TIEKAPCTBEHHBIE MTPETMapaThl, PELENTH U TPeOOBaHUS, TT0 KOTOPHIM
M3TOTOBJICHBI JIEKAPCTBEHHBIE ITPENapaThl, 3aM0JIHEHHbIE TACIIOPTA MUCbMEHHOTO KOHTPOJIS
MepeTar0TCsl Ha TPOBEPKY MPOBU30PY, BHITIOIHSIIONIEMY KOHTPOJIbHBIE (YHKITUN TIPH U3TOTOBICHUN
U OTIYCKE JIEKApCTBEHHBIX MPENapaToB.

KoHTpoib 3akimrouaeTcst B TPOBEPKE COOTBETCTBUS 3aMKCEH B MACIOPTE MUCHMEHHOTO

KOHTPOJISI HA3HAYEHUSM B pelleNTe WK TpeOOBaHUH, TPABIILHOCTH MTPOU3BEIEHHBIX pacueToB.Ecnu
MIPOBU30POM-aHATTUTUKOM MTPOBEACH MOJTHBIN XUMUUYECKHI KOHTPOJIh Ka4eCTBA U3TOTOBIECHHOTO
JIEKapCTBEHHOIO Mpernapara, TO Ha HacopTe MUCbMEHHOTO KOHTPOJISI IPOCTABISETCS HOMED
XUMHYECKOTO aHaJu3a U MOAMKUCH IPOBU30pa-aHATUTHKA.



2. OprasoJIenTU4eCKUil KOHTPOJIb.

3akiTrouaeTcsl B MPOBEPKE JIEKAPCTBEHHOTO MIpenapara 1no BHEIIHEMY BUY, 3alaxy,
OJHOPOJIHOCTH CMEIIMBAHMS, OTCYTCTBUIO MEXaHUUYECKUX BKIIOUCHUH B KUJKUX
JeKapcTBeHHBIX (popmax. Ha BKyc mpoBepstoTCs BEIOOPOYHO JIEKapCTBEHHBIE (DOPMBI,
npeaHa3HayeHHbIe s AeTeid. OTHOPOAHOCTH MOPOLIKOB, TPUTYPALIMl TOMEOTIaTUYECKUX,
Macell, CHpPOIIOB, Ma3eid, CYIIIO3UTOPUEB MTPOBEPSETCSI BLIOOPOYHO Y KaXIOTO
dapmareBTa(IIpoBU30pa) B TEUCHHUE pabOYEro JHS ¢ y4ETOM BCEX BUOB U3TOTOBJICHHBIX
JIeKapCTBEHHBIX (popM. Pe3ynbTaThl OpraHoienTHYeCKOro KOHTPOJISI PETHCTPUPYIOTCS B JKypHAe
PETHCTPALUK PE3YIIHTATOB OPTAHOJIEHTHYECKOTO, (PU3UIECKOTO M XUMHYECKOTO KOHTPOJIS
JIEKapCTBEHHBIX IPENAPATOB, U3TOTOBJIEHHBIX 110 PELENTAM Ha JEKAPCTBEHHBIC MPEIAPATHI,
TpeOOBAHUSAM MEIUITMHCKUX OpPTaHU3aIlui U B BUJIC BHYTPHANTCUHON 3arOTOBKH,
KOHIIEHTPUPOBAHHBIX

PacTBOPOB, TPUTYpPAIIUA, CIUPTA ITHJIOBOTO U (haCOBKH JICKAPCTBEHHBIX CPE/ICTB.

3. Kontposs mpu otmycke.

BxrouaeT mpoBepKy COOTBETCTBUS: YIIAKOBKH JICKAPCTBEHHOTO IIpenapara (hu3nuko-
XAMHYECKUM CBOMCTBAaM, BXOJSIIMX B HETO JIEKAPCTBEHHBIX CPEJICTB; YKA3aHHBIX B PELIEITE WU
TpeOOBaHUU /103 HAPKOTUYECKUX CPENICTB, ICUXOTPOMHBIX, CUIBHOJCHCTBYIOIIUX BEIIECTB
BO3pACTy MAIlMEHTa; PEKBU3UTOB PEIICNITA, TPEOOBAHUS CBEACHUSM, YKa3aHHBIM Ha YIIAKOBKE
M3TOTOBJICHHOTO JIEKAPCTBEHHOIO MpernapaTa; MapKUPOBKH JICKAPCTBEHHOTO Mpernapara
TpeOOBaHMIM, yKa3aHHBIM B « TpeO0OBaHUSIX K MAPKUPOBKE N3TOTOBJICHHBIX JIEKAPCTBEHHBIX
MpenaparoB i MEAUIIMHCKOTO IPUMEHEHUSI.

[Ipu BIsIBIEHHM OJTHOTO U3 YKa3aHHBIX HECOOTBETCTBUM U3rOTOBIEHHBIN

JIEKApCTBEHHBIN MTpenapar He MOJIEKUT OTITYCKY.

4. ®u3nvecKuil KOHTPOJIb 3aKIII0YAETCS B IPOBEPKE 001IEeH Macchl

W3TOTOBJIICHHOW Ma3Hu.

moOmm=15,0

Hopwmbr nonyctumbix otkinonenunid 15,0+8% [13,8 +16,2]

Hopmbl onycTuMbIX OTKJIOHEHUH npuBeieHsb! B [Ipukase

Ne751n.

5. CornacHo nmpuka3zy Munucrepcrsa 3npaBooxpanenus Poccuiickoit @enepanyu ot 26.10.2015 r.
Ne 7511 «OO0 yTBep:kI€HNUN PABUJI U3TOTOBJICHUS U OTITYCKA JIEKAPCTBEHHBIX IIPENapaToB is
MEIUIUHCKOTO IPUMEHEHHUs allT€YHBIMH OpTaHNU3alUsIMU, WHAUBUYaIbHBIMU
IpeIIpUHUMATEISIMU, UIMEIOLIUMU JIMLIEH3HIO Ha (papMalleBTUUECKYIO AeSITeNbHOCThY — 10 CyTOK.

3amanue 76. CuTyalimoHHas 3aa4a

B penenTtypHO-IpOM3BOJACTBEHHBIN OT/IEN allTEKU MOCTYIIII PELENT, COEPKALIUN CIIEIYIONIYIO
IIPOIUCH:!

Rp.: Unguenti Zinci 20,0

Resorcini 0,5

Misce. Da. Signa. Hapyoicnoe. Hanocums Ha no8pexcoeHHblll y4acmor KONCU.
[TpoBU30p-TEXHOIOT MOPYYHIT U3TOTOBUTH 3TOT JIEKAPCTBEHHBIH Mpenapar MoJjaoJoMy (apMaleBTy.
Tort cnenan pacu€rbl Ha 0OpPaTHON CTOPOHE MACHIOPTa MUCHBMEHHOTO KOHTPOJIS, U3TOTOBHII Ma3b,
0(OpMUIT JTUIIEBYIO CTOPOHY MAaCMOpTa MUCbMEHHOT'O KOHTPOJIS M OT/AaJl MPOBU30PY-TEXHOJIOTY HA
npoBepKy. [Ipu npoBepke nmacrnopra NMCbMEHHOTO KOHTPOJIS M IPOBEAEHNUN OIIPOCHOIO KOHTPOJIA
BBISICHIIIOCH, YTO (hapMalieBT U3rOTOBUJI Ma3b CIEeAyIOmUM 00pa3oM. LlMHKa OKCH]T B KOJIMYECTBE
2,0 pacrep B Temioi cTynke npumepHo ¢ 1,0 BazenuHa (M3B3BelICHHBIX 16,2), CABUHYI MYJbITY U3
neHrtpa crynku. [lomectun B ctynky 0,5 pe3opurHa, paCTBOPUI €ro B HECKOJIBKHUX KaIlJIsiX BOJIbI,
pacTBOp 3a3MynbrupoBai 1,8 manonuna 6e3BogHOr0. CMeIan mybily HUHKA OKCUA, IMYJIBCUIO
pe30plLIMHA U OCTAaTOK Ba3elHnHa 10 ogHopoaHocTH. [lepeHéc Ma3b B 0aHOUKY C HABMHUMBAOILIEHCS
KpBIIKOH. [IpoBU30p-TEXHONOT caena BBIBOJ, YTO Ma3b U3rOTOBJIEHA HEYJOBJIETBOPUTEIIBHO,
yKazaj Ha OIIMOKHU U PEKOMEHI0BaJl U3TOTOBUTH Ma3b 3aHOBO.



1. CornacHsl 11 BbI ¢ BBIBOJOM NMPOBU30pa-TEXHOJIOTA, YTO JEKAPCTBEHHBIH Npenapar
U3rOoTOBJICHHEYAOBIeTBOpUTENbHO? Kakue omunbku gomyctun dhapmarent?

2. IIpuBenuTe pacyérhl 0 JaHHOM IIPOIUCH.

3. [lepeuncnure  oOs3aTenbHbIE  BUABI  BHYTPUANTEYHOI'O  KOHTPOJIS
JKCTEMIIOPAJIbHBIXJIEKAPCTBEHHBIX MpenapaToB. JlaliTe NX KpaTKYI0 XapaKTEpUCTHUKY.

4. Kak nomxken ObITh 0()OpMIIEH TACHOPT HUCHbMEHHOI'O KOHTPOJIS [0 JAaHHOMY peLenTy?

5 VYKaXuTe yCI0BUA U CPOK XPAHEHUS Ma3H.

Ipasunvhoviti omeem:
1.[a, cornacen. JlanHyio Ma3b HEOOXOIMMO I'OTOBUTH KaKk Ma3b-CyCIEH3MIO, T.K. Pe3opiuna Oonee
2%, TIp¥ 3MYJIbTUPOBAHUU B AEPMATOJOTMYECKMX Ma3sX BO3ZHUKAET TOKCUUECKOE JICHCTBUE HA
OpraHu3M U HEKPO3 TKaHEH.
2.1luakoBast Ma3b uMeeT opuIMHANBHBINA cocTaB: [{uaka okcuna — 10,0; Bazenuna — 90,0 Pacuer
konnyecTBa nuHKa okcuga: 10 x 20:100=2,0 Pacuet o6111ero xojnyecTna BaseanHa: 90 x
20:100=18,0 2) [Ipouent TBepmoit dasswr: 2,0 + 0,5 =2,5 20,5 — 100% 2,5 —x x = 12,2% > 5 %, T.k.
IPOLIEHT TBepAoH (a3bl Oosiee 5% MoITOMY U3MENbYAEEM C 72 YACThIO OCHOBBI.
3.ITuceMeHHBINH KOHTPOIb. [Ipy M3roTOBIECHUN JIEKAPCTBEHHBIX (JOPM IO peLenTaM U TPeOOBaAHHIM
Je4eOHBIX OPTaHU3alUN 3aMlOIHSIOTCS MMAacopTa MUChbMEHHOT0 KOHTPOJIsl. B macnopTe HOKHBI
OBITh YKa3aHBI: 1aTa U3TOTOBJICHUS, HOMEp perenta (Homep JieueOHON OpraHu3aliy, Ha3BaHHe
OTJICJICHUs ), HANMEHOBAHUE B3STHIX JIEKAPCTBEHHBIX BEIIECTB M UX KOJIWYECTBA, YHCIIO J103,
TOJIIMCH U3TOTOBUBIIETO, pac(hacOBABIIETO U MPOBEPUBIIETO JIEKAPCTBEHHYIO (popmy. Bee pacuers
JOJIKHBI IPOU3BOIUTHCS IO U3TOTOBIEHUS JIEKAPCTBEHHOU (DOPMBI M 3alHCHIBATHCS HA 0OpaTHOM
cTopoHe nacnopta. [lacropt 3arnosiHgeTcs HeMEeAJIEHHO TOCII€ U3TOTOBJICHUS JIEKaPCTBEHHON
(bopMBI, 110 MaMATH, Ha TATUHCKOM SI3bIKE, B COOTBETCTBUU C MOCIIEI0BATEIbHOCTHIO
TEXHOJIOTMYECKUX orepaluil. U3roToBieHHbIE I€KapCTBEHHBIE CPEJICTBA, PELIEIITHI U 3aII0JIHEHHBIE
nacropTa MepeaaTcs Ha IPOBEPKY MPOBU30PY, BBHIOIHSIONIEMY KOHTPOJIbHbIE (DYHKIIUU TPU
M3TOTOBJIEHUM U OTITYCKE JIEKApPCTBEHHBIX CpeacTB. KOHTpOIb 3aKitouaeTcsi B IpOBEPKE
COOTBETCTBUS 3aMKMCEH B NACOPTE MUCbMEHHOTO KOHTPOJIS POIMCHU B PEUENTE, MPAaBUIbHOCTH
IPOU3BENEHHBIX pacyeToB. 2) OpraHoJenTUUYECKU KOHTPOJIb. 3aKI0YaeTcs B IPOBEPKE
JIeKapCTBEHHOU (OPMBI (B TOM YHCIIE TOMEONATHYECKO) 1o mokaszarensam: "Onucanue" (BHEIIHUN
BUJI, 1IBET, 3aI1aX ), OTHOPOJHOCTb, OTCYTCTBHE BUANMbBIX MEXaHUUECKUX BKIIOUEHHUH (B KHUIKHX
JeKapcTBeHHbIX (opMax). Ha BKyc mpoBepsitoTCsi BBIOOPOYHO JIEKapCTBEHHBIE (POPMBI,
nperHa3HayeHHble s AeTeid. OTHOPOAHOCTh MOPOLIKOB, TOMEONIATHYECKUX TPUTYpallui, Maseil,
HWIIOJIb, CYIIIIO3UTOPUEB MPOBEPSETCS B COOTBETCTBUU C TpeOoBaHUsAMU ['ocy1apcTBEHHOM
®dapmakorieu, 1eHCTBYIOIINX HOPMATUBHBIX TOKYMEHTOB. [IpoBepka ocyiiecTBiIsieTcst BBIOOPOYHO y
KaXx/10ro (papmarieBTa B Te€4eHUE paboyvero JHs C y4eTOM Pa3JInYHbIX BUIOB JIEKAPCTBEHHBIX (POPM.
Pe3ynbTaThl OpranoyienTH4eckoro KOHTPOJIS JIEKAPCTBEHHBIX (JOPM PETHUCTPUPYIOTCS B )KypHAJIE 10
npunaraemoit popme (IIpmnoxenue b k Hactosmet Mucrpykiun). 3) KonTpons mpu oTiycke.
JlaHHOMY KOHTPOJIIO ITOJIBEPTalOTCS BCE U3TOTOBJICHHBIE B allTEKaX JIEKAPCTBEHHBIE CPEACTBA (B TOM
Yciie FTOMEOoNaTHUecKue) Mpu ux ormycke. [Ipu 3Tom npoBepsieTcsi COOTBETCTBHE: - YIIAKOBKU
JIEKapPCTBEHHBIX CPENICTB (PHU3UKO-XUMUUYECKUM CBOMCTBAM BXOSIIMX B HUX JIEKAPCTBEHHBIX
BELIECTB; - YKa3aHHBIX B PELENTE 03 AJOBUTBIX, HAPKOTHUECKUX U CUIBHOAECHCTBYIOIINX
JIEKapCTBEHHBIX BEIIECTB BO3pacTy OOJBHOIO; - HOMEpa Ha pelenTe U HoMepa Ha ITUKETKE;
dbamuuu 60JpHOTO Ha KBUTAHLWH, (aMIIMK Ha 3TUKETKE U PELeNTe WK €ro KOIUH; - KON
PELEeNTOB MPONKCIM PELENTOB; - 0(OPMIICHUS JICKAPCTBEHHBIX CPEJCTB JCHCTBYIOIUM
tpeboBanusaM. [Ipu oTmmycke ocodboe BHUMaHHUe 00pamaercss Ha 0(OpMIIEHHE COOTBETCTBYIOITUMHU
npeaynpeauTeIbHBIMI HAAMUCAME JIEKAPCTBEHHBIX (DOPM, M3TOTOBIISEMBIX B allTEeKax Jisl JIeYeOHBIX
OpraHu3aIuu.
4. Tata Nepeuenra
Zinci Oxydi 2,0
Resorcini 0,5
Vaselini 1,25



Vaselini 16,75

Mo61m1=20,5

[IpuroroBun

[IpoBepun_

Otnyctun__

6. B npoxnanHoMm, 3allMIIeHHOM OT cBeTa Mecte. B HepocTynHoM [uist nereit mecte. Cpok
xpaHenus — 10 cyTok.

3aganue 77. CuryaniMoHHas 3aja4a

B npou3BoACTBEHHYIO anTeKy MOCTYNMJ peLeNnT ¢ MPONUChI0 Mopolka. PenentypHsiit 6maHk Ne
107-1/y nmeer Bce HEOOXOIUMBIE PEKBU3UTHI (OCHOBHBIC U JIOTONHUTENbHBIC). [laniuenT oOpaTuics
K IPOBU30pPY C IMPOCHOOH O CKOpeWleM H3roTOBJIEHHM JIEKapCTBEHHOIO Ipernapara, IOCKOJIbKY
JeYeHHe HeoOXOAMMO HayaTh YK€ cerofHs. [IpoBHU30p-TEXHOJOr, W3YYUB MpPEICTAaBICHHBIHI
peLenT, BhIHYX/I€H OblI OTKa3aTh NAllMEHTY B W3IOTOBJICHMU U OTIIYCKE JAHHOW JIEKapCTBEHHOM
(OpMBI B TOPEKOMEH/I0BAJ IOCETUTEII0 00PATUTHCS K JIeUalleMy Bpady 32 HOBBIM PELIEITOM.

Rp.: Codeini phosphatis 0,01

Analgini 0,4

Misceut fiat pulvis

Da tales doses N 15

Signa.llo 1 nopowxy 3 pasza 6 Oenb.

Ilpumeuanue: xooeuna ¢pocgpam no I'd BP/] = 0,1, BC/[ = 0,3; ananveurn no I'®d BPJ/]

=1,0, BCA = 3,0.

1. JlaiiTe XapaKTepHCTUKY JIEKapCTBEHHOH Gopme, IponrcaHHoi B perente. Kakue npasuia
JIOJKHBI COOJIOIaThCS TIPH BBIMMCHIBAHUN JAHHOW JIEKapCTBEHHOM (hopMbl?

2. IlpuBemute pacy€rbl, HEOOXOAUMBIE JJISl H3TOTOBJICHUS YKa3aHHOH MPOMKUCH. 3arlOJIHUTE
000pOTHYIO CTOPOHY Nacnopra nucbkMeHHoro koutposs (I1T1K).

3. Ilpemnoxure palOHANTBHYIO TEXHOJIOTHIO U3TOTOBJICHUS JIEKAPCTBEHHON (DOPMBI,
IPOMMCAaHHOUB PeLENTe, €€ YIaKOBKY U 0(OpMIICHHE.

4. K xakoif hapmakoTepaneBTHYECKON TPyIIe OTHOCUTCS KogenH? Ha3oBure mokazanus K
IIPUMEHEHHUIO NTPENapaToB JaHHOW IPyNIbl. Y Ka)KUTE CUMIITOMBI IIEPEO3UPOBKH KoJeMHOM. Kakue
MEPONPUITHSI HEOOXOIUMO OCYILIECTBIIATH B CIydae MHTOKCUKAIIMU JIaHHBIMIIpENapaTom?

5. K opranuzanum caHUTapHOTO PEKUMa B IPOU3BOJCTBEHHBIX allTEKAaX NPEABABISIIOTCS
cTporue TpeOoBaHMs. YKa)kKUT€ OCHOBHBIE ITpaBUIIa COOIOICHUS] CAHUTAPHBIX HOPM B
IPOM3BOJICTBEHHBIX TOMEIEHUAX alTEeKU ITPU N3TOTOBJICHUH HECTEPHIIBHBIX JIEKAPCTBEHHBIX (HOPM.

IIpasunvnoviii omeem:
1. Brinucan cnoxxHbIi 103UpOBaHHBIH nopoiok. Coaepxut BemecTBo crucka Il — kogenna gocdar.
[Tpuka3 MunucrepctBa 3apaBooxpanenus Poccuiickoit deneparym ot 24.11.2021 Ne 10941 "O06
yrBepxaeHun [lopsiika Ha3HaUEHUS JIEKAPCTBEHHBIX MPENapaToB, GOpM peLenTypHbIX OJaHKOB Ha
JeKapcTBeHHbIe mpenapatsl, [lopsiaka opopmieHus yka3aHHBIX OJIAaHKOB, UX y4€Ta U XpaHEHUs,
(dopM OJIaHKOB PELIETITOB, COACPIKALINX HA3HAUEHNUE HAPKOTUYECKUX CPEJICTB MIIM ICUXOTPOIHBIX
BellecTB, [lopsika NX U3rOTOBIIEHUS, PACIIPENEICHNS, PETUCTPALIMN, YUETA U XPAHEHUS, a TAKKE
[IpaBun oopmiieHus: 0JIaHKOB PELENTOB, B TOM YHCIe B (hOpMeE 3JEKTPOHHBIX JOKYMEHTOB"
UCIONB3YeTCs perenTypHbiit 65ank Gopmbl N 148-1/y-88. Ilpu BeImuchIBaHUY peLienTa Ha
JIEKapCTBEHHBIN Mpenapar HHANBUAYAIBHOTO U3TOTOBJIEHNS HAUMEHOBAHUSI HADKOTHUUECKUX U
IICUXOTPOIHBIX JIEKapCTBEHHBIX npernapaToB cnuckoB II u III [lepeuns, MHBIX J1€KapCTBEHHBIX
IIPENapaToB, NOJIEKALINX TPEIMETHO-KOJINYECTBEHHOMY YUETY, IUIIYTCS B HaYaJIe PELENTa, 3aTEM
- BC€ OCTaJIbHbIe MHTpeAreHThl. CocTaB KOMOMHUPOBAHHOTO JIEKAPCTBEHHOI'O Ipernapara,
0003HaueHHE JIEKapCTBEHHOH (POpMBI 1 0OpalieHne METUIIMHCKOTO pabOTHUKA K
dapmareBTHIeCKOMY pabOTHUKY 00 M3TOTOBJICHUH U OTITYCKE JIEKAPCTBEHHOTO TperapaTa
BBINKCBIBAIOTCS HA JTATUHCKOM si3bIKe. CIoco0 MpUMeHEeHHs! JISKapCTBEHHOTO Mpernapara
0003HavyaeTcs ¢ yKazaHUEM J103bl, YACTOThI, BpEMEHH NPUEMa OTHOCUTEIBHO CHA (YTPOM, Ha HOUYb) U



€ro JUIMTENBbHOCTH, a JJIsl JIEKAPCTBEHHBIX MPENapaToB, B3aMMOAEHCTBYIOLINX C MULIEH, - BDEMEHU
UX yIOTPeOIeHUS OTHOCUTENBHO MPHEMa UM (0 eIbl, BO BpeMs eIbl, ocie easl). [Ipu
HE00XO0IMMOCTH HEMEAJICHHOTO UJIM CPOYHOT'O OTITYCKa JIEKapCTBEHHOIO IIpenapaTa MalueHTy B
BEPXHEH 4acTu perenta NpocTaBisIIoTcs 0003HAUCHHS «Citoy» (CpOUHO) Hiu «statimy (HEMEAJICHHO).
[Tpu BeINMUCHIBAaHUY peLIEIITa HA JIEKAPCTBEHHBIN IpenapaT UHIUBHUyaIbHOI'O U3TOTOBICHUS
KOJINYECTBO KHUJIKHUX (papMalleBTUYECKUX CYyOCTaHIIMN YKa3bIBACTCSI B MIJLTHIIMTPAX, TPaMMax HITH
KaIUISIX, a OCTAJIBHBIX (papMalleBTUYECKUX CyOCTaHIMMI - B rpaMMax. PelienTsl, BBITUCAHHBIE HA
penentypaoMm 6nanke Gopmbl N 148-1/y-88, neficTBuTeNbHBI B TeueHue 15 mHel co aHs
BBINHCBIBAHUS.

2. IMpoepka n03. Kogenna ¢ocdar: mo penenty PI = 0,01 CI = 0,03 nmo '® BP/[=0,1 BC=0,3
Amnansrun: nio peuenty P/I=0,4 C1= 1,2 no I'® BP/] = 1,0 BC/ = 3,0 Jlo3bI HE 3aBBIIICHBI.

Pacuértsi.

Koneunna docdar: 0,01x 15=0,15
Amnanerun: 0,4 X 15=6,0
Macca obmas: 0,15 + 6,0 = 6,15
PasBecka: 6,15/ 15=0,41
3. Ilpuxa3z Munszapasa Poccun ot 26 okts0ps 2015 r. No7511 «O6 yTBep:KIeHUU MPaBUIT
M3TOTOBJIEHUSI U OTITYCKA JIEKAPCTBEHHBIX MIPENapaToB Ul MEJUIIMHCKOTO IPUMEHEHUS allTeYHbIMU
OpraHu3alUsAMM, UHAUBUAYAIbHBIMU IPEANPUHUMATENIMH, UMEIOIIUMU JIMLEH3UIO Ha
(dapmaneBTUUECKYIO IeaTeIbHOCTEY. B cTynky Ne 4 momemaem 6,0 r AHanbruHa, u3Meab4aem,
3aTupas Nophsl CTYNKU. BeiHOCUM ero Ha Karcyiny. B cTynky, ¢ 3aTepThIMH [TOpaMH [10JIy4aeM y
IIPOBU30PA-TEXHOJIOTa, OTBETCTBEHHOI'O 32 XpPaHEHUE BEILIECTB, HAXOASIUXCS Ha IIPEIMETHO-
KOJINYECTBEHHOM Y4eTe, 110 oopMIIeHHON 00paTHOH cTopoHe peuenTta, 0,15 r koxenna ¢ocdara.
W3menpuaem u nobasisieM B cTyNKy AHaJbIMH ¢ Karcyibl. CmemunBaeM. [IpoBepsieM 0 JHOPOIHOCTD
HOPOUIKOBOM Macchl, 3anoiHseM uueByto ctopony IIK u nepenaem dacoBimuky uis 103MpOBaHUS
no 0,41 T B BomIeHbIE Karcysisl U ynakoBku. Odopmisiem sTukeTkon: «BHyTpeHnHeey, «[lopomkny,
«XpaHUTh B HEJOCTYITHOM JJIS IeTeil MecTe», «XpaHUTh B IPOXJIaJHOM MeCTe», «XPaHUTh B
3alllMIICHHOM OT cBeTa Mecte». CHalxaeMm JUIsl OTIycKa CUTHATYpoi
4.Kogenn — onuouaHbIi aHanbreTuk. KolenmH— NpoTHBOKAIIIEBOE CPEACTBO LIEHTPATbHOTO
HapKOTUYECKOro TUra AeictBus. [lokazaHus Kk IPUMEHEHUIO: IPUCTYIIOOOPa3HbI HENPOAYKTUBHBII
Kalesb, 00JeBOM CUHIPOM MPU TPaBMaX, OHKOJIOTHYECKHUX 3a00sieBaHUsIX CUMITOMBI
NEePeI03UPOBKU: -3aMEeJIJICHUE U 3aTPYAHEHHUE JbIXaHUs; - TUIKUN XOIOAHBIN MOT, ~-CHUKEHUE
TEMIIEPATYPHI T€JA; ~CO3HAHNE NAllMeHTa CTAHOBUTCS CIIyTaHHBIM; -CHUKEHHE apTEpUaIbHOIO
JTaBJICHUSI, TOJIOBOKPYKEHHUE; -CUJIbHAS C1a00CTh, YyBCTBO YCTAJIOCTH U COHJIIMBOCTH; -CHIIBHOE
CY)KEHUE 3pauKa; -CyJlOpOTH; ~-TPEBOKHOCTh. JIeueHue: cenarb MpOMbIBaHHUE JKETYAKA, a TAKKE AaTh
azicopOupyrolne CPeJCTBAa U COJIEBbIE CIA0UTENbHBIE, 3aTEM HAJIOKCOH (SIBIISIOTCS
cneun(ruyecKMMU aHTaroHUCTaMu npenapata). [Ipu jgerkoit creneHn oTpaBIeHUH TPUMEHSIOT
JIbIXaTeNIbHbIE aHAJIETUKH.

5. Ilpukaz M3 PO ot 26 okts10pst 2015 1. Ne7511 «O06 yTBepkK/I€HUH NPaBUI U3TOTOBICHUS U
OTITYCKa JIEKQpCTBEHHBIX MIPENapaToB sl MEJUIIMHCKOTO IPUMEHEHHS allTeYHbIMU OPraHU3aIUsIMH,
WH/IMBUYaJIbHBIMU TIPEANPUHUMATENIIMHU, UMEIOIIUMU JIMIEH3HUIO Ha (hapMalleBTUYECKYIO
JESITEIIBHOCTh.

ITocranoBnenue I maBHOTO rocyapcTBeHHOro canutapHoro Bpaua P® ot 24 nexabps 2020 r. Ne 44
«O06 yrBepxaenun canutapubix mpasui CII 2.1.3678 - 20 "CaHutapHO-31UAEMUOIOTHIECKUE
TpeOOBaHUS K HKCIUTyaTallMH TOMEIIEHUH, 3[JaHHi, COOpYKEeHHI, 000pyA0BaHUS U TPAHCIIOPTA, a
TaKXe YCIOBUSAM AEATEIbHOCTH XO3IUCTBYIOUINX CYOBEKTOB, OCYILECTBIISIONIUX MPOAAXKy TOBAPOB,
BBITNOJIHEHHE paboT WM OKa3aHUE YCIyT».

JlexapcTBEHHBIE BEILIECTBA, UCIOIb3YEMBIE IIPU N3TOTOBIEHUH HECTEPUIIBHBIX JIEKAPCTBEHHBIX

(bopM, TOIKHBI XPAHUTHCS B TUIOTHO 3aKPBITHIX IITAHTJIAcaX B YCIOBUSIX, HCKITIOYAIOIINX UX
3arpsizHenue. llTanrnacel, ncnosb3yeMble IPH XpaHEHUH JIEKAPCTBEHHBIX BELIECTB, N1EPE]]
HAIOJTHEHUEM MOIOT U CTepHIIN3YIOT. BermomoraTenbHbIi MaTeprall U yKyIOpOUHbIE CPE/ICTBA,
HE00X0/IMMbIE MIPU U3TOTOBJIEHUH U (PaCOBKE JIEKAPCTBEHHBIX CPEACTB, MOATrOTABINBAIOT,
CTEpUJIN3YIOT. ANITEYHYIO MOCYY Mepe]l UCIOIb30BaHUEM MOIOT, CyIIaT U CTepHIIN3YIOT. B Hadase



Y B KOHIIE Ka)X/I0M CMEHBI BECHI, IINATENIN, HOKHULBI M IPYrOil MEJIKUN anTeYHbIA NHBEHTAPh
npoTtuparoT 3% pacTBOPOM MEPEKUCH BOJOPOIa MM criupT - 3upHoit cMechio (1:1). [Tocne
Ka)KJ0r0 OTMEPUBAHUS WIN OTBEIIMBAHUSA JICKAPCTBEHHOT'O BEIIECTBA TOPIIOBUHY U MTPOOKY
IITAHIJIAaca, a TAKXKE PYYHBIC BECHI BRITHPaIOT canderkoii 3 Mapiu. Canderka ynorpedsercs
TOJIBKO OJIMH pa3. BOpoHKH npu GHIIbTpaIvy Wi MPOLEKUBAHUU KHUJIKUX JIEKAPCTBEHHBIX CPEICTB,
a TaK)Ke CTYNKH C MOPOLIKOBOM WJIM Ma3€BOM MacCOM /10 Pa3BECKHU U BBIKJIA/IBIBAHUS B Tapy
HAKPBIBAIOT IJIACTMACCOBBIMH UJIU METAJUIMYECKUMU TUIACTUHKAMHU, KOTOPBIE IIPEIBAPUTEILHO
ne3nHGuuupyrot. J{s BBIOOPKH U3 CTYIOK Ma3eil U MOPOIIKOB HCIIOJIB3YIOT MJIaCTMAaCCOBBIC
wiactuHku. [Ipumenenue kapTona He nomyckaercs. [locie usrorobnenus Mazel 0CTaTKH KUpa
YIAJISIOT IPH TOMOIIY KapTOHa, OyMaru, TMTHUHA, 3aTEM CTYIIKA MOIOT H CTEPHIIU3YIOT.
Hcnonwszyembie A paboThl OyMaXkKHbIE U BOLIAHbIE KAIICYJIbl, IIMATeIN, HUTKH, PE3UHKU
00XBaTOYHBIC U JIP. XPAHSIT B AMUKAX ACCUCTEHTCKOTO ((pacoBOYHOTO0) cTOJIA (SIIUKH €KETHEBHO
MOIOT). BermomoraTenbHble MaTepHralibl XpaHAT B 3aKPHITHIX MIKa(ax B yCIOBHUIX, UCKIIOYAIOIINX HX
3arpsi3HEHUE.

3ananue 78. CuTyalluoHHas 3aga4a

B anrteky noctynui perent, BeIIMCaHHBIN Ha penentypHoM Onanke Ne 107-1/y:

Bosomu: Pubogpnasuna 0,002

Kucnomwt ackopbunosoii 0,02

Tnokoswr 0,2

Boowl ouuwennori 10 mn

Cmewari. /latt maxux 003 uuciom 20603uaus. I naznvle kaniu.

®apMareBT U3roTOBUIJ PACTBOP B ACENTHUUECKUX YCIOBUSX, 3aMOJIHUI MACIOPT MTUCBMEHHOTO
KOHTPOJISI, ITOCJIe KOHTPOJIS KauecTBa MPOPUIHTPOBA, TPOBEPHII OTCYTCTBUE MEXAHUICCKUX
BKIIIOUEHUH B KAIUISIX, YKYIOPUJI MO 0OKATKY, IPOCTEPHIN30BaT U 0OPMUI ITUKETKY.

1. [Tepeuncnure TpeOboBaHKS K OPOPMIICHHUIO pEIICTITA.

2. KakoB cpok XpaHEHHUs MacropTa MUCHbMEHHOT'O KOHTPOJIS B alTEKe HAa HM3TOTOBJICHHYIO

JIeKapCTBEHHYIO (hopmy?

3. B kakux ycIOBHSX W KaKOM TIOMEIICHHH alTEKH OCYIICCTBISIOT MPOIECC M3TOTOBIICHUS

TJIa3HBIX Karelb B anTeke?

4. [To kakuM TIOKa3aTeNSIM MPOBOJAT TMPUEMOYHBIA KOHTPOJb JICKAPCTBEHHBIX
CPEICTB,UCIIOIB3YEMBIX JUISI U3TOTOBIIEHUS JIEKAPCTBEHHBIX MPENapaToB B anTeke?

5. Kakme KOMITOHEHTBI B COCTaBE M3TOTOBJICHHBIX TJIa3HBIX Kallellb OKa3bIBAlOT OCHOBHOE

(bapmakoTepaneBTHUECKOe JIeiicTBHE U MPUMEHEHUH JIEKapCTBEHHOIO Ipernapara?
Ilpasunvuviti omeem:

1. TpeGoBanust k 0OpMIICHHIO pELENTOB MpHBeieHb! B [Iprkaze MuHUCTEpCTBA 3IpaBOOXPAHEHHUS
Poccuiickoit @enepanuu ot 24.11.2021 Ne 1094 "OG0 yrBepxknenunu [lopsaka HazHaUeHUS
JIeKapCTBEHHBIX IpenapaToB, GOpPM peLeNTypHbIX OJIAaHKOB Ha JIEKapCTBEHHBIE NpenapaTsl, [lopsaka
oopmieHHs yKa3aHHbBIX OJJAHKOB, UX y4deTa U XpaHeHHs, (hopM OJaHKOB PELENTOB, COAEPIKAIINX
Ha3Ha4YeHHe HapKOTHUUYECKUX CPEACTB UJIU MICUXOTPOIHBIX BelecTB, [lopsiika UX N3roTOBIEHNUS,
pacripesiesieHus], peTUCTpalMy, yUeTa U XpaHeHusl, a Takxke [IpaBun ohopmieHns 6J1aHKOB PELeNTOB,
B TOM 4Hclie B (hopMe AIIEKTPOHHBIX TOKyMEeHTOB". PerentypHslii 6i1ank Gopmsl 107-1/y nomxen
coJiepKaTh CIEAYIONINE OCHOBHBIE (00s13aTeNbHbIE) PEKBU3HUTHI: ~IITAMIT METUIIMHCKON OpraHu3aiun
(c ykazaHueM e€ HaMMEHOBaHUs, ajipeca u TenedoHa); -naTy BeImUcKU peuenta; -OHUO nanuenta
(moxHOCTHIO) M ero Bo3pacT; - MO MeauIMHCKOTro padoTHHKA (TIOJTHOCTHIO); ~-HAaUMEHOBaHKe (Ha
JATUHCKOM $I3BIKE) JIEKapCTBEHHOTO Mpernapara, ero J03MPOBKY U KOJIMYECTBO; -[TOAPOOHBIH cr1ocod
IIPUMEHEHHNS HA PYCCKOM MJIM PYCCKOM U HAllMOHAJIBHOM SI3bIKAX -TIOJIHUCH U JIUYHYIO [I€YaTh
MEIUITMHCKOTO paboTHUKA. Ha oiHOM Oi1aHke MOKeT ObITh BeImcaHo He Ooinee 3 JIIT



2. B cootBercTBHM ¢ mpukazoM M3 P® ot 26.10.2015 r. Ne 7511 «O06 yTBEep>KIeHUN TTPaBUIT
M3TOTOBJIEHUSI U OTITYCKA JIEKAPCTBEHHBIX IIPENApaTOB Ul MEJULIMHCKOTO IPUMEHEHHS allT€YHBIMU
OpraHMu3alUsaIMHU, HHIUBUAYAIbHBIMU IIPEIIPUHAMATEISIMHA, UMEIOIUMHU JINLEH3HIO Ha
(apMaIeBTUYECKYIO ACATEIBHOCTDY MAaCHOPT MUCBMEHHOTO KOHTPOJISI COXPAHSIOTCS B allTeKE B
TE€YEHHE JBYX MECSLEB C MOMEHTA U3TOTOBJICHUS JIEKAPCTBEHHOI'O CPEACTBA.

3. B anTeke U3roTOBJICHUE JIEKAPCTBEHHBIX (POPM B yCIOBUSAX ACENTHKH OCYILECTBIISACTCS B
COOTBETCTBUU C CAHUTAPHBIMU TPEOOBAHUSAMU, U3TI0KeHHBIMU B [Iprukaze M3 PD ot 26 okTs0ps
2015 r. Ne7511 «O06 yTBep:KIeHUH MTPABUI U3TOTOBJICHUS U OTITyCKa JEKapCTBEHHBIX IpenapaToB
JUISL MEJULIUHCKOTO IIPUMEHEHMSI AITEYHBIMU OPIaHU3ALMSMU, HHIUBUIYaIbHBIMU
IpeANPUHIMATENISIMA, UIMEIOLIMMH JIMLEH3UI0 Ha (DapMaleBTHUECKYIO IESTEIbHOCTRY U
[TocTanoBnennu [ 1aBHOTO TOCYIapCTBEHHOTO cCaHUTapHOTO Bpaya P® ot 24 nekabps 2020 r. Ne 44
«O06 yrBepxaenun canutapubix mpasui CII 2.1.3678 - 20 "CaHutapHO-31THAEMUOIOTHIECKIE
TpeOOBaHUS K SKCILTyaTallud IOMEIIEHUH, 31JaH1H, COOpYKEHUH, 000pYZ0BaHUS U TPAHCIIOPTA, a
TaKXKe YCIOBHSAM ACATEIBHOCTH X03IUCTBYIOUINX CYOBEKTOB, OCYIIECTBIISIONIUX POIaXy TOBAPOB,
BBINOJIHEHHE Pa0OT WM OKa3aHUe yCIyr». [l U3roTOBIEHUS IMIa3HBIX U APYTHX CTEPHIIBHBIX
JIEKapCTBEHHBIX (POPM B aCENTUUYECKHX YCIOBHUSAX B allTeKe 000pyIyeTcs acenTHIECKUi OJI0K,
KOTOPBIH BKJIIOYAET OMEIIEHUS ISl U3TOTOBJIEHUS, (DACOBKH U CTEPUIIN3ALINY, A TAK)KE MOTY4EHUS
BOJIbI /111 UHBEKIUM U OTZIEEH OT PYIHX MMOMEIEHUH aTeKH UTI030M. ACENTHKA — 3TO KOMILIEKC
MEPONPUITHHA, TO3BOJIAIOIINI CBECTH K MUHUMYMY BO3MOKHOCTB TIONIaJaHUsI MUKPOOPTraHU3MOB B
JIEKapCTBEHHBIE MpenapaThl Ha BCEX 3TallaXx TEXHOJIOrH4eckoro npouecca. [Ipu atom ucxonsar us
TOT'0, YTO OCHOBHBIMHM MCTOYHHUKAMM 3arpsi3HEHUS JIEKAPCTBEHHBIX IIPENapaToB SABISAIOTCS: -
IIOMEILEHUS, - TEXHOJIOTMYECKOe 000pYyJ0BaHHE, - BO3AYX, - 00CIY>KMBAIOIIHI [1€PCOHA, -
BCIIOMOTaTeJIbHbIM MaTepHall, - OCYAa, - JIEKAPCTBEHHBIE U BCIIOMOIaTEIbHbIE BEIIECTBA,
pacTBopuTeNd. B momenieHuu ais NpUroToBICHUS JEKaPCTBEHHBIX MIPENAapaToOB B aCENTUYECKUX
YCIIOBUSAX CTEHBI JOJKHBI ObITh MOKPALIEHbI MACIIIHOM 0es10i KpacKo! M1 MOKPBITHI CBETIION
ka(enpHO# mMTKOoH. He 1omkHO OBITh KapHU30B, BRICTYIOB, TpelrH. [1or mokpeiBaeTcs
JMHOJIEYMOM C 3aBapeHHBIMU IIBaMU. /IBepu M OKHA OJIKHBI OBITh TIATEIbHO IOJOTHAHBI U HE
UMETH Ieei. AcenTuueckuil 610k 000pyAyeTcss IPUTOUHO-BBITSYKHOM BEHTUIISIIUEH C
IIPEUMYILECTBOM IIPUTOYHOTO BO3AYyXa. I CHUKEHHUS MTONalaHusl MUKPOOPTraHU3MOB
PEKOMEHAYETCS YCTaHOBKA (PUIIBTPOB [Tt OYMCTKH BO3yXa U ylbTpaduoneroBoe oomyueHue. Jis
00e3BpeKMBaHMS BO3IyXa B aCENTUYECKOM OJIOKE YCTaHABIMBAIOT HEIKPAHUPOBAHHBIE
OaxTepunuaable gamibl: HacteHHble (OBH-150), 6akrepunmnneie namnsl bYB — 25, BYB-30, BYB -
60 u3 pacucra moutHOCTH 2-2,5 BT Ha 1M3 00bEMa nomenieHust, KOTOPYIO BKJIIOYaroT Ha 1-2 yaca
nepe HadajaoM paboThl TPH OTCYTCTBUM JrojieH. [lepen BXxog0M B acenTUiecKuit OJIOK Ha STOT
HEepUo/l BEIIAIOT Ta0JINUKY «HE BXO/AUTH, BKIIIOUEHA OakTepuIMIHAas Jamnay. Bxos B momeliexue,
/1€ BKJIIOUE€HA HE3KpaHWPOBAaHHAs OaKTEpUIIMIHAS JIaMIIa, pa3peliaeTcs TOJIbKO Mocie e¢
OTKJIFOYEHHS, a JUIUTEeNIbHOE NpeObIBaHNE B YKa3aHHOM ITOMELIEHUH — TOJIbKO yepe3 15 MUHYT nocie
e¢ OTKJIIoUeHHs. B nmpucyTcTBUM nepcoHana MOryT 3KCILTyaTHPOBAThCS SKPAaHUPOBAaHHBIE
OaKkTepHIMIHBIE JIaMIIbI, KOTOpPbIE YCTaHABIMBaIOTCA Ha BbicoTe 1,8 - 2 M ¢ MouHOCThIO B 1 BT Ha
1M3 nmomenieHus Npu yCIOBUH, YTO U3IyUEHHE HE HAIPABIEHO Ha JII0/IeH, KOTOpPbIE HaXOIATCS B
nomerieHuu. [Tockoabpky npu paboTe OaKTEpUIIUMAHON JaMITbl 00pa3yrTCsl OKUCIBI a30Ta U 030H, TO
B [IOMEIIEHUU HeoOxoaumMa padoTa BeHTUIsuu. Bee 06opynoBanue u Mmedenb KOTOpbIe BHOCSTCS B
acenTU4ecKuit O6JI0K, MPeaBapUTEIbHO IPOTUPAIOT BIAXKHOM TPANKONH CMOYEHHON
Ne3UHPHUIMPYIOIIUM PacTBOPOM (Harpumep, pactBop xjopamuna b 1 %, pactBop xmopamuna b 0,75
% ¢ 0,5 % Motromero cpeacTsa, pacTBop nepexucu Bogopoaa 3 % c¢ 0,5% mororiero cpeacTsa u ap.).
Hcnonp3oBaHue B aceNTHYECKOM OJIOKE MOCTOPOHHETO 00OPYAOBAaHUS CTPOro 3amperieHo. Y 6opka
MOMEIEHUS IPOBOJIUTCS HE peXe OJHOI0 pas3a 3a CMEHY C UCIIOJIb30BAHUEM JE€3UH(UIIUPYIOIINX
CPEZCTB C MOCIEAYIOUINM yIbTpaduoaeToBbIM o0mydeHueM. OMH pa3 B HEAEIO B TOMELICHUN
POBOJST reHepaibHyto yOopky. [lepen BxoqoM B acenTHUeCKHi 010K TOJKEH JIeKaTh PE3UNHOBBIN
KOBPHK, CMOYECHHBIN JE3MH(YULIUPYIOINUM pacCTBOPOM. ACENTHUECKUI OJIOK OTAeNseTcs OT APYTrux
noMeneHui nuio3omM. Juna, Koropble NPUHUMAIOT Y4acTUe B IPUTOTOBJICHUH JIEKAPCTB B
ACENTHUYECKUX YCIOBUAX, IPUIEPKUBAIOTCS CTPOTUX MPABUJ IMYHON THTUEHBI: IPU BXOJIE B IILTIO3
0JI€BAIOT CIIEUANBbHYIO0 00YBb, MOIOT PYKH C MBLJIOM U LIETKOM, TOTOM JA€3UHPUIUPYIOT UX,



IpoTUpast caneTKoi, CMOUEeHHOM STHUIIOBBIM criupToM 80 % KOHIIEHTpaIH, paCTBOPOM
xJyioprekcuuHa ourmoxonata B 70 % crnupre stunoBom win 0,5 % pactBop ximopamuna b npu
OTCYTCTBHH BBIIIECTIEPEUUCICHHBIX CPEJCTB, OJCBAIOT CTEPUIIbHBIN Xajar, 4-CJI0WHYI0 MapJeBYIO
MOBSI3KY, IIAMOYKY (IIPU ATOM BOJIOCHI TIIATEIBHO 3aMPaBISAIOT), Oaxuiibl. MapiieBas moBsi3Ka
JOJIKHA 3aMEHSIThCS uepe3 Kaxiple 4 yaca. CaHUTapHYIO OJEXKY, XaJIaThl, MAPIII0, U3JEIHS U3
TEKCTHUJIS, BaTa CTEPUITU3YIOTCS B OMKCax B MAapOBBIX CTepuian3aTopax mnpu temmeparype 132 °C Ha
npotsokernd 20 MmuayT niau npu 120 °C Ha ipoTsbkeHnn 45 MUHYT U XPaHST B 3aKPBITBIX OMKCax HE
6onee 3 cyrok. O0yBb niepe; Ha4aJIOM M OKOHYaHHEM PadOThl AC3HH(DULIUPYIOT BHELTHE U XPAHAT B
nuto3ax. CozmaHue acenTUYECKUX YCIOBUH B allTeKe MPEANoIaracT TakKe UCIOJIb30BaHNE
CTEPUJILHOTO BCIIOMOTaTEJIbHOIO MaTepuaa, CpeICTB YKYIOPKH U YIIAKOBKHU, CTEPUIIU3ALIUIO
BCIIOMOTaTeNbHBIX U JIGKAPCTBEHHBIX CPEACTB, €CIIM OHU MOTYT ObITh MPOCTEPUITHU3OBAHBI.

4. B cootBerctBuH ¢ ipukazoM M3 P® ot 26.10.2015 r. Ne 7511 «O0 yTBEpKIAEHUH ITpaBUIl
U3TOTOBJICHUSI U OTITYCKa JIEKApPCTBEHHBIX MPENapaToB Uil MEJUIIMHCKOTO IPUMEHEHHS allTeYHbIMU
OpraHMu3alUsAMHI, UHAUBUAYAIbHBIMU IPEIIPUHUMATEISIMU, UMEIOLIUMHU JIMLEH3UIO Ha
(bapMalLeBTUYECKYIO A€ITEIbHOCTDY MPUEMOYHBIN KOHTPOJIb 3aKII0YAETCs B POBEPKE
MOCTYMAIOMINX JIEKAPCTBEHHBIX CPEJCTB HA COOTBETCTBHE TPEOOBAHUAM I10 ITOKA3ATEIISM:
«Omnucanuey, «YmakoBkay, «MapkupoBKay, a TAaKkKe B POBEPKE MPaBUIHLHOCTU O(OpMIICHUS
COINPOBOJUTENIBHBIX JOKYMEHTOB, BKJIOUasl JJOKYMEHTBI, [TOATBEPIKIAI0IINE KAUECTBO
JICKapPCTBEHHBIX CPEJICTB.

5.JIefCTBYIOIIMMHU BEIIECTBAMH B COCTAaBE M3TOTOBJICHHBIX TJIa3HBIX Kallesb SBISIFOTCS pruOodIaBuH
(mpenapar ButamuHa B2) u kucnora ackopounoBas (npemnapat Buramuna C). OcHOBHas 11elb
NPUMEHEHHS «BUTAMUHHBIX» TJIa3HBIX Kalellb HOpMaiu3anus 0OMeHa BEeIIECTB POTOBHIIBI
(Hapy>KHOM 000JI0YKH TTIa3HOTO SI0JI0KA) U BHYTPEHHUX CPEJI TU1a3a, MPEKIe BCEro — XpycTaaukKa.
[TokazaHusiMM K IPUMEHEHHIO U3TOTOBJIEHHOT'O JIEKAPCTBEHHOI'O IIpenapara SBJIsSIOTCS: a)
penynpexaeHne HapyIIeHNs ONTUYECKUX CBOMCTB POrOBUIIBI M XPYCTaJIMKA IJ1a3a B Mpoliecce
CTapeHHs, a TAKXKE NMPH COMATUIECKUX 3a00JIEBAaHUSIX, COMPOBOXKIAIOIINXCS TPyObIMU
HApYIICHUSAMU CUCTEMHOT0 MeTabon3mMa, Halpumep, Mpu caxapHoM quadere/MeTabonnuecKkomM
CUHAPOME; 0) KOPPEKIUS YKE COCTOSABILNXCS HAPYIIEHUIN ONTUYECKUX CBOMCTB POTOBUIIBI U
XpyCTaluKa MpH KaTapakTe

3ananue 79. CuryanuoHHas 3a1a4a

B anreky ropoaa B. oOpartuiach KeHIIMHA € PELIETITOM Ha Ma3b, BHIMUCAHHBIM Ha PELENTypPHOM
omanke popmel Ne 107-1/y, ohopMIIeHHBIM B COOTBETCTBUH C TPEOOBAHUSIMU HOPMATUBHBIX
JIOKYMEHTOB.

Boszvmu: Cynvgpayuna-nampusa 1,8 Boowr ouuwennoii 1 mn Jlanonuna 6e3goonozo 1,2
Bazenuna 1,4

Macna sazenunosozo 0,6

Cmewar. /lai. Obo3naus. I nasuas maso.

dapmarieBT B aCENITUICCKHUX YCIOBHUIX B CTEPHIILHON CTYIIKE M3MeNb4riI cynbdanmin-natpusi ¢ 0,6
CTEPHJIBHOTO Ba3eJIMHOBOTO Maciia, 100aBMII YacTAMHU CTEPUIIbHBIN CIIJIaB Ba3elMHa C JJaHOJUHOM. B
KOHIIE J0OaBUJI MOPLUHUAMH 1 MIT CTEpHIIBHON BOJIBI, TIIATENBHO AMYIbIUpysl. Ma3b nepeHéc B
HIMPOKOTOPIIYIO CKIISTHKY JUISl OTITYCKA, 3aKPBLJI IUIACTMACCOBOM KPBIIIKON. DTUKETKH: «I Ta3Has
Ma3b», «XPaHUTh B IIPOXJIATHOM MecTe», « [ I[pUroTOBIEHO B aCENTUYECKUX YCIOBUAXY.

1. [Tepeuncnure TpeboBaHUs K 0)OPMIICHHUIO peLienTa.

2. VYKaxkuTe CpoK XpaHeHHUs TJIa3HON Ma3u.

3. OrneHuTe NPaBUIBHOCTh TEXHOJIOTMU U OCOOEHHOCTH O(POPMIICHHS JIEKApCTBEHHON (OPMBI.
Omnpenenure Tun ocHOBBL. OTBET 0OOCHYMHTE.

4. KakoB nopsi1ok opranu3aluy KOHTPOJIS IPU OTITYCKe?

5. KakoBa ocHOBHas 11eJ1h MPUMEHEHHS U3TOTOBIICHHOM T1a3Hoi Ma3u? Kakoit u3



IepEYNCICHHBIX KOMIIOHEHTOB M3TOTOBJICHHOM TTIa3HOI Ma3u 00eCreynBaeT OCHOBHOE
bapmakoTepaneBTuUecKkoe neiicterue?

IIpasunvhoviii omeem:

1. B cootrBerctBuu ¢ [Ipukasz MunucrepctBa 3apaBooxpanenusi Poccuiickoit denepauuu ot
24.11.2021 Ne 10941 "O6 yrBepxaenuu [lopsnka Ha3HAYCHMS JIEKAPCTBEHHBIX MMPENapaToB, Gopm
peLenTypHbIX OJIaHKOB Ha JIeKapCTBEHHBIE MpenapaThl, [lopsaka opopmiienns ykazaHHBIX OJIAHKOB,
UX ydera ¥ XpaHeHusl, HopM OJIAHKOB PEIETITOB, COJIEPKAINX HA3HAYCHHE HAPKOTHYECKUX CPEJICTB
WM TICUXOTPOITHBIX BemiecTs, [lopsiaka ux u3roToBIeHus, pacupeesieHus, perTuCTpalluu, yueTa u
XxpaHeHus, a Takxe [IpaBun ohopmiieHus: 6J1aHKOB PELENTOB, B TOM YHCIe B (hOpMeE 3JEKTPOHHBIX
JIOKYMEHTOB"

yKa3aHHas PelenTypHas MIPOIKUCH BHIMMCHIBACTCS HA OJaHKE

dbopmbl Ne 107-1/y. Ha perenntypHOM O1aHKE CTAaBUTCSI IITAMIT METUIIMHCKOW OpraHU3aIluu ¢
yKa3aHWeM e¢ HAaMMEHOBaHUs, ajipeca u tenedona, narta seimucku, ©.1.0. nanuenTa u
MEAMIIMHCKOTO pabOTHHKA YKa3bIBAE€TCA MOJIHOCTHIO, B rpade BO3pacT YKa3bIBACTCA KOJTUYECTBO
MOJIHBIX JIET.

B rpade «Rp» ykaszbiBaeTcs: Ha TaTUHCKOM SI3bIKE HaMMEHOBaHHE (papMaIieBTUYECKUX CyOCTaHIIHIH,
KOJIMYECTBO; Ha PYCCKOM HJIA PYCCKOM M HAIIMOHAIBLHOM SI3bIKaX CIIOCOO MPUMEHCHHS
JIEKapCTBEHHOTO Ipernapara. Penent, moAnuceBaeTCsl METUIIUHCKUM PAOOTHUKOM U 3aBEPSETCS €ro
JIMYHOM NE€YaThIO.

2.B cootBerctBuHu ¢ ipukazoM M3 PO ot 26.10.2015 r. Ne 7511 «O06 yrBep)KaeHUH

MpaBUJI U3TOTOBJICHUS U OTIYCKa JICKAPCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOTO IPUMEHEHUS
anTEeYHbIMHM OPraHU3alUsIMU, UHAUBUIYaTbHBIMU MIPEANPUHUMATENSIMHU, UMEIOIIIUMHU JTUIEH3UIO

Ha (papMaleBTUICCKYIO ICATEIHbHOCTE) MPOJOJIKUTEIILHOCTh XPAHEHUS TJIa3HOH Ma3u He Ooree 10
CYTOK.

3.Cynbdanmt HaTpus, coracHo ['D, nerko pacTtBopuM B Bojie. B mponucu ykazana 30% Masb
(obmas Mmacca Ma3H, COTJIACHO MPOIKCH,6T., CIeI0BaTeNIbHO, €CiH, 1.8 T' COCTaBIsSIeT KOJIHMUYECTBO
cynbganuna-aatpus, Masb 30%-ast), To3TOMY CyIb(haIui HaTpusl B KoudecTse 1.8 r pacTBOPSIIOT B
1 MJ ropsiueil cTeprIIbHOM OYHIIIEHHOM BOJIBI. 3aTE€M PacTBOP AIMYIBIHPYIOT JIAHOJIUHOM O€3BOHBIM
1.2 r, no6aBnsaroT BazenuHoBoe Macio 0.6 T u Bazenuu 1.4 r

OcHoBa- 3MyJIbCUOHHAA.

®dapwmarieBT He cOoOI01al JAaHHYIO MOCIEA0BATEIbHOCTD, ToATOMY JID npurotroBieHa HEBEPHO.
OcHoBHas 3TUKeTKa «I 1a3Hast Ma3by, TONOJIHUTENbHBIE TUKETKH « XPaHUTh B HEJOCTYITHOM JJIs
JIeTeN MeCTe», «XpaHUTh B 3AIUIIEHHOM OT CBETA MECTE», « XPAHUTh B IIPOXJIATHOM MECTEN,
«IIpUroTOBIEHO ACENTUYECKH.

4. B cootBerctBuH ¢ ipukazoM M3 P® ot 26.10.2015 r. Ne 7511 «OO0 yTBEepkKA€HUN TIPABUI
M3TOTOBJIEHHS M OTITYCKa JIEKAPCTBEHHBIX MPENAPATOB JJI1 MEAULUHCKOTO MPUMEHEHUS allTEYHBIMU
OpraHU3aIUsIMU, UHAUBUIYATbHBIMU TTPEANPUHUMATEIISIMHI, UMEIOIITUMU JTUIIEH3UIO Ha
(bapMaleBTUYECKYIO AeATETbHOCTEY KOHTPOIIO MIPH OTIYCKE JEKAapCTBEHHBIX MIPENapaTos,
MO/IBEPTAIOTCS BCE M3TOTOBJICHHBIE JICKAPCTBEHHBIE MPENapaThl, B paMKax KOTOPOTO

MIPOBEPSIETCS] COOTBETCTBHE:

a) YIIaKOBKHU JIEKAPCTBEHHOTO TMpernapaTta GU3NKO-XUMHIYECKUM CBONCTBAM, BXOSIINX B HETO
JIEKAPCTBEHHBIX CPEJICTB;

0) yKa3aHHBIX B pellenTe WId TPeOOBaHUH 103 HAPKOTUUECKUX CPEJCTB, ICUXOTPOITHBIX,
CHUJIbHOJICCTBYIOIIMX BEIIECTB BO3PACTY MAIlMEHTA;

B) PEKBU3UTOB pelenTa, TpeOOBaHUS CBEICHUSM, YKa3aHHBIM Ha YIIaKOBKE U3TOTOBICHHOTO
JIEKapCTBEHHOTO Tpernapara;

T') MAPKUPOBKH JIEKAPCTBEHHOTO TpemnapaTa TpeOOBaHUSIM.

[Ipw BBISIBIEHUH OJTHOTO M3 YKa3aHHBIX HECOOTBETCTBUI M3TOTOBJIEHHBIN JIEKAPCTBEHHBIN Mpenapar
HE MO/JIEKUT OTITYCKY.

5. OcHOBHas 11€J71b MPUMEHEHHUS U3TOTOBJICHHOTO JIEKAPCTBEHHOTO TIpernapara — MECTHOE
aHTHOaKTepuaTbHOE (AHTUCENTHYECKOE) BO3/ICHCTBHE Ha MATOTEHHYIO (IIOPY, Mapa3sUuTUPYIONIYIO B
KOHBIOHKTUBAJILHOM TTOJIOCTH, OTYACTH — HOCO-CJIC3HOM KaHaJIe.



AnTHcenTrHUeckuit 23 (HEKT U3roTOBICHHOM TJIa3HON Ma3H 00eCTIeYrBaETCs CyIb(aIuIOMHATPUS B
e¢ coctaBe. Cynb(hanuia-HaTpus — CHHTETHUECKOE aHTHOAKTEPUATLHOE CPEJICTBO TPYIIIBI
Cy/b(aHUIAMUJIOB C YMEPEHHOW BHIPAXKEHHOCTHIO aHTUOAKTEPHAIILHON aKTHBHOCTBIO.

OCHOBHBIM TIOKa3aHUEM K TIPUMEHEHUIO U3TOTOBJICHHOTO JICKAPCTBA SBISACTCS OaKTepHallbHBII
(THOMHBII ) KOHBIOHKTHUBHT.

3aganue 80. CuryauroHHas 3aaada

B anreky moctynui penent, BRIITMCAHHBIN Ha penenTypHoM Ostanke Ne 107-1/y:
Bozvmu: Hacmos mpasvl nycmuipruxa 200 mn

Ananveuna 5,0

Hampus 6pomuoa

Macnus cyrvgpama noposny no 4,0

Hacmoiixu sanepuanvr 6 ml

Cmewai. /laii. Obo3nauw. Ilo 1 cm. nooicke 3 pasa 6 Oeno.

dapmarieBT HOMECTHII B IepGOpUpOBaHHbIN HUHAP dapdhopoBoro HHPyHAUpHOro crakana 20,0
M3MEJIbYCHHOM TPAaBhI IMyCThIPHUKA, 32511 200 MJI BOIBI OUYMIIICHHOW W HACTAaWBal: B UHPYHAUPHOM
annapare — 15 MUHYT (IepuOJMYeCcKU IOMEIINBAas), B YCIOBUAX KOMHAaTHON TeMnepaTypsl — 45
MUHYT. VI3roTOBIIEHHBIN HACTOW OTXaJl ¥ MPOQUIBTPOBAI B OJCTaBKY. B moay4eHHOM BOTHOM
U3BJICUEHUM PACTBOPUII JIEKAPCTBEHHBIE BEIIECTBA, BHOBb MPO(PUILTPOBAIIB OTIYCKHOM ()JIaKOH U
n00aBmIT 6 MIJI HACTOMKH BajiepuaHbl. DIaKOH YKYNOPHII TNIACTMACCOBOUITPOOKOH C
HaBUHYUBAIOIIENCS KpbIKoil. OdopMuil npenapar K OTIYCKY, CHAOJUB 3TUKETKaAMHU:
«Bnuytpennee» ¢ Hannucelo «Mukcrtypay, «Ilepen ynorpedienuem B30antoiBaThy». [IprkoHTpoIie
IIPOBU30P-AHATTUTHK OLICHUII KaueCcTBO JIEKapCTBEHHOI'O npernapara
«HeynoBneTBOPUTEIIBHO.

Ilpumeuanue: Ke mpasvi nycmoipnuxa = 2 mu/e.

1. [Tepeuncnure TpeOboBaHKS K OPOPMIICHHUIO pEIICTITA.

2. VYKaxXuTe CpoK AEHUCTBUA U CPOK XPaHEHUS PELeNTa B alTeKe.

3. YTo nocayXuio NpUYMHON HEYIOBJIETBOPUTENbHOU onieHKN? [Ipoananusupyiite cuTyanuzo,
JaNTe 3aKII0YCHHUE.

4, [To xakuM MoKa3zaTeNnsM MPOBOAST MPUEMOYHBIN KOHTPOIb JIEKAPCTBEHHBIX CPEICTB B
arnreke?
5. [TopekoMeHaAyHTE KIHEHTY alTeKH TOTOBBIE IEKAPCTBEHHBIEC CPENICTBA C IIENBIO

(dapmakoTepaneBTUUECKON 3aMeHbl BHITMCAHHON MUKCTYphl. OGOCHYITE CBOE NIPEIOKEHHE,
COIIOCTAaBUB HanOoJiee BEPOATHYIO LIeJIb Ha3HAUYEHUS BBITMCAHHON MUKCTYpBI U (hapMaKoJIOTHYECKHe
3¢ dexTsl mpeIoxkeHHbIX BaMu 1ekapcTBEHHBIX CPEICTB.

Ipasunvnwviii omeem:

1. TpeGoBanus k 0pOpMIIEHHIO PELIETITOB MpHBeieHb! B [Iprka3 MuHHCTEpCTBa 31paBOOXpaHEHUS
Poccuiickoit @enepanuu ot 24.11.2021 Ne 10941 "OO0 yrBepxaenun [lopsaka HazHauUSHUS
JIeKapCTBEHHBIX IpenapaToB, GOpPM peLeNTypHbIX OJIAaHKOB Ha JIEKapCTBEHHBIE NpenapaTsl, [lopsaka
oopmieHHs yKa3aHHBIX OJJAHKOB, UX y4deTa U XpaHeHHs, (hopM OJaHKOB PELENTOB, COAEPKAIINX
Ha3Ha4YeHHE HapKOTHUUYECKUX CPEACTB UJIU TICUXOTPOIHBIX BelecTB, [lopsiika UX U3roTOBIEHNUS,
pacripesiesieHus], peTUCTpalMy, yUeTa U XpaHeHusl, a Takxke [IpaBun ohopmieHns 6J1aHKOB PELeNTOB,
B TOM 4Hclie B (hopMe AIIEKTPOHHBIX TOKyMeHTOB"Penientypuslil 01ank ¢popmer 107-1/y nomken
coJiepKaTh CIEAYIOIINE OCHOBHBIE (00s13aTebHbIE) PEKBU3HUTHI:

-IITaMI MEUIIUHCKOM Opranu3aiuu (c ykazaHueM e€ HauMEeHOBaHus, ajipeca U TenedoHa);

-naty Bbinucku peuenta; @O nanuenTa (MOJIHOCTHIO) M €r0 BO3pacT;

- ®UO menunuHCKOTO paboTHHKA (TTIOTHOCTHIO);

-HauMEHOBaHME (Ha JaTUHCKOM SI3bIKE) JIEKApCTBEHHOI'O Tpernapara, ero JO3UpOBKY U KOJIHMYECTBO;
-oAPOOHBIN c10co0 MPUMEHEHHUSI Ha PYCCKOM MJIM PYCCKOM M HAIIMOHAJIBHOM SI3bIKAX



-MOAMKCH U JTUYHYIO MeYaThbMEAUIIMHCKOTO paOOTHHKA.

Ha oHoM OitaHke MOKeT OBITh BeIucaHo He Ooiee 3 JIIT.

2. PerienTel Ha JIeKapCTBEHHBIE MTPeMapaThl, BBIMUCAHHBIE HAa PELIETITYPHBIX OJIaHKax

dopmet Ne 107-1/y, netictButenbHbI B TeueHrue 60 THEH CO JHS BBIMUCHIBAHUS.

Peuenrtypusiii 61ank Gopmer Ne 107-1/y He XpaHUTCSI B aniTeKe

3.JlanHast MUKCTypa MU3TOTOBJIEHA HEY/IOBJIETBOPUTENBHO. JlomylieHa omubKka npu pacueTe
KOJIMYECTBA BOJIbI, Tak Kak KB. TpaBbl mycThipHUKa = 2,0 MII/T, CJI€1I0BAaTEIbHO, BOJIBI HEOOXOAUMO
B3iTh 240 M.

Kpowme Toro, 1o cragun HacTauBanusi He00XoauMo (haphopoBbIit

UHGYHAMPHBIN cTakaH noAorpeTs. [locie pacTBOpeHus IeKapCTBEHHBIX BEIIECTB B HACTOE
MUKCTYpPY HE0OX0AUMO (PUIBTPOBATH B MEPHBIN LWIMHJP U IIPH HEOOXOAUMOCTH JOBECTU BOAOH
ounineHHo# 10 200 mi1. 3aTeM MHUKCTYpY NEepeTuTh B OTITYCKHOHN ()JIaKOH TEMHOTO

CTeKJIa, MOCcJIe Yero J00aBUTh B MOCIEAHIOK ouepes 6 M1 HacToiKu Baiepuansl. [Ipu odopmiennn
clieyeT J00aBUTh MPEIyNPEeIUTENbHYIO HAAMUCh: «XPaHUTh B MIPOXJIATHOM MECTE»; U «XpaHHUTh B
3alIUIICHHOM OT CBETa MecTe», «XpaHUTh B HEJOCTYITHOM JUJIS JIETEH MecTe».

4. B cootBerctBuU ¢ mpukazoM M3 P® ot 26.10.2015 1. Ne 7511 «O0 yTBepKI€HUH MTPABUI
W3TOTOBJICHUSI U OTITYCKA JICKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHUS alTeYHbIMU
OpraHMu3alUsIMHI, UHIUBUAYAIbHBIMU IPEIIPUHUMATEISIMUA, UMEIOLIUMH JIMLEH3UIO Ha
(bapMaleBTUYECKYIO IEATEIbHOCTDY MPUEMOYHBIM KOHTPOJIb 3aKII0YaeTCs B IPOBEPKE
MOCTYMAIONINX JIEKAPCTBEHHBIX CPEJCTB HA COOTBETCTBHE TPEOOBAHUSM I10 ITOKA3ATEIISIM:
«Onucanuey, «YnakoBkay», «MapKUpoBKa», a TaKXkKe B IPOBEPKE MPAaBUIBHOCTH O(POPMIICHHS
COINPOBOJUTENIBHBIX JOKYMEHTOB, BKJIIOUasl JOKYMEHTBI, [TOATBEPIKIAIOIINE KAUECTBO
JIEKapCTBEHHBIX CPEJICTB.

5. Bxopsuiye B cOCTaB BBINMCAHHON MUKCTYpPbl MHTPEIUEHTHI 00€CIIEUNBAIOT BbIPAKEHHbIN
CE/IaTUBHBIN/yCIIOKaNBAIOIINN U aHANbreTuYecKuit/obe30onuBaromuii 3¢ ¢dektol. JJoOuthes
AQHAJIOTHYHOTO (PapMaKOTEPANIeBTHYECKOTO ICHCTBUS MOKHO COUYETAHUEM TOTOBBIX JIEKAPCTBEHHBIX
IpenapaToB, pa3peuICHHBIX K OTIYCKY B anTeke O0e3 peuenta Bpaya. Hanpumep, bpomensan +
Mertamuzoi; Marne-B6 (wim ananoru) + Meramuso u mip.

[Tepcen, Adobazomn- 061a1aI0T YCIOKOUTEIBHBIM U CEJTaTUBHBIM JICHCTBUEM.

BAJIOKOPMU/I- ycriokauBaromiee 1 Cra3MOIUTHIECKOE (CHUMAIOIIEe Ca3Mbl) CPECTBO.
[TpuMeHSIOT pH CepAeUHOCOCYAUCTHIX HEBPO3axX, COMPOBOKIAIOIINXCS OpaguKapIuei.
BAJIOKOP/INH- npu HeBpo3ax ¢ NOBBIIIEHHOHN pa3IpakUTEIbHOCTBIO, HEPE3KO BBIPAKEHHBIX
criazmax (Cy>KeHHH ITPOCBETA) KOPOHAPHBIX (CEPIEUHBIX) COCYA0B, TaXUKapAUH (YUalIeHHbBIX
cepaneOueHnsix), 0ECCOHHUIIEC, pAHHUX CTAJIUSIX THIEPTOHUYECKON 00JIe3HM (CTOMKOM MOBBIIICHUN
apTepUaNbHOTO JIABJICHUS ) U Ca3Max KUIIEYHUKA.

HOBO-ITACCHT - koMOMHUPOBaHHBIN MpenapaT, COCTOSALINI U3 KOMILIEKCa SIKCTPAKTOB U3
JIeKapCTBEHHBIX pacTeHUH U reaiipene3nHa. Oka3plBaeT ceJaTHBHOE (YCIOKaUBaoIIee) U
aHKCHOJIUTHYECKOE (IPOTUBOTPEBOKHOE) NeiicTBHe. Jlerkue popmbl HEBpaCTEHUH,
COIPOBOKAAIOIINECS PA3APAKUTEIBHOCTBIO, TPEBOT'OM, CTPAXOM, YCTAJIOCTHIO, PACCEIHHOCTBIO,
HapyIIEeHUEM NaMATH, ICUXUYECKUM UCTOIIEHUEM; JIETKHEe ()OPMbI pacCCTPOICTB CHA; FOJIOBHbIE
60111, 00YyCIIOBJIEHHBIE HEPBHBIM HaNpPs)KEHUEM; MUTPEHb; MOBBIILICHHAs HEPBHOMBIILICUHAS
BO30yIMMOCTb; KIIMMAaKTEPUUECKUIM CUHIPOM; (YHKIIMOHATIbHBIE 3a00JI€BaHUS KETyJ0OUHO-
KHIIEYHOT'O TpaKTa (JUCIENCUYECKUI CHHAPOM, CUHIPOM "pa3ipaK€HHOT0 KUIIeYHuKa").

3ananue 81. CuTyanimoHHas 3a1a4a

B penentypHO-IIpOM3BOACTBEHHBIN OT/IEN alTEeKU MOCTYIHII pelenTypHbId OJaHK (opMBI
Ne 148-1/y-88:

Rp.: Amyli

Zinci oxydi Talciana 1,5

Aquae purificatae 25 ml

Glycerini 5,0



Spiritusa ethylici 5 ml

Misce. Da. Signa. Bmupamuw 6 kosicy cmon.

ACCHUCTEHT W3rOTOBWJI JIEKaPCTBEHHYIO (GopMy, YKyHmopuia U odopMUI K OTILYCKY,COONI0aas
TpeOOBaHUSI HOPMATUBHON IIPABOBOM TOKYMEHTALIUH.

1. [Tepeuuncnure TpeboBaHUs K OPOPMIICHHIO PEIICTITA.
2. KakoB mops10x npeMeTHO-KOJIMYECTBEHHOT'O yu&Ta 3TUIOBOTO CiupTa?
3. [aiiTe onpeeneHue U TUCTIEPCOTOTHYECKYIO XapaKTEPUCTUKY U3TOTOBICHHOMN

HeKapCTBeHHOfI (bOpMBI. Kaxo#i 3ak0H JIeKUT B OCHOBE TECOPETUUCCKOI'O 000CHOBAHHS TEXHOJOTUN?
HazoBute MeTOa N3rOTOBICHHMS.

4, HopmupyeTcst 11 OTITyCK HHTPEUEHTOB, BXOIAIIUX B COCTAB PELENTYPHOU MPOIUCH, M3
anreku’?
5. Kaxkue dhapmakomornueckue 3pheKTsl XapaKTEPHBI 11T BXOIAIIUX B COCTAB U3TOTOBICHHOTO

JIEKapCTBEHHOTO Tpernapara uHrpeaueHToB? C KaKoi 1eIbI0 U3TOTOBICHHOE JIEKAPCTBO MOXKET OBITH
MIPUMEHEHO?

IIpasunvHoviii omeem:

1. B coorBerctBuu ¢ [Ipukas MunucrepctBa 31paBooxpanenus Poccuiickoit denepanuu ot
24.11.2021 Ne 10941 "O6 yrBepxaeann [lopsiika Ha3HAYCHUS JIEKAPCTBEHHBIX MPEnaparos, GopM
peLenTypHBIX OJIAHKOB Ha JIEKapCTBEHHBIE MpenapaThl, [lopsaka opopmiieHns yka3aHHBIX OJIAaHKOB,
UX ydera ¥ XpaHeHUsl, GopM OJIaHKOB PELENTOB, COAEPKAIIMX Ha3HAUEHHE HAPKOTUUYECKUX CPEICTB
WM TICUXOTPOIHBIX BemiecTs, [lopsiaka ux u3roToBiaeHus, pacipeiesieHus, perucTpaluu, y4eTra u
xpaHeHus, a Takxe [IpaBuin ohopmiteHunst 6JaHKOB PELENTOB, B TOM YHCIE B (hOpMe 3JEKTPOHHBIX
JIOKYMEHTOB"3TUJIOBBII CIUPT (MOAJIEKHUT MPEAMETHO-KOINYECTBEHHOMY YUETy B COOTBETCTBUU C
npukazom M3 P® ot 22.04.2014 r. No 183H) BeIMUCHIBaeTCS Ha perienTypHoM Osanke ¢popmbl N
148-1/y-88, KOTOPBIl 10JKEH UMETh HOMEP U CEPUIO.

Penentypusiii 6mank ¢popmsr 148-1/y-88

OO0s3aTeNnbHbIC PEKBU3UTHI:

l.IItamMn MO ¢ ykazaHueM HauMEHOBaHMsI, afpeca U TernedoHa

2.®.1.0 men.paboTHHKA (TTOJIHOCTHIO)

3.®.11.0 nanuenTa (10JIHOCTbHIO)

4.Bo3pact naruenTa (KoJi-BO MOJHBIX JIET)

5./[laTa BeIIUCKH penenTa

6.Hanmenosanue JIII Ha TaTUHCKOM SI3bIKE

7.do3upoBka, kosi-Bo JII1T

8.Cnoco0 npruMeHeHus

9.Iloanucek 1 MMYHas edaTh MeA.paboTHUKA

JononHuTebHbIE PEKBU3UTHI:

1.Cepust u HOMep OaHKa

2.Homep kapThl (MCTOpHUH MAlMEHTA)

3.Ileuats jy1s1 penienToB

Cpoxk nerictBuda-15 queit. Cpok xpaHeHHs-3 rona

2. Cnupt 31unoBbli corsacHo 964 Ilocranosnenuto [IpaButenbctBa PO «OO0 yTBepKI€HNN CIUCKOB
CUJIbHOJICUCTBYIOIIMX U STOBUTHIX BEILIECTB, a TAK)KE KPYITHOTO pa3Mepa CUIIbHOIEHCTBYIOIINX
BEILECTB» OTHOCUTCS K SIZIOBUTHIM BEILIECTBAaM.

Cornacao [Ipukazy M3 P® Nel83u «Ilepeuens JIC mist METUIIMHCKOTO TPUMEHEHUS,
noanexanux [IKY» Bxoaut Bo 2 paznen.

Vuér BenyT B )KypHaIE, yTBEpKIeHHBIM ITprkazoM M3 P® Ne3 781 «O0 yTBEpKI€HUH MTPABHIT
pPETUCTpaluK OTIepaIuii, CBSI3aHHBIX C OOpaIleHHEeM JIEKapPCTBEHHBIX CPENICTB I MEAUIIHHCKOTO
MIPUMEHEHHS, BKIIFOYCHHBIX B MEPEUYCHB JICKAPCTBEHHBIX CPEICTB JJII METUIIMHCKOTO TIPUMEHEHHUS,
MOJIEKAIIUX MPEIMETHO-KOJIMYECTBEHHOMY yueTy».COrIacHO JaHHOMY MpUKa3y, )KypHaJl yueTa
JIOJIKEeH OBITh COPOIIIOPOBAaH, MPOHYMEPOBAH M CKPEIJICH MOANUCHI0 PYKOBOIUTEINSI FOPUINUECKOTO
JUIA ¥ TI€YaThI0 IOPUIUYECKOTO JIMIA. 3alIMCH B )KypHAJE yuyeTa IPOU3BOAATCS JIUIIOM,
OTBETCTBEHHBIM 32 UX BEJCHHE U XpaHEHHUE, IAPUKOBOM pydKol (UepHHIIaMH) B KOHIIE paboydero



JTHSI HA OCHOBAHUH JIOKyMEHTOB, TIOATBEPKIAIOIINX COBEPIIICHUE 3TUX ONepanuii (B JAHHOM CiIyvae
— peueHTa). I[OKYMGHTBI HJIM UX KOIINH, 3aBCPCHHBIC B YCTAHOBJICHHOM TTOPAAKC, TOAIIUBAOTCA B
OTJENFHYIO TIANKY, KOTOpasi XpaHUTCSl BMECTE C COOTBETCTBYIOIIUM JKypHAJIOM yueTa. VcnpaBienus
B XXypHaJ1aX PEruCcTpaiuvu 3aBCpAOTCA MOANMNCHIO JInla, OTBETCTBCHHOI'O 3a X BEACHUC U XPAaHCHHC.
[ToguucTKy ¥ HEe3aBEpEHHBIC MCIIPABIICHUS B KypHaJlaX PErHCTpalluu He Aonmyckatorcs. Ha
HOCJIETHEee YUCIIO KaXKI0r0 MEcCsIa JIHII0, YIIOJIHOMOYEHHOE Ha BEJICHHE U XPaHEHHUE KYPHAJIOB
y4€Ta, IPOBOTUT CBEPKY (DAKTUUIECKOTO HATHUYUS JICKAPCTBEHHBIX CPEJCTB C X OCTATKOM IO
JKYpHaJly Y4€Ta U BHOCUT COOTBETCTBYIOIIME 3alIUCH B XKypHaJl yueTa. JKypHan XpaHUTCS B
MeTaJuIn4eckoM mkady (ceide), KIIFOYN OT KOTOPOTO HAXOMSATCS Y JIUIA, YIIOJIHOMOYEHHOTO Ha
BEJ/ICHUE U XPAaHECHHE KypHaJla yueTa.

3aganue §82. CuryauoHHas 3aj1a4a

B antexy noctynui peuent Ha JIeKapCTBEHHBIN ITpenapar:
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 nopowxy 3 pasa 6 Oenb.

1. JlaiiTe XapakTEepUCTHUKY JIEKAPCTBEHHOT'O IIPENapara, BEITUCAHHOTO B PEUENTE, IPEITI0KHUTE
IOKa3aHUsA K €ro MPUMEHEHHIO U OXapaKTepU3yHTe JIEKapcTBEHHYIO (hopMy.
2. VYKaxuTe NOpsAA0K U NOCIE0BATENBHOCTD I€UCTBUM IIPH IIPUTOTOBICHUN JaHHOTO

JICKAPCTBCHHOT'O IIpCIiapaTta. O6OCHYI>'IT€ [IpUINHYy Bamrero BBI60pa TCXHOJIOTHH N3T'OTOBJICHHUA
IMOopoIIKa. KaxoBrsl IMpaBHJjia 3alIOJTHCHHS IMACIIOPTa MIMCbMCHHOT'O KOHTPOJIA: IJId 4€ro OH HY>XCH,
KOra U KEM 3allOJIHACTCA, KEM IIPOBCPACTCA, CKOJIBKO XpaHI/ITCH?

3. Onpenenure nenecooOpa3Hble BUbl BHYTPUANTEYHOrO KOHTPOJIs. B uéM oHM 3akmouatorcs?
4. Kakum 06pazom opopMIISIOTCS pe3yabTaThl 0053aTeIbHOTO BHYTPHAIITEYHOTO KOHTPOJISA?
5. Kaxum 06pa3oM ynakoBbIBaeTcst 1 0popMIIseTCs JaHHBIN JIeKapCTBEHHbIN Npenapar?

Ipasunvnwviii omeem:

1. Beinucana TJI® pacnpenenuTenbHbIM cIOcOOOM, IPECTABIIAIOMIAs COOON CIIOKHBIN
JTIO3UPOBAHHBIN MOPOIIOK JUIsl BHYTPEHHETO NPUMEHEHU. J[aHHBIN JIeKapCTBEHHBIN IIpenapar
oO1mien3BecTeH Kak AHTUTpUNIUH. PapMakoIoOrnyeckoe JeicTBrE — KapOoIOHIKAOIIEee,
aHaJIbre3upytoliee, nporuBoamieprudeckoe. [lokazannsa — HHPEKIMOHHO-BOCTIAIUTEIbHbIE
3aboneBanus (OPBU, rpuri), conpoBokIatoiecs MOBBIIMIEHHON TeMITepaTypoii, 03HOO0M,
TOJIOBHOM 00JIb10, OOJISIMU B CyCTaBax M MBIIIIAX, 3aJI0)KEHHOCTBIO HOCA U OOJISIMU B TopJie U
naszyxax Hoca.

2. B cootBercTBUE ¢ npukazoMm Munzapasa Poccuu ot 26.10.2015 Ne 7511 nusmenenue u
CMeIIMBaHNe MOPOLIKOB OCYIECTBIIAETCS IMyTeM J00aBIEHHs MOCIe10BaTeIbHO HHIPEJUEHTOB OT
MEHBIIUX KOJIMYECTB K OOJIBIINM KOJIMYECTBAM B MPEIBAPUTEIBHO 3aTEPTOM CTYIIKE
UHAUPPEPEHTHBIM B (PapMaKOJIOrHueCKOM OTHOILIEHUU BCIIOMOrareabHbIM BeriecTBoM i JIC ¢
coOurosieHreM notepb. IIepBeIM B CTYNKY J00aBISAIOT alleTUICATUIMIOBYIO KUCIOTY, UM 3aTHPAIOT
MOpHI CTYTIKY, TIOCTIE MIEpEMEINIAIOT Ha OyMaxkHyI0 Karcyny. Jlanee BemiecTBa 100aBIsIOT 110
NPUHIUITY OT «MEHBIIET0 K 0oJbIeMy». B npenBapuTenbHO 3aTepTyIO CTYNKY A00ABISIOT pyTUH
0,2, kucmoTy ackopOomHOBYIO 3,0, KUCIIOTY alleTHICATAIIMIIOBYIO OCTABIIIEECs KOIMIeCcTBO. B
OTJIENIHON CTYIKE 3aTHPAIOT MOPBI CTYIKHU KanbliueM rimokoHaTa 0,1 u nobasnstor aumenpod 0,02,
u3Menp4aoT. [Ipy U3roTOBIEHUY JIEKAPCTBEHHBIX MPENapaToB, B TOM YHCIIE M0 PeLentaM u
TpeOOBaHUAM, a TAK)KE B BU/I€ BHYTPUANITEUHON 3arOTOBKH, 3aIIOJHAETCS MAcoOpT MUCbMEHHOTO
KOHTPOJIS, B KOTOPOM YKa3bIBAIOTCSA: a) JaTa M3rOTOBJICHUS JIEKAPCTBEHHOTO Mpemnapara; 6) Homep



peuenTa UM TpeOOBaHNUs; B) HANMEHOBaHNE MEAUIIMHCKONW OpraHU3aliy, Ha3BaHUE OTAeIeHUs (TIpH
HAJINYMM); HOMEP CEPUU, KOJIMUECTBO B CEPUH - 11l JIEKAPCTBEHHBIX IIPENAPATOB B BUJIE
BHYTPUANTEUHOI 3arOTOBKH; I') HAMMEHOBAHHUS B3SITHIX JIEKAPCTBEHHBIX CPEACTB U UX KOJIUYECTBA,
CTENEHb B3AThIX TOMEONATUYECKUX Pa3BEIECHUN WIIM TOMEONIATUYECKUX CYOCTaHIIUM, YUCIIO 103,
MOJIUCH JIUL, U3TOTOBUBIIETO, pac(acoBaBIIEro U MPOBEPUBILETO JekapcTBeHHYI0 ¢opmy. [TITK
3aMoJIHETCs cpa3y M10C/Ie U3TOTOBJIEHMS JIEKAPCTBEHHOIO IIPETapaTa, ¢ yKa3aHUEM JIEKAPCTBEHHBIX
CPEJCTB Ha TATUHCKOM S3bIKE, B COOTBETCTBUU C MOCJIEI0BATEIbHOCTHIO TEXHOJIOTUYECKUX
onepauuid. [IITIK xpaHsaTCs B T€UEHHE NBYX MECSLIEB CO JIHS U3TOTOBJICHHS JIEKAPCTBEHHBIX
npenapatoB. Bce pacueTsl Ui M3roTOBIEHUS JIEKAPCTBEHHOTO MIperapaTa Npou3BOASTCS 10
M3TOTOBJIEHUS JIEKAPCTBEHHOI'O IIPeTapara 1 3alKiChIBalOTCS B NACIOPTE MUCbMEHHOTO KOHTPOJIS.
H3roroBieHHbIE JIEKAPCTBEHHBIE MTPerapaThl, peLenThl U TPeOOBaHMUsI, 10 KOTOPBIM U3TOTOBIIEHBI
JIEKapCTBEHHBIE NPENapaThl, 3all0JHEHHBIE 1ACIIOPTa NUCbMEHHOIO KOHTPOJIS IIEPENAIOTCS Ha
IIPOBEPKY NMPOBU30PY, BBHIOIHAIONIEMY KOHTPOJIbHBIE ()YHKIIMH IIPU U3TOTOBICHUU U OTITYCKE
JIEKapCTBEHHBIX IpenapaToB. KOHTpob 3aKito4aercs B IPOBEPKE COOTBETCTBUS 3aIIUCEH B
acropTe MUCbMEHHOTO KOHTPOJIS HA3HAYCHUSIM B PEIeNTe Wik TpeOOBaHUU, MPABUILHOCTH
MIPOU3BEJAEHHBIX pacdyeToB. ECiM NPOBU30pOM-aHAIUTUKOM IPOBEIEH MOJIHBbIA XUMUYECKHUI
KOHTPOJIb KaueCTBA U3TrOTOBJICHHOT'O JIEKAPCTBEHHOTO Mpenapara, TO Ha MacnopTe MUCbMEHHOTO
KOHTPOJISI [IPOCTABJISIETCSI HOMEP XMMUYECKOI0 aHAJIM3a U MOJANKCH IPOBU30pa-aHATUTHKA.
XpaHHTCs B TEYCHHE 2X MECSIIEB.

3. Ilpuxa3z Munszapasa Poccun ot 26.10.2015 r. N 7511 «O0 yTBep:K/I€HUN IPABUII U3TOTOBJICHUS U
OTITYCKa JICKQPCTBEHHBIX MPENapaToB Uil MEJUIIMHCKOTO MIPUMEHEHHS alTeYHbIMU OPraHU3aIUSIMH,
WH/IMBUIYaJIbHBIMU TPEATNPUHUMATEISIMU, UMEIOIINMH JIMIICH3UIO Ha (hapMaIleBTHYECKYIO
JeSTeNIbHOCTHY. KOHTPOIb KauecTBa U3rOTaBIMBAEMbIX U U3TOTOBIICHHBIX JIEKAPCTBEHHBIX
[IPENapaToB OCYUIECTBIISETCS OCPEACTBOM: IPUEMOYHOIO KOHTPOJISI, TUCbMEHHOT'O KOHTPOJIS,
OIPOCHOTO KOHTPOJISI, OPTraHONETITUYECKOTO KOHTPOJIS, PU3NIECKOTO KOHTPOJISI, XUMHUYECKOTO
KOHTPOJISI, KOHTPOJISI IIPU OTITYCKE JIEKAPCTBEHHBIX MpenaparoB. Bce U3roToBieHHbIE
JIeKapCTBEHHBIE MPEnapaThl MoJIekKaT 00513aTEIbHOMY TMCEMEHHOMY, OPTaHOJICTITUYECKOMY
KOHTPOJIIO 1pH oTItycke. [IncbMeHHBIN KOHTPOJIb: MI3roToBIIEHHBIE JIEKaPCTBEHHbIE PENapaThl,
penenTsl ¥ TpeboBaHus, 0 KOTOPBIM U3TOTOBJICHBI JIEKAPCTBEHHBIE MTPENapaThl, 3alI0JIHEHHBIC
nacropTa NMCbMEHHOT'O KOHTPOJIS IEPEJAIOTCS Ha POBEPKY IPOBU30PY, BHINOIHIIOLIEMY
KOHTPOJIbHBIE (DYHKIIMH ITPU U3TOTOBJICHUM U OTITYCKE JIEKapCTBEHHBIX MpenaparoB. KoHTpob
3aKJIF0YAETCsl B IPOBEPKE COOTBETCTBUS 3aIIMCEH B MACIOPTE MUCHMEHHOTO KOHTPOJISI HA3HAUYEHUSAM
B pelenTe Win TpeOOBaHUH, IPABUIBHOCTH MPOU3BEICHHBIX pacyeToB. ONMPOCHBIN KOHTPOJIb:
OnpocHBI KOHTPOJIb OCYIIECTBIISIETCS BHIOOPOYHO U IIPOBOAUTCS MOCIIE U3TOTOBIICHUS
(dapmarieBToM (IIpOBU30pOM) He OoJjiee MATH JekapcTBEeHHbBIX (opM. [Ipu mpoBeeHnu OpOCHOro
KOHTPOJISI IPOBU30POM, OCYIIECTBIISIOMINUM KOHTPOJIbHYIO (DYHKIIMIO, HA3bIBAETCSI IEPBOE BXOSIIIEE
B COCTaB JIEKaPCTBEHHOTI'O IIpernapara JEKapCTBEHHOE CPECTBO, a B JIEKAPCTBEHHBIX Mperaparax
CJIOKHOI'O COCTaBa YKa3bIBAETCS TAKXKE €ro KOJIMUYECTBO, ITOcie 4ero (hapmareBToM (IIpOBU30POM)
YKa3bIBAIOTCS BCE MHBIE UCIIOJIb3YEMBIE JIEKAPCTBEHHBIE CPEACTBA U UX KOJIUYECTBA.
OpranosenTH4ecKuil KOHTPOJIb: OpraHoJeNTUYECKUN KOHTPOJIb SBISETCS 0053aTeIbHBIM BUIOM
KOHTPOJISI ¥ 3aKJIFOYAETCS B IIPOBEPKE JIEKAPCTBEHHOTO NIpenapaTa 1o BHEIIHEMY BUAY, 3anaxy,
OJIHOPOJAHOCTH CMELINBAHUS, OTCYTCTBUIO MEXaHMYECKUX BKIIFOUEHUH B JKUJKUX JIEKAPCTBEHHBIX
dopmax. Ha Bkyc mpoBepsitoTcss BBIOOPOYHO JIEKapCTBEHHBIE (POPMBI, NTpeIHA3HAYEHHBIE /1T JIeTeH.
Ousnueckuii KOHTPoIb: OU3NUECKUI KOHTPOIB 3aKII0YAETCs B IPOBEpKe O0IIEH MacChl WK
00BEMa JIEKapCTBEHHOTO MpernapaTa, KOJUYeCTBa U Macchl OTJIEIbHBIX /103 (HE MEHee TPEX 1103),
BXOJSIIINX B JIEKAPCTBEHHBIN Npenapar. XUMHUUECKUNA KOHTPOJIb: XUMHUYECKUI KOHTPOJIb
3aKJIFOYAeTCs B OLIEHKE KauecTBa M3rOTOBJICHUS JIEKaPCTBEHHBIX MIPEenapaToB M0 MoKa3aTensaMm: *
Ka4eCTBEHHBIN aHAIN3: MOAJIMHHOCTD JEKapCTBEHHBIX CPEACTB; * KOJIMYECTBEHHBINH aHAU3:
KOJIMYECTBEHHOE OTpeieNieHUe JIEKApCTBEHHBIX cpeAcTB. [l MpoBeieHusI XUMUYECKOTO KOHTPOJIS
obopyayeTcs crnenuanbHoe pabodee MECTO, OCHAIICHHOE HEOOXOJMMBIM 000pYI0BaHUEM,
npuOopaMu U peakTHBaMHU, 00ECIIEYeHHOE JOKYMEHTaMU B 00J1aCTH KOHTPOJISI KauecTBa U
crpaBo4YHOM uTepaTypoid. KonTposs npu otycke: KOHTpo:Ito npu OTIyCKeE JIEKApCTBEHHBIX
IIPEnapaToB MO/IBEPratoTCs BCE U3TOTOBJIEHHBIE JIEKapCTBEHHBIE MPENapaThl, B paMKax KOTOPOTo



IPOBEPSAETCS] COOTBETCTBUE: @) YIIAKOBKHU JIEKAPCTBEHHOTO Mpenapara GU3NKO-XUMHUECKUM
CBOWCTBaM, BXOJISIIUX B HETO JICKAPCTBEHHBIX CPEJCTB 0) yKa3aHHBIX B PELENTE WIN TPeOOBaHUH
7103 HAapKOTUYECKUX CPEJCTB, ICUXOTPOIHBIX, CUIIbHOIECHCTBYIOIINX BEIECTB BO3pACTY NAIEHTa;
B) PEKBU3UTOB pelleriTa, TpeOOBaHUS CBEICHHUSM, YKa3aHHBIM Ha YIIaKOBKE M3TOTOBJIEHHOTO
JIEKapCTBEHHOTO Mpernapara; I') MapKUPOBKH JIEKApCTBEHHOTO IIpernapara.

4. CornacHo npukasy Munszapasa Poccun ot 26.10.2015 Ne 7511 pe3ynpTaTsl OpraHOIENTUYECKOTO,
(GU3UUECKOro U XMMUYECKOTO KOHTPOJISE U3TrOTOBJIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB
PETUCTPUPYIOTCS B XKYpHAJE PETUCTPAIIMH PE3YIHTaTOB OPraHOJIENTHUECKOTO, (PU3UIECKOTO U
XMMHUYECKOTI'0 KOHTPOJISI JIEKapCTBEHHBIX IIPEeNapaToB, U3TOTOBJIEHHBIX 110 pelenTam, TpeOOBaHUsAM U
B BUJI€ BHYTPHUAIITEUHON 3arOTOBKH, KOHIICHTPUPOBAHHBIX PACTBOPOB, TPUTYPALHA, CIIUPTA
STHJIOBOTO U (pacOBKH JIeKapCTBEHHBIX cpelCTB. XKypHai 10/keH ObITh IPOHYMEPOBaH,
IPOIIHYPOBAH M CKPEIUICH MOANMCHIO PYKOBOAUTEINS allTEYHON OpraHu3aiy (MHIMBUIYaIbHOTO
HpeANpUHUMATEIIS) U [1e4aThio (IPU HAIMYMU IIedaTH). B 1aHHOM >XypHale yKa3blBalOTCs
CJICAYIOIINE CBEICHUS:

a) JjaTa OCYILECTBIIECHHSI KOHTPOJI U HOMEP IO HOPSIIKY;

0) HOMep perenTa, TpeOOBaHUs, HANMEHOBAHHE MEIUIIMHCKON OpTaHU3aIMH, BhIJABIIEH UX (TIpH
HaJIUYHH ),

B) HOMEp CEpHH JICKAPCTBEHHOTO CPEJICTBA MPOMBIIIUIEHHOTO IPOU3BOJICTBA;

I') COCTaB JIEKaPCTBEHHOI'O CPE/ICTBA: OIPELIIIEMOE BEIIECTBO WIIM HOH (YKa3bIBaeTcs npu
(U3NIECKOM MM XMMHYECKOM KOHTPOJIE JIEKAPCTBEHHBIX (POPM, U3TOTOBIICHHBIX 10 PELENTaM);

1) pe3ynbTaThl (U3NYECKOT0, OPraHOJIENTHIECKOr0, KaYeCTBEHHOI'O0 KOHTPOJIS (KaXIbli MO IIKaJe:
MOJIOKHUTEIIHHBIN WM OTPUIATEIBHBIN ), XHMHUECKOTO KOHTPOJIS (KaYeCTBEHHOE U KOJIMYECTBEHHOE
omnpenenenue); €) @.M.0. nmuna, H3roroBUBILIEro, pachacoBaBIIEro JEKapCTBEHHBIH Mpenapar;

) TIOJITMCH JIMIIA, TIPOBEPHUBILIETO M3TOTOBJICHHBIN JIGKAPCTBEHHBIN TIpenapar;

3) 3aKJIF0YEHUE 110 pe3yabTaTaM MHUCbMEHHOI'0 KOHTPOJISL: YIOBJIETBOPUTEIBHO WU
HEYAOBJIETBOPUTENBHO. JKypHAa perucTpaiy pe3yibTaToB OPraHoJICITHIECKOT0, (PU3NIECKOTO U
XMMHUYECKOTI'0 KOHTPOJIS JIEKapCTBEHHBIX IPEnapaToB, U3TOTOBJIEHHBIX 110 pelienTam, TpeOOBaHUAM U
B BUJIC BHYTPHUAIITEUHOW 3arOTOBKH, KOHIICHTPUPOBAHHBIX PACTBOPOB, TPUTYPAIIHA, CITUPTA
STHJIOBOTO U (DaCOBKH JIEKAPCTBEHHBIX CPEJCTB JIOKEH ObITh IPOHYMEPOBAH, IPOIIHYPOBAH U
CKPETUJICH MOJIIICHI0O PYKOBOJIUTENS allTeYHON OpraHn3aluy (MHANBUYATBHOTO MPEITPUHAMATEIIS)
U TieyaThio (pY HATMYUH TIeYaTH).

5. IIpuxa3z Munszapasa Poccun ot 26.10.2015 r. Ne 7511 «O0 yTBepKAeHUH NTPaBUI U3TOTOBIICHUS U
OTITyCKa JIEKapCTBEHHBIX IPenapaToB JAJIs METUIIMHCKOIO IPUMEHEHUS allTeYHbIMU OpTaHU3aLUsIMH,
WH/IMBUIYAIbHBIMU TIPEATNPUHUMATEISIMU, UMEIOIINMH JINIICH3UIO Ha (hapMaIleBTHYECKYIO
nesaTenbHOCThy: Kakaas 103a nopolka 3aBOpauuBaeTCsl B KaINCyy, Karcysbl IOMEIIAIOTCs B
OyMaKHBIN TTaKeT. YTTaKOBKA M3TOTOBIICHHBIX JIEKAPCTBEHHBIX MPEMApaToOB OCYIIECTBISIETCS B
3aBHCUMOCTH OT (OPMBI U crioco0a MPUMEHEHUS JISKapCTBEHHOT 0 Mpenaparta. B npouecce ynakoBku
M3TOTOBJICHHBIX JIEKAPCTBEHHBIX MPETapaToB OCYIIECTBISIETCS TIPOBEpKa OOIIETO BU/Ia YITAaKOBKH,
IPaBUIBHOCTH UCMOJIb30BAaHUS YIIAKOBOUYHBIX MaTepHaIoB, MApKUPOBKH YITaKOBKU. MapKupoBKa:

1. Bce nexapcTBEHHBIE MTpeTapaThl, M3rOTOBICHHBIE U pac()acOBaHHBIC B allTEYHON OpraHU3aluu
WIN MHIUMBUAYAbHBIM MpEANPUHUMATENEM, HUMEIOIINM JIMIEH3UI0 Ha (hapMalleBTUYECKYIO
JeSITeTbHOCTD, OOPMIISIOTCSI COOTBETCTBYIOIIUMHU 3TUKETKAMHU.

2. DTukeTka Juist opopMIIEHHS JIeKapCTBEHHBIX IIPEeNapaToB B 3aBUCUMOCTH OT crloco0a ux
npuMeHeHus. JTuketka it ganHoro JIIT — kax gst JIIT qyis BHyTpeHHEro mpuMeHeHus — ¢
HaJIMKUChIO: «BHYyTpeHHEEY.

3. DTuKeTKa uMeeT Ha 0eoM (oHe cIeyIolue CUTHAbHBIE IIBETA B BUJIE TOJIS: TaK KaK JUis
BHYTPEHHETO IIPUMEHEHUS — 3€JICHBIH I[BET.

4. Ha Bcex 3TuKeTKax il 0OpMIICHUSI U3TOTOBJICHHBIX JIEKAPCTBEHHBIX MTPENAPaTOB JTOJHKHBI OBITh
OTIeYaTaHbl MPEAYIPEAUTENbHBIC HAMMNUCH, COOTBETCTBYIOIINE KaKIOH JIEKapCTBEHHOH (opme, HO
JUISL JAHHOT'O MOPOIIKA HE MPEAYCMOTPEHHBI.

5. DTHKeTKa 00s3aTeNbHO TOJHKHA COJePKATh PEAYIPEAUTEIbHYIO HAITNCh: «XpaHHUTh B
HEJIOCTYITHOM JIs JIeTel MecTe.



8. Pa3mep 3TuKETKH OIpenenseTcs B COOTBETCTBUU C pa3MepaMHU MOCYAbl UM IPYTroi yIakoBKH, B
KOTOPOH OTITYCKAIOTCSI U3TOTOBJICHHBIE JIEKAPCTBEHHBIE TpenapaThl.

9. JIekapcTBeHHBIE IIpenapaThl B 3aBUCUMOCTH OT JIEKAPCTBEHHOM (DOPMBI M HA3HAYECHUS CIIEyeT
0(pOpPMIISATH COOTBETCTBYIOIIMMH BHIaMH 3THKETOK: JaHHYIO — «[Topomrkmy.

10. Ha stukerkax /i opopMiIeHHs JIE€KapCTBEHHBIX MPenapaToB, U3TOTOBIECHHBIX JIUIsl HACEJICHUS,
JIOJDKHO OBITH YKa3aHO: a) HAMMEHOBaHUe anTeuyHoi opranuzanuu, ©.1.0. nuHANBHUyaIbHOTO
HpeANpUHUMATEIIS, UMEIOLIEro JUIEH3UI0 Ha (papMalleBTUYECKYIO 1€ATEIbHOCTD; 0)
MECTOHAXO0XKACHUE allTeYHON OPraHNU3aluu UK MECTO (papMaIleBTUYECKON e TEeIbHOCTH
WH/IMBUYaJIbHOTO IIPEJIPUHUMATEINS; B) HOMEp perenta (npucBaubaercs B anteke); r) ©.1.0.
NaIMeHTa; /1) HAMMEHOBAHKE WIIM COCTAB JISKAPCTBEHHOTO TpenapaTta; €) crnocod mpuMeHEHHs
JIEKapCTBEHHOT O Ipernapara (BHyTpEeHHee, Hapy»KHOe, sl UHbEKIUN ), BUJ] JIEKapCTBEHHOU (hOpMBI
(Ty1a3Hble KAy, Mas3b | T.J.); ) M0JIpoOHOE onHcaHne croco0a MPUMEHEHNS; 3) 1aTa U3TOTOBIICHHS
JIEKapCTBEHHOTO Npernapara; u) CpoK F'OAHOCTH JIeKapcTBeHHOro npemnapara («['ogeH 10 »); K)
IICHA JIEKApPCTBEHHOTO MIPETapara; Ji) Mpe1oCcTepeKeHne «XPaHUTh B HEIOCTYITHOM JUIs AeTeil
MecTey.

12. TeKCT STUKETKH TOJHKEH ObITh HalleyaTaH THIIOTPaCKUM criocoOoM Ha pycckoM si3bike. CocTaB
JIEKapCTBEHHOTO Mpernapara MUIIeTcsl OT PYKU WM HAaHOCUTCS IuTamrnoM. HaumeHoBaHus
JIEKapCTBEHHBIX NPENapaToB, YaCTO BCTPEUAIOLINXCS B PEIETITYPE, TAKUX KaK AHTUTPHUIIINH, HITH
U3rOTOBJISIEMBIX B BUJIE BHYTPUAIITEUHOM 3arOTOBKHU, MOTYT OBbITh HanleuyaTaHbl TUIIOTPA()CKUM
CIIOCOOOM.

3ananue 83. CuTyaloHHas 3aa4a

B anTexy nmoctymnmio TpeboBaHHE Ha U3TOTOBIICHUE N30TOHHYECKOTO PaCTBOPA HATPUSXIIOPHIA:
Rp: Sol. Natrii chloride isotonica 1000 ml

Sterilisetur!

D.S. pro injectionibus.

1. KakoBpl 1mnoka3aHMs K HIPUMEHEHHMIO JAaHHOTO JIEKApCTBEHHOro mpemnapara?
JaiiTexapakTepUCTHKY JIEKapCTBEHHOMU (hopme.

KakoBbl 0cOO€HHOCTH N3TrOTOBIIEHUS CTEPUIBHBIX PACTBOPOB?

Omnpenenure nenecooOpasHble BUAbl BHYTPHANITEYHOTO KOHTPOJIS. B uém oHu 3akioyatorcs?
Kaknum 06pazom opopMIISIOTCS pe3ynbTaThl 0053aTEIbHOTO KOHTPOIS?

Kaxum 06pa3oM ynakoBbIBaeTcst 1 0popMIIsieTCs JaHHBIN JIeKapCTBEHHbIN Npenapar?

agrw

Ipasunvnwviii omeem:

1. Beinucana xujikas JeKkapcTBeHHas popma JJisi BHYTPUBEHHOTO MPUMEHEHHS — UICTUHHBIH
pacTBop, TpeOyrolas aceNTUYECKOT0 YCIOBUS U3TOTOBIEHUS. PacTBOp /111 MHBEKIMH MTPEICTaBIsAET
co0oi PO3payvHyIo KUIAKOCTh COloHOBaToro Bkyca, pH 5,0 —7,0.

dapMakoI0ruueckoe JAelcTBUe — TUApaTUpPYIoLIee, Je3NHTOKCUKAIMOHHOE, [JIa3M03aMellatoliee,
Hopmanu3ymomee KIIC. [Ipumenenue: 6ombiue noTepu BHEKJIETOYHOM KUAKOCTH (B TOM YHUCIIe
TOKCHYEcKasi IUCIIENCHs, X0Jiepa, Auapesi, HEYKpoTUMas pBOTA, OOLIMPHBIE 0KOTH C CUIIbHON
JKCCyaanueit), TMIoXJaopeMust U TUIIOHATPUEMHUs C 00€3BOKMBAHUEM, KHILIEUHAs! HEITPOXOAUMOCTb,
B KaUECTBE JIE3MHTOKCUKALIMOHHOTO CPEJICTBA; IPOMBIBAaHHUE PaH, IJ1a3, MOJIOCTH HOCA, IS
pPacTBOpPEHUS M pa3Be/IEHUs PA3IUYHBIX JIEKAPCTBEHHBIX BEIIECTB U YBIAXKHEHUS MIEPEBI30UHOTO
marepuana. JlekapcTBeHHas: opmMa — CTepUIIbHBIN pacTBOP U1l MHBEKIIUH.

2. Ilpuka3z Munznpasa Poccuu ot 26.10.2015 r. Ne 7511 «O06 yTBepkKA€HUU MPaBUI U3TOTOBIIEHUS U
OTITYCKa JIEKApCTBEHHBIX IIPENApaTOB ISl MEJUIIMHCKOTO IPUMEHEHHS alITEYHBIMU OPraHU3ALUSAMM,
VHAMBUAYaAJIbHBIMH NPEANPUHUMATENIMU, UMEIOIIMMHU JIUIEH3UI0 Ha (apMalleBTUYECKYIO
JeSITebHOCTHY. VI3roToBNEeHHbBIE MHBEKIIMOHHBIE U MH(Y3UOHHBIE PACTBOPHI JOJKHBI OBITH
CBOOOJHBIMU OT BUJUMBIX MEXaHUYECKUX BKIIIOUEHUH, CTEPHIIbHBIMU, CTAOUIIbHBIMH, BBIIEPKUBATh
UCTIBITAHNE HAa MUPOTEHHOCTbH. JlONOTHUTENbHBIMUA TPEOOBAHUSMHU ISl M3TOTOBICHHBIX
MH(Y3UOHHBIX PACTBOPOB SBISIOTCA UX U30TOHUYHOCTH, U30THAPUYHOCTh, U30MOHUYHOCTbD,



U30BS3KOCTh. IHbEeKIIMOHHBIE U MH(Y3MOHHBIE PACTBOPBI M3rOTABIMBAIOTCS B aCENTUYECKUX
YCIOBUAX MaccO-00BEMHBIM METOJIOM Ha BOJIE JJIsl MHbEKUUH. 3anpenaercs 0JHOBPEMEHHOE
U3rOTOBJICHHE HAa OJIHOM paboueM MeCTe HECKOJIbKUX UHBEKIIMOHHBIX U UH(PY3MOHHBIX PACTBOPOB,
COJIeprKalIiX JEKapCTBEHHBIE CPEACTBA C PA3JIMYHBIMA HAUMEHOBAHUSIMU UJIH JIEKAPCTBEHHBIE
CpeACTBa OJJHOI'0 HAMMEHOBAHHUS B PAa3HbIX KOHLEHTpalUsIX. IHbeKIIMOHHbIE U MH(PY3UOHHbIE
pacTBOpPbI (PUIBTPYIOTCS C UCMIOIB30BAHUEM PA3PEIICHHBIX K IPUMEHEHUIO (PMIIBTPOBATBHBIX
MaTepHaJIoB U YCTaHOBOK. PUIIBTPOBAHUE PACTBOPA COUETACTCS C OAHOBPEMEHHBIM PO3JIMBOM €r0 B
MOJrOTOBJICHHBIE CTEPHIIbHBIC (PIIAKOHBI, KOTOPBIE YKYTIOPHBAIOTCS CTEPHIIBHBIMU IPOOKaMHU.
HHTepBas BpeMeHH OT Havajia U3roTOBJIEHUS] MHBEKIIMOHHOI'O U HH(Y3MOHHOIO PacTBOpa 10
CTEpHJIN3ALUH HE JIOJDKEH MPEBHIATh 3 4acoB. IHbEeKIIMOHHBIE U HH(Y3UOHHBIE PACTBOPHI
CTEpHIIN3YIOTCS B COOTBETCTBUU C TPEOOBAHUAMU K PEKUMaM CTEPUIM3ALUY, YKa3aHHBIMU B
tabsnue Ne 1 npunoxenust Ne 15 k npuka3zy Munsnpasa Poccun ot 26.10.2015 . Ne 7511. He
JIOIYCKAIOTCS CTEPHIIN3ALUS PaCTBOPOB 00bEMOM OoJiee 1 TUTpa ¥ MOBTOPHAsS CTEPUIIU3ALIMS
MHBEKIMOHHBIX ¥ HH(PY3HOHHBIX pacTBOpoOB. [Iporece crepuimsanuu 10KeH 00ecTieYnBaTh

3¢ (EeKTUBHOCTh CTEPUIIM3ALMU BCEro 00beMa 3arpy3ku. KoHTposb napaMeTpoB U 3pGEeKTUBHOCTH
TEPMHUUECKUX METOJO0B CTEPUIIN3ALINN OCYIIECTBISAETCS C IIOMOIBIO KOHTPOJIbHO-U3MEPUTEIIBHBIX
nprOOPOB, XUMUUECKUX U OMOJIOTMYECKUX TECTOB. PeKUMBI CTEpUIIN3aMH HCXOAHBIX
JIEKaPCTBEHHBIX CPEJICTB, N3TOTOBICHHBIX NHBEKLIMOHHBIX U HH(Y3UOHHBIX PACTBOPOB, a TAKXKE
BCIIOMOTaTENIbHBIX MAaTEPUAJIOB U MOCY bl PETUCTPUPYIOTCS B KYpHAJIE PETUCTPALIMH PEKUMaA
CTEpUIIM3ALUU UCXO/IHBIX JIEKAPCTBEHHBIX CPEJCTB, U3TOTOBJIEHHBIX JIEKAPCTBEHHBIX MPENApaToB,
BCIIOMOTaTeIbHBIX MAaTEPUAJIOB, ITOCY/IbI ¥ IPOUUX MaTepualloB. B xypHaie peructpanuu pexxuma
CTEpUJIN3ALUU UCXO/IHBIX JIEKApPCTBEHHBIX CPEJCTB, U3TOTOBJIEHHBIX JEKAPCTBEHHBIX IIPENapaToB,
BCIIOMOTaTENbHBIX MAaTEPUAJIOB, ITOCY/bI U IPOUYUX MAaTEPUAIIOB YKa3bIBAIOTCS CIIEIYIOLIUE
CBEJICHUS: a) /1aTa U MOPSAKOBEII HOMEpP NMPOBEJCHUS CTEPHIIN3ALUK; 0) HOMEp perernTa il
TpeOOBaHus; B) HAUMEHOBaHHE MaTepHala, [oJUIeKaIero CTEpUIN3aliu; I') KOJIMYECTBO UCXOJHBIX
JIEKapCTBEHHBIX CPE/ICTB, M3TOTOBJICHHBIX JIEKAPCTBEHHBIX MIPENApPaTOB, BCIIOMOTaTEIbHbIX
MaTepHaJIoB, IOCY bl U IPOYUX MATEPHAJIOB; 1) YCIOBUS CTEPUIIN3ALUY (TEMIIEpaTypa, Bpemsl); €)
TEPMOTECT; K) MOJIUCH JIULA, IPOBOJUBLIETO CTEPUIIN3ALINIO MaTepuanoB. JKypHall peructpauuu
peKuMa CTepUIIM3ALUN UCXOIHBIX JIEKAPCTBEHHBIX CPEACTB, M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX
[IPENapaToB, BCIIOMOraTeJbHbIX MaTEpUaOB, IOCYAbl U IPOYUX MATEPHAIIOB JI0JKEH ObITh
IIPOHYMEPOBaH, MIPOLIHYPOBAH U CKPEIUIEH MOANUCHI0 PYKOBOAUTENS alTEYHOW OpraHu3alun
(MHIMBUyaIbHOTO MPEANPUHUMATENS) U ITeYaThio (Mpu Hanmuuuu nevaru). OneHka KauecTBa
MHBEKIMOHHBIX U HH(QY3MOHHBIX PACTBOPOB /10 CTEPUIIM3ALIMN IIPOBOJUTCS MO BHEIIHEMY BHUY,
OTCYTCTBHIO MEXaHWYECKUX BKJIIOUEHUH, 3HaUeHUIO0 pH, MOATMHHOCTH U KOJIMYECTBEHHOMY
COJIEPKAHHUIO JIEKAPCTBEHHBIX CPEICTB, COAEPIKAHUIO H30TOHUPYIOUIMX U CTAOMITM3UPYIOLINX
BenlecTB. OlLeHKa KaueCTBAa MHBEKIIMOHHBIX U HH(PY3MOHHBIX paCTBOPOB MOCIIE CTEPHIIN3ALNU
IIPOBOAMTCS 1O BHEIIHEMY BH]y, OTCYTCTBUIO MEXAHUUYECKUX BKIOYEHHUH, IPOBEPKE HOMUHAIBHOIO
00BEMa MpU po3NUBE BO (Pi1akoHBL, 3HaYeHHI0 pH, 1onmycTUMBIE TOTPEIIHOCTH NPU U3MEPEHUN
KOTOpOH npuBeneHs! B Tabnuie Ne 9 npunoxenus Ne 3 k Hacrosium [IpaBuiiam, MoAIMHHOCTH U
KOJIMYECTBEHHOMY COZEPKAHUIO JIEKAPCTBEHHBIX CPEACTB, OTKIOHEHUIO OT HOMUHAJIBHOTO 00bEMa,
(UKCUPOBAHHOCTH YKYHOPKH, CTEPUIBHOCTH, TUPOTEHHOCTH WJIN COJIEPKAHUIO OAKTEpHATIbHBIX
SHJO0TOKCUHOB. [Ipy HECOOTBETCTBUHU OJTHOMY M3 NIEPEUNCIIEHHBIX TPEOOBaHHUI paCTBOPHI ABISAIOTCS
HEe100pOKaYeCTBEHHBIMHU.

3. Ilpuka3 Munzapasa Poccun ot 26.10.2015 r. Ne 7511 «O0 yTBepKIeHUN PAaBUI U3TOTOBICHUS U
OTITYCKa JIEKApPCTBEHHBIX MIPENapaToB ISl MEJUIIMHCKOTO MPUMEHEHHS allTeYHBIMU OPraHU3aIUSIMH,
WH/IMBUYaJIbHBIMU TPEANPUHUMATENSIMHU, UMEIOIIUMU JIMIEH3HUIO Ha (hapMaIleBTUYECKYIO
NeSTeNIbHOCTBY. KOHTPOJIb KauecTBa U3rOTaBIMBAEMbIX U N3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IIPENapaToB OCYUIECTBIIAETCS NOCPEACTBOM: IPUEMOYHOIO KOHTPOJISI; MTUCBMEHHOTO KOHTPOJIS;
OMPOCHOTO KOHTPOJISL; OPraHOJIENTHYECKOT0 KOHTPOJIS; (PU3NUECKOTO KOHTPOJIST; XUMHUYECKOTO
KOHTPOJISI; KOHTPOJIS IPU OTITYCKE JIEKAPCTBEHHBIX IPENapaTroB. Bce M3roToBIEHHbIE
JIeKapCTBEHHBIE MpenapaThl MoAJIekKaT 00513aTeIbHOMY TUCbMEHHOMY, OPTaHOJIEITUYECKOMY
KOHTPOJIIO IpH OTITycKe. PacTBOp [UIsl HHBEKIMK KOHTPOJIMPYETCS HA MEXaHUYECKUE BKIFOUCHHUS.
[TuceMeHHBINH KOHTPOIIb. MI3roTOBIEHHBIE JIEKAPCTBEHHBIE MTPENapaThl, pelenThl U TpeOoBaHMUs, MO



KOTOPBIM M3TOTOBJIEHBI JIEKAPCTBEHHBIE MTPENapaThl, 3aI0JTHEHHbIE MTacIOpTa MTUCbMEHHOTO
KOHTPOJIS TIEpeJatoTCs Ha IPOBEPKY MTPOBU30PY, BHIMOIHAIOIIEMY KOHTPOJIbHbIE (DYHKIIMU TIPU
M3TOTOBJICHUH U OTITYCKE JIEKAPCTBEHHBIX IpenaparoB. KoHTpoIb 3akiiiodaeTcs: B IpOBEpKe
COOTBETCTBUS 3aIIMCEN B ACIIOPTE MMCbMEHHOTO KOHTPOJIS HA3HAYEHUSM B PELIETITE WK
TpeOOBaHUU, MPABUIHLHOCTH MPOU3BEICHHBIX pacueToB. [Ipu N3roToBiIeHNH JeKapCTBEHHBIX
IpenapaToB Ui MHbEKUUH 1 WHPY3UH BCE CTAJAUU U3TOTOBICHHUS PETUCTPUPYIOTCS B )KypHAIe
PErucTpaluy pe3yabTaTOB KOHTPOJIS OTACNIbHBIX CTaAUi U3TOTOBJICHUS JIEKAPCTBEHHBIX MPENapaToB
JUTSL MHBEKIIUN U TH(Y3HA.

B xypHaiie peructpauuu pe3yabTaToB KOHTPOJIS OTAEIbHBIX CTaIUi U3TOTOBICHUS PACTBOPOB IS
UHBEKIUN 1 HHQY3HUH yKa3bIBAIOTCS CICAYIOIINE CBEICHUS:

a) JlaTa U MOPSIKOBBIIl HOMEp MPOBEICHUSI KOHTPOJIS;

0) HOMep pelienTa Ui TpeOOBaHMUS;

B) HAMEHOBAHUE U B3ATOE KOJUYECTBO UCXOJHBIX CPEJICTB (B TOM YHCIIE BOJBI);

I') HAUMEHOBaHUE U 00BEM U3TOTOBJIIEHHOT'O PACTBOPA;

1) IOATKCH JINIA, U3TOTOBUBIIETO PacTBOP;

e) unpTpoBaHue U dacoBka (po3yuB) (YKa3biBaeTCs 00bEM B MIUITHIIUTPAX U KOJIMYECTBO OYTHUIOK
((1rakoHOB); X) MOAMKCH JIUIIA, pachacoBaBIIETO PACTBOD;

3) NOJIKUCH JINLA, IPOBOJMBIIETO NEPBUYHBIA KOHTPOJIb PACTBOPA HA MEXAaHUUYECKHE BKIIIOUEHUS; 1)
cTepuimn3anus (yKa3plBaeTCsl TEMIepaTypa, BpeMs «OT» U «10», TEPMOTECT, MOAINKUCH JIUIIA,
IPOBOAMBILIETO CTEPUIU3ALIMIO PACTBOPA HA MEXaHUUECKHUE BKIIIOUEHUS);

K) MOJIMHUCH JIULIA, TIPOBOIMBIIETO BTOPUYHBIN KOHTPOJIb PACTBOPA HA MEXaHUYECKUE BKIIOUCHHUS,
JI) HOMEpa aHaJIM30B JI0 U NOCJIe CTepuiIn3aluy (YKa3blBatoTCs uepes Apo0b);

M) KOJTMYECTBO €MKOCTEW FOTOBOM MPOTYKIINH, TOCTYIUBIIEH 715 OTITyCKa;

H) MOANMKCH JIUIIA, JOIYCTUBILErO U3TOTOBJICHHBIE JIEKAPCTBEHHBIE IIPENapaThl K OTILYCKY (IOIYCK
M3TOTOBJICHHBIX PACTBOPOB ISl MHbEKIIMN U MH(Y3HM K OTIYCKY OCYIIECTBIISIET OTBETCTBEHHOE
JIUI0, HA3HAYEHHOE PYKOBOJUTENIEM allTEUHOM OpraHu3aly, Wik UHAUBUyaJbHbIN
npeIpUHUMATENh, UMEIOIIUHN JIMLIEH3UIO Ha (DapMalleBTHUECKYIO ACSITEbHOCTD).

KypHan perucrpanuu pe3yjibTaToB KOHTPOJIS OTJAENIbHBIX CTAIUI U3rOTOBIECHUS pacTBOPOB AJIs
UHBEKIUN 1 UH(]Y3Ul JOKEeH OBbITh TPOHYMEPOBAH, MPOLUTHYPOBAH U CKPEIIEH MOIMUCKHIO
PYKOBOJUTENIS aITEYHON OpraHu3aluy (MHAMBHUIyaJIbHOTO NPEANPUHUMATENS) U eYaThio (Tipu
HAJIMYUU TI€YaTH).

OnpocHbIi KOHTPOJIb. OMPOCHBIM KOHTPOJIb OCYIIECTBIISIETCS BHIOOPOYHO U IPOBOAUTCS MOCTIE
U3roTOBIIEHUS (hapmalieBTOM (IPOBU30pPOM) He OoJiee MATH JiekapcTBeHHBIX (popM. [Ipu nposenenun
ONPOCHOT'O KOHTPOJISI IPOBU30POM, OCYIIECTBIISIOIINM KOHTPOJIbHYIO (DYHKIIMIO, HA3bIBACTCSI
IIEPBOE BXOJAIIEE B COCTAB JIEKAPCTBEHHOIO IIpeapaTa JEKapCTBEHHOE CPEICTBO, a B
JIEKapCTBEHHBIX MpernapaTax CI0XKHOTO COCTaBa YKa3bIBAETCS TaAKkKe €ro KOJIUYECTBO, I1OCIIE YETOo
bapmarieBToM (IIPOBU30POM) YKa3bIBAIOTCS BCE MHBIE MCIIOJIb3YEeMble JIEKapCTBEHHBIE CPEJICTBA U UX
KOJIMYECTBA.

OprasonenTiuueckuiit KOHTPoJib. OpraHoJeNTUYECKU KOHTPOJIb SBIsAETCS 0053aTeIbHBIM BUIOM
KOHTPOJISI ¥ 3aKJIF0YAETCs B IPOBEPKE JIEKAPCTBEHHOTO MpernapaTa 1o BHEIIHEMY BUAY, 3a1axy,
OJTHOPOJAHOCTH CMEIIUBAHUS, OTCYTCTBUIO MEXaHUYECKHUX BKIIFOUEHUH B JKUJKHX JIEKAPCTBEHHBIX
¢dopmax. Ha Bkyc npoBepsitoTcsi BBIOOPOUHO JIEKapCTBEHHbIE (POPMBI, ITpEeIHA3HAYEHHBIE AJIs AETEH.
dusnueckuii KOHTPoIb. PU3NYECKH KOHTPOJIb 3aKIII0YAEeTCs B MPOBEpKE OOIIEH MacChl WK
00BEMa JIEKAPCTBEHHOTO Tpernapara, KOJMUECTBAa U MacChl OTJCNIBHBIX /103 (HE MEHee TPEX 103),
BXOJISIIIIMX B JIEKAPCTBEHHBIN Npenapar. XUMUYECKUI KOHTPOIb. XUMUYECKUA KOHTPOJIb
3aKJIFOYAETCS B OLIEHKE KaueCTBA U3TOTOBJICHUS JIEKAPCTBEHHBIX MIPENAPATOB 110 MOKA3aTENAM:
KayeCTBEHHBIN aHaJIN3: MOAJIMHHOCTD JIEKAPCTBEHHBIX CPE/ICTB; KOJIMUYECTBEHHBIN aHAIN3!
KOJIMUECTBEHHOE ONPEEIICHUE JIEKAPCTBEHHBIX CPeACTB. [l MpoBeIeHUs XMMUUYECKOTO KOHTPOJIS
obopyayeTcs cnenuaibHoe pabouee MeCcTo, OCHAIEHHOE HE0OXO0IMMBIM 000PYI0BAaHUEM,
npubopaMy U peakTHBaMHU, 00ecriedeHHOe JOKYMEHTaMH B 00J1aCTH KOHTPOJIS KauecTBa U
CIIpaBOYHOM JuTeparypoil. KoHTposib Ha MexaHn4yeckue BKItoUeHus. Jlo 1 mocie crepuin3ainun
CTEPUJIbHBIX PACTBOPOB BBINOJIHSETCA UX KOHTPOJIb HA MEXaHUYECKHE BKIIIOUEHUA. MeXaHNYeCKUMU
BKJIIOUEHUSIMU SIBJISIIOTCS] IOCTOPOHHKE MO/IBHKHBIE HEPACTBOPUMBIE BELIECTBA, KPOME MY3bIPbKOB



rasa, CJy4allHO MPHUCYTCTBYIOILIME B PACTBOPAX JIEKAPCTBEHHBIX NpenapaToB. OHOBPEMEHHO
JIOJKHBI TPOBEPATHCS 00bEM paCTBOPOB B EMKOCTSX U KQ4eCTBO UX YKYMOpKHU. B mpouecce
W3TOTOBJIEHHS CTEPUIIBHBIE PACTBOPBI JOJIKHBI [10/IBEPraThCsl IEPBUYHOMY U BTOPUYHOMY
KOHTPOJIIO HA MEXaHUUYECKHE BKJIOUEHUs. IlepBUYHBIN KOHTPOJIb OCYIIECTBIIAETCS IOCIIE
¢bunbTpoBaHus U (PacOBKU M3rOTOBICHHOIO pacTBopa. [Ipu 0OHapyKeHUN MEXaHUYECKUX
BKJIIOYEHUH pacTBOP MOBTOPHO (PUIBTPYETCs, BHOBH IPOCMATPUBAETCS, YKYIIOPHBAETCS,
MapKHUpYyeTCs U CTepuiin3yeTrcs. PacTBOphl, U3rOTOBIEHHBIE ACENITUYECKH, [IPOCMATPUBAIOTCS OJUH
pa3 nocie (pacoBKU WK CTEPHIIN3YIOIETro GribTpoBaHus. [lepBUYHOMY M BTOPUYHOMY KOHTPOJIIO
nomiexat 100% emkocrei ¢ pactBopamu. KOHTpoIIb pacTBOPOB Ha OTCYTCTBUE MEXAHUYECKUX
BKJIIOYEHUH OCYIIECTBIISIETCS IPOBU30POM - TEXHOJIOTOM C COOJIOZICHUEM YCIIOBUI U TEXHUKH
KOHTpoutst. [l mpocMoTpa €MKOCTe! JOHKHO ObITh CHeMaIbHO 000pYAOBaHHOE paboyee MeCTo,
3alIUIIEHHOE OT MOMaJaHHs MPSIMBIX COJTHEYHBIX JIy4eH, TOIMyCKaeTcsl IpUMEHEHHnEe Y4¢pHOOEI0ro
9KpaHa U ClleUalbHBIX YCTPOUCTB. B 3aBUCHMOCTH OT 00bEMa €MKOCTH TPOCMATPUBAIOTCS
OJIHOBPEMEHHO OT OJHOM 110 1Ty WTYyK. KoHTpousb npu ormycke. KoHTpoto npu oTirycke
JIEKAPCTBEHHBIX IPENAapaToOB MOJABEPrarOTCs BCE U3rOTOBJICHHBIE JICKAPCTBEHHBIE MPENAPATHI, B
paMKax KOTOPOI'O IIPOBEPSIETCSI COOTBETCTBHUE:!

a) YIaKOBKHU JICKapCTBEHHOTO Mpemnapara GU3nKO-XUMHUYECKIUM CBOMCTBAM, BXOSIIUX B HETO
JIEKapCTBEHHBIX CPEJICTB;

0) yKa3aHHBIX B pellenTe WId TPeOOBaHUH 103 HAPKOTUUECKUX CPEJCTB, ICUXOTPOIHBIX,
CHJIBHOJIEMCTBYIOLIUX BEILLECTB BO3PACTY MALIUEHTA;

B) PEKBU3UTOB pelenTa, TpeOOBaHUS CBEACHUSM, YKa3aHHBIM Ha yIIaKOBKE U3FOTOBICHHOTO
JIEKapCTBEHHOI'0 IIperapara;

4. Pe3ynbpTaThl OPraHoJIENITUYECKOT0, (PU3NIECKOTO U XUMUYECKOTO KOHTPOJISI H3TOTOBJICHHBIX
JIEKapCTBEHHBIX MIPENapaToB PErUCTPUPYIOTCS B )KypHAJIE PErCTpalii pe3ysibTaToB
OpPTraHOJIENTUYECKOTO, PU3UIECKOTO U XUMUYECKOTO KOHTPOJIS JIEKAPCTBEHHBIX MIPENapaToB,
M3TOTOBJIEHHBIX 110 pelenTaM, TpeOOBaHUSAM U B BUJI€ BHYTPUANTEUHOM 3arOTOBKH,
KOHIIEHTPUPOBAHHBIX PACTBOPOB, TPUTYpALIUi, CIIUPTA STUIOBOTO U (PaCOBKH JIEKAPCTBEHHBIX
CpeacTB. B 1aHHOM XypHase yKa3blBalOTCs CIEAYIOLINE CBEICHU:

a) laTa OCYIIECTBJICHUSI KOHTPOJISL 1 HOMEP IO MOPSIKY;

0) HOMep penenTa, TpeOOBaHMs, HANMEHOBAaHHE MEIUITUHCKON OpraHU3aliy, BBIAABIICH UX (MIpH
HaJIM4YuN);

B) HOMEp CEpPHUH JIEKAPCTBEHHOT'O CPEJICTBA IPOMBIIIIIEHHOTO IPOU3BO/ICTBA;

I') COCTaB JIEKAPCTBEHHOI'O CPECTBA: OIPEIeNIIEMOE BEIIECTBO WM HOH (YKa3bIBaeTCs Mpu
(GU3NYECKOM UM XUMUYECKOM KOHTPOJIE JIEKAPCTBEHHBIX (JOPM, U3TOTOBJIEHHBIX M0 PELENTaM);
1) pe3yibTaThl (U3NYECKOT0, OPraHOJIENTHYECKOT0, KaYeCTBEHHOI'0 KOHTPOJIS (KaX bl MO IIKaJe:
MOJIOKUTEIBHBIN WIIM OTPULATENIbHBIN ), XUMUYECKOTO KOHTPOJIS (KaUECTBEHHOE M KOJIMYECTBEHHOE
omnpenenenue); €) @.M.0. nmuna, H3roToBUBILIEr0, pac(hacoBaBIIETo JEKapCTBEHHBIH Mpernapar;

) MOANMKCH JIMIA, TPOBEPUBIIETO U3TOTOBIEHHBIN JIEKapCTBEHHBIN Npenapar;

3) 3aKJIFOUYEHHUE TI0 PE3yIbTaTaM MMCbMEHHOTO KOHTPOJIS: yIOBIETBOPUTEIBLHO HIIU
HEYJIOBJIETBOPUTEIHHO.

XKypHan peructpanuu pe3yabTaToB OPraHOJIENTHYECKOT0, (PU3MYECKOr0 U XUMHUYECKOTO KOHTPOJIIS
JIEKapCTBEHHBIX MIPENapaToB, U3TOTOBJIEHHBIX 110 perenTam, TpeOOBaHUSAM U B BUJIE
BHYTPUANTEYHOM 3aTrOTOBKH, KOHIIECHTPUPOBAHHBIX PaCTBOPOB, TPUTYpPALHii, CIUPTA STHIOBOTO U
(acoBKHM JIEKAPCTBEHHBIX CPEJICTB JI0JKEH OBITh IPOHYMEPOBAH, MPOLIHYPOBAH U CKPETIJICH
MOJIMHUCKHI0 PYKOBOAUTENS allTeYHOM OpraHu3aluy (MHIUBUIYAIbHOTO IPEIPUHUMATENS) U
neyaThio (MpU HAIMYUH NICYaTH).

5. Ilpuka3 Munszapasa Poccun ot 26.10.2015 1. Ne 7511 «O0 yTBep:KI€HUH MTPaBUII U3TOTOBJICHUS U
OTITYCKa JIEKApPCTBEHHBIX MIPENapaToB sl MEJUIIMHCKOTO MPUMEHEHHS allTeYHBIMU OpraHU3aIUSIMH,
WH/IMBUYaJIbHBIMU TIPEANPUHUMATENSIMU, UMEIOIIUMU JIMIEH3HUIO Ha (hapMaIleBTUYECKYIO
JESITEIbHOCTh!

OTUKETKH Ha JIEKapCTBEHHBIE NTpeNapaThl Ul IapeHTEPAIbHOTO BBEACHMS C HAAMUChIO: « /s
HHDBEKIIUNY.



OTUKETKH UMEIOT Ha 6esioM (poHe clieyroline CUTHaIbHbIE [[BETa B BUJIE MOJIS: JUISl UHBEKUUN U
uH(y3uit — cunuii nBet. Ha Bcex aTukeTkax ams opopmIiIeHUs] U3TOTOBJICHHBIX JIEKaPCTBECHHBIX
[pernapaToB JOJKHBI ObITH OTIIEYATaHbI MPEAYIPEIUTENbHbIC HAAMUCH, COOTBETCTBYIOLINE KaXKIOM
JICKapCTBEHHOU opMe: p-p I HHbEKIHA U nHPY3ui — «CTepunbHO». PazMepsl 3THKETOK
ONPENENAIOTCS B COOTBETCTBUM C pa3MEPAMHU MOCYAbl WU APYTrOM YIIAKOBKH, B KOTOPOI
OTIYCKAKOTCSI U3rOTOBJICHHBIE JIEKAPCTBEHHBIE IPETApaThI.

Ha Bcex sTukerkax ams opopmiieHus JIeKapCTBEHHBIX PENnapaToB, M3TOTOBICHHBIX JUIS
MEIMIIMHCKUX OPTaHU3AIHH, JOHKHO OBITh YKa3aHO:

a) HaMMEHOBaHNe MEIUIIMHCKON OpraHu3alluy U €€ CTPYKTYpHOE MojpasaeieHue (mpu
HEOOXOIUMOCTH );

0) HaumeHoBaHHe anTe4yHoi opranuzauun/d.1N.0. uHANBUAYAIBHOTO IPEIIPUHUMATES,
UMEIOIIETO JIUIEH3UIO Ha (hapMalleBTHUECKYIO ACITEILHOCTD; B) MECTOHAXOXKICHHUE allTeYHON
opranusanuu/papManeBTUYECKON NeTEIbHOCTH UHIUBUIYATbHOTO MIPEAPUHUMATENS], UMEIOILIErO
JUICH3UIO Ha (papMalleBTUYECKYIO IeATeNbHOCTR; T) @.M.0. nanuenTa, ais KOTOPOro
MHAMBUIYaJIbHO U3TOTOBIICH JIEKAPCTBEHHBIH MpenapaTt (Ipu HEOOXOAUMOCTH);

1) CIIOCO0 MPUMEHEHUS JICKAPCTBEHHOTO Mpenapara (BHYTpeHHEe, HapyKHOE, [Tl HHBEKIIHA), BUJT
JIeKapcTBEHHOM (OpMBI (TJIa3HBIE KAIUIH, Ma3b U T.11.); €) AaTa U3TOTOBJICHHS JIEKAPCTBEHHOTIO

Ipernapara; ) CpoK TOJAHOCTH JIeKapcTBEHHOTo npenapata («l ozneH 10 »);
3) HOJMMCH U3rOTOBUBLIETO, IPOBEPUBIIETO M OTITYCTUBIIETO JIEKApCTBEHHBIH Mpenapar
(«M3roroBun , IPOBEpUIT , OTITYCTHJI »);

1) HOMEp aHaIM3a MPOBEPKH JIEKAPCTBEHHOTO MperapaTa; K) COCTaB JIEKapCTBEHHOTO Mpernapara
(mpexycmaTpuBaeTcs MycTOe MECTO /ISl yKa3zaHus cocTaBa). Ha aTHkeTKax JIeKkapCTBEHHBIX
IpenapaToB /Uit UHBEKUUN U HHPY3Uid JOJKEeH OBITh yKa3aH Croco0 MPUMEHEHHUSI IEKapCTBEHHOTO
npenapata: «BHyTpUBEHHO».

YnakoBbIBaeTcs pacTBop Hatpus xjopuaa 0,9% Bo dnakonax emkoctbio mo 50, 100, 200, 400.
Odopmistor «PacTtBop 17151 MHBEKIMI», «CTEpHIIbBHOY, «XpaHUTh B IPOXJIAJHOM MECTe», « XpaHUTh
B HEJOCTYMHOM 17151 AeTel mecte». Cpok rognoct 90 cyToK.

3ananue 84. CuTyalioHHas 3aja4a

B anrtexy oOpaTuiiace JieByIIKa ¢ IpOChOON M3rOTOBUTH JIEKAPCTBEHHBIMIIpENapaT o pelenTy
Bpaya:

Recipe: Infusi foliorum Menthae piperitae ex 3,0 — 80 ml

Sirupi simplicis 5 ml

Misce. Da. Signa. I1o 1 cm. noocke 3 paza 6 denb

[Mpumeuanue: KB mucTheB MATHI - 2,4.

1. [TpoBeauTte GapMarieBTUUECKYIO SKCIIEPTU3Y MPOIUCH PEIENTa.

2. Odopmure nacnopT MUCbMEHHOTO KOHTPOJIS, PACCUUTANTE KOJIMYECTBA MHIPEAUEHTOB.

3. [TpennoxuTe BapuaHT TEXHOJIOTMH N3TOTOBJIEHHMS JIEKAPCTBEHHOM (POPMBI C MCIIOJIB30BAHUEM
JIEKaPCTBEHHOT'O PACTUTEIBHOTO CHIPbS.

4. Odopmure J1eKapcTBEHHYIO (POPMY K OTITYCKY.

5. ITpoBenuTe OLIEHKY KaueCcTBa U3TOTOBJIEHHOTO JIEKAPCTBEHHOI'O IIperapara.

IIpasunvroiti omeem:

1. AHanu3 NoKa3bIBaeT:

- KOMITIOHEHTHI ITPOITUCH COBMECTHMBI;

- mpernapar JI0JKeH ObITh BhINKCaH Ha Oianke perenta ¢popmsl Ne 107-1/y;
- BemecTs, momiexkamux [IKY u HEO ger;

- IpoBepKa 7103 He Tpedyercs. [Ipenapar n3roraBiaMBaTh MOXKHO.

2. Oo6opotras cropona [ITK

JIucteeB MaTHI 3,0

KBII nucrteeB MaTe —2,4



Boggpr ounmennoi 80 + 3,0x2,4=87,2 mn
Cupomna caxapHoro 5 mi
JIuuesas cropona I1TIK
Hara Ne peuenra
Foliorum Menthae piperitae 3,0
Aquae purificatae 87,2
Sirupi simplicis 5 ml
Vo0 —85 mn
[TpuroroBui (MOaIUCH)
[IpoBepuin (moanuce)
3.JIucTbst MATHI U3MENBYAIOT A0 pa3Mepa He Oosiee 5 MM, OTCEMBAIOT OT MbUIH, OTBEIIUBaioT 3,0.
[Tomematot B mporperyro HHGYHIUPKY, 3aTUBAIOT 87,2 MJI BOJBI OUUIIICHHON, HAKPHIBAIOT KPBIIIIKON
Y HACTAWBAIOT Ha KUIIAIIEH BOASHOM Oane 15 MUHYT He mepemeruBas. HactanBaroT mpy KOMHATHOM
Temneparype 45 MUHYT.
Hacroii nmpouexxuBaroT uepe3 JBOMHOM CI10M Mapiiu ¢ MOI0KEHHBIM KOMOYKOM BaThl, IEPEHOCST B
MEPHBIN HWINHAP, JOBOAIT BOAOK 10 80 M.
[Tony4yeHHbIH HAaCTOH nepeHoCAT BO (PIaKoH I OTIYCKa, 100ABISIFOT 5 MJI CHPOIIa CaxapHOro.
4. ®dnakoH yKYMOPUBAIOT IJIOTHO TIACTMACCOBON MPOOKOH ¢ HABUHUMBAIOIICHCS KPBIIIKOM.
HaxkneusarotT HoMep peLenTa u STUKETKY.
Ha stuxerkax 11t opopMieHus IEKapCTBEHHBIX NPENapaToB, U3TOTOBJIEHHBIX JJIsl HACEJIEHUS,
JIOJDKHO OBITh YKa3aHO:
a) HauMeHoBaHue anteyHoi opranuzanuu, @.J11.0. unauBUAYyaIbHOTO IPEIPUHUMATES,
HMEIOILET0 JIMIEH3HIO Ha (apMalleBTUUYECKYIO JeSITeIbHOCTD;
0) MECTOHaXO0XKCHHE allTeYHON OpraHu3all WM MECTO (papMalleBTUIECKON JeSTeTbHOCTH
WH/IMBUYaJIbHOTO MIPpEeIpUHUMATES;
B) HOMep penenTa (nmpucaubaercs B anteke); r) ©.M.0. nauuenra;
n) «Buytpennee», Mukctypa»
€) MoIpoOHOE OMHCaHue CrIoco0a MPUMEHEHUS (JUIT MUKCTYP: «I10 JIO)KKE pa3 B ICHb

eapl»);
) JlaTa U3TOTOBJICHUS JIEKAPCTBEHHOTO Ipenapara;
3) CpPOK I'OJTHOCTH JIeKapcTBEHHOro npenapata («['oieH 10 »); 1) 11eHa JIEKapCTBEHHOTO Mpernapara;
K) IpeocTepekeHne «XpaHUTh B HEJOCTYITHOM I IETEH MecTe.

Jlist MUKCTYp 00s13aTeIbHBI JIONOTHUTEIbHbIE STHKETKH «llepen ynoTpedbnenrnem
B30aTHIBaThy», «XpaHUTh B MPOXJIATHOM U 3AIIMIICHHOM OT CBETa MECTEM.
TekcT ATUKETOK J0JKEeH ObITh HalleyaTaH TUIOrpadCKUM CIIOcOO0M Ha pycckoM si3bike. Cpok
XpaHeHus — He OoJjee 2 CyTOK.
Odopmiienne cornacHo TpeboBanusaM npukaza M3 P® ot 26.10.2015 r. Ne 7511
5. Ananu3 1okyMeHTanuu. Meromuiicss penent, nacnopT MUCbMEHHOTO KOHTPOJISI U HOMEP
JIeKapCTBEHHOM (POPMBI COOTBETCTBYIOT.
WHrpenueHTsl COBMECTUMBI, pacueThl c/iesanbl BepHO. O0BEM (pi1lakOHA COOTBETCTBYET O0BEMY
JeKapcTBeHHOH (popMbl. DIIaKOH YKYIOPEH repueTHHO. ITUKETKA COOTBETCTBYET CIIOCOOY
PUMEHEHHUS.
OpranonenTu4eckuii KOHTPOJb. CBETIIO-KENTAs! JKUIKOCTh C XapaKTEPHBIM 3alIaXOM.
MexaHnueckre BKIIOUEHUS! OTCYTCTBYIOT.
O06beM nexapcTBEHHON (popMbl 85+2,5 MII, YTO COOTBETCTBYET HOPMaM JOMYCTUMBIX OTKJIOHEHUH
(£3%) no mpukazy M3 PO ot 26.10.2015 r. Ne 751H.

3ananue 85. CuTyallMoHHas 3a7a4a
B antexy obpatuiics My:k4uHa ¢ TPOCKOON M3TOTOBUTH JIEKAPCTBEHHBIN Mpenapar NoperenTy 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 cTos0Boii j10kKe 3 pa3a B I€Hb

[Tpumeuanue: Kopenna-6enzoar natpus BPJ[ = 0,5, BCII = 1,5; KB TpaBsl nycteipHuKa - 2,0.

1. [TpoBenuTe hapmaneBTHUECKYIO SKCIIEPTU3Y MPOMUCH peLenTa.

2. Odopmurte nacnopT MUCbMEHHOTO KOHTPOJIS U paCCUUTANTE KOJTUIECTBA

3. [IpennoxuTe BapuaHT TEXHOJIOTHH U3TOTOBIICHUS JIEKAPCTBEHHOU (DOPMEI €
MCII0JIb30BaHUEM JIEKAPCTBEHHOT'O PACTUTEIBHOIO CBIPBSI.

4. Odopmure ekapcTBEHHYIO (POPMY K OTITYCKY.

5. ITpoBenuTe OLIEHKY KauecTBa U3rOTOBJIEHHOIO JIEKaPCTBEHHOTO IIpenapara.

IIlpasunvnoviii omeem:

1. AHanu3 noka3pIBaeT:

- KOMIIOHEHTBI TTPOIKHCH COBMECTHMBI;

- IpenapaT J0JKeH ObITh BhINMCaH Ha Onanke penenta Gopmsl Ne 107-1/y;

- Bemects, nomicxkamux [IKY u HEO mer;

- IPOBEpKa J03:

Kodenna-6en3zoara natpus

BPJI = 0,5; Yucno npueémos: 75/15=5; P/1 = 0,1/15=0,007

BCA =1,5; C[] =0,007%x3=0,02

J103b1 HE 3aBBINICHBI

[Ipenapat u3roraBinBaTh MOXKHO

2.. I[ITIK (yiueBast 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

IIpurorosui:

[Iposepuin:

[1ITK (oGopoTHast cTOpOHA):

Ob6opotras cropona [1I1K: Tpaer mycteipauka 70/10=7,0. KBII TpaBs! nycteipauka — 2,0.

Bonapr ounmiennon 70 + 7,0x2,0=84 mur.

Kodenna-6ensoara narpus 0,1.

Hatpus 6pomuaa 0,2.

Pacuér conepxanus B Mukctype tBepAbix JB: 0,1+0,2=0,3

0,3-75 M

X -100 M

x= 0,4% (menbuie 3%, npupoct 06bEMa He yuuTbiBaeM) Hacroliku Banepuansl 5 mi

3. TpaBy myCThIpHUKA U3MENBYAIOT 10 YACTHI] HE OoJiee 5 MM, OTCEMBAIOT OT MBLIH, OTBEIINBAIOT
7,0. IlomemaroT B IpOrpeTyro HHPYHIUPKY, 3aTUBAIOT 84 MII BOJIbI OYMIIICHHOM, HAKPHIBAIOT
KPBIIIKON ¥ HACTAUBAIOT Ha KUTISIICH BOASHON OaHe 15 MUHYT He mepeMeInBasi, HACTAauBaIOT PH
KOMHATHOM Temmneparype 45 MUHYT.

Hacroii npouexxuBaroT uepe3 IBOWHON CI0W MAPIH C MOJIOKEHHBIM KOMOUYKOM BaThl, IEPEHOCAT B
MEpHBIY HWJIMHAP, TOBOJAT BOJAOH 10 70 MII.

[ToydeHHbII HACTOH MEPEHOCAT B TIOJICTAaBKY M pacTBopsitoT B HEM 0,1 kodenHabeH30aTa HATPUS U
0,2 matpust Opomua, GUIBTPYIOT BO (hJIAKOH TSI OTITYCKA, JOOABIISIOT 5 MJT HACTOMKHU BaJIepUAHBI.
YKynopuBaror.



4. ®dnakoH cBeto3amuTHOTO cTekia V 100 My, yKyITOpHBaIOT MOJTUMATHIICHOBON TPOOKOH 1
HABUHYHMBAIOMICHCS KPBIIIKON, MPOBOAAT KOHTPOIIb HA MEXaHWYecKue mpumecH. Hakiensarotr Homep
peuenta u 3anoaustoT [ITIK nunesyro cropony. [Ipenapat oTnmyckaroT ¢ 3TUKETKaMu «BHyTpeHHEee»,
«[lepen ynorpebieHrueM B30AITHIBAThY, «XPAHUTH B MPOXJIATHOM, 3AIIUIIICHHOM OT CBETa MECTE» H
«XpaHUTh B HEJIOCTYITHOM i1 AeTel Mecte». Cpok xpaHeHus 2 cyTok. Ha aTukeTke oTpaxkeHa
damuust 60JILHOTO, HOMEP PELeTTa, CIIOCO0 TPUMEHEHUSI.

5. Ananu3 noxkymeHrtauuu. Mmeromuiics perent, nacopT MUCbMEHHOTO KOHTPOJISL 1 HOMEP
JEKapCTBEHHOM (POPMBI COOTBETCTBYIOT.

WHrpeareHTsl COBMECTUMBI, J03bl HE MPEBBIIICHBI, pacueThl cAenanbl BepHo. O0beM (priakoHa
COOTBETCTBYET 00BbEMY JIeKapCTBEHHOH (PopMbl. DIIaKOH YKYIOPEH repMETHYHO. DTUKETKA
COOTBETCTBYET CIIOCO0Y MPUMEHEHHUS.

OprasosnenTH4ecKUil KOHTPOJb. CBETIIO-KOPUYHEBAs! JKUJKOCTb C XapaKTEPHBIM 3aI1aXOM.
MexaHnyeckue BKIIOYEHHSI OTCYTCTBYIOT.

O06BeM nexkapcTBEHHON GOpMBI 75+2,3 MII, UTO COOTBETCTBYET HOPMAM JOMYCTUMBIX OTKJIIOHEHUH
(£3%) no mpukazy M3 PO ot 26.10.2015 r. Ne 751H.

3ananue 86. CuTyallMoHHas 3a7a4a

B anreky oOpatuics My>X4HHA ¢ IPOCHOON M3TOTOBUTH JIEKAPCTBEHHBIMMIpENnapar mo peuenTy
Bpaya:

Rp.: Infusi radicis Althaeae 180 ml

Natrii benzoatis 4,0

Misce. Da.

Signa. Ilo 1 cmonosoti noxcke 3 paza 6 Oenv.

[Tpumeuanue: KYO narpus 6enzoara = 0,6 Mi/T; 10MyCTUMBIE OTKJIOHEHUS A7t o0bema oT 150 10
200 M1 = 3%.

1. IlpoBeaute GpapMaLeBTUYECKYIO SKCIIEPTU3Y IIPONUCH PELIETTA.

2. IIpoBenute pacu€rsl U 0HOPMUTE JIHULIEBYIO CTOPOHY MACIIOPTa MUCBMEHHOTO KOHTPOJIS.

3. IIpennox’uTe TEXHOJIOTUIO U3TOTOBJICHHS JIEKAPCTBEHHOI O IIPENapara U3 JICKapCTBEHHOIO
PacTUTEIBHOTO CBIPBSI.

4. Odopmure JIeKapCTBEHHBIN MpenapaT K OTIYCKY.

5. IlpoBenuTe OLIEHKY Ka4yeCTBa U3TOTOBIIEHHOT'O JIEKAPCTBEHHOTI'O Mpernapara

IpasunvHoiti omeem:

1. AHanm3 MoKa3bIBaeT:

- KOMIIOHEHTHI MPOMHUCH COBMECTHUMBI;

- npenapar J0JbKeH ObITh BRIMKMCAH Ha OaHke perenta hopmbl Ne 107-1/y;
- BemiecTB, nogiexkamux IIKY nu HEO ner;

- IIpOBEpKa /103 He TpebyeTcs.

[Tpemapat U3roTaBIMBaTh MOXKHO.

2. O6opoTHast CTOpOHA:

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

Kpacx=1,3

C yuetom Kpacx.: 9x1,3=11,71

Boags! ounmmennoii: 180%x1,3 =234 mn

Harpus 6enzoara: 4,0

[pupoct o6bema (KYO = 0,6 mu/T) = 0,6 M/t x 4,0 =2.4 mn

Jomyctumpie oTkiIoHEeHHS B 00BEME (+/- 2%) = 180 Mnx2%/100% = 3,6 mut Gonbire 2,4 Mo
CrnenoBarenbHO, IPUPOCT 00BEMA YKIIAABIBAETCS B IOMYCTUMBIE OTKIIOHEHUS
JInuesas cropona:

JlaTa Ne peuenra

Radicis Althaeae 11,7



Aquae purificatae 234 ml

Natrii benzoatis 4,0

Voour — 180 mu

[IpuroroBui (moamnucse)

[TpoBeput (TIOATHUCH)

3. [TockonpKy B peLienTe HE YKa3aHO KOJIMYECTBO KOPHSI aTesl, HACTOM roToBAT 5%
KOHLIEHTpaLUU.

YuuteiBass 0cOOEHHOCTH CHIPBS M TO YTO CIU3b AJITES] HE OTXKUMAIOT U3 CHIPbS, TIPU U3TOTOBJICHUHT
HCITOJIB3YIOT PACXOAHBIN KO3(PDHUIIUEHT /TSI CHIPhS U BOABI, PaBHBIH 1,3.

bepyt 11,7 r cbipbs u 234 mu Boasl ouniieHHoN. HactauBanue npoBoadr B TeueHue 30 MUHYT npu
KOMHATHOU TeMIIepaType IpHu NePUOANIECKOM NEPEMEIINBAHUH.

[Tocne nacTanBanus uU3BjICYCHNUE PIIBTPYIOT, HE OT)KUMAs ChIPbs, Uepe3 JBOMHOM CII0H Mapiu C
MO/JIOKEHHBIM BaTHBIM TAMIIOHOM B MEPHBIN LIMJIMHJIP U IPOMBIBAIOT ChIPbE BOJION OUMIIEHHOM,
IoBOAA 00BEM u3BiIeueHusa g0 180 mir.

OtBemmBaroT 4,0 r HaTpusi 6eH30aTa, PAaCTBOPSAIOT B MPOQPHILTPOBAHHOM HACTOE, XOPOIIIO
NEePEeMEIUBAIOT, [TOCTIE YETO elle pa3 PUIBTPYIOT BO (PIIAKOH IS OTITYCKA.

4. @DI1aKOH OpaHKEBOr0 CTEKJIa YKYMOPUBAIOT IJIOTHO MJIACTMACCOBOI MPOOKOH ¢
HAaBUHYMBAIOLIEKUCS KPBIIKOW. HaknenBaroT OTAENbHBINA PEUENTYPHBII HOMEP U ITUKETKY.

Ha stuxerkax mist ohopMieHus IeKapCTBEHHBIX MPENapaToB, U3TOTOBIEHHBIX JJIsl HACeNEeHUS,
JIOJKHO OBITh YKa3aHO:

a) HAaUMEHOBaHUE anTe4YHON opranmzaiuu, ©.1.0. WHIUBUIYAIbHOTO
PEIITPUHUMATEIS, IMEIOIIETO JIMIICH3HWIO Ha (DapMaIieBTHIECKYIO e TeIIbHOCTD;
0) MECTOHAXOXKICHHUE alTeYHON OpraHM3alyl WJIW  MecTo (hapMareBTHUECKON

JEeSTSIIbHOCTH HHIUBUAYATBHOTO TIPEIITPHHUMATEIIS;
B) HOMep pernenTa (mpucaubaercs B anteke); T) @.1.0. namuenra;
1) HANMEHOBAHHE WJIM COCTAB JICKAPCTBEHHOTO TIPeTapara;

e) crocob IIPUMEHEHUS JICKapCTBEHHOI'O npenapata  («BHyTpeHHee»), BUJ
neKkapcTBeHHOM GopMbl («MUKCTypay);
) OPOOHOE omKcaHue crocoda MPUMEHEHNUs (JUI MUKCTYP: «I10 JIOXKKE pa3 B JIeHb

elIb»);

3) Aata U3TOTOBJIEHHUS JIEKAPCTBEHHOTO MIpernapara;

1) CPOK F'OJIHOCTH JIEKapCTBEHHOTO npenapara («['ogeH 10 »);

K) IIeHa JIEKapCTBEHHOT O Ipernapara;

1) mpeocTepexenne «XpaHUTh B HEAOCTYITHOM JIJIsL IETEH MECTe».

Jlnis MUKCTYp 00s13aTeNIbHBI JIONOTHUTEIbHbBIE STUKETKH «llepen yrnorpebieHreM B30aIThIBAThy,
«XpaHUTh B MPOXJIATHOM M 3alIMIIEHHOM OT CBETa MECTE».

TekcT ITUKETOK J0JKEeH ObITh HalleyaTaH TUIOrPa)CKUM CIIOCOOOM Ha PYCCKOM SI3bIKE.

CocraB JIeKapCTBEHHOTO Tperapara MUIIEeTCs OT PYKH MM HAHOCUTCS IITAMITOM.

Cpok xpaHeHus — He Oolee 2 CyTOK.

Odopmnenne cornacHo TpedboBanusm npukaza M3 P® ot 26.10.2015 r. Ne 751H.

5. AHanu3 nokyMeHTauuu. MiMeronuiics penent, nacnopT MMCbMEHHOTO KOHTPOJISI U HOMEP
JIEKapCTBEHHOM (POPMBI COOTBETCTBYIOT.

WHrpearieHT COBMECTUMBI, PACUETHI CieNIaHbl BepHO. [IpaBUIBHOCTD YIAKOBKU U O(OPMIICHHUS.
O06BeM (prrakoHa OpaHIKEBOTO CTEKJIa COOTBETCTBYET 00BbEMY JIeKapCTBEHHOH (POpMBI, MpoOKa
HYXXHOTO Ka4eCTBa 00€CIIeYNBAET TePMETHIHOCT YKYIOPKH.

OpraHosnenTHuecKuit KOHTPOJIb. MoJIoUHO-0emnast )KUAKOCTh CO cIa0bIM 3araxoM.

O6bem nexapcTBeHHOM Gopmbl 180 + 3,6 M1, YTO COOTBETCTBYET HOpMaM JOMYCTUMBIX OTKJIOHEHUMN
(+ 2%) no npukazy M3 P® ot 26.10.2015 r. Ne 7511.

3ananue 87. CuTyanmoHHas 3a1a4a

B antexy moctynui penent ciaeayroero cocraBa:



Rp.: Riboflavini 0,02
Acidi ascorbinici 0,15
M.f. pulvis D.t.d Ne 6
S. ITo 1 mopomky 3 pasa B 1eHb.
1. Cpenaiite HE0OXOAMMBIC pPAcCUEThl M OIUIIUTE TEXHOJOTHMIO M3TOTOBJICHHUS MOPOIIKOBON
CMECH IO IPOTHCHU pelenTa
2. Odopmute 000pOTHYIO U JIMLEBYIO CTOPOHY MacopTa MUCbMEHHOT0 KOHTpoisi. Onpeaenure
nenecooOpasHble BHIBI BHYTPHANITEYHOTo KOHTpois. Omnpenenure TpeOoBaHUS K OPOPMIICHHIO
JIO.
3. Vkaxure CPOK M YCJIOBUA XPAHCHUS U3TOTOBJICHHBIX ITOPOIIIKOB B AIITCKC.

IIpasunvruiii omeem:

Rp.: Riboflavini 0,02
Acidi ascorbinici 0,15 M.f. pulvis
D.t.dNe 6
S. Ilo 1 mopomky 3 pa3a B A€Hb.

Hacnopm NUCObMEHHO2O0 KOHMPO.JiA

Jlunepas cropoHa O6opoTHasE CTOpOHA

Jlara Ne penenita Pu6odnasuna 0,02x6 = 0,12

Acidi ascorbinici 0,9 Kucnotsr ackopounoBoii 0,15x6 = 0,9
Riboflavini 0,12 0,17 Ne6 O6mas macca: 0,12+0,9 = 1,02
[puroroBu PasBecka: 1,02:6 = 0,17

PuGodnaBuH OTHOCHTCS K KpacsiIuM BEIIECTBAM. OTH BEIIECTBA 3arpsA3HSIOT CTYIIKY,
IECTUK TAaKuM 00pa3oM, YTO OKpacka He yAaisercs mpu OObIYHOM croco0e 0O0pabOoTKH MOCYIbI.
JlaHHBIE IeKapCTBEHHBIE BEIIECTBA (CyOCTaHIIMM) XPAHST B OTACIBFHOM HIKady; IS TPUTOTOBJICHUS
IIOPOIIKOB OPraHMU3YIOT CIIELHAJIbHBIE MECTa, HCIIONb3YIOT OTHENbHbIE CTYNKH U IECTUKH
(rpeboBanue HJI). M3roroBieHrne MOPOMIKOB ¢ TAKUMH BELIECTBAMHU OCYIIECTBIISIOT CJIEIYIOIIUM
oOpa3zoM. B cTynke cHayana pacTuparoT HEOOJIBIIYIO YaCTh HEOKPAIIEHHOTO BEIECTBa, J00ABISIOT
Kpacsiliee BELIeCTBO, 3aTEM OCTaBIIEECs KOJIMYECTBO HEOKPALIEHHOIO BEIIECTBA U BCE CMEIINBAIOT
J0 TIOJIyYE€HHs OJHOPOAHOW Macchl. IIpu TakoM mnopsake CMEIMBAaHHSA BELIECTB YCTPAaHSETCA
3arpsi3HEHUE CTYNKHU U MEeCTUKA U JOCTUTaeTcs Jydllee cMeluBaHue. YToObl He 3arps3HUTh Ipyrue
JIEKapCTBEHHBIE MPENapaThl, U3TOTOBIIIEMBIE B allTEKE, KPACAIUE BEIIECTBA CIEYET OTBEIINBATh HA
0COOBIX BECOUYKAX U M3TOTOBJIEHHE TAKUX MOPOILIKOB MPOBOJUTH OTJEIBHO OT APYTUX BEILIECTB.

Tak xak obmas macca nopouika coctaBiseT 1,02, To BeiOuparoT crynky Ne3. B cTynky Ha
BP-1 orBemmuBaroT 0,9 KUCTOTH aCKOPOMHOBOM, TIIATEIILHO PACTUPAIOT U BHICHINAIOT Ha OyMary Ui
KarcyJaaTypKy, OCTaBUB HEOOJIbIIYI0 YacTh (mpubinsutensHo 0,3) B cTynke. 3aTeM OTBEIIMBAIOT HA
CHeIMalIbHbIX BeCOYKax M BbIchIMatoT B cTynky 0,12 pubodrnaBuHa, cBepXy HACHINAIOT CIOU
KHCJIOTBl aCKOPOMHOBOM, CMELINBAIOT U MOCTENIEHHO JA00aBISIOT OCTABILIEECs KOIUYECTBO KHCIOTHI
ACKOpPOMHOBOM.

["'oTOBBIII PABHOMEPHO OKpALIEHHBIN CII0KHBIN MIOPOLIOK pa3BelnBaroT Ha 6 nopuuii no 0,17.
[Topomiky ynakoBBIBatOT B JKE€IaTUHOBBIE KarCyIbl (TaK KaK COJEPIKUTCS KpacsIlee BEUIECTBO) 100
B KarCyJbl U3 BOIIEHOM Oymaru (KHcioTa ackopOMHOBAasi MOKET acOpOMpoOBaTh BIary).
CxJtagpIBaroT 1O TPU KaIlCyJibl BMECTE, IOMEUIAt0T B OyMa)kHbIH MaKeT.

Odopmitsitor aTuKeTKON «BHYTpeHHeey. "Ilopomkn", «XpaHUTh B 3aIIMIIEHHOM OT CBETa
MecTey, "' XpaHUTh B HEIOCTYITHOM JIsl IeTer MecTe'.

OrneHka KauecTBa U CPOKM XPAaHEHUS B alITEKE OCYIIECTBIISETCS B COOTBETCTBUHM € IpUKazoM M3
P® Ne 7511 o1 26.10 2015 .

AHanu3 fokymMeHTauuu: Penent Beinucal npaBuibHO. HIpequeHTs COBMECTUMBIL. PacdeTsl
CZieNlaHbl ITPABWIIbHO, MACIIOPT MUCHMEHHOTO KOHTPOJISI BHIITUCAH, BEpHO. JlOMyCTUMbIE OTKJIOHEHUS
B Macce OTAEIbHBIX /103 MOPOIIKOB. [IpaBUIBHOCTH YIIaKOBKU U 0(OPMIICHUS.



Cpok xpaneHuss— He 6osee 10 cyTok.

3ananue 88. CuTyallmoHHas 3a7a4a

B AlTCKYy MOCTYIHII PELCIIT CICAYIOIIECTO COCTaBa:
Rp.: Talci
Zinci oxydi aa 4,0
Aquae purificatae 100 ml
M.D.S. HaHocuTb Ha KOXKY.

. Cnenaiite He0OX0AUMBIE PACUEThl U OIUIINTE TEXHOJIOTUIO U3TOTOBJIEHHUS JIEKAPCTBEHHOTO
npernapara 1o IponucH, BbIOpaB ONTUMAIbHBIA BAPUAHT TEXHOJIOTHH.

. Odopmure 000pOTHYIO u JMLEBYIO CTOPOHY nacropra IIMCbMEHHOTO
KOHTPOJISL. Omnpenenure 1enecoo0pasHble BU/IbI BHYTPHUAITEUYHOT'O
KoHTpoJis. Onpeaenure TpedboBanus Kk opopmieHuto JID.

. YKa)KUTE CPOK M YCIOBHS XpaHEeHUs u3rorosieHHon JID B anreke.

Ilpasunvrwviii omeem:
Recipe:  Talci

Zinci oxydi aa 4,0

Aquae purificatae 100 ml
M.D.S. HaHocuTh Ha KOXY.

Ilacnopm nucvmennoeo KOHmMpos
OO6opoTHas cTopoHa
Konnenrpanus tBepaoit ¢assl 6omee 3 %, CyCrieH3ui0 rOTOBHM IO Macce
Bonxa ounmennag 100 vt

[k okcun 4,0

Tanwk 4,0

Macca JI® = 100+4,0+4,0=108,0
JluneBas ctopoHa

Hata Ne penenra

Zinci oxydi 4,0

Talci 4,0

Aquae purificatae 100 ml

Oo6mras macca 108,0

[TpuroroBun (moamnuce) [Ipoepuin

(moanuck) OTnycTun  (MOAIKUCH)

[uHka OKCHA W TambK OTHOCSATCS K Tpynmne TUAPOGUIBHBIX JEKapCTBEHHBIX BEIIECTB.
[ToaTomMy cTabuin3upoBaTh JAaHHYIO CYCIEH3UIO HE TpeOyeTcs, T.K. Ha IOBEPXHOCTH YaCTHUIl TaKUX
JICKapCTBEHHBIX BEHIECTB 00pa3zyeTcsl CONbBATHBIN (THIpAaTHBIN) ClOH, 00ecredrBaroNHii
YCTONYUBOCTHh CUCTEMBI.

Jns monydeHHsT TOHKO HW3MEIbYCHHBIX JIEKAPCTBEHHBIX BEIIECTB PEKOMEHAYETCS TpU
pacTUpaHuy NPUMEHSTH BOJY WM JPYTYIO0 BCIOMOTATENbHYIO JKUAKOCTh B KOJIMYECTBE A OT Macchl
M3MeNIbuaeMoro JiekapcTBeHHoro BemiecTBa (mpaBuio b.B. Jlepsruna). [lpubaBieHue XKuakoCTH
3HAYUTEIBHO CIIOCOOCTBYET Ipoueccy aucneprupoBaHus. OOBSICHSIETCS 3TO IMOHMKEHHEM
TBEPAOCTH HM3MEIbYaEMOI0 BEIIECTBA M PACKIMHUBAIOUIUM JEMCTBUEM JKUAKOCTEH, KOTOpHIE
MPOHUKAIOT B MOJIYUYHUBIIUECS TPH U3MEIbYCHUH MUKPOTPEIIUHBI, PACIIUPSIOT, PACKIMHUBAIOT UX U
TEM CIOCOOCTBYIOT aibHEeNeMy u3MenbueHuto («dpdext Pebunaepar).

B crTynmky mnoMemiaroT UWHKAa OKCHJ, H3MENbYaroT, MOOAaBISIOT U MNPUMEHIMBAIOT Taibk. K
MOJIyYUEHHOMY TOPOUIKY JA00aBISIOT 4 MJ BOAbl OYMILEHHOW IJi MOJIYYeHHs] MEPBUYHON ITYJNIBIIHI.



OcTaBuiyiocs BOJly, OUYHMIIEHHYIO HCIOJB3YIOT JJIsl pa30aBiieHUs MEPBUYHOW ITYNbIBI, UCHOIB3YS
pHEeM B3MYYUBAHUS C [ETbI0 (HPAKIIMOHUPOBAHMS YacTHIl. B3MyunBaHue 3aKIIOYAETCS] B TOM, YTO
IIPU CMEITMBAHUK TBEPAOTO BEIIECTBA C XHAKOCTHIO, B 10-20 pa3 mo o0beMy NPEBBIMIAIOIICH €ro
Maccy, MEJKHE YaCTUIbl HAXOJATCA BO B3BEIIEHHOM COCTOSIHMH, KPYIIHBIE YAacCTHIbl OCENAl0T Ha
IHO. TOHKYIO B3BECH CIIMBAIOT, OCAJ0K IOBTOPHO M3MEIBYAIOT M B3MYUMBAKOT C HOBOM mopuuein
xuakoctu. Onepanuio MOBTOPSIOT, IIOKA BECh OCA/I0K HE MEPENIET B TOHKYIO B3BECh.

@®nakoH OECLBETHOrO CTEKJa YKYNOPWUBAIOT IUIOTHO IIJJAaCTMAacCOBOM  MPOOKOH ¢
HAaBUHYMBAIOLICHCS KPBILIKOMU.

Odopmasitor stukeTkolt «HapyxkHoe», mnpeaynpenuTenbHbIMU HAIOUCIMH: «XpaHUTh B
IPOXJIaTHOM, 3aIIMIICHHOM OT cBeTa MecTe», «llepen ymoTpebneHneM B30aNTHIBaTh», «XPaHUThH B
HEJOCTYITHOM /I JeTel Mecte». HaknenBaroT HoMep pelenra.

OrneHka KauecTBa U CPOKU XpPaHEHUs B allTEKE OCYLIECTBIISIETCS B COOTBETCTBUHU C IPUKA30M
M3 PO Ne 7511 ot 26.10 2015 1.

AHanu3 nokymeHTanuu: PenenT BhimucaH mpaBuiibHO. WHrpenueHTsl coBMecTHMBI. PacueTsl
CHEJIaHbl MPABUJIBHO, MACHOPT MUCBMEHHOI'O KOHTPOJISI BBINUCAH, BepHO. OTKIOHEHHWE B Macce
JexapcTBeHHOH (popmbl. O1ieHKa pecycreHaupyeMocT. [IpaBuiIbHOCTh YITAKOBKU M O(OPMIICHHS.
Cpoxk xpaHeHus 3 CyTOK.

3ananue 89. CuTyaroHHas 3aa4a

B anreky mocTymmi penent ClIeyroIero cocTapa:

Rp.: Infusi herbae Leonuri ex 5,0 - 100 ml

Natrii bromidi 1,0

Glucosae 5,0

M.D.S. ITo 1 cronoBoii 10kKe 3 pasza B JICHb.

1. C[[GJI&IZTC HCO6XOI[I/IMI>IC pvaeTH U OIIMINUTEC TCXHOJIOTHMKO HU3IrOTOBJICHUS JIeKapCTBeHHOFO
npernapara Mo MPOIUCH C UCIIOIB30BAHUEM JKHUKOTO 3KCTPAKTa-KOHIICHTpPAaTa TPaBbl MyCThIPHHKA,
BbIOpaB ONTUMAaJIbHBIA BAPUAHT TEXHOJIOTHUH.

2. Odopmure 000pOTHYIO U JIMLEBYIO CTOPOHY MACIOpTa MUCbMEHHOI0 KOHTpoJs. Onpenenure
1esnecoo0pa3Hble BUbl BHYTpUANITEUHOT0 KOHTpoui. Onpenenure TpeboBanus k opopmienuto JID.
3. YKaxXuTe CpOK U yCIOBUs XpaHeHUs U3rotosieHHou JID B anTeke.

Ilpasunvhuiti omeem:

Rp.: Infusi herbae Leonuri ex 5,0 - 100 ml
Natrii bromidi 1,0

Glucosae 5,0

M.D.S. Ilo 1 cronoBoii J0%xKe 3 pa3a B I€Hb.

Ilacnopm nucemennozo konmpons (INNK)
Jluyesas cmopona Obopommnas cmopoHa

Aquae purifcatae 75 ml 3. O6uwmit 066eM 100m
Solutionis Natrii bromidi (1:5) 4. DKcTpakTa BaJIepUaHbI
Sml CTaHJAPTU3UPOBAHHOTO KUAKOTO 1:2
Solutionis Glucosae (1:2) -5 x 2=10mn

10 ml 5. PacrtBopa Hatpus Opomuaa 20%
Extracti Leonuri standartsati fluidi (1:5)1 x 5= 5mn

(1:2) 10 ml 6. PactBopa rmoko3sr 50% (1:2)
OO6uwmii 06vem 100 M 5x2=10mn

Ilpucomosun 7. Boapl ounIeHHOI:

IIposepun 100ma-(10+ 5+ 10)=75 mn
Omnycmun




Bo ¢rnakoH s oTmycka OpaHXKEBOTO CTekja (HaTpusi OpOMHJ] CBETOYYBCTBUTEIIHHBIN)
OTMEpPUBAIOT 75 MJI BOJBI OUMIIEHHOW, 5 M pacTBopa Hatpus O6pomuaa (1:5), 10 mi pactBopa
rmoko3el  (1:2), 10 MI  3SKCTpakTa-KOHIIEHTpaTa NyCcThIpHHKAa kuakoro (1:2), xopormio
[EPEMELINBALOT.

@akoH  YKyNOpPHBAIOT IUIOTHO IUIACTMAacCOBOM  MpOOKOW ¢ HaBMHYMBAIOIIEHCS
KpBIIIKOK. HaknewmBaroT HOMep penenta U ITHKETKU: «BHyTpenHeey, «llepen ynorpedienueM
B30aITHIBAaTh», «XpaHUTh B IPOXJIATHOM, 3alIUILIEHHOM OT CBETa MECTE», «XPaHUTh B HEIOCTYITHOM
U1 ieteid Mecte». KOHTpOIupyroT COBMECTUMOCTh UHTPEIUEHTOB.

AHanu3 nokyMeHTauuu. [IpaBuapHOCTh HaMCaHuUs MAacopTa MUCbMEHHOTO KOHTPOJIS.
[IpaBunbHOCTH YyakoBkH U oopmienus. OpranoaenTUYecKuii KOHTPob. OObeM JieKapCTBEHHOU
(hOpMBL.

OrneHka KauecTBa U CPOKU XPaHEHUS B allTEKe OCYIIECTBIIETCS B COOTBETCTBUU € ITpuka3oM M3 PO
Ne 7511 01 26.10 2015 1n.

Jlo otmycka ©0JIbHOMY JIEKApCTBEHHBIN Npernapar XpaHuTcs B 3anmupatonieMcs: mkagy. Cpok
XpaHEHUs B alTeKe 2 CyTOK.

3ananue 90. CuTyalnoHHas 3aa4a

B antexy nmoctynui penent ciaeayoero cocrasa:

Rp.: Sol. Natrii chloridi isotonicae 200 ml

D.S. /lns BHYyTpHBEHHOTO BBEJICHHUS.

1. CnenaﬁTe HCO6XO,Z[I/IMBIC PacCdCThl U OIIUMIIUTC TCXHOJOI'MIO HU3rOTOBJICHUS JICKAPCTBCHHOI'O
npernapara 1o IponucH, BbIOpaB ONTHMaIbHbIE YCIOBUS TEXHOJIOTHU.

2. Odopmute 060pOTHYIO U JIMIIEBYIO CTOPOHY MAaclOpTa MUCbMEHHOTO KOHTpouist. Onpeaenute
riesiecooOpa3Hble BHIBI BHYTPHANITEYHOTO KOHTpoIs. Onpenenute TpedoBanus k opopmieruro JID.
3. YKaxute CPOK 1 YCJIOBUS XpaHCHUSA n3rorosiaeHHo JID B amTeke.

IIpasunvhoiti omeem:

Rp.: Sol. Natrii chloridi isotonicae 200 ml

D.S. /Ing BHyTpUBEHHOT'O BBEICHHUS
Ilacnopm nucomenno2o KoHmpos.

JIuuesas cropona

JlaTa Ne peuenta

Aquae pro injectionibus 200 ml

Natrii chloridi 1,8

V =200 ml ITpocrepunuzopano! [Tpurorosun (noamck) [IpoBepu (MOAIHUCH)
Otnyctun (MOANHUCH)

O06opoTHas CTOpoHa

Harpus xnopuna 0,9 - 100 mn

x-200mMm1X=1,8

C max = MKVYO = 2:0,33 =6,1%, KYO ne yunutsiBaercst Boas! miist uabexiuii 200 Mt

JlekapcTBEHHbIE  BEILECTBA,  HUCIHOJB3YEMBbIE  JJII  M3TOTOBJIIEHHS  MHBEKIIMOHHBIX
JeKapCTBEHHBIX (popM noimkHBI 0TBedath TpeboBaHusM 'O, ®C, BOC, 'OCT, umers MapKy <«
UHBEKIUIY», «ToAcH ansid uHbekumi». llpu wusrorosnennn 0,9% pactBopa HaTpus Xjopuzaa
UCIONIB3YIOT  JACMHUPOTEHU3UPOBAHHBIM HATpusi XJIOpUA. JlemuporeHusaluio OCYIIECTBISIOT
IIpoKanuBaHueM HaTpus xjopuzaa npu 180 °C B TeueHHe 2 4acoB C LENbI0 Pa3pyLICHHs] BO3MOKHBIX
MUPOTEHHBIX BEIECTB.



B acentuueckux yClOBHUAX B CTEPUIBHOM MOJCTABKE B BOJE ISl MHBEKIIUA pacTBOPSIOT 1,8 T
HATPUS XJIOPUJA, 3aTEM PacTBOP QUIBTPYIOT Yepe3 CTEKITHHBIN GuiabTp ¢ pazmepom mop 10-16 Mxm
WIM CTEePWIbHYIO (WIBTPOBAIbHYI0 OyMary ¢ TOJJIOKEHHBIM KOMOYKOM  CTEPHJIBbHOM
JUTMHHOBOJIOKHUCTOW MEIUIMHCKOH BaTbl B CTEPWIbHBIA (PIaKOH HEUTPATBLHOTO CTEKJIa
BMeCTUMOCTBHIO 200 muI.

N3roToBieHHbI pacTBOpP MOJABEPraloT IMOJHOMY XHUMHUYECKOMY KOHTPOJIO JI0 U IOCIHe
crepunmn3anuu. (g 3Toro Bo GuiakoH U3 CTEKIOAPOTA OTIIMBAIOT 2-3 MJI pacTBOpA.

@DI1akOH YKYIOPHUBAIOT «I10J O0KATKY», CTEPHUIM3YIOT BMECTE ¢ OCHOBHBIM (urakoHoM. [Tocrme
CTepUJIN3alluU PacTBOp U3 (JIaKOHA HCIOIB3YIOT I MPOBEACHUS OJHOTO XMMHUYECKOTO aHaIM3a.)
Kpome TOroO, uiakoH C pacTBOpOM NPOCMATPUBAIOT HEBOOPYKEHHBIM TIJIa30M Ha OTCYTCTBHE
MEXaHUYECKUX BKIIOUEHHI Ha OeloM U uepHOM (DOHE, OCBEUICHHOM 3JIEKTPUYECKOM JIaMIIOUKON
MaTOBOI0 cTekia MouHocThio 40 Br. [IprueM, npoBepka Ha OTCYTCTBHE MEXAHUYECKUX BKIFOUEHUN
MIPOBOJIUTCA TAKXKE IBAXK/IBL: 10 U NOCIIE CTEPUIIM3ALUU.

VYkynopusatot u crepun3ytot npu 120 °C B Teuenue 8§ MuH.
Odopmmstor «PacTBop i1st HHBEKIHNY, «CTEPHUIIBHOY», «XPAaHUTh B MMPOXJIATHOM MECTE», «XPaHUTh
B HEJIOCTYITHOM JIJIsI JIET€ MECTe».
OneHKa KauecTBa U CPOKU XPaHEHUS B allTEKE OCYLIECTBISAETCA B COOTBETCTBUU C ITpuKka3oM M3 PO
Ne 7511 01 26.10 2015 .
AHanu3 nokyMeHTauuu. [IpaBuabHOCTE HaNMCaHUs MAacOPTa MUCbMEHHOTO KOHTPOJISL.
[IpaBwibHOCTE ymakoBku u odopmireHus. OpraHoyIenTHYCCKU KOHTPOJIb. OMPOCHBIA KOHTPOJIb.
OO0beM nexapcTBEHHOM GopMbl. Pexum crepunnzanuu.

Jlo oTmycka 60IpHOMY JIGKAPCTBEHHBIN MTpemapaT XpaHUTCS B 3aIMPAIONIEMCs IKady.
Cpok xpanenus 90 cyTok.

3ananue 91. CuTyanroHHas 3agada

B anrexy nmoctynui penent cleqyromero cocrapa:
Recipe:  Zinci sulfatis 0,05

Solutionis Acidi borici 2% 10 ml

M.D.S. Ilo 2 karum 4 pa3a B 1eHb B 00a riiasza

1. Cnenaiite HeOOXOUMbIE PACUEThl M OIMUIINTE TEXHOJOTHIO U3TOTOBJIEHMS JIEKAPCTBEHHOTO
mpenapara Mo IMPONHCH, BHIOPAB ONTHUMAaJbHBIM BapHaHT TEXHOJOTHMH C HCHOJIb30BAaHUEM
KOHLEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX BEILIECTB.

2. Odopmure 060pOTHYIO U JIMILIEBYIO CTOPOHY MAaclopTa MUCbMEHHOT0 KOHTpoJis. Onpenenure
nenecooOpasHble  BUJBl  BHYTPHANTEYHOro KOHTposss. Omnpenenutre TpeOoBaHHA K
odpopmienuro J1O.

3. YKaxXuTe CpOK U yCIOBUs XpaHEHUS U3rotosiieHHoU JID B anTeke.

Ilpasunvhuiti omeem:

Recipe:  Zinci sulfatis 0,05

Solutionis Acidi borici 2% 10 ml

M.D.S. Ilo 2 karm 4 pa3a B 1eHb B 00a ri1a3a

Ilacnopm nucomenno2o KOHMPOJisL O6opoTHas cTopoHa

JIuuesas cropona

Hata Ne penenra Kucnots 6opnoit (2x100)/10=0,2
Solutionis Acidi borici (1:25) 5 ml PactBopa 60pHO# kucnoTs (1:25)
Solutionis Zinci sulfatis (1:100) 5ml 0,2 x 25=5 mn

OO6muii 06vem 10 mi PactBopa niunka cynsgara (1:100)

[Ipurorosneno acentuuecku! 0,05x100=5 mn



[TpuroroBun (moamuck)
[TpoBepun (moamucek) OTIYCTHI

(moamuck)

B acenTuueckux ycIOBUSX OTMEPHBAIOT 5 MJ BOJbI OYMINEHHON NpeaBapUTEIbHO
npoctepunuzoBanHoi pu 120 °C, mobasnstor pactBop nuHka cyinbdara (1:100) Bo ¢uiakon ans
OTIyCKa, TyAa K€ OTMEpPHUBAIOT KOHIIEHTPUPOBAHHBIK pacTBOp OopHOW KkHuCHOTH (1:25),
YKYMOPUBAIOT (PJIAKOH C PACTBOPOM PE3HMHOBOW MPOOKOH C METAITMYECKUM  KOJIAYKOM,
IPOCMATPUBAIOT Ha OTCYTCTBHE MEXAaHUYECKHX BKIIOYEHUH, U OQOPMIISIIOT K OTILYCKY.
Odopmitenne: «l na3upie Kamm», «[IpuroroBieHo acenTuYecKm», «XpaHUTh B MPOXJIATHOM MECTE.
«XpaHUTh B HEAOCTYIHOM sl AeTteil mecre». OlieHKa KauyecTBa M CPOKM XPAaHEHHUS B allTeke
OCYILIECTBIISIETCS] B COOTBETCTBUHM € IpukazoM M3 P® Ne 7511 ot 26.10 2015 .

AHanu3 gokymeHTauuu. [IpaBuibHOCTh HAaNMCAHUS MACOPTa MUCbMEHHOTO KOHTPOJIS.
[IpaBunbHOCTH yakoBkH U oopmienus. OTKIOHEHUS B 00beMe
JeKapcTBeHHOU (hopmbl. OpraHoJenTHYECKU KOHTPOJIb. OMPOCHBIH
KoHTposib Cpok rogHocty 30 CyToK.

3ananue 92. CuTyallMoHHas 3a7a4a

B anTexy nmocTynwi peLent ciaeIyrouero cocrapa:

Recipe: Coffeini natrii benzoatis 0,65

Natrii salicylatis 1,2

Aquae purificatae 85 ml

M.D.S. no 1 necepTHoOl J0XKEe 3 pa3a JIeHb.

1. Cnenaiite HEOOXOUMbIE PACYEThl U ONUIIUTE TEXHOJIOTHIO U3TOTOBIIEHUS JIEKAPCTBEHHOTO
npenapara o MnpoIucH, BEIOpaB ONTUMANIbHBIA BApUAHT TEXHOJIOTHH.

2. Odopmute 000POTHYIO U IUIEBYIO CTOPOHY HACIIOpTa MUCbMEHHOTO KOHTpoust. Onpenenure
1esiecoo0pa3Hble BUJIbl BHYTPHANITEYHOr0 KOHTpoJs. Omnpenenute TpedoBanus Kk opopmieruro JID.
3. VYKaxkuTe CpoK U yCIOBUs XpaHEHUs U3rotosiieHHoM JID B anTeke.

Ipasunvnwviii omeem:

Recipe:  Coffeini natrii benzoatis 0,65
Natrii salicylatis 1,2

Aquae purificatae 85 ml

M.D.S. no 1 neceptHoii 10%Ke 3 pa3a JA€Hb.

HacnopT MHUCBbMCHHOT'O KOHTPOJIA

.HI/II_IeBa}I CTOPOHA

Hara Ne penenra

Aquae purificatae 72 ml

Natrii salicylatis 1,2

Sol. Coffeini natrii benzoatis 5% (1:20) 13 ml
OO6muit 00beM 85 M

O6opoTHas CTOpoHa

PacTtBopa koeuna natpus 6enzoara 5% (1:20) 0,65 « 20 =13 ma
KonnenTtpanus Hatpus canuuuiara B perente 1,2 - 85mn

x-100 Mmax =1,41%

[TpuroroBu (MOANUCH)

[IpoBepun (moamucs)

Otnyctun (TOAIUCH)

4.



5,1%>1,41%, KYO npu pacyere koaudecTBa BOJbl He UcIoyb3yercs Boasl ounmiennoit 85 - 13 =72
MUT

O6beM pacTtBopa paBeH 85 mul. Cmax npu pacTBopeHuH HaTpus canunuiara = 5,1%, C% B peuenre
> 1,41%, cnepoBatenbHo KYO npu U3roToBiIE€HUU pacTBOpa HATPUS CAIUIIMIIATA HE UCTIOJIB3YIOT.

B nannoM ciydae menecooOpa3Ho HCIONIb30BaTh KOHIEHTPUPOBAHHBIN pacTBOp KodenHa HaTpus
6enzoata 5% (1:20).

B noxacraBky oTMepuBaroT 72 MJI BOJIbI OUYMILIEHHOM, pacTBOPSIOT 1,2 T HATpUs caluIniIaTa.
QUIBTPYIOT PACTBOP HATPHS CATHULIMIATA YePe3 CKIaI4aThlii OyMakHbIH GUIBTP C MOUI0KEHHBIM
KOMOYKOM BaThl BO ()JIAKOH Ui OTIycKa. Bo (uiakoH 11 OTIycKa OpaHKeBOro CTEKJIa OTMEPUBAIOT
u3 OropetoyHoi yctaHoBku 13 mut 5% pacTBopa kodenHa HaTpusi OEH30aTa U MEPEMEIINBAIOT.

O opMIISIOT K OTITYCKY.

DakoH OpaHKEBOTO CTEKJIA C MUKCTYPOH YKYIOPUBAIOT INIOTHO IJIACTMACCOBOW MPOOKOH C
HAaBUHYMBAKOUIEHCS KPBILIKOM.

OdopmitsaoT 3TUKETKOI «BHYTpeHHEe», IPenyNpeAUTEIbHBIMUA HAIUCAME «XPaHHUTD B
MPOXJIATHOM, 3alUIIIEHHOM OT CBETa MECTe», «XPaHUTh B HEJOCTYITHOM I IETeH MecTe.
HaxneunBatotr HOMED penenTa.

Orenka KayecTBa U CPOKH XPAHEHHUS B alITEKE OCYILECTBIISIETCS B COOTBETCTBUH ¢ TiprukazoM M3 PO
Ne 7511 ot 26.10 2015 1.

AHanu3 gokymMeHTauuu. [IpaBuIbHOCT HANKMCAHUS TACTIOPTA MMCEMEHHOTO KOHTPOJIS.
[IpaBunbHOCTH YIakOBKH U 0popmiieHUs. OTKIOHEHUS B 00bEME JIEKApCTBEHHOU (DOPMBI.
OpranonentTudyeckuid KOHTPoJib. OnpocHblid KOHTPOJIb Cpok xpaHeHus 10 cyTok.

3amanue 93. CuTyalioHHas 3aa4a

B antexy nmoctynui penent ciaeayroero cocraBa:
Rp.: Streptocidi 0,12

Analgini 0,1

Magnesii oxydi 0,15

M.f.p.

D.t.d. N.6

S.: Tlo 1 mopomky 3 pa3a B AeHb

1. CI[eHafITC H€O6XOI[I/IMI)I€ PpacCyYCThbl U OITMIINUTE TEXHOJOTUIO U3TOTOBJICHUS JICKAPCTBECHHOT'O
npernapara 1o MnpoIucH, BEIOpaB ONTUMANIbHBIM BapUaHT TEXHOJIOTHH.

2. OdopmuTe 000POTHYIO U JINLIEBYIO CTOPOHY MACIOPTa MUCbMEHHOr0 KOHTpOoJs. Onpenenure
1esiecooOpa3Hble BUJIbI BHYTPHANITEYHOT0 KOHTposist. Onpenenure TpedoBanus k opopmieruro JID.
3. Vkaxure CPOK M YCIIOBHUA XPAHCHUA U3TOTOBJICHHBIX ITOPOIIKOB B AIITCKEC.

Ipasunvnwviii omeem:

Rp.: Streptocidi 0,12

Analgini 0,1

Magnesii oxydi 0,15

M.f.p. D.t.d. NNe6

S.: ITo 1 nopomky 3 pa3a B JI€Hb.
[IpoBepka 103 HAPKOTUUECKHX, STOBUTHIX, CHIILHOICHCTBYIOIIUX BEIIECTB U HOPM OJTHOPA30BOTO
OTIYyCKa.

Crpenronun:

B.p.n. 2,0 p.a. 0,12

B.c.n. 7,0 c.a.0,36 Jlo3bl HE 3aBBIIICHEI
AHanbruH:

B.pa.-1,0 B.c.n.-3,0
p-a. 0,1 c.n. 0,3



J103b1 HE 3aBBIIICHEI.

[TacopT NMCbMEHHOTO KOHTPOJIS.
JIuuesas cropona

Hara No penenra
Streptocidi 0,72

Spiritus aethylici 95% gtt.VI
Analgini 0,6

Magnesiioxydi 0,9

0,37 Ne 6

[TpuroroBu (MOaIUCH)
[IpoBepuin (moanuce)
Otnyctun  (TMOJITUCH)

O06opoTHast cTopoHa

Crpenronuna 0,12x6=0,72

CrnupTa 3TUIIOBOTO JIJIsl U3MEJIbUSHUS
CTpenTonuIa

Ha 1r -5 kanenb

Ha 0,72 - x kanenb; Xx=4 Karm
Amnansruna 0,1x6=0,6

Marnusg oxkcuaa 0,15x6=0,9
PasBecka: 0,12+0,1+0,15=0,37
Oo6mas macca: 0,72+0,6+0,9=2,22

B crynky Ne 4 (npu pacuete Ne cTynku Maccy MarHusi OKCH/ia yJIBauBaroT, KaK MOPOLIOK C MaJon
00BeMHOIT Maccoif) momemaioT 0,72 T cTpenTonuaa, U3MeIb4aloT B CTYIKE OKOJIO 3 MUHYT,
HECKOJIBKO pa3 CHUMasl KarcylaTOpKOU MOPOIIKOBYIO CMECh CO CTEHOK CTYIKH U IeCTHKa ¢ 4
KaIUISIMU CIMPTa (KaK TPYIHOIIOPOLIKYEMOE BELIECTBO). 3aTeM Ha py4HbIX Becax BP-1 orBemmBarot
aHasibruH 0,6 T, IOMEIIAIOT B CTYNKY, U3MEIbYAIOT U CMEIIMBAIOT J10 MOJIYYEHHS OJHOPOIHOTO
nopouika. B nmocnenHiow ouepeab J00aBIISAIOT JIETKONbUIALIEE BEIIECTBO MAarHUs OKCHJI, OCTOPOXKHO
CMEIINBAIOT ITOPOIIOK.

[TpoBepsOT OTHOPOAHOCTH MOPOLIKA M Pa3BEIINBAIOT ¢ MOMOIIBIO BecoB BP-1 1o 0,37 r Ha 6 no3.
[Topomiku ynakoBbIBarOT B BOILLEHBIE KAIICYJIbI - aHAIBIUH -TUTPOCKOMMYHOE BellecTBo. [lopommku
CKJIaJIBIBAIOT IO TPH, MOMELIAIOT B OyMa)KHbIH MaKeT.

Odopmastor aTukeTkamu «llopomkuy, «BHyTpenHee». [IpeaynpenurenbHble HaAMUCH: «XPaHUTh B
HEJOCTYITHOM JUIs ieTel Mecte» HakienBaroT HoMep penenrta.

OneHka KayecTBa U CPOKH XpaHEHUsI B allTEKE OCYIIECTBIISIETCA B COOTBETCTBUU C MpukazoM M3 PD
Ne 7511 o1 26.10 2015 1.

AHanu3 gfokymMeHTauuu. [IpaBuibHOCT HaNMCaHUs NaclopTa MUCbMEHHOTO KOHTPOJIS.
[TpaBUIBHOCTH yakoBKU U 0opmiieHus. JlomycTuMble OTKJIOHEHHS B MAacce OTJENBHBIX J103.
OpranonentTu4eckuii KOHTPOJIb. OnpocHbIil KOHTpob Cpok xpaHeHus 10 cyTok.

3ananue 94. CuTyalimoHHas 3aa4a

B antexy nmoctynui penent ciaeayolero cocraBa:

Rp.: Infusi herbae Leonuri 100 ml

Natrii bromidi 2,0

M.D.S. Ilo 1 cronoBoii n0kKe 3 pa3a B J€Hb.

1. CﬂeﬂaﬁTe HCO6XOI[I/IMBIC pacyYCThbl U OIMUIIUTE TCXHOJIOTUIO U3TOTOBJICHUS JICKAPCTBECHHOT'O
mpenapara 1o mporucH, BEIOpaB ONTUMAIbHBINA BapUaHT TEXHOJIOTHH

C UCITOJIb30BAHUCM KHUAKOTO 3KCTPAKTA-KOHIICHTPATA TPaBbl ITYCTBIPHUKA



2. OdopmuTe 000POTHYIO U JIMIIEBYIO CTOPOHY MACIOPTa MUCEMEHHOTO KOHTpoJis. Onpeaenure
riesiecooOpasHble BHJIbI BHYTPHANITEYHOT0 KOHTpoJIsl. Omnpenenute TpedoBanus k opopmienuto JID.
3. YKaxuTe CpoK U YCIOBUS XpaHEHUs1 U3roToBieHHOM JID B anTeke.

Ilpasunvrwiii omeem:

Rp.: Infusi herbae Leonuri 100 ml

Natrii bromidi 2,0

M.D.S. Ilo 1 cTonoBoii n0xke 3 pa3a B A€Hb.

[Tacniopt nucemennoro koutpoiis (I1I1K)
Jlunesas cropoHa O6opoTHas cTopoHa
Aquae purifcatae 70 ml 1. OOt 00bem 100m
Solutionis Natrii bromidi (1:5) 2. Macca tpassl mycteiparka 10,0
10 ml (T.K. HE YKa3aHO COOTHOIIICHUE
Extracti Leonuri standartsati fluidi
(1:2) 20 ml
OO6muit 06vem 100 M CBIPbSI I SKCTPAreHTa)
3. DKcTpakTa MyCTBIPHUKA
CTaHIapTU3UPOBAHHOTO KUIKOTO
[Ipurorosuin 1:2- 10,0 x 2=20mn
[IpoBepun 4, PactBopa natpus 6pomuaa 20%
Otnyctun (1:5) 2,0 x 5= 10mn
5. Boap! ounieHHoii:
100m1- (20+ 10)=70 mu

Bo ¢uakon s oTiycka opaH)XeBOTo CTeKiIa (HaTpHsi OpOMHEJ CBETOUYBCTBHTEIBHBII) OTMEPUBAIOT
70 M1 Bozbl ountiieHHO#, 10 mur pacTtBopa Hatpust 6pomuna (1:5), 20 M 3KCTpaKkTa-KOHIIEHTpaTa
yCThIPHUKA XKUAKOTO (1:2), XOpoIl10 nepeMeInBaroT.

@DI1aKOH OpaHKEBOr0 CTEKJIA YKYIOPUBAIOT IIJIOTHO IJIACTMACCOBOM MPOOKOW ¢ HAaBUHYMBAIOIIEHCS
KpbIkoil. HaknenBaroT HOMep penienta u STUKeTKU: «BHyTpenneey, «Ilepen ynorpedienuem
B30QJITBIBATHY, «XPAHUTH B MPOXJIATHOM, 3ALIUILEHHOM OT CBETA MECTE», «XPAHUThH B HEJJOCTYITHOM
JUIA JIeTEH MECTE.

Onenka kauecTBa U CPOKM XPpaHEHUS B allTEKE OCYLIECTBIISIETCA B COOTBETCTBUU C pukazoM M3 PD
Ne 7511 o1 26.10 2015 1.

AHanu3 nokymeHTauuy. [IpaBUiIbHOCT HaNMCcaHUs NacnopTa MMCbMEHHOTO KOHTPOJIA.
[IpaBunbHOCTH YakOBKH U opopMiieHHs. OTKIOHEHUS B 00beME JIEKapCTBEHHOU (DOPMBI.
OpranonentTu4eckuii KOHTPOib. ONPOCHBIN KOHTPOIb CpOK XpaHEHUs 2 CyTOK.

3amanue 95. CuTyalmoHHas 3a1a4a

B antexy nmoctynui penent ciaeayoIero cocraBa:
Rp.: Infusi rhizomatis cum radicibus Valerianae ex 3,0 - 100 ml

Kalii bromidi 3,0
M.D.S. Ilo 1 cTonoBoii n0xKke 3 pa3a B A€Hb.
1. Cnenaiite He0OX0IMMBIE pAaCUEThl U OMUIIUTE TEXHOJIOTUIO U3TOTOBJICHHUS JIEKAPCTBEHHOTO

npenapara 1o mporucH, BEIOpaB ONTUMAIIbHBINA BapUaHT TEXHOJIOTHU
C UCIIOJIb30BaHUEM KUIKOr0 IKCTPAKTA-KOHIIEHTPAaTa KOPHEBUIL] C KOPHSMU BaJICPUAHBI.

2. Odopmure 000pOTHYIO U JIMIEBYIO CTOPOHY IAacIopTa MUCbMEHHOI0 KOHTpoud. Onpexnenure
esiecooOpasHble BUJIbI BHYTPHANITEYHOT0 KOHTpoist. Onpenenure TpedoBanus k opopmieruio JID.
3. VYKaxxuTe CpoK M yCcIOBUs XpaHEHUs 3rotosiieHHoN JID B anTeke.

IIpasunvuoiit omeem:



Rp.: Infusi rhizomatis cum radicibus Valerianae ex 3,0 - 100 ml

Kalii bromidi 3,0

M.D.S. Ilo 1 cronoBoii j10xKe 3 pa3a B ICHb.

HacnopT MHUCBbMCHHOT'O KOHTPOJIA

JIuuesas cropona

[Hara Ne peuenra

Aquae purificatae 79 ml

Sol. Kalii bromidi (1:5) 15 ml

Extr.Valerianae standartisati fluidi (1:2) 6 ml

O6uwmit 066EM 100 M I[Tpurorosuin (moanucse) [posepun (moanuce) OTmycTrn (OAMKUCH)

O6opoTHas cTopoHa

DKCTpaKTa BaJlepHaHbl CTaHIAPTU3UPOBAHHOTO XXUIKOTO (1:2)
3,0 x 2 = 6 mx PacTBOpa xanus 6pomuna (1: 5)

3,0 x 5=15 mn Bogpl ounmennoi 100 - 15 - 6 =79 mn

JU1 M3roTOBICHUS MUKCTYPbI UCIIOJIB3YIOT SKCTPAKT - KOHLEHTPAT BajepuaHbl xKuakui (1:2),
KOTOPBIi OEpyT B IBOMHOM KOJIMYECTBE K KOJMUECTBY KOPHEH ¢ KOpHEBUIAMH Bajiepuansl. [Ipu
M3TrOTOBJICHUH HACTOEB U3 DKCTPAKTOB -KOHLIEHTPATOB MOKHO MCIIOJIb30BaTh KOHLICHTPUPOBAaHHbBIE
pacTBOPBI COJIEH.

Bo ¢uakon i oTIycka OpaH)XXe€BOT0 CTEKJIa OTMEPHUBAIOT 79 MII BOJIbI OUHUILIEHHOH, Ky/a
N00aBISIOT 15 MIT KOHIEHTPUPOBAHHOTO PacTBOpa Kainus Opomua, 6 M1 SKCTPaKTa-KOHIICHTpaTa
Basiepranbl xkuakoro (1:2). Beé TmaTensHo B30aNThIBaIOT U OQOPMIISIFOT K OTITYCKY.

dakoH yKYIMOPUBAIOT IIACTMACCOBOM MPOOKOI ¢ HABUHYMBAIOIIEHCS Kpbiikoid. Ha diaakon
HaksenBaroT Ne perenta. OQopMIIsIoT 3TUKeTKON «BHyTpeHHee», « XpaHUTh B IPOXJIaTHOM MECTEN,
«[lepen ynorpebieHnem B30aNTHIBaTh», «XpaHUTh B HEJOCTYITHOM JUTS IeTei MecTe». HakinenBarot
HOMEp peLenTa.

Onenka KkayecTBa U CpOKH XpaHEHHS B allTEKE OCYLIECTBIISIETCS B COOTBETCTBUU C NpukazoM M3 PD
Ne 7511 o1 26.10 2015 1.

AHanu3 gokymeHTauuu. [IpaBuibHOCT HaNMCaHUS NaclopTa MMCbMEHHOTO KOHTPOJIS.
[TpaBunbHOCTH yrakoBKU U ohopmiieHusi. OTKIOHEHHs B 00beMe JIeKapCTBEHHOM (POpMBI.
OpranonenTH4eckuit KOHTPOIb. ONPOCHBIN KOHTPOIb CPOK XpaHEHUs 2 CyTOK.

3amanne 96. CuTyarioHHast 3aa4a

B anteky nmocTynui penent cleayoero cocrapa:

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 nopomiky 3 pasa B 1eHb

1. Cnenaiite He0OX0IMMBIE pacUeThl U OMUIINTE TEXHOJIOTUIO U3TOTOBJIECHHUS JIEKAPCTBEHHOTO
npernapara 1o MnpoIucH, BEIOpaB ONTUMANIbHBIA BApUAHT TEXHOJIOTHH.

2. OdopmuTe 000POTHYIO U JINLIEBYIO CTOPOHY MAacloOpTa MUCbMEHHOT0 KOHTpoJs. Onpeaenure
resiecooOpasHble BUJIbI BHYTPHANITEYHOT0 KOHTposi. Onpenenure TpedoBanus k opopmieruio JID.
3. VYKaxxuTe CpoK M yCcIOBUs XpaHEHUs n3rotosiieHHoN JID B anTeke.

IIpasunvroiti 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 mopomky 3 pa3a B 1€Hb.

IIpoBepka no3
Kodenna-6enzoara Harpus
BPJ1 0,5 PJ1 0,1

BCI 1,5 Cd 0,1x3=0,3
J103b1 HE 3aBBIIIECHbI

[TacmopT NMCEMEHHOIO KOHTPOJIA
JIuuesas cropona

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

(TTTIK)

O6opoTHas cTopoHa

Kodeunna narpus 6enzoara 0,1 x 6 =0,6
Hatpus terpabopara 0,22 x 6 = 1,32
Kanpms riroxonar 0,15 x 6 =0,9
Crmpta 3trnoBoro 95 % -6 xamnenb
PasBecka 0,1+0,22+0,15=0,47 Ne 6
Macca oGmas 2.82

[TpuroroBun

[IpoBepui

Otnyctun

B ctynky Ne 3 Ha pyunsix Becax BP-1 orBemmBarot 1,32 r HaTpus Terpabopara u 6 Kamneip cnupTa
STUJIOBOTO U3METHYAIOT (KaK TPYAHOIIOPOIIKYEMOe BEIIECTBO), 3aTeM 100aBisitoT 0,6 T kodernHa
HaTpUs

oenzoata (cootHomenue 1:20 He npeBbiieHo) U 0,9 T KaJbIKs TIIOKOHATA U CMEIIIMBAIOT.
Otuketku: «BHyTpeHHee», «XpaHUTh B IPOXJIAAHOM, 3AIIHUIIEHHOM OT CBETa MECTE», «XPaHUTh B
HEJOCTYITHOM JUJIS IETEN MECTe».

Jlo otnycka 601bHOMY JIEKapCTBEHHBIN IpenapaT XpaHUTCs B 3aluparoneMcs mkady.

OrneHka KayecTBa U CPOKH XpaHEHHS B allTEKe OCYLIECTBIISIETCS B COOTBETCTBUU C NpukazoM M3 PD
Ne 7511 o1 26.10 2015 1.

AHanu3 gokymMeHTauuu. [IpaBiuiIbHOCTh HaNKMCaHUs NacopTa MUCbMEHHOTO KOHTPOJIS.
[TpaBUIBHOCTH yakoBKU U 0opmiieHus. JlomycTuMble OTKJIOHEHHS B MAacce OTJENBHBIX J103.
OpranonenTH4eckuii KOHTPOIb. ONpocHbIN KOHTPOIL Cpok xpanenus 10 cyTok.

3aganue 97. CuryauMOHHAs 3a/1a4a
B antexy mocTynui penent caeayooIero cCocraBa:

Rp.: Sol. Pilocarpini hydrochloride 2 % - 10 ml
D.S. Ilo 2 kannu B o0a ria3a 4 pa3a B I€Hb.

1. Crenaiite He0OX0AMMBIE pacUeThl M OMUILIUTE TEXHOJIOTUYECKUN POIIECC U3TOTOBICHHUS
[JIa3HBIX Karellb MO MPOIKCH pellenTa.
2. OdopmuTte 060pOTHYIO U JIUIEBYIO CTOPOHY HAacropTa MUCbMEHHOTo KoHTpoud. Onpenenure

1enecoo0pa3Hble BUbl BHYTpUANTEYHOTr0 KOHTpoua. Onpenenure TpeboBanus Kk opopmieHuto JID.



3. VYKaxuTe CpoK U YCIOBUS XpaHEHUs U3roToBIeHHOM JID B anTeke.

Ilpasunvrwiii omeem:
Rp.: Sol. Pilocarpini hydrochloridi 2 % 10 ml
D.S. Ilo 2 karum B 00a ria3a 4 pas3a B JACHb.
[TaciopT NMCEMEHHOTO KOHTPOJISA.
JIluuesas cropona
Brigan:
Pilocarpini hydrochloridi 0,2 r
(1Ba meuurpamma)
Jara IMonamuce
[Homyuwnn:
Pilocarpini hydrochloridi 0,2 T
(1Ba neuurpamma)
Hara Iloamuck

Hara No penenra

Aquae purificatae 10,0
Pilocarpini hydrochloridi 0,2
Natrii chloridi 0,046

V=10 ml
[IpocrepunuzoBano!
[TpuroroBu (MOIIUCH)
[IpoBepuin (moamnuce)
Otnycrtun (moanuck) OGOPOTHAS CTOPOHA
[TunokapnuHa rugpoxopuaa
2-100

x —10

Harpus xnopuna:
SKBUBAJICHT IIUJIOKapIXHA THAPOXIOPUIA 10 HATPUSA XJIIOPULY

022 r NaCl - 10 r MUAJIOKApIUHA THIPOXJIOpUIA
X r NaCl — 0,2 r MUJIOKapIUHa THIPOXJIOpUIA
X=0,22x0,2

Macca natpus xsaopuaa 0,09 — 0,044= 0,046 r

C% cyxwux BemiecTB B perente 2,7% KYO He ucnonb3yorT.

Bogp! ounmennoit 10 mn

B acenTuueckux ycinoBHsX B 5 MII BOJIbI OUMILIEHHOU pacTBopstoT 0,1T nmuiokapnuHa rupoxaopuia.
(ITmnokapnuua ruapoxaopus B konuyectse 0,2 OTBEIMBAET MPOBU30P-TEXHOJIOT B IPUCYTCTBUU
accucrenrta. O0 stom aenaercs ormerka B I1IIK u Ha 06opoTHOI cTOpOHE perenTa.) 3aTem
oteemmBaroT 0,05 T HaTpuUs XIopuaa U pacTBOPsIOT. PacTBop pUIBTPyIOT BO (pr1akoH Ui OTIYCKa
yepe3 CTePUIbHBIN QUIBTP, TPOMBITHIN BOJI0M OUMILIEHHONW. DUIBTP MPOMBIBAIOT 5 MJT BOJIbI
OYMILEHHOH C LIETbI0 COXPAHEHHs KOHIIEHTpAllUU 1 00beMa pacTBopa.

PacTBOp npoBepsIIOT HAa OTCYTCTBHE MEXaHUYECKUX BKIIIOUEHHUH, YKYTIOPUBAIOT «I10]1 OOKAaTKy» U
crepwn3yroT npu 120 °C — 8 MUHYT.

®nakoH 0QOPMIISIOT 3TUKETKON C CUTHAJILHOM MOJIOCOM pO30BOI0 IBETA IS TIIa3HBIX Kareib, Ha
KOTOPOH YKa3bIBAIOT HOMeEpa anTteku, perenta, @O 601bpHOTO, CTOCO0 TPUMEHEHHS.
JlexapcTBeHHYIO (JOpPMY OIEYATHIBAIOT CYpPryyHOU NeuaThio, BHIUCHIBAIOT CUTHATYpY. HaknenBatoT
penynpeaUTeNbHbIE STUKETKN: «XpaHEHHUE B 3aIUILEHHOM OT CBETa MECTE,

«CrepunpHOY», «OOpanaTbes ¢ OCTOPOXKHOCTHIO», «XPAaHUTh B HEJOCTYITHOM IS JIeTel MecTe
OneHka KayecTBa U CPOKH XpaHEHHS B allTeKe OCYLIECTBIISIETCS B COOTBETCTBUU C MpukazoMm M3 PD
Ne 7511 o1 26.10 2015 1.



Ananu3 nokyMeHTauuu: Penent BeIucaH npaBuiibHO. THrpeAMEHTHl COBMECTUMBI. PacueTsl
CeNaHbI IPABWIIBHO, MACTIOPT MUCHMEHHOTO KOHTPOJISI BBIMTKMCAH, BepHO. OTKIIOHEHHE B 00BeMe
JeKapcTBeHHOU ¢opMbl. OTKIIOHEHHE B JO3UPOBKE JIEKApPCTBEHHOTO BellecTBa. [IpaBuibHOCTD
YIaKOBKU U 0(hOpMIICHUSI.

DUKCUPYIOT MPAaBUILHOCTH cTepuiinzanun. Cpok xpaHenus — 30 cyTok

3aganue 98. CuryauroHHas 3aj1a4a

B anTexy mocTynui penent Cleayromero cocTana:
Rp: Sol. Zinci sulfatis 0,5 % 10 ml
Acidi borici 0,2
D.S. Ilo 2 xamuu B 00a rna3a 4 pa3a B €Hb.
1. CnenaiiTe HEOOXOJMMBIE PACUETHI U OMHUIINTE TEXHOJIOTHYECKHI TPOLIECC U3TOTOBICHHUS
TJIa3HBIX KallCJib 11O IMPOIKUCH PCICIITA, Bbl6paB ONTHUMAaJIbHBIN BapHUaHT TCXHOJIOTUU C
UCTIOJIb30BaHNEM KOHIICHTPUPOBAHHBIX PACTBOPOB JICKAPCTBEHHBIX BEIIECTB.

2. Odopmute 060pOTHYIO U JIHUIIEBYIO CTOPOHY MACIIOpTa MUCbMEHHOT0 KOHTpoud. Onpenenure
1esiecooOpa3Hble BUJIbl BHYTPHANITEYHOT0 KOHTpoJsl. Omnpenenute TpedoBanus kK odopmiienuto JID.
3. VYKaxkuTe CpoK U yCIOBUs XpaHEHUs N3rotosiieHHOM JID B anTeke.

Ilpasunvhoiii omeem:
Rp: Sol. Zinci sulfatis 0,5% 10 ml
Acidi borici 0,2
D.S. o 2 xamum B o0a riasa 4 pa3a B IcHb
[TacriopT MUCbMEHHOTO KOHTPOJIS
JlunieBasi cropona
O6opoTHas CTOpoHa

Ne peuenra Jara

Aquae purificatae 2,5 ml

Sol. Ac. borici 4% 5 ml

Sol. Zinci sulfatis 2% 2,5 ml Sterilis

V=10 ml

IIpurorosun

[Iposepui

Otnyctun

[unka cynsdara 0,05

Hatpus xnopuna (O nuska cynsgara = 0,12)

1,0 Llunka cynbdara — 0,12 Hatpus xnopuaa 0,05 Lunka cynsdparta — X HaTpus Xjopuaa
x=0,006

Bopnoit kucnotsl 0,2

Hatpus xnopuna (9 6opHoii kucnotsl = 0,53)

1,0 Bopnoii kucnots! — 0,53 Hatpus xnopunaa 0,2 bopHoii kucaoTs — X HaTpUs XJIOpUaa
x=0,106

Ha uzotonupoBanue 10 mu Bogsl HeoOxoaumo 0,09 HaTpust xinopuaa
0,006+0,106=0,112

0,112 >0,09 => karu runeproHnuYecKre PacueT KOHIIEHTPUPOBAHHBIX pacTBOpoB: PacTtBopa 2%
IIWHKa cyibdara 2,5 M

2,0 - 100 M

0,05 -x x=2,5

PactBopa 4% xucnotsl 6opHoit Smia 4,0 — 100 mn

0,2 —xx =5 M1



B acenTtuueckux ycioBHsIX B CTEPUIILHBIN OTITYCKHON (hJTAKOH OTMEPHUBAIOT 2,5 MJI BOJIBI
ounileHHOH, ctepunu3ytoT npu 120°C 8 muH. [locie crepunuzanuu U OXJIaKIEHUS B OTITYCKHOM
¢akon ormepuBaroT 5 mi 4% CTEpPHIIBHOTO.

KonnenrpupoBanHoro pactsopa 00pHON KUCIOTHI 1 2,5 M1 2% CTEpHIBHOTO KOHIIEHTPUPOBAHHOTO
pacTBopa LIMHKa cynbdara.

@J1aKOH yKYIIOPUBAIOT 110/ OOKaTKY.

OdopMIstoT OCHOBHOI 3TUKETKOM: «I J1a3HbIe KAy, MpeaynpeauTeIbHbIMU HAITUCIMU:
«IIpUroTOBIIEHO «aCeNTHUYECKU», «XPaHUTh B MPOXJIAJHOM U 3aIUILIEHHOM OT CBETa MECTEY,
«XpaHUTh B HEIOCTYITHOM JUIsI IETEil MecTe», OT/IEIbHBIM PELeNTYpPHBIM HOMEpoM. Ha sTukerke
ykazbiBatoT Ne antexu, @O 601pHOTO, CIOCOO MPUMEHEHUS, AaTy U3TOTOBJICHHUS.

OneHka KayecTBa U CPOKM XPAHEHUS B alITEKE OCYILECTBIIAETCS B COOTBETCTBUHM C NpukazoM M3 PO
Ne 7511 ot 26.10.2015 1.

AHanu3 gokymeHTanuu: Penent Beinucan npaBuwibHO. HIpequeHTs cOBMEeCTUMBL. PacdeTsl
C/IeJIaHbl TPABUIIBHO, MACTIOPT MUCHMEHHOTO KOHTPOJIS BhINIKMCaH, BepHO. OTKIOHEHHE B 00BEME
JeKapcTBeHHOU ¢opMbl. OTKIIOHEHHE B JO3UPOBKE JIEKApPCTBEHHOTO BellecTBa. [IpaBuibHOCTD
YIIaKOBKU U 0(hOpMIICHUSI.

OUKCUPYIOT IPABUIBHOCTH cTepriin3anuu. Cpok XpaHeHUs —2 CYTOK

3amanue 99. CuTyarmoHHas 3aa4a

B antexy nmoctynui penent ciaeayoero CocTasa:
Rp.: Acidi salicylici 0,1

Vaselini 10,0

M.D.S. Hanocuts Ha KOXy.
1. Crenaiite He0OOXOAMMBIE PACUEThl M ONMUIINUTE U3TOTOBJICHHUE JIEKAPCTBEHHOIO Mperapara mo
MPOIKUCH, BBIOPAB ONTUMAIbHBIN BAPUAHT TEXHOJIOTHH.
2. OdopmuTte 000POTHYIO U IMIEBYIO CTOPOHY HACIOpTa MUCbMEHHOTO KOHTpoust. Onpenenure
1enecoo0pasHbie BUIbl BHYTPUANITEYHOT0 KOHTpouia. Onpenenure TpedoBanus Kk odopmieHuto JID.
3. VYKaxuTe CpoOK U YCIOBUS XpaHEHUSI U3roTOBICHHOM JID B anrek

Ilpasunvrwviii omeem:
Recipe: Acidi salicylici 0,1
Vaselini 10,0

M.D.S. HaHOCUTB Ha KOXY.

[TacopT MUCHBMEHHOTO KOHTPOJIIS
JluuieBast cropona  OGOpoOTHAsI CTOPOHA
Hara Ne perienita Acidi salicylici 0,1 Vaselini 10,0
Oo6mas macca 20,0

[Ipurorosun (moanucs) [Iposepui (moanuce) OTiycTu (MOAMKUCH) 1. Konuenrpanus
TBepaoi ¢asel 0,1 — 10,0
x —100,0 x=1%

5% > 1%, HeoOX0IMMO U3MENbYaTh B IPUCYTCTBUH BCIIOMOTATENIbHON KHJIKOCTH, POJICTBEHHOM K
OCHOBE
2. Macna BazenunoBoro 0,1 : 2 =0,05 (3 xar.)
3. Macca mazu 10,0+0,1=10,1

Coneprxanue TBepoH (a3bl (KUCIOTHI canuuuioBoit) — 1%.
[TponrcaHHOE KOJIMYECTBO CAUITMIIOBON KUCIIOTHI HE 00eCTIeYrBaeT paCTBOPHUMOCTh B OCHOBE. Ee
HE00X0/IMMO BBECTH 110 TUIY CycleH3uH. B cTynky nmomemiarot 0,1 caauuuiaoBoil KUCIOTHI U
THIATEIFHO PACTHPAIOT ¢ 3 KaruIsiMu BazenrHoBoro macia (0,05 mo Macce), Tak Kak MpONHCaHHAs



OCHOBa YIJIEBOJIOPOJTHOTO XapakTepa (PoJACTBeHHA Ba3enuHy). K u3menpueHHOMY TakKuM 00pa3om
npenapaTy 4acTsIMH J00aBIIAIOT Ba3eIMH U TOMOT€HU3UPYIOT 1O OJTHOPOTHOCTH.

Ma3p nomemaroT B CTEKISTHHYIO0 0aHKY ¢ HABUHYMBAIOLICHCS KPBIIIKON € TTOIJI0KEHHBIM IOJ1 Hee
KYCOYKOM CTE€pPHJIbHOW IlepraMeHTHOl Oymaru. HakienBarotT HoMep peuenTa.

Odopmstor sTukeTKoM «HapykHoe» ¢ ykazanueM Homepa anteku, ©.1.0. 6onpHOTO, criocoda
IPUMEHEHHUS, AaThl U3TOTOBJIEHUS, LIEHbI; IPEAYIPEAUTEIbHBIMU HAAIUCAMU: «XPAaHUTh B
MPOXJIATHOM, 3alIUIIEHHOM OT CBETa MECTe», «XpaHUTh B HEIOCTYITHOM JUIsl IeTeil mecTey». OLeHka
KauyecTBa U CPOKU XPaHEHUS B allTEKE OCYILIECTBIISIETCA B COOTBETCTBUU IIpukazoM M3 PO Ne 7511
o1 26.10 2015 1.

AHanu3 nfokymeHTauuu: Penent Beinycan npaBuwibHO. IHrpequeHTsl coBMeCTUMBI. PacueTsl
cZieNlaHbl MIPABWIIbHO, MACTIOPT MUCHMEHHOTO KOHTPOJIS BBIIKMCAH, BepHO. OTKIIOHEHHE B Macce
aexapcTBeHHOH (popmbl. [IpaBUIBHOCTH yIIaKOBKU U 0(h)OpMIICHUSI.

Cpok xpanenusa — 10 cyTok.

3apanue 100. CuryannonHas 3aaada

B antexy nmoctynui penent ciaeayoIero cocraBa:
Rp.: Ung. Acidi borici 5 % 10,0
D.S. Btupatp B nopaxxeHHbIE YHaCTKH KOXKHU.

1. Cpnenaiite HeOOXOIMMBIC PACUETHI U ONUIITUTE U3TOTOBIICHUE JIEKAPCTBEHHOTO Mpemnapara 1o
IPOIKMCH, BBIOPAB ONTUMAJIbHBIA BApUAHT TEXHOJIOTHH.

2. Odopmure 000pOTHYIO U JIMLEBYIO CTOPOHY MACIIOPTa MUCBMEHHOTO KOHTpOJs. Onpenenute
1esiecooOpa3Hble BUJIbl BHYTPHANITEYHOT0 KOHTpoJIs. OmnpenennTte TpeOoBaHUs K
odpopmiienuro JIO.

3. VYKaxuTe CpOK U YCIOBHS XpaHEHHs U3roToBIeHHOH JID B anTeke.

IIpasunvhwiii omeem:
Recipe: Ung. Acidi borici 5 % 10,0
D.S. Brupatb B opax€HHbIE Y4aCTKH KOXKHU.

[TacopT MUCHbMEHHOTO KOHTPOJIS

JlunieBast cropona  OGOpOTHAsI CTOpOHA
Hara Ne penienita Acidi borici 0,5 Vaselini 9,5
Oo6mzas macca 10,0

[Ipurorosun (moamnucs) [Iposepuit (moanucs)
Otnyctun (MOANHUCH)

1.Kucnotst 60ophoii B 5,0 — 100,0

X -10,0 x=0,5

2.Bazemnua — 10,0 -0,5=9,5

Brimncana mMaspb cycnieH3ust Ha ruipooOHoi ocHoBe. Coneprkanue TBEpoi (a3bl (KUCIOTHI
6opHoii) — 5%. Ee HeoOxoaumo BBeCcTH O TUIY cycnieH3uu. B GpapdopoBoii BeimapuTenbHoi yaiike
Ha BOJsIHOM OaHe pacriasisitoT 0,25 BazenuHa npu remnepatype He Bbiie 40-50 °C, nm xe
UCIOJIB3YIOT MPUEM UCIIOJIb30BaHuUs TEIUION CTYNKH, YTO ABJIsETCS Oosee paloHalbHbIM. B Temnyro
cTynky nomeniarot 0,5 KUCIoThl GOPHOM M TIIATENBHO pacTupatoT BHauvane ¢ 0,25 r azenunHa. K
M3METBbYEHHOMY TaKUM 00pa3oM Mpernapary 4acTsMU J00aBISIIOT OCTaBIIMICS Ba3elIuH U
NEePEeMEIIUBAIOT 10 OTCYTCTBUS BUAUMBIX YACTHUIl KUCIOTHI OOpHON. [ OMOT€HU3UPYIOT 710 OTHOM
OJTHOPOJHOCTH.

Ma3p NOMeImaioT B CTEKITHHYIO 0aHKY ¢ HAaBUHUMBAIOIIEHCS KPBIILIKOM ¢ MOJUI0KEHHBIM MO/ Hee
KYCOUYKOM CTEpHJIbHON IepraMeHTHoN Oymaru. HakneuBarot Homep perenTa.



Odopmmstor sTukeTkoit «HapykHoe» ¢ ykazanuem Homepa anteku, ©.1.0. 6onpHOTO, criocoda
IPUMEHEHHUS, AaThl U3TOTOBIIEHUS, LIEHBI; IPEAYIPEAUTEIbHBIMU HAATUCAMU: «XPAaHUTh B
IPOXJIaTHOM, 3aAIIUIIEHHOM OT CBETa MeCTe», «XPaHUTh B HEJOCTYITHOM JUIsl IETEN MecTe.

OneHka KauecTBa U CPOKM XpaHEHHS B allTEKE OCYLIECTBIIETCS B COOTBETCTBUU C NpukazoM M3 PD
Ne 7511 ot 26.10 2015 1.

AHanu3 gokymeHTauuu: Penent Beinucan npaBuibHO. HIpequeHTs coBMeCTUMBL. PacueTsl
CJI€JIaHbl IPABUIILHO, MACIIOPT MMCbMEHHOT'O KOHTPOJIS BbINKCaH, BepHO. OTKIOHEHHE B Macce
nexapcTBeHHOH (popmbl. [IpaBUIBHOCTH yIIaKOBKU U 0(h)OPMIICHUSI.

Cpoxk xpanenusa — 10 cyTok.

IIK-5:
3adanusn 3aKpeimozo muna:
3amanue 1. UuacTpykuus: Beibepure oguH NpaBUIbHBIA OTBET.

[Tpu odopmieHnH Ma3u, U3TOTOBICHHON MO PELIENTY:
Amnecre3una 0,5

Hosoxaunna 0,5

Jlanonuna 2,0

Bazenuna 10,0

CrnenyeT 0hOpMHUTH STUKETKY C CHTHAIILHOM ITOJIOCOM IIBETA!
1) opanxeBoro

2) po3oBoro

3) cuHero

4) 3e1€eHor0

IIpasunvnwviti omeem: 1. OpaHKE€BOTO

3ananue 2. Unctpykius: Beibepute oMH MpaBUIIbHBIN OTBET

[Tpu odopmiiennn Ma3u, U3rOTOBJIEHHOM 1O PEIENTy
Amnecresnna 0,5

Hosoxauna 0,5

Jlanonnua 2,0

Basenmunua 10,0

CpoOK TOAHOCTH Ma3H COCTABUT:

1) 2 cyrok

2) 30 cyrok

3) 10 cyTok

4) 3 cyTok

IIpasunvrviti omeem: 3. 10 cyTok

3amanwne 3. UuacTpykus: Beibepure oauH NpaBUIbHBIA OTBET

KoHLleHTprupOBaHHBIE paCTBOPBI U3TOTABINBAKOTCS:

1) B acenTHUECKUX YCIOBHSAX HA BOJIE OUUIICHHOM

2) B acCeNTHYECKUX YCIOBUSIX HA BOJEC JIUISl MHBEKIHIA

3) B acCeNTHYECKHUX YCIOBHUSAX Ha BOJIE BOJIOIIPOBOIHOM

4) B moMeIIeHHsIX 00IIero Ha3HAUCHHS Ha BOJIC JJISl HHBEKIU

IIpasunvuoiii omeem: 1. B aCENTUYECKUX YCIOBUAX HA BOJIE OUMIIEHHON



3ananue 4. Unctpykuus: Beibepute 01uH NpaBUIIbHBINA OTBET

[Tpu U3roTOBIIEHUU MUKCTYP B IIEPBYIO OYEPE/Ih K BOAE OUUIICHHOWBBOASAT
1) Tputyparuu

2) HacCTOMKH

3) KOHIIEHTPUPOBAHHBIE PACTBOPHI

4) BelecTBa, HAXOIAIINECS Ha TPEIMETHO-KOJIMYECTBEHHOM yUeTe

Hpa@uﬂbelﬁ omeem. 4. BCIIECTBA, HAXOAAIINEC HAa ITPEAMETHO-KOJIMYCCTBCHHOM YUCTC

3ananue 5. UncTpykuus: BeiGepuTe 01uH NpaBUIIbHBIA OTBET

Kakoe koxuuectBO ChIpbs HCO6XOI[I/IMO B34ATh IJId IOJYUYCHUA 200 MJIHACTOA JINCTHEB KpaHI/IBBI?
1) 40,0

2) 20,0r
3) 05r
4) 100t

Ilpasunvnwviii omsem: 2. 20,0 v
3ananue 6. Unctpykuus: BeiOepute oMH paBUIIbHBIN OTBET

K cynno3utopHeIM 0CHOBaM HPEIbSBISAIOTCS clenyromue TpeOoBaHus
1) AOMKHBI OBITH TOCTaTOUYHO TBEPABIMU IIPU XpPaHEHUHU

2) IOJDKHBI IPOSIBIIATH TepareBTHUCCKUH AP DHEeKT

3) MOKHBI UMETh TeMIepartypy miaBieHus 36,6°C

4) He TOJKHBI B3aMMO/IEHCTBOBATH C JIEKAPCTBEHHBIMH BELIECTBAMU

Hpaeuﬂbelii omeem: 4. He JOJI?KHBI BBaHMOﬂeﬁCTBOBaTB C JICKAPpCTBCHHBIMU BCIICCTBAMU

3ananue 7. Unctpykuus: Beibepute oauH NpaBUIbHBINA OTBET

VYkaxure 0COOEHHOCTH BHYTPHANITEYHOTO KOHTPOJISI KA4eCTBA JIETCKUX JEKapCTBEHHBIX (hOpM
(Bo3pacrt 10 1 rona)

1) 100 % xuMudeckuii aHaTu3

2) 50 % opraHoyieNTHYECKUI KOHTPOJIb JIEKAPCTBEHHBIX (DOPM JIs1 BHYTPEHHETO MPUMEHEHHUS

3) BIOOPOUHBII XUMUYECKUI aHATTN3

4) TONBKO Ka4eCTBEHHBIN aHAIIN3

Ipasunvnviti omeem: 1. 100 % xumudeckuii aHAITN3
3ananue 8. UncTpykus: BeiOepute oMH paBUIIbHBIN OTBET
K Msrkum nekapcTBeHHbIM (popMaM HE OTHOCSTCS

1) [Tnacteipu

2) [Mactunku

3) [Tacter

4) XKeBarenbHble pE3UHKU

IIpasunvnoii omeem: 2. Ilactunku

3ananue 9. UncTpykuus: BeibepuTe oMH NpaBUIIbHBINA OTBET



[To Tuny cycrnieH3un B Ma3eByI0 OCHOBY BBOJIST
1) Cepebpa HUTpAT

2) HoBokaun

3) BucmyTta HUTpaT OCHOBHOM

4) IndeHruapaMuaa THAPOXITOPH]T

Ilpasunvhuiti omeem: 3. BucMyTta HUTpAaT OCHOBHOM

3amanue 10. UaCcTpyKUIMs: Beibepure oauH NpaBHIIbHBIA OTBET

[Tpu uzrotoBnenuu 500 mi pacTBopa-KOHIIEHTpaTa Maruus cynbdara 25% B MepHOU Koi10e, B
NEPBYIO O4epeib B KOJIOY

1) OTBEIIMBAIOT MarHus CyabhaT

2) OTMEPHUBAIOT BOIY

3) ormepuBaioT 1/2 4acTh BOJIBI

4) ormepuBatot 1/10 yacth BOBI

Ipasunvusiti omeem: 1. OTBEIINBAIOT MarHUs CyabhaT

3ananue 11. UncTpykuus: Beibeprure oiuH NpaBUIbHBIA OTBET
N3roToBneHHbI KOHIIEHTPUPOBAHHBIN pacTBOpa Kanus OpoMujia MoABEpraroT aHAIU3Y:

1) opraHoJIeNTHYECCKOMY

2) TOJIBKO KaYEeCTBEHHOMY KOJUYECTBEHHOMY

3) MOJIHOMY XUMHUYECKOMY

4) MJIOTHOCTH PacTBOpa

Ipasunvnoviti omeem: 3. IOTHOMY XUMUYECKOMY

3ananue 12. Unctpykuus: Beibepure oJuH nMpaBUIbHBINA OTBET
CpoOK roAHOCTH KOHLIEHTPUPOBAHHBIX PACTBOPOB, PEKOMEHIYEMBIX /ISl OTMEPUBAHMS U3

OIOpETOYHOM YCTaHOBKH, pETrJIaMEHTHPYET

1) npuka3 Ne308 M3 PD

2) npuka3 Ne7511 M3 PO

3) npuka3 Nel83 M3 PO

4) lN'ocynapcreennast ®apmaxonest PO X1V uznanus

Ilpasunvhoiti omeem: 2. npukas Ne7511 M3 PO

3ananue 13. UncTpykuus: Beibeprre oiuH NpaBUIbHBIA OTBET

KoHueHTparus pacTBOpPOB - KOHIIEHTPATOB, PEKOMEHIYEMBbIX JJIsi OTMEPHUBAHUS U3 OIOPETOUHOM
YCTaHOBKHU, PETIAMEHTHUPYET

1) npuxa3 Ne7511 M3 PO

2) mpuxa3 Ne308 M3 PD

3) mpuka3 Nel83 M3 PO

4) lN'ocynapcreennast ®apmaxonest PO X1V uznanus

IIpasunvuoiti omeem: 1. npukaz Ne7511 M3 PO
3amanne 14. Uactpykuus: Beibeprre ouH MpaBHIIbHBIA OTBET

KoHueHTprpoBaHHBIE PACTBOPHI HE PEKOMEH/IYETCS M3TOTaBIMBaTh U3BELICCTB!
1) rUrpPOCKOMMYHBIX



2) BBIBETPUBAIOIIMXCS
3) COACPpKANX 3HAYUTCIIbHOC KOJIUYCCTBO KpI/ICTaJ'IJ'II/I?)aHI/IOHHOﬁ BOJbI
4) moyTeKaIKMX MPEAMETHO-KOINYECTBCHHOMY YUETY

Ipasunvuviti omeem: 4. NONIEKAIUX IPEIMETHO-KOIMYECTBEHHOMY YUETY

3ananue 15. Unctpykuus: Beibepure o MpaBUIbHBINA OTBET

Omnpenenute 00bEM BOJIbI, HEOOXOAUMBIN /7151 MPUTOTOBIEHUS 180 MII HACTOSI KOPHEBUIL C KOPHIMU
BaJIepHaHbI, €CIM KO3 UIIMEHT BOIOIIOTIIONICHHS ChIPhs paBeH 2,9

1) 232.2mn

2) 206,1mn

3) 185.2mn

4) 197,4mn

Ipasunvroviii omeem: 4. 197,4mn
3ananue 16. Unctpykuus: BeiGepure ouH NpaBUIBHBIA OTBET

JIMCIIEpCHOHHOM CpeIol SBIISIETCS BOJIa, CYCIIEH3UIO 00pa3yer
1) xampopa

2) nmpoTaproJ

3) nericux

4) riaoko3a

Ilpasunvnoviti omeem: 1. xamdopa
3ananue 17. UncTpykuus: BeiGepure oiuH NpaBUIBHBIA OTBET

B Ma3sx-cycneH3usax JeKapCcTBEHHBIE BEIIeCTBA B KOHIEHTpauu 5% u 6oJee U3MenbyaroT C
TIOMOIIIBIO

1) rmunepuna

2) BOJBI

3) "yacThl0o Macia

4) 4acThIO pacIlIaBIEHHON OCHOBBI

Ilpasunvrwviii omeem: 4. 4aCTbIO pACIUIABIEHHONW OCHOBBI

3ananue 18. UHcTpykuus: Beibeprure oiuH NpaBUIbHBIA OTBET

Jost mamenpuenus 3,0 heHuncanumiaTa cieayer B3sTh CIIUPTa dTHIOBOTO
a) 10 xanens

0) 15 xamenn

B) 20 kanenb

r) 30 kanenb

Ilpasunvuoiti omeem: 4. 30 xanenb

3amanwne 19. Uactpykums: Beibeprre ouH MpaBUIIHHBIA OTBET

[Topouiku, coneprkamue KaMmpopy, yIaKOBBIBAIOT B KarCyJibl U3
a) mepraMeHTHOU Oymaru
0) napaduHUpOBaHHON Oymaru



B) nucyen Oymaru
T') BOIICHOU Oymaru

Ilpasunvhoiii omeem: 1. meprameHTHOUN Oymaru

3amanue 20. UacTpykums: Beibepure oauH MpaBHIbHBIA OTBET

[Ipu M3rOTOBICHUY CIOXKHBIX MOPOIIKOB KPACSIIHE BEIECTBA H3MENbYAIOT
1) co cnuprom

2) B IEpBYIO OYepe/Ib

3) MEXIy CI0SIMM HEKPACSALIUX BELIECTB

4) co crupTO-BOJHO-TIIMIIEPHHOBON CMECHIO

Ilpasunvroviii omeem: 3. MEXIy CIOSIMH HEKPACSIIIUX BEILIECTB
3ananue 21. UHcTpykuus: Beibepure ouH nIpaBUIbHBIA OTBET

[Tpu U3roTOBICHUU HACTOCB U3 CHIPBS, COJCPIKAIIETO ATKAIOUIbI, K BOJIC J00ABISIIOT KUCIIOTY:
1) cepuyto

2) hochopHyro

3) XJIOPHCTOBOJAOPOAHYIO

4) yKCYCHYIO.

Ipasunvnuviti omeem: 3. XJIOPUCTOBOIOPOIAHYIO
3ananue 22. Unctpykuus: Beibepure oiuH npaBUIbHBINA OTBET

Hacroit TpaBbl ITYCTBIPHUKA ITPHU OTCYTCTBUH YKA3aHUA B PCUCIITC U3IrOTABJINBAIOT B COOTHOIICHUN
1) 1: 30

2)1:10

3)1:5

4) 1: 400

Ipasunvnwviti omeem: 2. 1: 10
3ananue 23. UncTpykuus: Boeibepure oJuH MpaBUIbHBINA OTBET

B acenTHyeckux yciaoBUSAX M3TOTABIMBAIOT Ma3b

1) Ha3aIbHYIO

2) c IeKapCTBEHHBIM BEILIECTBOM, IOUIEKALIMM IPEIMETHO-KOJINIECTBEHHOMY yUETY
3) ¢ aHTUOMOTUKOM

4) pe30opOTHUBHOIO AEHCTBUS

Ilpasunvuviti omeem: 3. ¢ aHTUOMOTHKOM

3amanwne 24. Uactpykuus: Beibeprre ouH MpaBHIIbHBIA OTBET

B peniente He yka3aHa KOHIIEHTpaIus Ma3u. 13 BemecTB o0mmero cnicka Masb TOTOBSIT B
KOHIIEHTPAIIUU

1) 1%

2) 3%

3) 5%

4) 10%



IIpasunvnoiii omeem: 4. 10%
3amanue 25. UHCTpyKIMs: BeibeprTe oMH NMpaBHIIbHBIA OTBET

[Tpu U3roTOBIEHUH CYNTIO3UTOPHEB METOOM PYYHOTO (HOPMUPOBAHUS IPUMEHSIOT OCHOBBI
1) Buremncon

2) ’enaTUHO-TJIMLEPUHOBYIO

3) Macio kakao

4) crutasel [121

Ilpasunvhuiti omeem: 3. Macio Kakao

3aoanus omKkpovimozo muna:

3aganue 26. Uuctpykuus. Bmecto mpouepka BIMIIKMTE CIOBA:

PexxumM crepunuzanvy TEXHOJIOTHUYECKON OJIEK/bl B ITAPOBBIX CTEPUIN3ATOPAX U BPEMS XPAaHEHUS _
?

Ipasunvnviti omeem: 120°C B Teuenue 45 MUHYT He Ooiiee 3 CYTOK.

3ananue 27. UacTpykuus. BmecTo npovyepka BOUIIUTE CIIOBA:
CMeHa caHUTapHOM 071€K/1bl pAOOTHUKOB aNlTEK J0JKHA IIPOBOJIUTCS HE PEXKE_B CMEHY.

Ilpasunvnuiti omeem: 1 paza.

3ananue 28. MHcrpykuus. Bmecto npodepka BIUIIUTE CI0BA:
Bopa ouniieHHas MOKeT XpaHUTCA B aliTeke He Ooee CYTOK.

IIpasunvnuviti omeem: 3 CyTOK

3ananue 29. UncTpykuus. Bmecto npouepka BOUIINTE CI0BA:
Jns 00paboTku pyk BBl OyJeTe MCHOJIB30BATh IMEpe]] HAYaJlOM HM3TOTOBJICHHUS IPENaparoB, MPH
OTCYTCTBUM JIPYTUX JE3UHPHUIHUPYIOLINE CPEICTB_ .

Ipasunvnviii omeem: 0,5% pactBop xnopamuna b
P

3ananue 30. MHcTpykums. Bmecto npodepka BIULINTE CI0BA:
Y60pKy Npon3BOACTBEHHBIX MOMEIIEHNUH (PUKCUPYIOT B JKypHaJe ydyera

Ilpasunvnwviti omeem: IlpoBeaeHus yoopok

3ananue 31. Mnctpykuus. Bmecto npodepka BIUIIUTE CI0BA:
[Tpocrepunu3oBaHHble: BaTa, Mapis, NepramMeHTHas Oymara, (QUIBTPBl 1O BCKpBHITUS OHMKCOB
XpaHATCAd B anTeKe B TEYEHHE 4acoB.

Ipasunvhwiti omeem. 12 4acoB

3ananue 32. MHcTpykuus. Bmecto npodepka BIUIINTE CI0BA:
VYkaxkuTe MaTepralibl ISl KOTOPBIX Bbl HCHOJIb3YETE XUMHUUECKYIO CTEPUIIN3ALINIO PACTBOPAMH._.

IIpasunvrovii omeem: IlonumepHbIe MaTEPUAIIBI
3ananue 33. UHcTpykuus. BMecto npouepka BOUIINTE CIIOBA:

I/IHTepBaJ'I BPEMCHHU OT Ha4aJia U3rOTOBJICHHUA WHBCKIIMOHHBIX U I/IH(I)y3I/IOHHLIX PACTBOPOB OO0 Havalia
CTEpHUIIN3allui HE JOJIPKCH IMPEBLIIIATD



IIpasunvuwiti omeem: 3 yaca

3ananue 34. Unctpykuus. Bmecto npodyepka BOUIIUTE CIIOBA:
s mpurotosiennst 100,0 2% ma3u ¢ MEHTOJIOM CTYIEHT JIOJDKEH B35Th:Ba3eIWHA___ M MEHTOJIA

Ipasunvnviti omeem: BazenuHa 98,0 u menrona 2,0

3ananue 35. Uactpykuus. Bmecto npodepka BOUIIUTE CIIOBA:
[Tpy W3roTOBICHHM ACPMATOIIOTUYECCKON Ma3H C pe30plUUHOM (apMaleBT pacTBOPUI PE3OPIMH B
BOJIC M CMEIIIaJl PacTBOP C PACIUIABICHHBIM Ba3eIMHOM. €ro ACUCTBUS CIEIyeT OLICHUTH KaK

IIpasunvhviii omeem. HEBEPHBIE

3ananue 36. Unctpykuus. Bmecto npodyepka BOUIIUTE CIIOBA:
KosmdecTBo xenaTo3bl Uisi U3TOTOBJICHUS POITUCH
Rp.: Emulsii ex oleis 200,0

D.S. Ilo 1 yaiinoii noxKke 3 pa3za B A€Hb
Ilpasunvrwviii omeem: 10 rpamm

3ananue 37. UHcTpykuus. Bmecto npouepka BOUIINTE CIOBA:
KonmdecTBo mMacia i1t H3rOTOBJICHUS SMYJIBCUU TI0 MIPOIHACH
Bospmu: Omynbscun macisnoit 180,0

Kamdopsr 2,0

Harpus 6pomuna 1,0

Cwmermaii. Beigait.

O6o03Haub: 1o 1 cTosoBoii 10XkKKe 3 pa3a B JICHb.

Ilpasunvnwiti omeem: 18 rpamm

3ananue 38. MHcTpykums. Bmecto npouepka BOUIINTE CIIOBA!
W3 nexapcCTBEHHOIO CBHIPBS, TPaBa TOPUIIBETA BOAHBIEC N3BJICUEHUATOTOBST B COOTHOLIEHUH

Ipasunvnviti omeem: 1:30

3ananue 39. Uactpykuus. BMmecto nmpoyepka BIUIIKATE CIOBA:
Bce aTukeTkn 00s13aTeNbHO TOJIKHBI COJIEPKaTh MPEIYNPEAUTEIbHYIO HaIITUCh

Ilpasunvrwviti omeem: XpaHUTh B HEIOCTYITHOM ISl IETE MECTE

3ananue 40. Uactpykuus. Bmecto npodyepka BOUIIUTE CIIOBA:
Macca pekTaabHOro CyNIo3UTOPHs, €CIIH OHA HE YKa3aHa B PELeNTeCOCTaBIISIeT-

Ipasunvroiii omsem: 3,0

3ananue 41. CuTyalimoHHas 3aga4a

B anteky ropoma O. oOpartuicss MyX4YWHa C PELENTOM, BBHIMHUCAHHBIM Ha PELENTYypHOM OllaHKe
dbopmbl Ne 148-1/y-88, ohopMieHHBIM B COOTBETCTBUH C TPEOOBAHUSIMHU HOPMATUBHBIX JIOKYMEHTOB.
Perienit 6611 ¢ MOMETKOM «statimy, coaepKan CIeayIOIIyI0 MPOMUCH:



Rp.: Procaini hydrochloridi 1,0 Benzocaini 2,0

Spiritus aethylici 70%- 80 ml

M.D.S. Btupatsb B KoJieHO 2 pa3a B JICHb.

B anrtexke wumeercs cnupt aTHioBbid  70%. IlpoBH30p-TeXHOJIOr mMOCHE MpEeABAPUTEIIbLHON
(dapManeBTUYECKON AKCHEPTU3bl U TAKCUPOBKH COOOLIMJ TMAIMEeHTY, 4TO ACCUCTEHT 3a0oJell,
MO3TOMY JICKAPCTBEHHBIN Mpenapar OyAeT TOTOB TONBKO uepe3 nBa AHS. [TOCKOJIBKY MaIMeHT He
3ax0TeJ KJaTh TaK JO0JT0, IPOBU30P-TEXHOJIOT MPEIIOKII 0OpaTUTHCS B OTHEN Oe3pelenTypHOro
OTITYCKa 32 JICKQpCTBEHHBIM MPENapaToM-aHaJIOroM U MOMOT ¢ €ro BEIOOpOM.

[Ipumeuanue:

[TnotHoCcTh 95% crupTa 3TIoBoro = 0,8114 r/cm3. KYO HoBokauna 0,81 mu/r, KYO anecre3una -
0,85 ma/r.

1. [lepeuncaure TpeGoBaHUS K O(GOPMIIEHHIO peUenTa H OTIHYCKY JaHHOTO
JIEKapCTBEHHOTO TIperiapara.

2. Kaxk BeI cunTaere, mpaBoMOYHO JIM MIPEUIOKECHHE IPOBU30PA-KOHCYIIBTAHTA O 3aMEHE
JIEKapCTBEHHOTO TIpernapara?

3. [lpoBeaure (apMaleBTHUECKYI0 HSKCHEPTU3Y MJAaHHOW MPONMMCH M ClHelaiTe
HEOOXOUMBIE PACUETHI.

4. OO0ocHYITE TEXHOIOTUIO H3TOTOBJICHUS TAHHOW JIEKApCTBEHHOU (POPMBIL.

5. VYkaxure 0COOEHHOCTH OQOPMIICHHS K OTITYCKY JaHHOM JIEKapCTBEHHOU (DOPMBI.

IIpasunvnviti omeem:

1. CnupT STWIOBBIM OTHOCHUTCA K JIEKAPCTBEHHBIM IIpenaparaM, IMOAJIEKAIUM IPEIMETHO-
KonuuecTBeHHOMY yuery (nmpuka3z M3 P® or 22.04.2014 r. Ne 183n, nocranosienue ot 29.12.2007
. Ne 964), ciiCOK S7I0OBUTBIX BELIECTB.

B coorBerctBun ¢ Ilpukazom MuHucrepcrBa 3apaBooxpaHeHus Poccuiickon @Pepepauuu OT
24.11.2021 Ne 10941 "O6 yrBepknenuu Ilopsiaka Ha3HaYeHHs JIEKAPCTBEHHBIX Mpenaparos, GopMm
penenTypHbIX OJAaHKOB Ha JIEKapcTBEHHBIE Mpenapatsl, [lopsaka opopMieHHs yKa3aHHBIX OJIAHKOB,
UX ydeTa ¥ XpaHeHus, (opM OJIaHKOB PELENTOB, COACPKALIUX Ha3HAYCHUE HAPKOTHUECKUX CPE/ICTB
WIM IICUXOTPONHBIX BeulecT, llopsaka MX M3roTOBIEHMS, paCIpeneieHus, PETUCTPALlu, ydeTa U
XpaHeHus, a Take [IpaBun odopmiieHuss 6JaHKOB peLenToOB, B TOM YHCiIE B (popMe 3IIEKTPOHHBIX
JOKYMEHTOB'CITUPT STHJIOBBIM BBINMHUCHIBACTCS Ha peuenTypHoMm Onmanke ¢dopmbl Ne 148-1/y-88,
KOTOPBINA JOJDKEH COEPIKATh:

- 1. PeuentypHnsiii 6;1ank gpopmel Ne 148-1/y-88 umeer ceputo u HoMep.

2. Ha peuentypHoMm OnaHke B JIEBOM BEpXHEM YIUIy IHPOCTaBIseTcs LITaM JiedeOHo-
npOo(UIAKTUIECKOTO YUPEXKIECHUS C YKa3aHUEM €ro HAMMEHOBAHUs, ajpeca U TeJaedoHa.

3. B rpagax "®.1.O. 6onapHOr0" 1 "Bo3pacT" yka3plBalOTCs MOJHOCTHIO (aMMIIUS, UMs, OTYECTBO
00JBHOTO, €r0 BO3pPACT .

4. B rpade "Aapec win N MeIUIIMHCKON KapThl aMOYIaTOpHOrO OOJBHOr0" yKa3bIBaeTCs ajipec
MeCTa KUTEJIbCTBA OOJIBLHOTO UM HOMEP METUIIMHCKOMN KapThl.

5.B rpade "®.1.O. Bpaua" yka3pIBatOTCS MOJTHOCTHIO (paMuins, UMsl, OTYECTBO Bpaya.

B rpade "Rp" ykazpiBaercs:

Ha JIATUHCKOM SI3bIKE MEKTYHAPOJIHOE HEMTATEHTOBAHHOE HAMMEHOBAHUE;

JI03UPOBKa JIEKAPCTBEHHOT'O Iperapara;

Ha PYCCKOM fI3bIKE YKa3bIBAa€TCs CIIOCO0 MPUMEHEHHUS JIEKAPCTBEHHOT'O CPEICTBA.

Peuent moamuceiBaeTCs BpauyOM UM 3aBEPSIETCS €ro JIMYHOW Nedarblo. J[ONMOJHUTENBHO peuent
3aBepseTcs NevaThio JIeueOHO-MpoPHIIaKTUYECKOro yupexaenus " pernentos".

[IpoBepsieTcs BeIcIIas pa3oBas U BbICIIAS CyTOYHAs JO3BI.

Ecnn HeoOxonuMo mpeBbIIEHHE BBICHIEH pa30BOM 03bl, TO Bpad YKa3bIBaeT 03y MPOMHUCHIO U
CTaBUT BOCKJINLIATENIbHBII 3HAK.

CornacHo nipuka3y I[Ipukazy Munznpasa Poccun ot 24.11.2021 N 1093H

"O6 yrBepxkaeHun [IpaBui oTmycka J€eKapCTBEHHBIX MPENapaToB i MEAULIMHCKOTO MPUMEHEHHS
anTeYHbIMU OpPraHU3alMSIMH, UHIWBUIYaIbHBIMU MPEANPUHUMATENSIMU, UMEIOIIUMU JUIEH3UIO Ha



ocyliecTBiieHHe (apMalleBTHUECKON AEsITeNbHOCTH, MEIUIIMHCKUMU OpPraHU3alUsIMU, WMEIOLIUMU
JUICH3UI0 Ha OCYIIeCTBIEHUE (apMaleBTUYECKOW JAEATeTbHOCTH, M UX 000COOJICHHBIMH
nojpazeneHussMu (aMOynaTopusiMu, (QebIIIepCKUMUA U (eNIbIIIePCKO-aKyILIEPCKUMU MTYHKTaMH,
HeHTpaMu (OTIeNeHUsIMH) O0IIeH BpaueOHOH (CeMEIHOMN ) MPaKTUKH ), PACTIONIOKCHHBIMU B CEITBCKUX
MIOCEJICHHUSIX, B KOTOPBIX OTCYTCTBYIOT anTE4Hble oOpraHu3anuu, a Takke [IpaBuin otmycka
HApKOTUYECKUX CPEACTB U TICUXOTPOIHBIX BEIIECTB, 3apETUCTPUPOBAHHBIX B  KauyecTBE
JIEKAPCTBEHHBIX IPENapaTroB Il MEIULHUHCKOTO NPUMEHEHHUs, JIEKAPCTBEHHBIX IPENapaTroB s
MEIUIIMHCKOTO MPUMEHEHUS, COJIepKaIlNX HAPKOTUYECKUE CPEACTBA U NICUXOTPOMHBIC BEIIECTBA B
ToM uucie [lopsiaka oTiycka anTeyHbIMU OpraHU3AIUSIMU UMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX
npenaparoB’" OTMYCK 3TUJIOBOIO CIHUPTA MPOU3BOJIUTCS IO pelenTaM, BBIMTUCAHHBIM BpayamH C
HAAMUCHIO «J[J1s1 HaJIOXKEHUSI KOMITPECCOBY» (C YKazaHHEM HEOOXOJMMOTO pa3BelleHUsl C BOJOW) WU
«nst 06paboTku Koxkm» — 10 50 TPaMMOB B YHCTOM BHJIE; [0 PEIICIITaM, BBIIIMCAHHBIM BpayaMu Ha
JIEKAPCTBEHHYIO MPOMNUCh HWHAUBUIAYAJIbHOIO HU3rOTOBIECHHS, — 10 50 rpaMMOB B CMeECH; IO
penernrtamM, BEIMUCAHHBIM BpauyaMy Ha JICKAPCTBEHHYIO MPOMUCHh WHIUBUIYAIbHOTO W3TOTOBJICHUS, C
Hagnucelo «[lo cnennanibHOMY Ha3HAYEHHIO», OTJEIbHO 3aBEPEHHON MOJNUCHIO Bpaya U MEYaThIO
Je4eOHO-TPOYUIAKTHIECKOTO yupekaeHus «J{ims perenToBy, Misi OONBHBIX C XPOHHUYECKHM
TeyeHueM 0omne3Hnu — 10 100 rpaMMOB B cMeCH U B UHCTOM BH/IE.
Cpok aelictBus perenrta cocrtapisieT 15 queit. Perent dpopmer Ne 148-1/y-88 xpanutcs 3 roaa.
2. B nanHoM ciydae npoBHU30p-TEXHOJIOT HE MPaB B TOM, 4yTO u3rorosiienue JII1 oTknaasiBaercs
Ha 2 pabounx qHs. PerenTsl ¢ mMOMETKOM «statimy JOKHBI OBITH OTOBapeHHI B TeueHUe 1 pabouero
nasi.  Hasnawenwe JIII Bpadyom ocymiecTBisieTcsi, y4YUThIBas HHAWBUIYaTbHBIE OCOOEHHOCTHU
00JBHOTO.
3aMEHUTh JICKAPCTBEHHYIO IMPOMKCh Ha AHAJIOTMYHBINA TOTOBBIM JIEKAPCTBEHHBIM IMpenapar MOMXKHO
TOJILKO ITOCIIE KOHCYIbTAMU (papMaIleBTUYECKOTO CIIEUAINCTA C BPAYOM.
3. [IIK
JInuesas cropona
Procaini hydrochloridi 1,0
Benzocaini 2,0
Spiritus aethylici 70% 80 ml
Vo6mr.= 82,51 ml
[IK
O6opoTHas cTopoHa
X=80m*70%/95%=58,9mn
V=58,98mi1;
m=V*p
m=58,9*0,8114=47,79r
OO6muii 06vem 80 mi
BeruucnsgeMm % cyxux BeleCTB
3,0-80
X —100 x=3,75>3%
npUpOCT 00bEMA, KOTOPBIH 1aéT HOBOKAWH
KY0=0,81
0,81*1,0=0,81 mn
OpUPOCT 00BEMA, KOTOPBIN NaéT aHeCTE3UH
KY0=0,85

0,85*2,0=1,7 mn
Voour.: 80+0,81+1,7=82,51 mn

4. [Tockonbky manHas JekapcTBeHHas (opMa MPEACTaBIsIET CO00M CIHPTOBOM pacTBOp, TO,
cornacHo npukazy M3 P® ot 26.10.2015 r. Ne 7511 «OO0 yTBep>kKIeHHM MPaBUI MU3TOTOBJICHUS U
OTITyCKa JIEKaPCTBEHHBIX MPENnapaToB i MEIUIUHCKOTO IPUMEHEHUS allTeYHbIMU OpraHU3alUsIMH,
UHIUBUAYAIIbHBIMUA — OPEANPUHUMATENSAMH, HMEIOIUMH  JIUIEH3HI0 Ha  (apMaleBTUYECKYIO
JESTENIbHOCTBY., PACTBOP U3TOTABIMBAIOT MACCOOOBEMHBIM METO/IOM.



HemnocpenctBernHo B cyxoil (pyiakoH a1 otmycka oTBemuBarT 1,0 T mpokanmHa ruapoxiopuaa u 2,0
OEH30KanHa, PABHOMEPHO PACHpeeNsisi MOPOIIKH 0 THY (IiakoHa.

Janee Bo ¢iakon ormepuBaroT 58,96 mi ciupTa 3TUIOBOTO 95%, MOIYyYEHHOTO 10 TPeOOBAHUIO, U
23,04 mu Bonbl ounmieHHOU. [lepememuBarOT 10 moMHOTO pacTBopeHus. O0muli 00beM pacTBopa ¢
y4eTOM MpupocTa o0bemMa IMpU pacCTBOPEHUH JIEKAPCTBEHHBIX BemlecTB paBeH 82,51 mi. OTkiIoHEeHHEe
B 00bEMe MPEBBINIAET HOPMY JOIMYCTHMOTO OTKIOHEHUS (+/- 3%), 94TO YUHTHIBAIOT MPU KOHTPOJE
pacTBopa.

YKynopuBaroT pe3nHOBON WM IJIACTMACCOBOM MPOOKOH 1 HABHHYMBAIOIIEIHCS KPBITIIKOM.

O opMIISIOT K OTITYCKY.

S. CornacHo npukazy ot 26.10.2015 r. Ne 7511 «O0 yTBepkKaeHUM NpPaBUI U3TOTOBIEHUS U
OTIyCKa JIEKaPCTBEHHBIX MPENAPaTOB ISl MEAUIUHCKOTO IPUMEHEHHS allTEYHbIMH OpraHU3aLMsIMHU,
WHIWBUAYAIIbHBIMA — TPEANPUHUMATEISAMY, HWMCIOIUMH  JIMICH3MI0 Ha (papManeBTHYECKYIO
NESTeNIbHOCTDY JaHHasl JieKapcTBeHHas Qgopma odopmisercs K OTHYCKY OCHOBHOM JTHKETKOM
«HapyxHoe», Ha KOTOpO# TOJKHO OBITh YKa3aHO:

- HauMeHoBaHue anTeyHod opranuzaund wim O.M.O. uHAMBUAYaTbHOrO NpEeaIpPUHUMATENS,
UMEIOILETO JIMICH3HUIO Ha (hapMaIleBTHYECKYIO JeSITeIbHOCTD;

- MECTOHAXOXKJIEHHWE aNTeYyHOW OpraHu3alud Wi MecTo (apMaleBTHUECKON AesITeTbHOCTU
VHAMBU1YaJIbHOTO NPEAIPUHUMATES;

- HOMep pelenTa (PUCBauBaeTCs B alTeKe);

- ®.1.0. nanuenra;

- HAMMEHOBaHUE WM COCTaB JIEKAPCTBEHHOIO Mpernapara;

- crmoco0 TpHUMEHEHHs JIEKAPCTBEHHOTO mpemnaparta (Hapy>KHOE), BUJA JIEKAPCTBEHHOW (HOPMBI
(pactBop);

- OJIpOOHOE omHcaHue crocoda MPUMEHEHHUs (BTUPATh B KOJICHO 2 pa3a B JICHB);

- JlaTa U3rOTOBJICHMS JIEKAPCTBEHHOT'O MpPEIapara;

- CPOK I'OJIHOCTH JIeKapCTBEHHOro npenaparta («l'onen 1o »);

LI€Ha JIEKapCTBEHHOI'O [Ipenapara;

IIPENOCTEPEKEHUE: «XPAHUTh B HENOCTYITHOM JUIS AETEU MECTEM.

JlononHuTEbHBIE ITUKETKU: «XPaHUTh B MPOXJIATHOM MeCTe», «XpaHUTh B 3aIIUIICHHOM OT CBETa
mecTe», «bepeub OT OrHs».

BrinuceiBaeTcs curuarypa.

3ananue 42. CuTyallMoHHas 3a7a4a

B anrteky obOpaTuics MyX4YMHA C MPOCHOON M3rOTOBUTH JIEKAPCTBEHHBIM NpenapaT MO peLenTy
Bpaua:

Rp.: Infusi radicis Althaeae 180 ml Natrii benzoatis 4,0

Misce. Da.

Signa. ITo 1 cTonoBoii noxKe 3 paza B 1€Hb.

[Ipumeuanue: KYO narpus 6enszoara = 0,6 Mi/r; qonycTuMble OTKJIOHEHHS JUIsl o0bema ot 150 1o
200 M = 3%.

ITpoBenuTe GpapmManeBTUUECKYIO SKCIIEPTU3Y NPOMKUCH PELenTa.

ITpoBeauTe pacuéTsl 1 0OPMHUTE JHULEBYIO CTOPOHY MACIOPTa MUCbMEHHOTO KOHTPOJISL.
[IpeuioxxuTe TEXHOJIOTUIO HM3TOTOBJIEHUS JIEKAPCTBEHHOIO Ipernapara U3 JIEKapCTBEHHOTO
ACTUTEJILHOTO ChIPbS.

Odopmurte 1eKapCTBEHHBIN MpenapaT K OTITYCKY.

IIpoBenuTe OLEHKY KauecTBa N3rOTOBIEHHOIO JIEKAPCTBEHHOTO Mpernapara

SIS IR

IIpasunvHoviii omeem:

1. AHanu3 MoKa3bIBaeT:

- KOMITOHEHTBI TIPOIIKUCH COBMECTUMBI;

- mpenapar JI0JDKeH ObITh BhIMECaH Ha Omanke perenta popmer Ne 107-1/y;



- Bemects, momiexkamux [IKY u HEO ger;

- IIpoOBEpKa 703 He TpedyeTcs.

[Ipenapat U3roTaBiIMBaTh MOXKHO.

2. O6opoTHas CTOpoHa:

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

Kpacx=1,3

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

Bonap! ountiennoi: 180x%1,3 =234 M

Hatpus 6enzoara: 4,0 T

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

Jomnyctumblie oTkIIOHEHHS B 00beMe (+/- 2%) = 180 minx2%/100% = 3,6 mu 60nbiue 2,4 mi
CrnenoBaTeibHO, IPUPOCT 00bEMA YKIIAIBIBACTCS B JOIMMYCTUMBIE OTKJIOHEHUS

Jlunesas cropoHa:

Hara Ne peuenra

Radicis Althaeae 11,7

Aquae purificatae 234 ml

Natrii benzoatis 4,0

Voour — 180 mi

[TpuroroBu (MOIIUCH)

[IpoBepuin (moamnuce)

3. [TockonbKy B peliernTe He YKa3aHO KOJIMYECTBO KOPHsI anTesl, HACTOM roToBsT 5%
KOHIICHTpAIUH.

YuuteiBas 0COOEHHOCTH CHIPbSI M TO YTO CIU3b alTEs HE OTXKUMAIOT U3 CHIPbS, IPU U3TOTOBICHUH
UCTIONB3YIOT PACXOAHBIA KOO(QPHUIUEHT I ChIPbS U BOJIBL, paBHBIA 1,3.

bepyt 11,7 r ceipbst u 234 mn Boabl ouniieHHo. HactauBanue npoBondar B Teuenre 30 MUHYT Npu
KOMHATHOMW TeMIIepaType IpHu NePUOIUIECKOM MEPEeMEIIMBAHUH.

[Tocne HacrauBaHus u3BIeUYeHUE (UIBTPYIOT, HE OTKHMAasl ChIPbs, Yepe3 JABOMHOM CIOW Mapiu ¢
MO/JIOKEHHBIM BAaTHBIM TaMIIOHOM B MEPHBIM LHJIMHJIP U MPOMBIBAIOT CHIPHE BOJOW OUHMIIEHHOM,
IOBOAA 00BEM u3BieueHns 10 180 mur.

OtsemmmBaror 4,0 T HaTpus OeH30aTa, pPACTBOPSIOT B MPOPWIBTPOBAHHOM HACTOE, XOPOIIO
MEePEeMEeNINBAIOT, MTOCIE Yero elle pa3 GUIBTPYIOT BO (IIAKOH Ui OTITYCKA.

4. @dakoH OpaHKEBOTO CTEKJa YKYMOPUBAIOT IUJIOTHO IUIACTMAacCOBOM MPOOKOH ¢
HABUHYHBAIOIIEHCS KPBIIIKONH. HakienBaroT OTAETbHBIN PELENTYPHBIN HOMED U ITHKETKY.

Ha »tukerkax st odopmiieHUsS JEKApCTBEHHBIX IMpENapaTroB, W3TOTOBJICHHBIX ISl HACEJEHUS,
JOJIKHO OBITH YKa3aHO:

a) HalMEHOBAaHUE anTeYHOU opranusauu, ©.1.0. VHJIUBUIYAIBHOTO
HpeANpUHUMATEIS, UMEIOLIET0 JUIIEH3UI0 Ha (papMalleBTHYECKYIO 1eATeIbHOCTh;
0) MECTOHAXOKJIEHUE  alTeYHON OpraHM3aly WM  MecTo (hapMalleBTHUECKON

JEATEIIBHOCTH UHIUBUAYAIbHOIO IPEITPUHUMATENS;
B) HOMep perenTa (nmpucBauBaercs B anteke); r) @.M.0. nauuenra;
J1) HANMEHOBaHME WM COCTAB JIEKApCTBEHHOT'O Mpernapara;

e) CTIOCOOTIPUMEHEHHS JIEKaPCTBEHHOTO npenapara  («BHyTtpenHee»), BH/T

nexapcTBeHHOH GopMbl («MUKCTYpay);

) MoApoOHOE OMUcCaHKe CIIoco0a MPUMEHEHUS (ISl MUKCTYP: «I10 JIOKKE pa3 B JIeHb
epl»);

3) JaTa U3TOTOBIIEHUS JIEKAPCTBEHHOTO Mpemnapara;

1) CPOK T'OJTHOCTH JIEKapCTBEHHOTO Tipenapara («['ogeH 10 »);

K) IIeHa JIEKapCTBEHHOT'O TIperapaTta;

1) pefocTepekeHne «XpaHUTh B HEJOCTYITHOM TSI IETeH MecTe.

Jnst MuUKCTYp 00s13aTeNbHBI JOMOMHUTENbHBIE ATUKETKH «llepen ymorpebieHneM B30aNTHIBATHY,
«XpaHUTh B IPOXJIAJTHOM U 3aLIUIIEHHOM OT CBETa MECTE.
TekcT ATUKETOK JTOIKEeH OBITh Hale4aTaH TUMOTPaCKUM CIIOCOOOM Ha PYCCKOM SI3BIKE.



CocTaB JleKkapCTBEHHOTO MpernapaTa MUILIETCS OT PyKU WM HAHOCUTCS LITAMIIOM.

Cpok xpaHeHwus — He Oolee 2 CyTOK.

Odopmnenue cormacuo TpeboBanusam npukaza M3 PD ot 26.10.2015 r. Ne 751H.

S. Ananu3 aokymeHTanuu. Mmeromuiics penent, nacnopT MUCbMEHHOTO KOHTPOJISI U HOMEpP
JIEKapCTBEHHOM ()OPMBI COOTBETCTBYIOT.

WNHrpenueHTsl COBMECTUMBI, PAacUeThI C/eNIaHbl BepHO. [IpaBUIIBHOCTD YIIAKOBKH U O(OPMIICHHSL.
O0BeM (hmakoHa OPAHXKEBOTO CTEKJIA COOTBETCTBYET OOBEMY JIEKApCTBEHHOH (OpMBI, MpoOKa
HY>KHOTO Ka4eCcTBa 00eCIeYnBaCT repMETUYHOCTh YKYIIOPKH.

OpranonenTH4eckuii KOHTPOJIb. MoJI04HO-0€east )KUKOCTh CO CIIa0BIM 3allaXxOM.

O06nem nekapcTBeHHON hopmbl 180 + 3,6 M1, 9TO COOTBETCTBYET HOPMaM JIOITYCTHUMBIX OTKJIOHCHHI
(+ 2%) no npuxazy M3 P® ot 26.10.2015 r. Ne 7518.

3ananue 43. CuTyallMoHHas 3a7a4a
B anrteky oOpaTwicss MyX4YMHAa C MPOCHOOH M3rOTOBUTH JIEKAPCTBEHHBIM MpenapaT MO PeuenTy

Bpaya:
Rp.: Solutionis Furacilini 1:5000 — 200 ml Da. Signa. [Tonockanue.

1. [IpoBeauTe papmareBTUUECKYIO SKCIEPTUIY MPOIUCH pEIenTa.
2. OdopMuTe NacmopT NUCbMEHHOTO KOHTPOJIS, PACCUUTANTE KOJMYECTBA UHTPEIUCHTOB.
3. [IpennoxuTe ONTUMATBHYIO TEXHOJOTHICCKYIO CXEMY H3TOTOBIICHUS JICKAPCTBECHHON (HOPMBI

Ha OCHOBE YMEHHsI MCIIOJIb30BaTh HOpMaTUBHBIC NOKyMeHTHI (H/I) ¢ yuérom (u3nKo-XuMUYeCKuX
CBOWCTB JICKAPCTBECHHBIX M BCIIOMOTATEIBHBIX BEIIECTB.

4, Odopmure ekapcTBEHHYIO POPMY K OTITYCKY.

5. [TpoBeanTe OIEHKY KadecTBa M3TOTOBICHHOTO JICKAPCTBEHHOTO Mperapara.

Ipasunvnwiii omeem:

1. AHanu3 NoKa3bIBaeT:
- BBIIIUCAH PAcTBOP TPYJHOPACTBOPUMOIO JIEKAPCTBEHHOTO BEIECTBA C OCOOBIM CIydaeM
pacTBOpEHMS;

- rpenapar JI0JbKeH ObITh BhIMKCcaH Ha Omanke perenta Gopmer Ne 107-1/y;

- BemiecT, noanexkamux IIKY u HEO ner;

- MPOBEPKa 703 HE TpeOyeTcsi, TaK KaK pacTBOP /I HAPY>KHOTO IPUMEHEHHUS.
[Ipenapar u3roraBiuBaTh MOKHO.

2. O6opoTHas CTOpoHa:

Oypanununa: 0,04 r
Harpus xnopuna: 1,8 r
Bogs! ounmennoit: 200 Ma
Vo061 —200 mn

JInuesas cropoHa:

Mara Ne penenta
Aquae purificatae 200 ml
Natrii chloridi 1,8
Furacilini 0,04

Voobur —200 mn

[IpuroroBun (moanucsk)

[TpoBeput (moaIUCH)

3. PacTBopbI pypariiiiHa TOTOBIT Ha MU30TOHUYECKOM pacTBope Hatpus xiopuaa 0,9%.



PactBopumMocTs ¢ypanununa B Boae paBHa 1:4200, mosToMy miisi yYCKOPEHHsI 3TOTO Ipolecca
UCIIOJIB3YIOT HAarpeBaHUeE.

B noacraBky ormepuBaroT 200 M1 BOJIbl OUHMILIEHHOM, Ha Becax OTBELIMBAIOT 1,8 T HaTpus XJjopuaa
U pacTBOPSAIOT B IOJCTaBKE C BOJOM. 3aTeM Ha OTAEIBHBIX (VIS KpacsIIMX BEIIECTB) Becax
orsemnBarot 0,04 r pypanmnnna u 106asnsoT k 0,9% pacTBopy HaTpHsl XJIOpHIA.

HarpeBaror Ha BomsiHOW OaHe st pactBopeHus ¢(ypauunuHa. [locie oxnaxkmaloT pacTBOp H
GUABTPYIOT BO (PJIAKOH IS OTITYCKA.

[IpoBepsitoT HA OTCYTCTBHE MEXAaHHYECKUX MPUMECEH, YKYTIOPUBAIOT U O(DOPMIISIOT K OTITYCKY.

4. @yakoH OpaH)KEBOTO CTEeKJa YKYINOPUBAIOT IUIOTHO IIJIACTMACCOBOM  IPOOKOHM ¢
HaBUHYMBAIOLIEKCS KpbIIKOK. HakinenBaroT HoOMep penenrta u 3TUKETKY.

Ha stukerkax st oQopmileHHs JIEKapCTBEHHBIX IpENapaTroB, U3TOTOBICHHBIX MJI HACEJICHHS,
JOJIKHO OBITh YKAa3aHO:

a) HauMEHOBaHUE anTeYHOU opranuzanuu, ©.1N.0. WHIUBUYAIbHOTO
IpeIIPUHUMATEIS, UMEIOIIETo JIMIICH3HUIO Ha (DapMaIieBTHYECKYIO e TeIbHOCTD;
0) MECTOHAXOXKICHUE  alTEYHOU OpraHu3aIu WM  MecTo (apMaleBTUUECKON

JESATEIIbHOCTH UHIUBUAYATBHOTO TIPEITPHHUMATEIIS;
B) HOMep pernenTa (mpucBauBaercs B anteke); r) ©.1.0. nauuenra;

1) HANMEHOBAHHE WJIM COCTAB JICKAPCTBEHHOTO TIPeTapara;

€) crocob mpuMeHeHus JIeKapcTBEeHHOro npenapata («HapyxHoey);

) TOAPOOHOE OMHCAaHHWE CIoco0a MPUMEHEHUs (U MOJOCKAHWS Topia); 3) Jara W3TOTOBJICHHS
JIEKapCTBEHHOT'O IIperapara;

1) CPOK F'OJIHOCTH JIEKapCTBEHHOTO Tipenapara («['ofeH 10 »); K) 1ieHa JIKapCTBEHHOTO Mperapara;
) peocTepexeHne «XpaHuTh B HEJAOCTYITHOM JIJISl IETEH MECTe».

TekcT STHUKETOK OJDKEH OBITh HamedyaTtaH THIOTrpadckuM crocobom Ha pycckoMm s3bike. CoctaB
JIEKapCTBEHHOT'O Iperapara MUIieTcs OT PyKH WM HAHOCUTCS IITAMIIOM.

Cpok xpaHeHwus — He OoJiee 2 CyTOK.

Odopmnenue cornacHo TpeboBaHusM npukaza M3 PO ot 26.10.2015 r. Ne 751H.

S. Hajau3 JAOKyMeHTanuu. VMerommiics penent, MmacrnopT IHUCBMEHHOIO KOHTPOJS M HOMED
JIEKapCTBEHHOM (hOPMBI COOTBETCTBYIOT, pacueThl cenansl BepHo, [1I1K Beimucan BepHo.
[IpaBunbHOCTH YIaKOBKU u  odpopmiieHus. OObEM (rakoHa OpaHKEBOrO CTEKIA

COOTBETCTBYET 00bEMY JIeKapCTBEHHOH (popMbl. PacTBOp yKynopeH MIOTHO.
OpranonentTudyeckuii KOHTPOJib. [Ipo3paunblit KENTHIN pacTBOp, 6€3 3amaxa ropbKOro
BKYyCa.

MexaHuueckre BKIIIOUEHUS! OTCYTCTBYIOT.

O06weM pactBopa 200 £ 2 MII, 4TO COOTBETCTBYET HOPMaM JOMYCTUMBIX OTKJIOHEHUH
(£1%) no mpuxazy M3 PO ot 26.10.2015 r. Ne 751H.

3ananue 44. CuTyaliioHHas 3aa4a

B anrexy oOpartuics malMeHT ¢ pelenToM, BBIMMCAHHBIM Ha PELIENITYpPHOM OJaHKe (GOpMBI
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 UHTAJISIHIO.

HpOBI/IBOp MMPpOTaKCUPOBaJI PCLCIIT BLIIJ.ICHpPIBCI[CHHOﬁ IIpOIIHCH, BbIJAJI MAallUCHTY
KBUTAaHIOHWIO U TIEpEaal pCeUCIIT HAa U3rOTOBJIICHHUEC JICKAPCTBECHHOT'O ITpEIiapara.

IIpumeuanue:

KVYO sdenpuna r/x=0,84 mn/r, KYO noBokanna = 0,81 mu/r, KYO numenpona=0,86 mi/r,
KVYO xucnotst ackopouroBoi=0,61 mi/T.

1. K kaxoil papmakoTepaneBTUYeCcKoi rpymnmne oTHocuTcs sgeapun?



2. Kakue dapmakonorudeckue 3hPexTsl ajis HETo xapakTepHbl? B 4€m cocTouT 0COOEHHOCTH
NPUBBIKAHUA K dpeapuHy?

3. Chenaiite HeoOXOAMMBIE pacuéThl, HEOOXOIMMBIC JJIS M3TOTOBJICHUS JIEKAPCTBEHHOTO
Ipernapara 1o NponyucH peLenTa, 1 IPUBEAUTE ONTUMAIbHbIN BApUAHT TEXHOJIOTHH.

4. Kakum BuaaM BHYTpUANTEHYHOTO KOHTPOJIA KayecTBa HEOOXOAMMO H  Ielecoo0pa3Ho
[OJIBEPTHYTH JITaHHBIN JIEKAPCTBEHHBIN Npenapar?

5. KaxoB nopsinok yuéra peuentypsl B anteke?

IIpasunvnviti omeem:

1. O¢eapuH OTHOCUTCSA K IPYIIIE aJPEHOMUMETHKOB HENPSAMOTro JeHCTBUS (CUMIATOMUMETHK).
2. B ocHoBe Mexanu3ma aeiicTBust DdeaprHa JEKUT CIIOCOOHOCTh BBI3BIBATH BHICBOOOXKICHUE
HOpaJpeHaJIMHa M3 pE3epBOB B AJPCHEPIHYECKHX CHUCTEMAaX M TOPMO3UTh OOpaTHbIM 3axBar
HOpaJpeHaJINHa, B CBSI3U C YeM YCHJIMBAIOTCS 3()(eKThl pazapakeHus aJpeHepruueckux HEpPBOB, a
TaKXKe IOTEHUMUpYeTCs ACWCTBUE BBOAMMBIX W3BHE KarexoidamuHoB. K DOdenpuny Bo3HHMKaeT
ObIcTpoe MpuBBIKaHKE (Taxuuiaakcus) mpu nMoBTOpHOM BBeaeHuu (depes3 10 - 30 munyT), KOTOpOE
CBSI3aHO C MPOTPECCUPYIOIINUM CHUKEHHUEM 3aacoB B BAPMKO3HBIX YTOJILICHUAX HOPAAPCHATINHA.

3. Rp.: Ephedrini hydrochloridi 0,6
Sol. Procaini (Novocaini) 1% 100 mi
Dimedroli 1,0
Acidi ascorbinici 2,0
Misce. Da. Signa: mo 10 M1 Ha HHTATIALHIO.
Hopwma otmycka a¢denpuna ruapoxiopuaa 0,6 r He npeBbllieHa, OH HaxoauTcs B anteke Ha [TIKY.
O06opoTHas CTOpOHA pelenTa
Ephedrini hydrochloridi 0,6 (mects nerurpamMmoB)
Jlara
Beipain:
[Tomyunir:
[TacnopT NMCHbMEHHOT'O KOHTPOJIS
O06opoTHas CTOpoHa
% tBepabix BemectB = 0,6+1,0+1,0+2,0/100x100% =4,6%, uto 6onbire 3%
CrnenoBarenbHO, HEOOXOAUMO YUECTh IPUPOCT 00bEMA MPH PACTBOPEHUH TBEP/IBIX BEILIECTB
KYO s>¢enpuna r/x=0,84 mun/t
KYO noBokauna = 0,81 mu/r
KYO aumenpona=0,86 mu/r
KYO xucnots! ackop6uHoBoii=0,61 mi/r
Bojp! ounineHHoON:
100 mi - (0,6 x 0,84 mur/r) - (1,0 x 0,81 ma/r) - (1,0 x 0,86 ma/T) - (2,0 x 0,61 M/r) = 96,61 M
JIuuesas cropona
JlaTa
Ne penenra
Aquae purifcatae 96,1 ml
Ephedrini hydrochloridi 0,6
Procaini (Novocaini) 1,0
Dimedroli 1,0
Acidi ascorbinici 2,0
OO6uwmit 06sem 100 M
[TpuroroBun
IIposepui
Otnyctun
B noxcraBky ormepuBatoT 96,1 mi Bojbl ountneHHol. Ddeapuna ruapoxsopua 0,6 T OTBEIINBAaET
IIPOBU30P-TEXHOJIOT B IPUCYTCTBUM M3TOTABIMBAIOLIETO JEKApPCTBEHHBIHN MIpernapaT, 0 4eM Jienaercs



3amuch Ha 0OOPOTHOM CTOPOHE perenTa. PacTBOPSIOT ero B OTMEPEHHOM 00BEME BOJIBI OUUIIIEHHOM.
3aTem moclieoBaTeNbHO B 3TOH ke mojacTaBke pacTBopsitor 1,0 r HoBokauHa, 1,0 T aumenpona u 2,0
I' KHCIIOTHI acCKOPOMHOBOM, MEpPEeMEIINBAIOT U (QUIBTPYIOT Yepe3 MPOMBITHIA BATHBIA TaMIIOH BO
(1aKoH JUIS OTIYCKa TEMHOTO CTEKJIa (MHTPEIUEHTHI IPOMTUCH CBETOTYBCTBUTEIIHHBI).

Ortuketku: «HapyxHoe», «XpaHUTh B MPOXJIAJAHOM, 3AIUIIEHHOM OT CBETa MECTe», «XPpaHUTh B
HEJOCTYITHOM JIJIsL IETEH MeCTe», BhIMUCHIBaeTCS « CUTHATYpay.

Mo oTtmycka 60JbHOMY JIEKApCTBEHHBIH MTpernapaT XpaHUTCS B 3alHparoiemMcs mkady.

4. [Mpukaz MunsnpaBa Poccum ot 26.10.2015 N 751 «OO0 yTBEpX)ACHUH TPABUI
W3TOTOBJICHHS U OTITYCKa JIEKAPCTBEHHBIX MPENApPaTOB s MEAULIMHCKOTIO PUMEHEHHS allT€YHbIMHU
OpraHu3alMsIMU, UHIUBUIYAIbHBIMU  NPEANPUHUMATEISIMU,  HUMEIOIIMMU  JIMIEH3UI0  Ha
(bapMaleBTUYECKYIO 1€ATEILHOCTDY.

Bunel BHYTpHANTeUyHOTrO KOHTPOJISI OO0s3aTelNbHBIC IS JIAHHOTO JIGKAPCTBEHHOTO TIperapara:
MUCHbMEHHBIN, OPraHOJENTHYECKU, KOHTPOIb Mpu oTnycke. K menecooOpa3HbIM BHIaM KOHTPOJIS
OTHOCSTCS ONPOCHBIN U (PU3NIECKUN.

5. Bce mocrynuBiine B anteky peuenTbl MNPOBEPSIOTCS Ha MNPABWIBHOCTh HUX HAIMCAHUSA U
oopMIIeHHS, U PETUCTPUPYIOTCS:

a) B pEIENTYPHOM >KypHaJe;

0) B KBUTAHIIMIOHHOM KOMILJIEKTE, @ UMEHHO 10 KOPEIITKaM KBUTAHIIMOHHOTO KOMILJICKTA.

3/1ech yUYUTHIBAETCS KOJIMUYECTBO U CTOUMOCTH aMOyJIaTOPHBIX PELIETITOB.

E>xemHeBHO ATH JaHHBIE B KOHIIE CMEHBI HJIM pabodero AHS TepeHocsaTcs B <«OKypHanm ydeéra
peuenTypb»

3ananue 45. CuTyallMoHHas 3a7a4a

CryneHty, NpoxoJsiieMy IPOU3BOJICTBEHHYIO IPAaKTUKY B anteke ropoga N, ObUIO HpPeasIoKEHO
M3TOTOBUTH Mpenapar Mo Mpornucu:

Bosemu: Menrona 0,3

Openpuna ruapoxiopuna 0,05

Jlanommna 5,0

Basenuna 10,0

Cwmermait, mycts Oyzaer cienana massb. [lail. O603Haub. Masb i Hoca.

1. [IpuBenuTe AMCIEPCOTOTNYECKYIO XapaKTEPUCTUKY JIEKAPCTBEHHOTO MIpenapara.
2. VYkaxute 0COOCHHOCTU BBeICHUS (hapMaIleBTUUECKUX CYOCTaHIINI B OCHOBY.
3. Hanummre ¢popmyny mentona. M3 kakoro IeKapcTBEHHOTO PACTUTENBHOTO CHIPhS MOTYYalOT

meHTon? [lpuBeauTe IAaTUHCKUE M PYCCKHME HA3BAaHUS ChIPbs, MPOM3BOMSILEIO PpACTEHUS U
cemeiicTBa. Kakum MeTo10M nosydaroT 3gpupHOe Maciao?

4. N3 kakoro 1ekapcTBEHHOIO PAaCTUTEIBHOTO ChIpbs MOJy4YaloT 3¢eApuHa TUIPOXJIOpU.?
[TpuBenuTe JIAaTUHCKHE M PYCCKHE HA3BaHMs ChIPbs, IPOM3BOJSAIIErO pacTeHus u cemelictea. K
Kakoi rpynmne Ouonormuecku akTuBHbIX BemiecTB (BAB) ornHocurcs a¢eapun? Hamummre ero
dopmyiy, 0OBCHUTE CTPOCHUE.

5. K xakomy THIy OCHOB OTHOCHUTCSI OCHOBA IIPUBEACHHOIO IIpernapara’?

IIpasunvroiti omeem:

1. JlanHas JexkapcTBeHHas (opma - CcBOOOJHOTUCIIEPCHAs TEeTEPOreHHas CUCTeMa ¢
YIPYTOBSA3KOM aucriepcuoHHOM cpenoil. KomOuHMpoBaHHas Masb, coueTarolass Maszb-pacTBOP
(MEHTO) U Ma3b-3MYJIbCHIO(3(EIPHHA THIPOXIOPUL).

2. Crioco0 BBeZieHMsI JIEKapCTBEHHBIX BELIECTB B OCHOBY 3aBUCHUT OT CBOMCTB JIB M OCHOBBI.
MeHToJ pacTBOPSIOT B PACIUIaBJICHHOM BaseJHMHE Npu TemnepaType He Bbime 40-45° C. Ddenpuna
TUAPOXJIOPHUA Ul OKa3aHUs TeparieBTUYECKOro NEHCTBHUS OJDKEH ObITh pacTBOpeH B Boje. Boga
HaXOJUTCS B COCTaB€ KOMIIOHEHTAa OCHOBBI — JIAHOJIMHA BOJHOTrO, cocrosimero n3 70% naHonauHa



0e3BOIHOTO W BOJBI. TakuM o00pa3om, 3¢eApuH pacTBOPSIOT B 1,5 M BOJBI OYHUIICHHOW |
OMYJIBCUPYIOT 3,5 T JIaHOJMHA OE3BOTHOTO.

3. MOJy4aroT #3 J(PUPHOTO Macia MATHI TEPEYHOW. APUPHOE MACIO MOIYYarT U3
CBEXKECOOPAHHOTO CHIPHSI METOJJOM IIEPETOHKH C BOASHHBIM NapoM.(mMeto 1 umu 2)

Mentae piperitae folia —msTbI mepeuHOl THUCTHS

Menta piperite- msita nepeuHast

Lamiaceae-ry0orBeTHbIE

4.9¢enpuna THJIPOXJIOPH]T MOJTy4aroT u3 mo6eros adeapsl XBOIIIEBOM.
Ephedrae equisetinae cormi - ITo6eru adheaps XBOIEBOI

Ephedra equisetina -Odenpa xBomeBas

Ephedraceae- Cem. Ddeapossie

Ddenpun- anKoIoua ¢ a30TOM B O0OKOBOI 1emu(0e3reTepoImKIia)

5. B nponiicu conepxutcs nuduiabHas OCHOBA:

Bazenun otHocurcs (ruapodobHas ¢asza) K yrieBog0pOIHBIM OCHOBAM,

JIAHOJIMH - K BOCKaM (3MYJIBraTop), BOAOCOAepKAIUil TUPIILHBIA KOMIIOHEHT,

BOJIa OuHMIeHHAs! (TUAPOQIIIbHAS)

3ananue 46. CuTyalmoHHas 3aa4a

B anrexy obparuics nauueHT «PUTOLEHTPa» C PELENTOM:

Rp.: Foliorum Sennae 3,0

Corticis Frangulae 6,0

Aquae purificatae ad 250 ml

Extrahe. Misce. Da. Signa: [Ipuaumars 1o 1 crt. 1. 3 pasa B IcHb.

HpOBH?;Op-T@XHOJIOF IMPOTAKCUPOBAJI PCUCIIT IO BbILIC HpHBCI{GHHOﬁ IIpomnucy, BbIAaJl NAOHUCHTY
KBHUTAaHIOUIO U IICPCaal pCUCIIT HAa U3IOTOBJICHUC.

1. VYkaxure 0cOOEHHOCTH TEXHOJIOTUM MHOTOKOMIIOHEHTHOI'O BOJJHOT'O M3BJICUEHHUS.
2. VYKaKuTe CpOKU T'OJAHOCTH JJAaHHOTO IIpernapara.
3. Ha3zoBuTe ChlpbeBble HCTOYHUKH JIUCTHEB CEHHBI U KOPbI KPYLIMHBI (JJATUHCKUE U PYCCKHE

Ha3BaHMs). Kakue OHMONOrMYEecKW AaKTHBHBIE BEIECTBA COJEP)KATCS B JAaHHBIX BHUAAX CHIPbs?
VYkaxure ux papMakoJoruueckoe aecTaue.

4. Onumure ycaoBHs XpaHEHUs U3TOTOBJIEHHOTO MIpernapara.

5. JIonmycTUMO JIM HCHOJb30BaHUWE KOHIEHTPHUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX CPENCTB
MIPU U3TOTOBJIEHWU BOJHBIX W3BJICUCHUM U3 JIEKAPCTBEHHOTO PacTUTENHHOTO ChIpbs (JIPC)?

Ipasunvnwviii omeem:

1. BonHble u3BneueHus U3 JEKapCTBEHHOTO PacTUTENILHOTO ChIPbsl, TPEOYIOLIETro 0JJMHAKOBOIO
peXHMa 3KCTpaKLHH, OOYCIIOBIEHHOTO (PU3MKO-XUMUYECKUMH CBOMCTBaMHU JEHCTBYIOIIUX U
COITYTCTBYIOIMX BEIIECTB PAaCTEHUH, M3rOTABIMBAIOT B OJHOM MH(YHIMPHOM cTakaHe Oe3 ydera
aHATOMO-MOP(OJIOTHYECKON CTPYKTYpHl ChIphsi. OObEM BOJBI OUYMIIEHHOW PACCUUTHIBAIOT, C
UCIIOJIb30BAaHUEM COOTBETCTBYIOIUX KOA(P(HHUIIMEHTOB BOIOMOIIOICHHUS.

MHOrOKOMIIOHEHTHBIE BOJHBIE M3BJIECUEHUS W3 JIEKAPCTBEHHOI'O PACTUTENBHOIO  CHIPHS,
TpeOyIOIIET0 pPA3JIMYHBIX PEXKUMOB OJKCTPAKIMK, H3TOTaBIMBAIOT pa3AeNbHO, HCHOIB3YS IS
9KCTPAKIIMU MAaKCUMAaJIbHO BO3MOKHBIA 00BEM BOJIbI OUMIIIEHHOM, HO HE MEHEe YeM JEeCSTUKPATHBIH
10 OTHOLIEHHIO K Macce ChIPbS.

JlanHOE BO/HOE M3BJICUEHHE TPeOyeT pa3HbIX PEKUMOB IKCTPAKUUHU. M3 JTHCTHEB CEHHBI TOTOBAT
HACTOM C MOJHBIM OXJaKJICHUEM, U3 KOPHEH KPYIIMHBI — OTBap 0€3 OXJIaKICHHUS.

2. B cootBerctBuM ¢ mpukazoMm ot 26.10.2015 r. Ne751H cpok rogHOCTH HACTOEB M OTBAPOB HE
Oosee 2 cyTok

3. Cassia acutifolia — kaccust ocTponucTHas, aHTpaIlEHIPOU3BOIHBIC — CEHHO3UABI A 1 B.



Frangula alnus — kpymiuHa onbXOBHIHAS, aHTPALEHIPOM3BOIHBIE — (DpaHryaapo3ua, GpaHTyIIHH,
(bpaHryna’MOaMH.

OKa3bpIBaIOT CIIA0OUTEILHOE IEWCTBUE.

4. B cootBerctBun ¢ TpeboBanusimu OPC.1.4.1.0018.15 «Hacrom u otBape» [I'® XIV
XpaHEHHE HACTOEB M OTBAPOB OCYHIECTBIISIETCA MpH Temrneparype oT 2 1o 8§°C, B 3alUIICHHOM OT
CBETa MECTE.

5. B coorBerctBuu ¢ mnpukazom oT 26.10.2015 r. No751H mnpu HM3roTOBICHUM BOJHBIX
m3BineueHuit w3 JIPC He pgomyckaercss UCHOJIb30BAaHUWE KOHIICHTPUPOBAHHBIX pPacTBOPOB
JIEKapPCTBEHHBIX CPEJICTB.

3aganue 47. CuryauMOHHas 3a/1a4a

B anrteke ropoackoil KIMHUYECKOW OOJBHUIBI TOTOBHJIM PACTBOP TIIIOKO3BI M30TOHUYECKUH JUIs
UHY3UH.

B accucTeHTCKON-aceNTUYEeCKOW 3aKOHYMIACH CyOCTaHIMs IIIOKO3bl. PapmarieBT, paboTaromuii B
aceNTUYECKOM 0JI0KE, ITOMPOCHII KOJUIETY IPUHECTH U3 ACCUCTEHTCKOM MITAHIIIAC C TII0KO030i1.

(2]

. JlaiiTe onpenenenre pacTBOPOB JjIsi HH(DY3UIA.

7. Tlepeuncnute JONOTHUTENbHBIC TPEOOBAHUS K MH(PY3MOHHBIM PAacTBOPaM, H3TOTABINBAEMbIM
B anTeKax.

8. Ouenure aeiictBus papmarieBta. OTBET 00OCHYHTE.

9. Vkaxute 0COOCHHOCTH TEXHOJOTHU PACTBOPOB TIIFOKO3BI JJII MHBEKIIUN 1 HH(DY3UH.

10. Vkaxxute MakKCUMAJIbHBIH 00bEM WHBEKIIMOHHBIX U HH(DY3UOHHBIX PACTBOPOB, IOITYCTUMBIA

JUTSL CTEPHITU3AIINH.

Ipasunvnoii omeem:
1. PactBop 1t undy3uit (cormacio OPC.1.4.1.0007.15 «JlekapcTBeHHBIE (OPMBI JIs
napeHrepaibHoro npuMmenenus» ['® XIV) — BoaHbIN pacTBOp AJii BHYTPUCOCYJUCTOIO BBEACHUS
o6semom 100 mit u Gonee.
2. B cootBerctBun ¢ mnpukazom M3 P® or 26.10.2015 r. Ne751H AOmOIHUTEIHHBIMU
TpeOOBaHUSIMU i1 M3TOTOBIEHHBIX HWH(Y3MOHHBIX PACTBOPOB SIBISIOTCA:  H30TOHUYHOCTD,
W30TUAPUYHOCTh, I30MOHUYHOCTD, U30BSI3KOCTb.

N3rotoBneHHbIe UHBEKITMOHHBIE U WH()Y3UOHHBIE PACTBOPHI TOJKHBI OBITh:

. CBOOOJIHBI OT MEXaHHYECKUX IPUMECEH;
. MIPO3paYHbL;
. CTaOMIILHEL,
. CTEpUIIbHBI,
. aIUPOT CHHEI.
3. B cootBerctBum ¢ I'® 13 nns M3roTOBIEHUS UHBEKIIMOHHBIX U MH(Y3HMOHHBIX MPENapaToB

UCHOJB3YIOT CYOCTaHIMM, MPOILIEAIINE UCHBITAHUS Ha OaKTepuanbHble HHIAOTOKCHHBI WIN
nuporensl. K cyOcTaHIMsAM, UCHONB3YeMbIM JAJIsi W3TOTOBJICHHS JIEKAPCTBEHHBIX MpenapaToB JUis
BHYTPEHHET0 UJIM HapYyKHOIO MPUMEHEHUs, JaHHbIe TpeOOoBaHuUs HEe NpeabsIBisitoTcs. [loaTtomy oHu
HE MOTYT OBITh MCIIOJIB30BaHbI JUIsl U3TOTOBJIEHUS PACTBOPOB JUISI UHBEKIMHA WM UHPY3UH.

4. Hcnonb3yercst ctabunuzarop npu npuroroienun (Cradbunmuszarop Beitbenst 5 % ot obmero
o0beMa HE3aBUCUMO OT KOHIIEHTPAIIUH).

B cootBerctBuu ¢ mpukazom Ne 751H ot 26.10.2015 r. pacTBOpHI TIIOKO3BI HEOOXOIUMO
CTaOUIN3UPOBATH PacTBOPOM KHMCJIOTHI XJ0prucToBOoA0poHOM 0,1 M 1 HaTpus Xmopuom.
2.Heo6xoauM niepecueT riioKo3bl 0€3BOAHOM Ha TII0K03Y BOJIHYIO C YIETOM BIIAXKHOCTH.
3.HeoOxonuMo mpoBepsATh KOJMYECTBEHHOE COJIEp)KaHUE TIIIOKO3bl 10 M TOCIe CTEepHIN3alUU.
CopnepxaHue TJIOKO3bl JIOJDKHO OBITh OAMHaKoBo. HeoOXxoauMo coBepmiaTh NpPOBEPKY Ha
OTCYTCTBHE MEXaHMUYECKHUX BKJIIOYEHHMH A0 M mocje crepuauszanuu. lIpoBepky coBepriaroT Ha
4epHOM (oHeE.



5. B cootBercTtBumM ¢ npukazom M3 P® ot 26.10.2015 1. Ne 7511 «OO0 yTBEepKACHUH TTPaBUI
H3TOTOBJICHUA U OTITYCKA JICKAPCTBCHHBIX MPCIIApaTOB IS MCAUIMHCKOTO MPUMCHCHHA alITCYHBIMHA
OpraHM3alUsIMH, WHIUBUAYAIbHBIMH  IPEANPUHUMATENIMU, HMMEIOIIMMU  JIMLIEH3UI0  Ha
(dapManeBTUYECKYIO ACITENLHOCTEY 1. 96 «He nomyckarorcs cTepuiu3anus pacTBOPOB 00HEMOM
Oosee 1 nuTpa ¥ MOBTOPHAS CTEPUIIN3ALNS UHBEKIMOHHBIX U HH(Y3UOHHBIX PACTBOPOBY.

3aganue 48. CuryanrioHHas 3aja4a

B myHununaneHyro anteky ropoaa N oOparuiachk JKEHITMHA C PEIENTOM OT Bpada- HEBpOJIOra Ha
U3rOTOBJICHHE MUKCTYphI KBaTepa /is e€ pedeHka 3 JeT 1mo clieayromei IponucH:

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. Tlo 1 cronoBoii 10%xKe 3 pa3za B ICHb.

1. [IpuBeauTe YaCTHYIO TEXHOJIOTHIO H3rOTOBJIEHU MUKCTYphI KBaTepa.

2. Hanummwre nuieByro 1 000pOTHYIO CTOPOHY MAcOPTa MUCbMEHHOTO KOHTPOJIS.

3. VKaXHuTe STUKETKH W TPEeAyNpeauTeSbHbIe HAAMUCH, HEOOXOIuMbIe it O(hOpMIICHUS
¢d1akoHa Ui OTIYCKA.

4. Ykaxute GapMakoIoruiaeckoe JecTBre MUKCTYphI KBaTepa.

5. [Ipennoxure ananoru Mukctypsl KBatepa s geteit 3 geT U3 anTe4yHoro acCOpTUMEHTA.

Ipasunvhoiti omseem:

1. N3rotoBneHne MHOIOKOMITIOHEHTHBIX BOJHBIX M3BJIEUEHUMN U3 CHIPbs, COAEPKALIEr0 OJHY U
Ty e TpYIIy OHOIOTUYECKUX AKTHBHBIX BEIIECTB, HE3aBUCUMO OT THMCTOJIOTHYECKON CTPYKTYpPHI
TOTOBSIT OJJHOBPEMEHHO B COOTBETCTBUU ¢ npukazom M3 PD Ne 308.

N3Bnedenus n3 kopueBwuin u kopHer Banepuansl (KBII = 2,9) u nmuctbeB matel (KBIT = 2,4) rotoBsT
OJTHOBPEMEHHO, TaK KaK TpeOyeTcs OJIMHAKOBBIN PEXKUM dKCTpakIiu. Boibl B JaHHOM citydae 6epyT:
200 + (10,0%2,9) + (4,0x2,4) = 238,6 ma = 239 M.

W3rotoBnenHoe wusBnedeHue OQUIBTPYIOT B MOACTaBKY, pacTBopsitoT 0,4 1 KodenHa- HaTpus
Oenszoara, 3 r Harpus Opomuaa, 0,8 T MarHus cynbdaTa Mpu NEpPeMENTUBAaHUU U (QHIBTPYIOT BO
(bakoH A OTIyCKa.

2. Ob6opotHas cropona [ITK

KBII xopueBuin ¢ kopHsimu Basiepuansl = 2,9 KBII nuctbeB msto = 2,4

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

JInuesas cropona 111K

Hata Ne penenta

Rhiz. cum rad. Valerianae 10,0

Fol. Menthae 4,0

Aquae purificatae 239 ml

Infusi rhiz. cum rad. Valerianaeetfol. Menthae ad 200 ml

Coffeini-natrii benzoatis 0,4

Natrii bromidi 3,0

Magnesii sulfatis 0,8

V3ar. = 200 ml
IIpurorosun Ilposepun
3. B nacrosimiee BpeMs HOpMAaTHBHO-TIPABOBBIMH aKTaMH TpeOoBaHUs K 0(OPMIICHHIO ATUKETOK

Ha JICKApCTBCHHBIC IIpCNapaThbl, U3rOTOBJICHHLIC AlITCYHBIMU OpraHU3aluiAMH, WHIAWBUAYaJIbHBIMU
npeanpuHuMareiIiMyu, UWMCIONIMMHA  JIMOCH3WIO HaA q)apMaueBTquCKy}o ACATCIbHOCTh, HE
YCTAHOBJICHBI.



24 wrons 1997 roga 3amectutenem MuHuctpa 3apaBooxpaneHus PO yTBepxkeHsl MeToandeckue
ykaszanus «ExuHbple mpaBuia oGopmIIeHUsT IEKapCTB, IPUTOTOBIISIEMBIX B allTEYHBIX YUPEIKICHUSIX
(mpeAnpusATUAX) pa3iUYHbIX (OPM COOCTBEHHOCTH», B KOTOPBIX COJEp)KaTCs yKa3aHUS IO
o(opMIIeHHIO JIEKapCTBEHHBIX IPEnapaToB, H3TOTOBJICHHBIX allTEYHON OpraHn3aluei.

Ha ¢nakone aiis oTmycka JOMKHBI OBITH CIEAYIONIUE STUKETKH:

«Muxcrypa», «Bryrpennee». lIpenynpenurenbHble HaAIUCH:

«XpaHuTh B mpoxiagHoM Mectey». «llepen ymorpebieHuem B30aNThIBATB». A TakKe YKa3bIBalOT
HOMEp peLeITa.

4, Mukctypa KBarepa oOnamaeT cemaTWBHBIM JEHCTBHEM. 3a CUST colepkaHus cyibdara
Maraus Mukctypa Karepa o0manaer mpoTHBOCYIOPOKHBIM dP(HEKTOM.

Hcnonp3yeTcss mpu HEBpO3ax pa3HOM ATHOJOTHM, JIETKOM ¢GopMe HEBpaCTeHHH, KOTOpas

COIIPOBOXKIAETCS  TPEBOTOH,  CTpaxoM,  MOBBIIICHHOM  yTOMJISIEMOCTBbIO,  OECCOHHHUIIA,
BEreToCOCYAUCTas IUCTOHUS.
S. TeHnoten neTckuii (HEBPOTHUYECKHE M HEBPO30II0I00HBIE PACCTPOICTBA, COMPOBOXKIAIOIINECS

MOBBIIICHHOW BO30YAMMOCTBIO, Pa3ApaXKUTEIbHOCTBIO, TPEBOIOW, HApPYyIICHHUEM IOBEACHUS U
BHUMAaHUSl, BEr€TATUBHBIMHU PAcCTPOMCTBAMHU ).

['munuH  (paznuuHble  (YHKIMOHAJIbHBIE W OpraHMYecKHWe 3a00JIeBaHUS HEPBHOW CHUCTEMBI,
COMPOBOXKIAIOIIMECS  TMOBBIIICHHONH  BO30YAMMOCTBIO,  SMOIIMOHAIBHOW  HECTAOMILHOCTHIO,
CHI)KCHHEM YMCTBEHHOW pPabOTOCHOCOOHOCTH M HapyIICHHEM CHA: HEBPO3bI, HEBPO3OMOJ00HBIC
COCTOSIHHSI M BET€TOCOCYAMCTAsi AUCTOHUSA U . ).

JlopmukuHa (roMeonaTHMYeCKUid Tperapar CHocoOCTBYeT HOpPMalu3alud JETCKOr0 CHa H
0OJIpCTBOBAHUS,  YCTpaHseT OCECCOHHMILY, TPEBOXKHOCTb, TOBBIIIEHHYIO  BO30YIWMOCTb,
pa3apaXKUTENbHOCTb, IIJIAKCUBOCTB).

3ananue 49. CuTyallmoHHas 3aa4a

B AllITCKY IMMOCTYIHII PCLCIIT HAa U3TOTOBJICHUC HeKapCTBCHHOﬁ (I)OpMLI I10 IIPOITUCHU:
Rp.: Dibazoli

Papaverini hydrochloridi ana 0,02

Sacchari 0,3

M.f. pulv.

D.t.d Ne 10

S. ITo 1 nopomuky 3 pa3a B I€Hb BHYTpb.

1. JaiiTe TeopeTrueckoe 000CHOBaHME BBIMCAHHOH JIEKapCTBEHHOH GopMme.

2. N3noxuTe cTaauy TEXHOJIOTHYECKOTO TPOIIecca U3TOTOBICHUS JIEKAPCTBEHHOM (OPMBL.

3. Odopmute nacnopT NMCbMEHHOT'O KOHTPOJISI HA IAHHYIO JIEKAPCTBEHHYIO (POpMY (JIHLIEBYIO U
000pPOTHYIO CTOPOHBI).

4. [IpuBenuTe HOPMATUBHO-IPABOBBIE AaKThl IO M3TOTOBJIEHUIO JIEKAPCTBEHHOW (OPMBI U
OLIEHKY KaueCTBa U3TOTOBJICHHOTO MOPOIIKA.

5. [lepeuncaure TpebGoBaHMUs K OQOPMIICHHIO PELENTOB U OTHYCKY JAHHOTO JIEKapCTBEHHOI'O
npenapara.

IIpasunvroviii omeem:

1. Boimucana TBEpnas nekapcTBeHHas (opMa — TMOPOLIOK CJHOXHBIA, JO3UPOBAHHBIA ISt
BHYTPEHHET0 PUMEHEHUS, BBIMHMCAH paclpeAeIuTeIbHbIM clioco0oM. HTpeineHTh COBMECTUMBI.
2. JlnbGa3on M mamaBepuMHa THUJIPOXJIOPHUI SBISAIOTCA CUJIBHOJEHCTBYIOIIMMHU BELIECTBaMH,

Tpebyercs nposepka n103BP/1=0,2 BC=0,6 P1=0.04 C/1=0.12 u6a3zon BP/1=0,05 r.P/] =0,006 r
BC1=0,15 r C/1=0,1 r Beibupaem ctynky Ned na BP-5 oTBemmBaem caxapa 3.0,3aTHpaemM UM MOPbI
CTYIKH, TaK Kak OH siBsiercss uHaAnddepentHsiM BemectBoM .Ha BP- 1 oremmBaem 0,2 nub6aszona u
0,2 mamaBepuHa THAPOXJOPHAA, MOMEUIAeéM B CTYNKY M OJHOBPEMEHHO M3MEJIbYaeM, a Jajiee
CMEIINBAEM CO BCEM KOJMYECTBOM Caxapa CO CTEHOK CTYNKH. 1O TOJYy4YEHHs OJHOPOIHOTO
nopoika. IIpoBepsieM KadecTBO NOPOIIKOBOM MaccChl: HAJaBIMBAaeM IECTUKOM, IpU 3TOM B



yIIyOJICHUH HE JOJKHO OBITh OJjecTsAnmx BKparuieHui. [lopomkoByro maccy go3upyem mo 0,34 Ha
10 103. YnakoBbIBaeM B BOIICHBIE WM TapaMHUPOBAaHHBIE Kancynbl. [lopomku ckiaasiBaem mno 3-5
HITYK U [IOMEIIAEM B MAKET.

3. OdopmiisieM TUIEBYIO CTOPOHY Hacropra nucbkMeHHOro kouTpous (ITT1K):

Hara perr. Ne

Saccharum 3,0

Dibazolum 0,2

Papaverinihydrochloridum 0,2

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

[Ipurorosui: ITposepu:

O6opotHas cropona ITI1K:

Mpu6azomna= 0,02x10= 0,2

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

Mcaxapa=0,3x10=3,0

Mo6w= 0,2+0,2+3,0= 3.4

M1=3,4:10= 0,34

4. IdXIV OPC.1.4.1.0010.15 «Ilopomku», npuka3 Ilpukaz M3 P® or 26 oktsa6ps 2015 r.
Ne751n «O06 yTBepkA€HMM NpPaBUI U3TFOTOBJIEHUS M OTIIYCKAa JIEKAPCTBEHHBIX MPENaparoB JUIs
MEIULUHCKOTO MIPUMEHEHUS anTeYHbIMU OpraHu3aLMIMH, WHJUBU1yaJIbHBIMU
NpeANPUHIMATEISIMA, IMEIOIIMMU JINIEH3UIO Ha ()apMaleBTHUECKYIO NI TEILHOCTHY.

Onenka kauerBa: -lIIpaBHIBHOCTH YHMakoOBKM U OGOpPMIICHHS: MOPOLIKM YIAaKOBaHbl B BOLICHBIC
Karcyiabl € ydeToM (U3-XUM CBOMCTB. -OpraHoJeNTHYeCKUH KOHTPOJb: IBET OibIi, BKYC
rOphKOBaTHIA, 0e3 3amaxa. -OZHOPOJHOCTH MOPOIIKOB: BU3YyaJbHO HE OOHAPYKUBACTCS OTIEIBHBIX
BUJUMBIX 4acThll. - [IMCbMEHHBI KOHTPOJb 3aKJIIOYAeTCs B IPOBEPKE COOTBETCTBUSA 3amuceil B
[IIIK u Ha penenTe, a Takke B IPaBUIbHOCTH Npou3BeAeHHbIX pacuetoB. Ha IIIIK yka3piBarot nary,
Ne penenta -KoHTposib npu OTIIycKe COOTBETCTBHUS:

. YnakoBkH - GU3NKO-XUMUYECKUM CBOMCTBAM,

. 103 — Bo3pacty 060JIBHOTO,

. daMuiuKM ¥ WHUIMAIOB OOJIBHOTO Ha peIenTe, B CHUTHATYpe, dTUKeTKe, Ne Ha perenre,
CHUTHATYypE, STUKETKE,

. OdopmreHne JIeKapCTBEHHOTO CPEJICTBA B COOTBETCTBHHM C JCHCTBYIOIIMMHU MPUKA3aMHU:

JOJKHa OBITh HAaKJIEEHAa COOTBETCTBYIOIIAs STHUKETKA, MOJYEPKUBAIONIAsl LIBETOM OOy (Qopmy
Ha3HA4YCHUS

-JlononauTensHO (pU3NUECKUN U ONIPOCHBIN)

5. B coorBerctBuu ¢ Ilpukazom Munucrepcrsa 3apaBooxpanenus Poccuiickon denepauuu ot
24.11.2021 Ne 1094n "OG yrBepxknenuu [lopsimka HazHayeHUs! JTEKAPCTBEHHBIX MpEMapaToB, Gopm
peLenTypHbIX OJaHKOB Ha JieKapCcTBEHHbIE npenapathl, [Topsaka opopmieHns yka3aHHBIX OJIaHKOB,
UX ydeTa U XpaHeHus, (opM OJaHKOB PELETITOB, COAEPKALIUX Ha3HAUEHHE HAPKOTUUECKUX CPEJICTB
WIM TICUXOTPONHBIX BenlecTs, llopsaka UX M3roTOBIEHMS, PACIPENEICHUS, PETUCTPALMH, YUE€Ta U
XpaHeHus, a Takxke [IpaBun odopmiieHns GIaHKOB PELENTOB, B TOM 4Yucie B (OpMe AJIEKTPOHHBIX
JOKYMEHTOB" JaHHBIA MpernapaT BbIMMCHIBAETCS Ha peuentypHoMm Onanke ¢gopmbsl Ne 107-1/y. Ha
OJlaHKe CTaBUTCS ILITAaMI MEIUIMHCKOM OpraHu3alMd C yKa3aHueM ajpeca U TenedoHa, aaTa
Boinucku, ®.M.0O. nanuenTa 1 MEAMLIMHCKOT0 paOOTHUKA yKa3bIBAaeTCsl MOJIHOCTHIO, B Tpade Bo3pact
YKa3bIBAaeTCsl KOJMYECTBO NOJHBIX JeT. B rpade «Rp» ykaspiBaercs: Ha JIATUHCKOM SI3BIKE
HanMmeHoBaHue JII1 (MexyHapoagHOEe HEMaTeHTOBAaHHOE WM IPYNIIHPOBOYHOE, JTUOO0 TOProBOE), €ro
JIO3UPOBKA, KOJMYECTBO; HA PYCCKOM HJIM PYCCKOM M HAllMOHAJIBLHOM SI3bIKaxX CIOCO0 MPUMEHEHHUS
JIEKapCTBEHHOTO Mpernapara. Perent, moanuceiBaeTcst MEAUIMHCKUM PaOOTHUKOM U 3aBEPSIETCS €ro
JIMYHOM IeYaThIo.

3amanne 50. CuTyanoHHast 3aa4a

B antexy moctynun perent Ha U3roTOBJICHHE JIGKAPCTBEHHOW (JOPMBI TIO MPOTIHCH:
Rp: Sol. Pilocarpini hydrochloridi 1% - 10,0



D.S. I'maznsie karum. [1o 2 karum 3 pa3a B 7eHb B 00a 1I1asa.

1. JlaiiTe TeopeTndeckoe 000CHOBAHUE BBITMCAHHOM JIGKApCTBEHHOM (opMe.

2. N3noxure cTainuy TEXHOIOTUYECKOTO MPOIIecca U3TOTOBJICHHUS JIEKAPCTBEHHON (DOPMBI.

3. OdopmMuTe nacnopT NUCbMEHHOTO KOHTPOJIS HA IaHHYIO JIEKAPCTBEHHYIO (opMy (JIMLIEBYIO U
000POTHYIO CTOPOHBI).

4. [lepeuncnure TpeGoBaHus K 0OPOPMIIEHHUIO pellenTa Ha TaHHBIM JIeKapCTBEHHbIN Mpernapar.

S. Kontposb npu oTmycke U3roToBJIEHHBIX JIEKAPCTBEHHBIX MPETIApaTOB.

IIlpasunvhoviii omeem:

1. Boimucana rmasHas JiekapcTBeHHas ¢opmMa B BUAE BOJHOTO HCTUHHOTO pacTBOpa,
npeaHa3HAYeHHAs 7Sl MHCTUUIALMY B TJ1a3. [ 1a3HbIe KA OTHOCSTCS K JISKapCTBEHHBIM (hopMam
MECTHOTO IMPUMEHEHHUs. B cocTaB BXOUT MUIIOKAPIIMHA TUAPOXJIOPHU] — SIOBUTOE BELECTBO, HO TAK
KakK JieKapCcTBeHHas (hopMa IpeIHa3HaueHa I Hapy>KHOTO MIPUMEHEHHSI, J03bI HE TIPOBEPSEM.

2. ['oTOBAT B acenTHYECKUX YCIOBUSX.

HsroroBnenue

CrepunbHbIM UIMHAPOM OTMepUBaeM 10 M1 BOJIbI OUMIIEHHON U IPUMEPHO MOJIOBUHY MEPEINBAEM
B moxacTaBky. [IpoBu3op-TexHosor mo TpeOoBaHHMIO (apMareBTa IOCIe MPOBEPKH pacueTOB
orBemBaeT 0,1 muiokapnuHa rUAPOXJIOPHAA HA Becax AJid SJOBUTHIX BEIIECTB B IPHUCYTCTBUU
(dapmalieBTa Ipu JBOMHOM KOHTPOJIE pa3HOBECA U HAANKCH Ha IITAHIJIace.

[lepenocut nunokapnuHa ruapoxyiopua B nojacraBky. Ha Becax orsemunBaem 0,07 HaTpus Xjopuna,
IIEPEHOCUM B IMOJACTaBKy. PacTBopseM mNMWIOKapnMHA THIPOXJIOPUJ M HATpHUs XJIOpPUI IIpU
NepeMenInBaHuN U TOJNyYEHHBIH pacTBOp (QUIbTpyeM dYepe3 MABOWHOM OyMakHbI (UIBTP
MIPOMBITHI BOJIOH OYMIICHHOHW B (uakoH Juis oTmycka. Yepes 3ToT ke QuibTp QUIBTpyeM
OCTaBIIUICS 00BEM BOJIbI OUUIIIEHHON. DIIaKOH 3aKphIBAEM PE3NHOBOM MPOOKOI

Kountpouns JIO

OTparoT Kamid Ha KaueCTBEHHBIM M KOJUYECTBEHHBIM aHallU3, IMPOBEPSIOT HAa OTCYTCTBHE
MEXAHUYECKUX BKIFOYECHUH.

Ykynopka

@IakoH € PacTBOPOM YKYINOPHUBAKOT PE3MHOBOM MPOOKOM M METAJUIMYECKUM KOJIMAuyKOM IOJ
oOkatky. Crepunusytot npu 120°C B TeueHue 8 MUHYT.

Odopmienue K OTIycKy

®nakoH O(QOPMISIOT STUKETKOM PO30BOro IBETa JJs IJIA3HBIX Karesb, Ha KOTOPOIl yKa3bIBalOT
HoMmepa anteku, penenta, @O OGomnpHOro, cmocod mnpumenenus. Cpok romgHoct 30 CyTOK.
HaknenBaroT npenynpeauTenbHble TUKETKHA: «XPaHUTh B MPOXJIAJHOM M 3aLIUIICHHOM OT CBETA
Mmectey, «CtepunbHo», «OOpamaTbCs ¢ OCTOPOKHOCTBIO», «XPAaHUTh B HEAOCTYIMHOM OT JAETel
MECTED.

3. [ITK nureBas cropoHa

JlaTa Ne penienta

Aquae purificatae 10 ml

Natrii chloridi 0,07

Pilocarpini hydrochloridi 0,1

Misce.Sterilis.Da.Signa.

V=10 ml

Sterilisatum! 120 °C - 8 mus.

IIpurorosui

[Tposepun

[IITK oGopoTHas cTropoHa

1,0 nunokapnuHa ruapoxopuaa SkBUBasIeHTeH 0,22 HaTpus XJIopuaa

KommaectBo NaCl, Heooxoaumoe amst n30ToHupoBanus 10 M1 BOJBL.

0,9 NaCl uzotonup 100 mi Bojbl

konmyectBo  NaCl, HeoOxomumoe i Jou30TOHUpOBaHMs 1% pacTBopa MNUJIOKapIHHA
TUAPOXJIOPHIA.



0,09-0,022=0,068 » 0,07 r

[Munoxapnuna rugpoxsopuna 0,1 r

Bongp! ouniniennoit 10 mi

OOuuit 06veM 10,0 mi

4. [Munokapnuna runpoxsopun He noiexuT [IKY u BeimuchiBaeTcs Ha peenTypHOM OsiaHke
¢dopmbr 107-1/y B coorBerctBum ¢ Ilpukazom MuHucTepcTBa 3apaBOOXpaHeHus Poccuiickoit
Oenepannu ot 24.11.2021 Ne 1094n "OO6 yrtBepxkaenun Ilopsiika Ha3HaueHUs JIEKaApCTBEHHBIX
npenapaToB, GopM peLenTypHbIX OJaHKOB Ha JIeKapcTBEHHBIE mpemnapatsl, Ilopsaka odopmienus
YKa3aHHBIX OJIaHKOB, UX ydeTa M XpaHeHus, (opM OJIaHKOB PEIENTOB, COJAEPKAIIMX Ha3HAYCHHE
HapKOTUYECKUX CPEJCTB MM ICUXOTPOMHBIX BellecTB, [lopsaka uX U3roTOBICHMS, paclpeieIeHHUs,
perucTpanuy, yuera u xpaHeHnus, a takxke [IpaBun odopmienus 6J1aHKOB peLENITOB, B TOM YHCTIE B
(dbopMe NIEKTPOHHBIX JOKYMEHTOB"

OO6s3aTenbHbIe PEKBU3UTHI: IITAMIT MEIUIIMHCKOM OpraHU3alluy ¢ yKa3aHueM HauMEHOBaHMUs, afpeca
u tenedona, mara Beimucku perenta, ®MO wmen.padorauka (monHOcThI0), PUO manuenra
(MOTHOCTBIO), BO3pPACT MalMeHTa (KOJWYECTBO MOJHBIX JieT), HaumeHoBanue JIII Ha natuHCKOM
si3pike 10 MHH nnu rpynnupoBoYHOMY HaMMEHOBAHMIO, a B CIIy4ae UX OTCYTCTBHUS IO TOPIrOBOMY
HAaUMEHOBAHUIO, JTO3UPOBKA, KOJIHYECTBO, croco0 mpumenenus JIII, moamuch W nuuHas mevarthb
MEAMIMHCKOTO pabOTHHUKA. J[OMOIHUTENbHBIE PEKBU3UTHI HE IPEAYCMOTPEHBDI.

5. CornacHo mpukazy M3 P® ot 26 oxtsaopsa 2015 r. Ne751n «O0 yTBep>KICHHH MpaBUII
M3TOTOBJIEHUSI U OTITYCKa JIEKAPCTBEHHBIX MPENApaToOB JJIsl MEAULIMHCKOIO IPUMEHEHUSI allTEUHBIMU
OpraHM3alUsIMH, WHIUBUAYAIbHBIMH  MPEANPUHUMATENAMU, HMMCIOIIMMU  JIMLIEH3WIO  Ha
(apMaLleBTUYECKYIO JAESITENBHOCTBY KOHTPOJIIO TPU OTIYCKE JIEKAPCTBEHHBIX IPENaparoB
MOJIBEPTalOTCsl BCe M3TOTOBJICHHBIC JIGKAPCTBEHHBIC MpENaparhl, B paMKax KOTOPOTO MPOBEPSETCS
COOTBETCTBUE: a) YIAKOBKU JIEKAPCTBEHHOrO Ipenapara (U3MKO-XMMHUYECKUM CBOICTBaM,
BXOJIIMX B HEro JIGKAPCTBEHHBIX CPEICTB; 0) yKa3aHHBIX B pelente Wiu TpeOOBaHUHM 103
HApKOTUYECKUX CPEJICTB, NMCUXOTPOIHBIX, CHIBHOJICHCTBYIOIIMX BELICCTB BO3pACTy MAI[MCHTA; B)
PEKBU3UTOB pelenTa, TpeOOBaHMsS CBEICHHSIM, YyKa3aHHbIM Ha YIAaKOBKE H3TOTOBIEHHOTO
JIEKapCTBEHHOI'0 IIpernapara; I') MapKUpPOBKU JIEKapCTBEHHOIO Mpenapara TpeOoBaHusM. I[lpu
BBISIBJICHMH OJIHOTO W3 YKa3aHHBIX HECOOTBETCTBUU M3TOTOBJICHHBIN JIEKApPCTBEHHBIN IpemapaT He
HOJJIEKUT OTITYCKY.

3ananue 51. CuTyanoHHas 3aga4a

B peuentypHO-pOM3BOJCTBEHHBIA OTAEN ANTEKW MOCTYNHWI PEUENT, COAEPX AU CIeIyIOLIyI0
MIPOTIHCH:

Rp.: Infusi rad. Althaeae 200 ml

Natrii benzoatis 3,0

Sirupi simplicis 20 ml

Elixiris pectoralis 4 ml

M.D.S. Ilo 1 necepTHOIi n0KKe 4 pa3za B I€Hb.

[Tocne ¢apmaiieBTHYECKON SKCNEPTH3bl M TAKCHUPOBKU pELENTa IMPOBU30P-TEXHOJIOT IMOPYUHIT
U3TOTOBUTH JIEKAPCTBEHHBIN Mpenapar MoloaoMy (apMaieBTy, KOTOPbIH pacTBOPUI B MOJICTABKE B
170 mu Boasl ounieHHOHM 20 T CyXOro dKCTpaKTa-KOHIIEHTpATa KOPHS aiTes, MpoQMIbTPOBal Yepes
TaMITOH BaThl BO (priakoH, mo6aswmn 30 mi 10% pactBopa HaTpust 6eH30aTa, 4 MII SJTUKCHPA TPYTHOTO
u 20 M1 cupomna caxapHOro, mepemMeniasi, MPOBEpUI Ha OTCYTCTBHE MEXaHMUYECKUX BKIIOUYEHUN U
0(QOpPMUII K OTIYCKY 3TUKETKOU «MHUKCTypay,

«BHyTpeHHee» ¢ MpeaynpeauTeabHbIMU HAAMUCAMU: «XPaHUTh B MPOXJIATHOM, 3AUIUIIEHHOM OT
cera Mmecte», «llepen ymorpeOieHHeM B30alThIBaThy», «XpaHUTh B HEIOCTYIHOM JUIsl JeTei
mecTte». OdopMun MacmopT MUCBMEHHOTO KOHTpoJs. IIpoBHU30Op-TEXHONOr MOCie MUCEMEHHOTO,
¢u3nyeckoro M ONPOCHOTO  KOHTPOJS  claedal  BbIBOJA, YTO  HAaCTOM  HM3rOTOBJIEH
HEY/I0BJIETBOPUTENIBHO, U PEKOMEHAO0BAII U3TOTOBUTH HOBBII.

[Ipumeuanwue:



KVYO narpus 6enzoara = 0,6 Mi/r;
KYO cyxoro skcrpakra koH1enrpara antest = 0,61 mu/r;
K pacx. = 1,3 mui/r; nonmyctumMbie OTKIOHEHHS 17151 o0beMa cBbite 200 vt - 1%.

1. HazoBuTe BO3MOKHBIE BApHAHThI U3TOTOBJICHHSI JAHHOTO JIEKAPCTBEHHOI'O IIperapara.

2. CornmacHpl 1 Bbl ¢ BBIBOJOM NPOBHU30pa-TEXHOJIOra, 4YTO IpenapaT H3rOTOBIEH
HeynoBierBoputenabHo? OtBer aprymentupyiite. Odopmute OOOpOTHYIO CTOPOHY Macropra
nucbMeHHoro koHTposs (IIIK).

3. [IpuBeauTe mNpaBUIbHYIO TEXHOJOTMIO W3TOTOBJICHMS JIEKApPCTBEHHOTO IIpermapara IIo
peLenTypHON IPOIUCH C UCIIOJIB30BAHUEM CYXOTr'0 SKCTpaKTa-KOHIEHTpaTa ajTesl.

4. VYkaxxute 0cOOEHHOCTH U3TOTOBJICHUS JIEKAPCTBEHHOI'O Mpernapara mo JaHHOW pelenTypHO
IIPOIIMCH C UCIIOJIb30BAHUEM JIEKAPCTBEHHOT'O PACTUTENIBHOTO ChIPbsl — KOPHEN anTes.

5. Odopmute obopoTHyto U nuieByr ctopoHsl [ITIK Ha gaHHBIA JE€KapCTBEHHBIM Mpemnapar,
M3TOTOBJIEHHBIN U3 JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIPbSL.

IIpasunvhwiti omeem:

1. Boanoe u3BiedeHre MOKHO U3TOTOBUTH M3 JIEKAPCTBEHHOTO PACTHUTENIBHOTO CHIPbS HIIU C
MCIIOJIb30BAHUEM CYXOT'0 SKCTPAaKTa-KOHIIEHTpaTa KOPHEH anTesl.
2. Cornacen(na). BonHoe u3BrnedeHne M3 KOpHEH anTes MPU OTCYTCTBUM YyKa3aHUS MaccChl

CBIpbsl ClIeyeT TrOTOBUTh B cooTHolleHuu 1:20, To ectb HyxHO B3iIThb 10 T cyXoro skcrpakra-
koHueHntpara (1:1). Hapymen nopsaoxk mo6aBieHMs XHUIKUX JIEKapCTBEHHBIX cpenctB. O0beM
o0l onpenenar mo penentypHoit nporucu. O6veM o6mmmii = 200 M + 20 vt + 4 M = 224 mur.
[Tpupoct 00BEMa OT pacTBOPEHUS CYXOTo dKCTpakTa — KoHeHTpata anres = 10,0 x 0,61 mu/r = 6,1
1. JlomycTuMbie OTKIIOHEHHS i JAaHHOTO o0bema = 200%1%/100% = 2 mu. CremoBareibHO,
HE00X0/IMMO y4ecTb HPUPOCT 00BEMa OT PACTBOPEHMsI CYyXOro 3KCTpakTa KoHIeHTpaTa. O0beM
KOHIICHTPUPOBAHHOTO pacTBopa HaTpus Oenzoata = 3,0x10 = 30 mu. O6bem Boas! = 200 mit - 6,1 M
-30 M1 =163,9 M.

3. B noacraBke B paCCUMTAaHHOM KOJIMYECTBE BOJbI OUMILEHHOW pACTBOPSIEM PACTBOPSIEM CYXOil
9KCTPAKT-KOHLIEHTpAT aiTes, GUIbTPyeM depe3 TaMIIOH BaThl B OTHYCKHOH (uakoH, nodasisem 30
i 10% pactBopa HaTpus OeHzoara. B oTnenbHOM nmoacTaBke cmemuBaeM 20MII caxapHOTO CHpOIIa
u 4 M rpyaHoro onukcupa. Bo  ¢Qunakon ngoGaBiseM  yacTAMM  OpU  HOCTOSHHOM
nepeMenInBaHu M., IPOBEPSIOT Ha OTCYTCTBHE MEXaHUUECKUX BKIIOYEHHH, OPOPMIISIOT K OTITYCKY.

4. Oco6eHHOCTH M3rOTOBJIEHUS AaHHOW Jek. ¢popmbl u3 JIPC: a) HacTOl TOTOBAT XOJIOJHBIM
crocoboM 0e3 HarpeBaHusl, HaCTauBalOT MpU KOMHATHOU Temneparype 30 MuH. 0) anTeilHbIil KOpEeHb
10CJI€ U3BJICUEHHsI HE IMOJBEPraercs OTXKMMAaHHUIO, YTOOBI B FOTOBYIO CIHM3b HE MONAN Kpaxmai U
KJIETOYHBIE 3JIEMEHTHI; B) coriacHo ['d Hacroil roToBsT B cooTHomeHuu 5:100; r) yuyuThIBas, 4yToO
HacToi roToBAT 0e3 oTkumanus, '@ pekomennyer Ha 100mi Hactos Opatb 6,5 cbipbsd u 130 M
BOJIbI, T.€ yuuThiBaTh Kpacx=1,3.

5. Ob6opotHas cropona IIIIK: V obumit = 200 ma + 20 man + 4 mn = 224 Ma Mmacca
JIEKapCTBEHHOT0 pacTuTenbHOro chiphs = 10,0 x 1,3 mu/r = 13,0 06beM Boabl ountierHon = 200 mi
x 1,3 M/t = 260 mi npupocT o0beMa OT pacTBOpeHus HaTpus Oenzoara = 3,0 x 0,6 mu/r = 1,8 ma
JIOTTYCTUMBIE OTKJIOHEHUs JJisi aHHOTO o0BheMa = 224 mu x 1%/100% = 2,24 mn, cieaoBaTtenbHO
OpUPOCT 00BEMa OT PaCTBOPEHUS HATpUs OEH30aTa HE YUUTHIBAIOT.

JIuuesas cropona I1I1K:

Jara Penerit Ne

Radicis Althaeae 13,0

Aquae purificatae 260 ml

Natrii benzoatis 3,0

Sirupi simplicis 20 ml

Elixiris pectoralis 4 ml

V o6mmii = 224 mn +/- 2,24 v

IHoamucwu.



3aganue 52. CuryauMoHHAas 3a1a4a

B penentypHO-IpOU3BOJCTBEHHBIA OTIE aNTeKU MOCTYMHJI PELENT, COASpKallui CIEIYIOIYI0
HPOIHUCH:

Rp.: Dibazoli 0,004

Papaverini hydrochloridi 0,02

Theobromini 0,2

M.f. pulv.

D.t.dNe 10

S. ITo 1 nopomky 2 pa3a B A€Hb.

[IpoBu3op-TexHONOT TOCHe (DapMaAIEBTUYECKONW JKCHEPTU3Bl pelenTa W TAKCUPOBKH MOPYUUI
U3rOTOBHUTH JICKAPCTBEHHBIM Iperapar MOJOIOMY (apMareBTy, KOTOPBIA caeial HEoOXOAUMBbIC
pacu€Thl, U3rOTOBUI MOPOIIKOBYIO CMECh, O()OPMIII MACTIOPT MUCHBMEHHOT'O KOHTPOJI M OTAAJ Ha
npoBepky. [lpu KonMyecTBEHHOM aHaiM3e ObLIO YCTaHOBIEHO, YTO COJepkaHue aubazona B
IIOPOLIKAX HE YKJIAJbIBAETCA B JOIIYCTUMbIE HOPMbI OTKJIOHECHM.

[IpoBeneHue OMPOCHOTO KOHTPOJISA [OKAa3alno, 4YTO (apMaleBT H3Melpyui B crynke 2,0r
TeoOpomMuHa, momectuia B cTynky 0,04r aubaszosna, u3menbuui, cmemain, no6asmn 0,2r namnaBepuHa
THJIPOXJIOPH/IA, U3MENIBYMI U CMEIIAN JI0 OJHOPOAHOCTH. [IpOBHU30P-TEXHOJIOT CAeal BBIBOJ, YTO
IMMOPOIIKH U3IrOTOBJICHBI HCYJOBJICTBOPUTCIIBHO, U PCKOMCHA0OBAJI U3IOTOBHUTH NX BHOBL.

1. JaiiTe xapakTepuCTHKY JIEKapCTBEHHOHN (popMe, IPUBEIEHHON B IPOIIUCH.

2. CornmacHel  1n Ber ¢ BBIBOJIOM IIPOBHU30pa-TEXHOJIOTA, 4TO
npenapar M3rOTOBJIEH HEYAOBIETBOPUTENIBbHO? OTBET apryMEHTUPYHTE.

3 Uro takoe Tputypauusa? Korga u ¢ Kakoi LEJbIo €€ UCIOJIb3YIOT?

4. Kak BpIOMparoT pa3zBeieHue TPUTYpaLMK IPU U3TOTOBJIEHUU TTOPOILIKOB?

5 IIpuBenuTe NpaBUIbHYIO TEXHOJIOTHUIO U3TOTOBJIEHUS IIOPOILIKA IO ITPOIUCH.

IIpasunvroviti omeem:

1. B peuente BbIMCAH CIIOKHBIA JTO3MPOBAHHBIN MOPOLIOK JUUIi BHYTPEHHErO NpUMEHeHus. B
coorBercTBUM ¢ ['OXIV ODC.1.4.1.0010.15 «Ilopomku», MOPOIIKKM — JIEKapCTBEHHas (opma,
COCTOSIIAass M3 TBEPABIX OTHENBHBIX CYXMX YacTHIl Ppa3IU4YHON JUCIEPCHOCTH, oO0Jaaaromas
CBOWCTBOM chIydyecTH. (OCOOEHHOCTh M3TOTOBJIIEHUS CBSi3aHAa C CcoJAep)kaHMeM Jubazona B
konuyectBe MeHee 0,05 © Ha BCIO MOPOIIKOBYIO MacCy, UYTO HE IO3BOJIIET OOECreYnTh
OJTHOPOAHOCTb CMECH U TOYHOCTB €0 JO3UPOBAHUS.

2. Ha, cornacHa.llpenapar npurotoBieH HEYAOBIETBOPUTENBHO, TaK KaK KOJIMYECTBO ArbOa3oia
Ha BCIo Maccy nopoiuka 0,04 ato menee yem 0,05, mosToMy Hasio OBUIO UCHOIB30BATh TPUTYPALIUIO
(1:10).

3. Tputypanus — nopomkooOpasHasi CMeChb SJJOBUTOTO WJIM CHJIBHOJICHCTBYIOIIErO BEIIECTBA C
UHAUPPEPEHTHBIM HANIOJHUTENIEM (Yalle ¢ MOJOYHBIM caxapoM) B cooTHomeHusx 1:10 mmm 1:100.
Tputypanuu UCONIB3YIOT, €CIH JOBUTOIO WIM CHIIBHOAEHCTBYIOLIETO BemecTsa Beinmucado 0,05 r
Y MEHEE Ha BCIO MTOPOIIKOBYIO Maccy.

Hcnonp30BaHne TpUTypaLUii BBI3BAHO JBYMS IPUYMHAMMU:

- HEBO3MOYKHOCTb OTBECUTH C JIOCTATOYHOM TOYHOCTBIO HAaBECKY BelecTBa Maccoi meHee 0,05 r Ha
PYYHBIX OJTHOTPAMMOBBIX BECaX;

- HEBO3MOXXHOCTb PaBHOMEPHOIO PacCIpeleleHHs] MaJoro KOJMYECTBa BEUIECTBA CIUCKA A wWin
ciucka b B obmelt macce mopomka. Vcmonp3oBaHue TPUTYpAMU OOECIIEYMBAET PABHOMEPHOE
pacripesielieHie Majoro KOJIWYeCTBa SAOBUTOIO WIIM CHIJIBHOJEHCTBYIOIIEIO BellecTBa B 0OOIIeH
Macce MOpoIIKa U TOYHOCTh T03UPOBAHMUSL.

4. Bri0op pa3BefieHHs TPUTYpPALMU 3aBUCUT OT MAcChl SIZIOBUTOTO MJIM CHIIbHOJCHCTBYIOIETO
BEIIIECTBA Ha BCE J03bI Nopoiika. Eciu BemecTa Beinmucano B koauyectse 0,01-0,05 T, ucnons3yroT
tputypauuto 1:10, menee 0,01 r — tpurypanuto 1:100.



5. B crynke msmenpuator 2,0 T TeoOpomuHa, M00aBISIOT M M3MenbuaroT 0,2 T MamaBepuHa
TUAPOXJIOpHAa (COOTHOIICHHE WHTPEAMEHTOB He mpeBbimaer 1:20), 3arem poGammsitor 0,4 T
Tputypauuu aubazona (1:10), Bce cmemmBarOT 10 OAHOPOAHOCTU. [IpoBepsitOT OJHOPOIHOCTH
cmecu. JlosupyroT no 0,26 T yncaoM 10 ¥ ynmakoBBIBAIOT B BOILICHBIE HJIM NapadUHUPOBAHHBIC
KarcyJibl 1 KOpoOKy win nakeT. OQopMIISIIOT K OTITYCKY.

3aganue 53. CuryauroHHas 3aj1a4a

B peuentypHO-IIpOM3BOACTBEHHBIN OT/AEN alTE€KH NOCTYNUJ PELENT, COAEPKAIIUNA CIECTYIOUIYIO
MPOIHCH:

Rp.: Laevomycetini 2,5

Acidi salicylici 1,0

Spiritus aethylici 70 % 50 mu

M.D.S. IIpu rHOHHUYKOBEIX 3200JICBAHUIX KOXKHU.

[TpoBU30Op-TEXHOJIOT MOCHE MpeIBAPUTENbHON  (apMaleBTUYECKOW OJKCHEPTU3bl U
TaKCUPOBKHU TOPYYHJI M3TOTOBUTH JICKAPCTBEHHBIN Mpenapar mMojoaoMmy ¢apmareBry. ToT caenant
HEOOXOUMbIe PACUYETh, U3TOTOBWIJI PACTBOP MO JAHHON MPOMHCH, OPOPMUI JHIEBYIO CTOPOHY
nacropTa MNUCbMEHHOTO KOHTPOJISL M OTJAJI IPOBU30PY-TEXHOJIOTY Ha IIPOBEPKY.

[Tpu mpoBeneHUH OMPOCHOTO KOHTPOJIS BBIICHWIOCH, UYTO (papMaleBT M3rOTOBUII JIEKAPCTBEHHYIO
dbopMy B acCCHUCTEHTCKOM KOMHare. B CTynKy mOMeCTWSI JI€BOMHUIIETHH, KUCJIOTY CAIHUIHIIOBYIO U
m3menpuni. [IpousBen paszbaBneHue sTaHoia, cmemaB 36,5Mn 96% cnupra u 13,5M1 BoOJBI
OUMIIEeHHON. BHec 1o 4JacTsM BOAHO-CIHMPTOBYIO CMECh B CTYIIKY, cMmelian. PacTBop mepeHec BO
dmakoH Ui oTImycka TeMHoro crekia. Ogopmun sTukeTkoi «HapyxHoey,

«XpaHUTh B MIPOXJIAJTHOM MECTE», «XPpaHUTh B 3AIUIICHHOM OT CBETa MecTe», «bepeub OT OrHsy,
«XpaHUTh B HEIOCTYMHOM MJis AeTeld mecte». Ha obopoTe penenta ykaszan y4ETHOE KOJIUYECTBO
CIUpTa, BBINKCAN cHUTHATYpy. [IpoBHU3Op-TEXHOJOT CHeial BBIBOJ, YTO MpernapaT H3rOTOBIEH
HEYJI0BJIETBOPUTEIIBHO.

1. JlaiiTe XapaKTepUCTUKY JIEKapCTBEHHON (opme, NpUBEIEHHOW B peLenTypHOu

nponucu. C ueM CBS3aHbI OCOOCHHOCTH €€ U3TOTOBIICHUS U OPOPMIICHHSI K OTITYCKY?

2. CormacHel s Ber ¢ BBIBOJIOM IIPOBHU30pa-TEXHOJIOTA, 4TO
npenapar M3TOTOBJIEH HEYA0BIETBOPUTENbHO? OTBET apryMEeHTHPYHTE.

3. Kak paccuntbiBaroT (hakTudeckuii 00beM pacTBOpa M KOJIMYECTBO CIIUPTa A yuéra?

4. [IpuBenuTe MpaBUIBHYIO TEXHOJIOTHIO PacTBOPA MO JAHHOM MPOIUCH.

5. [lepeuncnure cnupTOBBIE  PAaCTBOPHI,  BbINIycKaeMble (papMalieBTHUECKO

IPOMBIIIIEHHOCTBIO (HE MEHee TPEX).

Ipasunvnwviii omeem:

1. B penente mpomucaHa SKuakas JeKapcTBeHHas (opma Ui HapyKHOTO TMPUMEHEHHS —
CIIUPTOBOM PACTBOpP CJIOXKHOTO COCTaBa, HE BBITYCKAEMbIN MPOMBIILIEHHOCTRI0. CHHUPTOBBIE
pacTBOpPBl TOTOBAT Macco-00BEMHBIM CIOCOOOM TMpsiMO BO (DIAakoH [UIsi OTIYCKa, TakK Kak
pacTBOPUTENh — JIETy4as )KUAKOCTh. OCOOEHHOCTH U3TOTOBJIECHUS CBSI3aHBI C HAJTUYHEM B TIPOIHUCH
AHTUOMOTHKA, HEBOJHOTO  JIETY4ero pacTBOPUTENs, a Takke SBICHHS  KOHTPAKIUH,
COTPOBOXKAAIONIET0 pa3damieHue dTaHona. OdopmieHue K OTIYCKY OOYCIOBIEHO MpPEeIMETHO-
KOJTMYECTBEHHBIM YUETOM CITUPTA STHUIIOBOTO.

2. Ha, cornacHa(en). M3roroBieHHe HEYAOBIECTBOPUTEIHHOE IO CIEAYIOUUM IPHYUHAM.
Hanmuume B mpommcu aHTHOMOTHKA — JIGBOMUIIETHHA OOYCIIOBIIMBAeT M3TOTOBJICHHE IIpemapara B
ACENTUYECKUX YCIOBHUSAX. DTAHOJ ABIISIETCS JIETYYUM PACTBOPUTEIIEM, MIOFTOMY M3-3a MOTEPh €T0 HE
CJemyeT MOoMeNaTh B CTYIKY, a TOJBKO - BO (hilakoH s oTiycka. [IponmucanHbie TeKapCTBEHHBIE
BEIIECTBA JIETKO PACTBOPUMBI B 3TaHOJIE U HE TPEeOYyIOT M3MenbueHus: B crymke. [Ipu paszdaBieHun
CIUpTa HAOMIOACTCS SBJIICHUE KOHTPAKIMH, (CyMMa 00bEMOB MCIIOIB30BAaHHOTO KPEIKOTO CIIUPTA U
BOJIbI OUYMIIICHHON JOJDKHA OBITH Oosbiie 50 mit).



3. dakTUuecknii 00bEM JAaHHOTO CHUPTOBOrO pacTBopa Oombire 50 Mil, 94TO OOYCIOBIIEHO
pacTBOpPEHUEM TBEPABIX BEIIECTB, CyMMapHOE COJIEepXKaHHe KOTOpBIX mpeBbimaeT 3%. OO0beM
pacTBopa CKJIaabIBaeTcsi M3 00bEMa CHupTa STWIOBOTO U IPOU3BEICHUN MAacchl KaxKIOTo
JICKapCTBEHHOTO BEIECTBA Ha ero Kod(p(UIMEeHT yBenudeHuss o0beéma. Maccy HCIOIb30BaHHOTO
CIUpTa Y4YCTHOM KOHIIGHTpAllMM OTpakaloT Ha 00OpOTe pelenTa B COOTBETCTBUU C JaHHBIMU
asikorosneMeTpuieckux tabaui (npuka3z M3 PO ot 26 oktsa0ps 2015 r. Ne 751H) mim maccy cnupra
YYETHOM KOHIIEHTPAIIMU HAXOMST MYyTEM YMHOXXKEHHS ero oO0beéMa Ha IJIOTHOCTh. B nmanHoi JID
otnyiueHo 29,45 crnupra 3tunoBoro 96%.

4. B acenTuueckux ycioBHSX B CTEPUIIBHBIN (DIIAKOH JIJIsl OTIYCKAa U3 CBETO3ALIUTHOTO CTEKJIa
IIOMEIIAIOT OTBEIIEHHOE KOJIMYECTBO JIEBOMULIETHHA U CATMIIMIIOBOM KUCJIOTHI. B MEpHOM LMIMHIpE
IPOBOAAT pazdasiieHue Bojoit 96% cnupra go nomxydenust 50 mun 70% cnupra, KOTOPBIH BHOCAT BO
¢makon s ormycka. DIakoH YKYNOPHBAIOT, JIEKAPCTBEHHBIE BEHIECTBA PACTBOPSIOT TPH
B30anThiBaHUU. KOHTPOIUPYIOT MOJHOTY PAcTBOPEHHS] U OTCYTCTBHE MEXAHMYECKHX BKIIFOUCHUIL.
OdopMIISIOT K OTIYCKY.

5. PactBop kucnotsl canuuuiaoBoit 1 unu 2%, pactBop kucinotsl 6opHoit 3%, pacTBop Hona 5%,
pactBop @yparununa 1:1500, MenoBasus u ap.

3ananue 54. CuTyalioHHas 3aa4a

B peuenTypHO-TIpOU3BOJACTBEHHBIA OTIAEN ANTEKH IMOCTYNWJI PELENT, COIACPKALINA CIETyIONTyIO
IPOITUCH:

Rp: Anaesthesini 1,5

Methyluracili

Sol. Vitamini E oleosae 5% ana 5,0

Ol. Helianthi ad 100,0

M. D. S. Jlsisg TaMIIOHOB.

[IpoBH30p-TEXHONIOT TOCTE NPEABAPUTENBFHON (PapMaleBTUYECKOW HKCIEPTU3bl M TaKCHPOBKH
NOPYYHJI HM3TOTOBUTH OTOT JIEKAPCTBEHHBIH TMpemapar wmojojaoMy (apmaneBty. Tor caenan
HEOOXOMMBIE Pacdy€Thl, OBICTPO M3TOTOBHJ JIEKAPCTBEHHYIO (OpMY, O(DOPMUI JIHMILEBYIO CTOPOHY
[IaCIIOPTa MUCBMEHHOI'O KOHTPOJIS M OTJAJI IIPOBU30PY-TEXHOJOrY Ha NpoBepKy. Ilpu nposenenuun
ONPOCHOTO KOHTPOJISI BBIACHWIIOCH, 4TO (hapmaleBT momecTwsl Bo (uakoH Juid ormycka 1,5
aHecTe3uHa, 5,0 meTmiypauuia, S mi pactsopa suramuta E u 100,0 nonconneynoro Macia. @nakoH
YKYIIOPWJI U Harpesl Ha BOJsHOW OaHe. JlekapcTBeHHbIN mpemnapar opopMHII K OTIIYCKY 3TUKETKON
«HapyxHoe». [IpoBuzop-TexHOMOr  cHenad  BBIBOJ, 9TO nmpernapat  W3TOTOBJICH
HEYOBJIETBOPUTENIBHO.

6. Kakas nexapcTBeHHas gopma npuseneHa B nponucu? OxapakTepusyiTe ee Kak IUCIepCHYIO

CUCTEMY.
7. B 4eM  COCTOMT IIpaBUIIO npo¢. [lepsruHa,  HCIOJIB3yeMOENpPU
(bOpMHUPOBAHUH CYCIIEH3MOHHBIX CUCTEM?
8. CormacHbl 1 Ber ¢ BBIBOJIOM IIPOBHU30pa-TEXHOJIOTA, 4TO
npenapar U3TOTOBJIEH HEYIOBIETBOPUTENIBbHO? OTBET apryMeHTHPYHTE.

9. KaxkoBa pannoHanbHas TEXHOJIOTHS JIEKapCTBEHHON (HOpMBbI?
10. Kakue BHABI BHYTPHANTEYHOTO KOHTPOJSI HCIONB3YIOTCS MPHU OIIEHKE KadecTBa JaHHOTO
npemnapara?

IIpasunvroiti omeem:

1. B penenite mpomnucana nekapcTBeHHas popma 71 HApy>KHOTO MPUMEHEHUS CII0KHOTO
COCTaBa, KOMOMHUPOBAHHBIN TUHUMEHT, TaK KaK MacJsSHBIN pacTBOp BuTaMuHa E cmemmBaercs
C TIOJICOJTHEYHBIM MaclioM, AHECTE3WH PacCTBOPUM B MOACOHEYHOM Macie 1:50 (romoreHHas
cucrtema), Metuiypamil He paCTBOPUM B Maciie U 00pa3yeT CyCIeH3HIO.



2. «Ans momydeHHss TOHKO M3MEIbYEHHOrO  JIEKapCTBEHHOTO  BEIIeCTBa IMPH  €ro
TUCTICPTUPOBAHUN PEKOMEHAYETCSl JOOABISITh PACTBOPUTENHh B TIOJJOBUHHOM KOJHYECTBE OT MACCHI
U3MEbYaeMOT0 JIEKAPCTBEHHOTO BEILIECTBAY

3. Ha, cornacuna(en). U3rotosienue HEYJOBIETBOPUTEIBHOE MO CIACAYIOIIUM MPUYUHAM.
Macnsnslii pactBop ButamuHa E no3upyercs mo macce Bo (JiakoH AJisi OTIIYCKA, €r0 He

cJe1yeT HarpeBaTh, YTOObI HE CHUKATh CTAOMIIBHOCTD.

AHECTEe3WH U MEeTWJIypalliiia MpeIBapUTEIbHO HY)KHO MU3MEIbUUTh U PACTBOPUTH, MOJIIYUYUB U3 HEE
MyJIbITY.

Hy>xHo npoBecTu pacu€T KOJIMYECTBA Macja MOACOIHEUYHOTO C YYETOM TOT0, UYTO

JeKapcTBeHHas (hopMa U3TrOTaBIMBAETCS 1O Macce (mpuka3 ot 26 okTs0ps 2015 1. Ne 751 n).

[Ipu otmycke mnpemnapaT MAOMKEH OBbITh CHA0XEH JOMOJHUTENBHBIMU MPEAYIpeaIuTeIbHBIMU
HAJMUCAMU: «XPaHUTh B MIPOXJIATHOM, 3AIIUIIEHHOM OT CBETa MECTEY,

«Ilepen ynorpebiaeHueM B30aITHIBaThY, «XPAaHUTh B HEIOCTYITHOM JUIs IETEil MecTe».

4, Jlyis Havanma B CTYNKY B3BEIIMBAIOT W J00aBisaioT 1,5 Anecresmna u 5,0 MeTwiypanuia,
U3MEJBYAIOT, 3aTeM M0 npaBuiy [lepsaruna 100aBigiOT B MOJOBUHHOM KOJIMYECTBE OT BCEH Macchl
B3BEILIMBAEMbIX BEILIECTB, OCHOBBI Maciia [lonconneunoro, T.€. Ha 6,5 oOmIel Macchl MPUXOAUTHCS 3
MJT OCHOBBI, JO0ABJISIOT B CTYNKY U nomemuBarT, 100-3 min-5 mn=92, nanee 1o0aBisSIOT OCTAIbHBIC
92 M1 Macia OJICOJIHEYHOI0 U TOJIBKO B KOHIIE JOOABJISAIOT pacTBop BUTaMuHa E. 3areM nmomemaror
Bce B oTnyckHod ¢umakoH. Odopmusiem stuketkoit «Hapyxnoe» u «llepen ymnotpeGneHueMm
B300NTaTh», «XpPaHUTh B HEJOCTYITHOM IS IETEH MecTe»

5. [Ipukazom MunzapaBa Poccum ot 26.10.2015 N 751 «O0 yTBepKIeHUU MIPaBHI
W3TOTOBJICHHS U OTITYCKa JICKAPCTBEHHBIX MPEMAapaToB IJs1 MEAUIIMHCKOTO MPUMEHEHHS allTeYHbIMHU
OpraHM3alUsIMH, WHIUBUAYAIbHBIMH  MNPEANPUHUMATENAMU, HMCIOIIMMU  JIMLIEH3WIO  Ha
(dbapmManeBTUYECKYIO IEATEIbHOCTDY PErIaMeHTUPOBAHbI

OO6s3aTenbHbIE BUABI KOHTPOJIS:

. MUCbMEHHBIA KOHTPOJIb (IIPOBEpPKAa COOTBETCTBHUS 3alKCE B MAaclopTe MHUCHMEHHOTO
KOHTPOJISI IIPOTIHCHU B PELETITE, MPAaBUIHLHOCTH MPOU3BEICHHBIX PACUETOB);

. OpraHoOJIITUYECKUI KOHTPOJIb (TIPOBEpKA IO MOKa3aTeNIsIM ONMUCAHWE — BHEIIHUM BU/I, LIBET,
3arax, OTCYTCTBUE BUIMMBIX MEXaHUYECKUX BKIIOUEHU);

. KOHTPOJIb TP OTIIyCKEe (COOTBETCTBHE YNAKOBKH (PU3UKO-XHMHUYSCKAM CBOHCTBaM
BXOJIAIINX JIEKAPCTBEHHBIX BEIIECTB, HOMEpAa Ha peLenTe W HOMEpa Ha JTUKETKe, (aMIIuu
OOJILHOTO HAa KBUTAHIMM, (PaMWIMK HA DTHKETKE M PELENTe WM €ro KOMUHU, KOMUU PEerenToB
HPOMMCAM PELENTOB).

B xagyecTBe BEIOOPOYHOTO KOHTPOJISI MOKET OBITH MMPOU3BE/ICHBI:

. OIIPOCHBIN
. ¢buznueckuit
. XUMHYECKUN

3ananue 55. CuTyallMoHHas 3a1a4a

B peI_Iel'ITypHO-HpOI/ISBO)ICTBeHHHﬁ OTACI allTCKHU HNOCTYIUJI PCUCIT, coz[epxcamnﬁ CJICAYHOIIYIO
HPOINHUCE:

Rp.: Dimedroli 2,0

Acidi salicylici 5,0

Lanolini

Vaselini ana 50,0

M.D.S. Ma3s as pyk.

HpOBI/IBOp-TCXHOHOF II0CJIC HpeI[BapHTCHBHOﬁ q)apMaHeBTHqCCKOﬁ OKCIICPTHU3bI U TAKCHPOBKHU
MOPYYHJT U3TOTOBUTH ATOT JIEKAPCTBEHHBIN MIpenapaT Moo oMy (papMaiieBTy.

Tor cpenan HeoOXoauMble pacy€rbl, OBICTPO W3TOTOBHJI JIEKAPCTBEHHBIM INpemapar Mo JaHHOU
IPONUCH, OQOPMUI JIMLEBYID CTOPOHY MacnopTa MUCBMEHHOTO KOHTPOJI M OTHal IPOBU30PY
TCXHOJIOTY Ha IIPOBEPKY.



[Ipu mpoBeneHUN OMPOCHOTO KOHTPOJIS BBIICHWIOCH, 4TO (hapmaieBT momMectud B (apdopoByro
YaIKy JaHOJIHH 0€3BOJIHBIN, Ba3elIMH U HATPENI CMECh Ha BOASHON OaHe 0 pacruiaBieHus. B cTymke
U3METBYMII JUMEIPOS UM KUCIOTY caluuuioBylo. BHec B cTymky cmech u3 ¢apdopoBoil yaimiku.
CwMmemran u nepeHec BO (UIakOH OPAHKEBOTO CTEKJIA. YKYMOPWI U OGOPMHI K OTIYCKY STHKETKOU
«HapyxHoey, npeaynpeauTeasHOl HaAMUChIO:

«XpaHUTh B MPOXJIAJHOM, 3AIIUIICHHOM OT CBETa MeCTe», «XPaHHUTh B HEJAOCTYITHOM s JeTel
MmecTe». [[poBHU30p-TeXHOJIOT clienal BbIBO, YTO Ma3h U3rOTOBJIEHA HEYOBIETBOPUTEIHHO.
[Ipumeuanue: pactBopuMocTs aAuMeapona B soge 1:0,35,

JIOTTyCTUMBIE OTKJIOHEHHS B Macce Masu cBbie 100,0 coctaBmstor +/- 2%.

1. KaxoBbl 0011111€ NTpaBuIIa BBEIEHUS JIEKAPCTBEHHBIX BELIECTB B Ma3€BbI€ OCHOBBI?

2. Uto Takoe KOMOMHUPOBAHHBIE Ma3H?

3. Oxapakrepu3yiTe IPUBEAECHHYIO B IPONKMCH Ma3b KaK AUCIIEPCHYIO CUCTEMY.

4. CormacHpl Jiu Bbl Cc BBIBOJOM NPOBHU30pA-TEXHOJIOTA, 4YTO Mpernapar M3roTOBJIEH
HEYJ0BJIETBOPUTEIBHO? OTBET apryMEHTUPYHITE.

S. [IpemioxxuTe ONTUMAIbHBINA BapUAHT TEXHOJIOIMU W3TOTOBIIEHUS JIEKAPCTBEHHOTO IIpenapara

1o npuBeAcHHON nponucu. OGhopMHTe JIUIIEBYIO CTOPOHY MacmopTa nuckMeHHOro KoHTpos (II1K).

IIpasunvnviti omeem:

1. JlekapCTBEHHbIE BEIIECTBA BBOJAT B Ma3eBble OCHOBbI B COOTBETCTBUU C HX (PU3HKO-
XUMHUYECKUMHU

CBOWCTBaMH:

€CITH JIEKapPCTBEHHBIE BEIIECTBA PACTBOPUMBI B OCHOBE, TO BEIIECTBA JTUMOPUIBHOTO
XapakTepa pacTBOPSIIOT B PacIlIaBI€HHON OCHOBE; BEIeCTBAa T’UAPO(PUILHOIO Xapakrepa
pPacTBOPSIIOT HENOCPEACTBEHHO B OCHOBE MJIM B MUHUMAJIbHOM KOJIMYECTBE BObL;

€CJIU JIEKapCTBEHHbBIE BEILIECTBA HEPACTBOPUMBI HU B OCHOBE, HU B BOJIE, TO OHU

BBOJIATCS 110 THITY CYCIIEH3UU C YUETOM COAep KaHus TBEpAOH ¢asbl: 10 5%, oT 5% 1o 25%,
ooiee 25%:

€CJIN JIEKapCTBEHHBIE BEILIECTBA PAaCTBOPUMBI B BOJIE, HO HEPACTBOPUMBI B OCHOBE, TO UX
pPacTBOPSIOT B BOJE € MOCIEAYIOLUIUM 3MYIbIHPOBAHUEM KOMIIOHEHTaMU OCHOBBI.

Cyxue ¥ rycTble IKCTPAKThl MPEABAPUTEIBHO PACTUPAIOT C PAaBHBIM KOJIMYECTBOM CIUPTO-BOAHO-
[JIALIEPUHOBOM CMECH.

2. KoMOuHMpoBaHHBIE Ma3K — 3TO COYETAHNUE HECKOJIBKUX THUIIOB JUCHIEPCHBIX CUCTEM,
00yCJIOBJIEHHOE Pa3InYHBIMU (PU3UKO-XHUMHUYECKUMHU CBOMCTBAMH JIEKAPCTBEHHBIX BEILIECTB U
Pa3HbIM CIIOCOOOM UX BBEJCHHS B OCHOBY.

3. B peuente mponucana mMsrkas JekapcTBeHHas popma i HapyKHOTO IPUMEHEHHUS -
rereporeHHasi KOMOMHUPOBAHHAs Ma3b, COCTOSAIIAs U3 AMYJIbCUOHHOW Ma3u (AMMEIPOJI IOCIe
pacTBOpeHUs B BOjie 00pa3yeT Ma3b-3MYJIbCHIO) M CYCIIEH3MOHHOM Ma3y (CaIMLIMIIOBask KUCIIOTA).
4. Ha, cornacua(en). 3rotoByieHrne HEYJOBIETBOPUTEIHLHOE IO CIAEAYIOMUM MPUYHUHAM.
Heo6xoauMocTu B m1aBI€HUN OCHOBBI HET.

CopepxaHue KUCIOThI CAIMLIUIOBON B Ma3u COCTaBIseT MeHee 5%, M03TOMY €€ HY>KHO
M3MEIBYUTH 110 NpaBuiLy JlepsAruHa co BCIIOMOraTeIbHOM )KUIKOCTBIO POACTBEHHON OCHOBE -
Ba3eJIMHOBBIM MacJIOM B KOJIMYECTBE 72 OT MacChl H3MEIb4aeMOr0 JIEKAPCTBEHHOT'O BEIIECTBA.
JumMenpos Heo6X0IMMO PeABApUTENHLHO PACTBOPUTH B BOJIE OUHMILIEHHOM C yUETOM
pacTBOPUMOCTH.

5. B crynky nmomemiarot oTBeIEHHOE KOJTUYECTBO CATMIIUIOBON KHUCIIOTHI, U3MENbUaAIOT C
BA3€JIMHOBBIM MacjoM (MPUOIU3UTENBHO 2,5 T).

[To yacTsim 100aBIISAIOT Ba3eNIMH, CMEIINBAIOT JJO OAHOPOAHOCTH. OTOABUTAIOT Ma3h Ha

Kpai CTYIIKH.

B ocBoOoaMBIIIYIOCS CTYIIKY OTBEIIMBAIOT JUMENPOJ, pacTBOpstoT B 0,7 M1 BOJbI
OYUILEHHOH, TTOJIyYE€HHBIH pacTBOP SMYJIbIUPYIOT JJAHOJIMHOM BOJHBIM 1O 00pa30BaHUs
OJIHOPOJIHOM Macchl. CMENIMBAKOT CYCIIEH3UOHHYIO U 3MYJIbCUOHHYIO Ma3b.
[TocnenoBarenbHOCTh N3rOTOBIEHHS CYCIIEH3MOHHON M SMYJIbCHOHHOW YacTel
KOMOMHHMPOBAHHOW Ma3u HE SIBISIETCSA MPUHIMITUAIBLHON (TaKkKe BEpHBIM BApHAHTOM



TEXHOJIOTHH SIBJISIETCS M3TOTOBJICHUE B MIEPBYIO OUepeab SMYJIbCUOHHON YacTH Ma3u).
l'oToByI0 Ma3b epeHoCAT B OaHKY U OQPOPMIISIOT K OTIYCKY.
JIuuesas cropona I1IIK

[ara

Pentenit 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
Tloamucw.

3ananue 56. CuTyalimoHHas 3aa4a

B peuenTypHO-TIpOU3BOJACTBEHHBIA OTIEN ANTEKH MOCTYIWI PEIENT, COACPIKAIINN CIEAYIOUIYIO
MPOIUCH:

Rp.: Natrii benzoatis 2,0

Liquoris Ammonii anisati 5 ml

Sirupi sacchari 5 mn

Aquae purificatae 180 ml

M.D.S. Ilo 1 cr.21. 3 pa3a B JcHb.

[TpoBU3Op-TEXHOJOT TOCTE NPEABAPUTEIHLHON (PapMaleBTUYECKOW SKCIEPTU3bl M TAKCHPOBKU
MOPYYHIT H3TOTOBHUTH ITOT JICKAPCTBEHHBIN Mpenapat GpapMareBTy.

Bo ¢nakon mns ormycka ormepuBaroT 160 M Boxabl ouminenHoil, 20 mun 10% pactBopa HaTpus
Oenzoara (1:10), 5 mu1 cuporna caxapHOroO W B MOCIEAHIO OYepeab - 5 MJI HalIaThIPHO-AaHHUCOBBIX
Karesb. CMEINBaIOT, YKYIIOPUBAIOT, 0(OPMIISIOT ITHKETHOU

«BHyTpenHeey.

1. JlaiiTe OLeHKY JIeKapcTBeHHOM (hopMbl. OnieHuTe neicTBus papMareBTa.

2. KaxoB anroputm neiicTBuil mpoBU30pa MO U3TOTOBJICHUIO TaHHOM JIeKapcTBEHHOU (hOpMBbI?
3. B cooTtBercTBUM ¢ KakuMu IpukazamMu MuH3apaBa Poccum  nomkeH  coOunroaThes
CaHUTAPHBIM PEXKUM ITPU U3TOTOBIEHUU NMPONHCUH?

4. OO6ocHyiiTe OlIeHKY KauecTBa JEKapCTBEHHOTO Mpernapara.

5. Ykaxute GpapMakoTepaneBTUIECKOE IEHCTBHUE MPOIHUCH.

Ilpasunvnwviii omeem:

1. Brinucana xxujikas gekapcTBeHHas opMa Ui BHyTPEHHEro IPUMEHEHUs,

IpeJIcTaBIsIIoNIast co00i KOMOMHUPOBAHHYIO CUCTEMY: UCTUHHBIN pacTBOp HaTpusl OeH3oaTa 1
CYCHEH3HIO, NTOJyYECHHYIO KOHJIEHCALIMOHHBIM METOIOM (HAIIaThIPHO-aHUCOBBIE KaIlJIN).

@dapMaleBT HEBEPHO BBEJ HAIIATBIPHO-aHHUCOBBIE KAILJIU, T.K. IPU TAKOM BBEJCHUH HA MOBEPXHOCTU
U CTeHKax (hjaKoHa MOSBISIIOTCA MacisHbIE IATHA, a B AajbHEWIIEeM KpYyIHble KpUCTAIbl aHETOJIa
(KOMIIOHEHT aHMCOBOTrO Macia). HamaTelpHO-aHMCOBBIE KaIuld Mepes MOMelIeHHEM BO (IIaKoH
HEO0OXOUMO CMEIaTh C CaXxapHbIM CHPOIIOM WM C PaBHBIM KOJMYECTBOM MHUKCTYpBI, BO (pJIakoH
N00aBIIATh YaCTSIMU MIPU MOCTOSHHOM IepeMelInBaHuU. B 3ToM citydae mosydaeTcs TOHKasi B3BECh
aHeToJIa.

2. IIpu cMemMBaHUM HAILIATBIPHO-aHUCOBBIX KaIlellb, COCTOSIIUX U3 2,81 T Macna

aHUCOBOTO, 15 M pacTBOpa ammuaka, 10 100 mi1 ciupTa, ¢ BOZHBIMU paCTBOPAaMU BBIAEIISETCS

HE pacTBOPUMBII B BOJE KPUCTAIUIMUECKUN aHETO.

AHeton sBisieTcsl TUAPO(GOOHBIM BEIIECTBOM M HY)KIaeTcsl B cradbuimsarope. s Toro, 4toOsbl
UCKJTIOUYUTH BO3MOKHOCTB IPMJIMIIAHKSI aHETOJIA K CTEHKaM (DJIakoHa, B

OTJIEIbHOM CTaKaHYMKE CMEUIMBAIOT MJI CAXapHOT0 CUPOIa U 5 MJI HallaThIPHO-aHUCOBBIX



KareJb.

CMech yacTAMH IpU NepeMEIMBaHUN JOOABISIOT K paCTBOPY B CKIISIHKY JUISI OTITYCKa.

TimarenbHO EpeMenINBaLOT.

[Ipu oTcyTCTBHU B IPOIUCH CUPONOB HAIIATHIPHO-AHUCOBBIE KaIllId OCTOPOXKHO

T00aBJISAIOT K MUKCTYpE TaK, 4YTOOBI )KUJIKOCTh HE MOMalia Ha TOPJbIIIKO (IiakoHa.

@DJ1akOH yKYMOPUBAIOT IJIOTHO TUIACTMACCOBOM MPOOKOI ¢ HABUHYHUBAKOIICHCS

KPBILIKOM.

Cornacno npukazy M3 PO ot 26.10.2015 r. Ne 7511, ohopMISIFOT STHKETKAMHU:

«Buytpennee», «XpaHuUTh B MPOXJAJHOM U 3alIUIICHHOM OT CBE€Ta MeCTe», «XpaHUTh B
HEJIOCTYITHOM Ui AieTeit Mectey, «Ilepen ynorpebiennem B30aaTHIBATh.

3. [Tpuka3z M3 P® ot 26 oxTsa6ps 2015 1. Ne7511 «OO0 yTBepKIeHUH MPaBUII U3TOTOBIICHUS U
OTITYCKa JIEKaPCTBEHHBIX MPENapaToB AJi MEIULMHCKOrO IPUMEHEHHUS allTeYHbIMU OpraHU3alUsIMH,
WHAUBUAYAIbHBIMU ~ IPEINPUHUMATEISIMH, HMMEIOIMIMMH JIMLEH3UI0 Ha  (apMaleBTHUECKYIO
JESTEIILHOCTB.

[TocTanoBnenue ['maBHOrO rocyaapcTBeHHOTO caHuTapHoro Bpada P® ot 24 nexabps 2020 r. Ne 44
«O06 yrBepxknennn canutapubix npaBmin CII 2.1.3678 - 20 "CanuTapHO-3IHIEMHOIOTUYECKHE
TpeOOBaHUS K SKCIUTyaTallud MOMEUICHHUH, 3JaHuil, COOpYKEeHHM, 000pyA0BaHUs M TPAHCIOPTa, a
TaKXKe yCJIOBUSM JIESTEILHOCTH XO3SIMCTBYIOINX CYObEKTOB, OCYIIECTBIISIONINX TPOJIAXKy TOBAPOB,
BBITNIOJTHEHHE PabOT UM OKa3aHUE YCIyT»

[Tepen Hawamom paboThl pabodasi MOBEPXHOCTH CTOJIA M PYKH (papMalieBTa

00pabaThIBarOTCs paCTBOPOM JIETMHUHA, BECHI IPOTUPAIOTCS PACTBOPOM MEPEKKUCH BOJOPOIA.

[Toce u3roroBiaeHus NPONMUCH BECHI IPOTUPAOTCS CTEPUIBHON OJTHOPA30BOM MapJIeBOU

canderkoii. Taxxe cTepuiIbHON OAHOPA30BOM can(eTKoN MPOTUPAIOT TOPIBIIIKY IITAHTJIACOB.
XpaHeHHeE B alTEKe Pa3pelaeTcsi B COOTBETCTBUHU ¢ Ipuka3zoM oT 13.11.1996 r. Ne377

«O0 yTBepkIeHUU TPEOOBAHMM K OPraHU3alliy XPaHEHHs] B alITEYHBIX YUPEKIACHUAX

Pa3IUYHbIX IPYII JEKAPCTBEHHBIX CPEACTB U U3JACIUNA MEAUIIMHCKOTO Ha3HAYCHUS.

4. [Tpukaz M3 P® ot 26 okts6ps 2015 r. Ne7511 «O06 yTBep>KIeHUH MPABUIT U3TOTOBICHUS U
OTITYCKa JIEKaPCTBEHHBIX MPENapaToB il MEIUIUHCKOTO IPUMEHEHUS allTeYHbIMU OpraHU3alUsIMH,
WHAVBUAYAIbHBIMU  TPEINPUHUMATEISIMH, HMEIOIMIMMH JIMLIEH3UI0 Ha (apMaleBTHUECKYIO
JESTENIbHOCTbY PETIAMEHTUPYET

00s13aTeNIbHBIE BUABI KOHTPOJIS:

- MMCbMEHHBIN KOHTPOJIb (IIPOBEPKAa COOTBETCTBUS 3alUCE B MacHopTe MUCbMEHHOI'O KOHTPOJIS
IPONKCH B pelenTe, MPaBUIbHOCTH MPOU3BEICHHBIX PACUETOB);

- OpPraHoJIENTHYECKUI KOHTPOJIb (IIPOBEPKA IO MOKa3aTessiM ONMCaHue — BHEIIHUHM BUJI, LIBET, 3amax,
OTCYTCTBHE BUJIUMBIX MEXAHUYECKUX BKIIFOUECHHUN);

- KOHTPOJb IPU OTHYCKE (COOTBETCTBUE YIMAKOBKU (PM3UKO-XMMHYECKHM CBONCTBAM BXOJSILINX
JIEKapCTBEHHBIX BEIIECTB, HOMEpa Ha pelenTe U HOMepa Ha 3TUKeTKe, (paMmiuu OONBHOTO Ha
KBUTAHLMK, (DaMUIMM Ha JTHKETKE M peUenTe WJIM €ro KOMHWH, KONUN pPEelenToB MPONUCIM
pEIenTOoB).

AHanmm3 N10KyMEHTaIlUH.

Penent BeInmMcaH NpaBUIBHO.

WNHrpenueHTs! COBMECTUMBI.

[TacopT NMCBEMEHHOTO KOHTPOJISE COOTBETCTBYET PELIEIITY.

[IpaBUIBHOCTH YTAKOBKH U O()OPMIICHUSI.

O6beM (hrakoHa TEMHOTO CTEKJIa COOTBETCTBYET KOJIMUECTBY cycrneH3uu. diaakoH

YKYIOPEH MJIOTHO.

Odopmnenue coorBercTByeT pukazy M3 P® ot 26.10.2015 r. Ne 751H.

Pecycniennupyemocts. CycnieH3us BOCCTaHAaBIMBAET PABHOMEPHOE pacIpeieICHIE

YacTHUIl [0 BceMY 00BbEMY IIpH B30ANThIBAHUM B T€UEHUE 15 CEeKyH/I.

OnHoponHOCT YacThll AucnepcHor ¢as3pl. O0beM MHUKCTYpbI 190 Mt £ 3,8 MiI, UTO COOTBETCTBYET
HOpMaM JIOIyCTUMBIX

otkioHeH# (£2%) (mpuka3z M3 P® ot 26.10.2015 1. Ne 751n).

5. Kodeunn-benzoar Harpust mpumMeHsroT mpu 3a0071€BaHUAX, COMPOBOKTAFOIIHX CS



yrHeTeHHEM QYHKIUNA [IEHTPaIbHON HEPBHOW CUCTEMBI U CEPJIEUHO-COCYAUCTON CHCTEMBI,
TUIIOTEH3UH, aCTEHUYECKOM CHHIPOME, IIPU Clla3Max COCYJ0B F0JIOBHOTO MO3ra (MUIPEHB), U
rOJIOBHOM 60111 (B KOMOMHALIMU C APYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMU, HAIPUMED, KUCIOTON
aleTHJICATMITUIIOBOM ).

[IpenapaT Ha3HAuYaIOT IPU HEOOXOIMMOCTH MOOUITU3ALIMU PE3EPBOB OPraHU3Ma, JIs
MOBBIIIICHUS ICUXUYECKON U (pr3nyeckoil paboTOCIOCOOHOCTH, YCTPAHEHHUS! COHIIMBOCTH.

VY nereit Kodenn-benzoar Harpus npuMeHSIOT ipu SHype3e.

HamarsipHo-anncoBeie Kami. B KOMIUIEKCHOW Tepanuu B KAYECTBE OTXAPKUBAKOLIETO
CpEICTBA MPU BOCHAIUTENIbHBIX 3a00JI€BAHUSX JAbIXaTEIbHBIX ITyTEH.

AHNCOBOE MacJIo MOCJ€e MONAJAaHNs B OPraHU3M OKa3bIBaeT CTUMYJIMPYIOLIEE

BO3/ICIICTBHIE Ha CEKPEINI0 OPOHXUAIBHBIX KeJle3.

Taxe 3T0 BELIECTBO CTUMYJIUPYET IPOLECCHI ITUILEBAPEHUS U SBJIAETCS HEIUIOXUM
AQHTUCENITUKOM, OTJIMYHO Pa3KMKAaeT MOKPOTY.

HamartbipHO-aHMCOBBIE KAl MOTYT IIPUMEHSTHCS [l JIEYEHUSI BIIAXKHOTO KAILUISL.

Onu ctumynupyroT 3G PeKTUBHO ounIleHHE OPOHXOB, aKTUBU3UPYIOT MPOIIECChHI

Paz3KIKEHHSI BA3KOW MOKPOTBHI, YTO CIIOCOOCTBYET €€ OTKAILIMBAHUIO, @ TAKXKE HE AIOT
Pa3BUTHCS CAMBIM Pa3HbIM OCJIOKHEHUSIM U PELIUIMBAM HE1YTOB.

Kpowme Bcero npouero Takoe J€KapCTBEHHOE CPEACTBO TOMOTaeT 3aKUBIECHUIO

CIIM3UCTBIX B JIBIXATEJIbHBIX MYTSX.

3ananue 57. CuTyallMoHHas 3aa4a

O6OCHy1>'ITe MMPpaBUJIIBHOCTb TCXHOJIOTUH Ma3u B YCJIOBHUAX AIITCKHU I10 IMTPOIMUCH:

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.: Ma3sb mis Hoca.

HpOBI/I30p-TeXHOJ'IOI‘ IIOCJIC npenBapHTenLHoﬁ q)apMaHeBTquCKOﬁ OKCIICPTHU3bl U TAaKCUPOBKU
MOPYYHJI U3TOTOBUTH ATOT JIEKAPCTBEHHBIN MIpenapar (papMaiieBTy.

@dapmaneBT HPUTOTOBMI Ma3b CIEIYIOIMM 00pa3oM: B CTYNKY IOMECTHI KamQopy H Kak
TPYAHOU3MENIbYAaEMOE BEILIECTBO M3MEIbYMII €€ B MPHUCYTCTBUM 3 Kallelb CIUpPTa, 3aTEM B CTYIKY
MMOMECTUJI CTpCUTOUHUNI, CYJ'IL(I)a,I[I/IMGSI/IH n HOpCYJ'IL(I)a?»OJ'I U [IpodoJIKal AUCIICPrUpOBaAThL C 17
KarsiMu CrjpTa. K cmecn IMOPOIIIKOB I[O6aBI/IJ'I II0CJICAOBATCIIbHO JIAaHOJWH, BAa3C€JIMH U 5 kamenn
pacTBOpa aApCHAJIMHA TUAPOXJIOpUAa U 3(1)6,[[pI/IHa TuapoxXJjiopuaa. FOTOByIO Ma3p IIOMCCTHII B
HIMPOKOTOpyt0 ©OaHKy TeMHOro crekna ogopMuB 3Tukerkoid «HapyxHoey», «XpaHuTh B
3allIMIIICHHOM OT CBC€Ta MCCTC), «XpaHI/ITL B MMPOXJIAAHOM MCCTECH», ((XpaHI/ITL B HCAOCTYIIHOM IUJIA
JIETEN MECTE.

1. JlaliTe OLIEHKY IPaBUJIBHOCTU U3TOTOBJIEHUS MA3H U €€ XapaKTEPUCTHUKY.
2. [TpuBeauTe KIaccUpUKAIUIO MA3EBBIX OCHOB C IpUMepaMu B cooTBeTcTBHH ¢ [ D.
3. [Ipennoxxute JnEKapCTBEHHBbIE PACTEHUS H  ChIPbE PACTUTEIBHONO U YKUBOTHOTO

INPOMCXOXKACHUS Il TOJY4YeHUs IIpernapaTroB, NPOU3BOJAHBIX (PEHMITATKWIAMUHOB: DdenpuHa
ruapoxjiopuaa M AnpeHanuHa ruapoxsopuna. Kakoe ceipbe HCMoOnb3yeTrcs A MOTYYEHHS
Ocdenpuna? [laiite XapakTepUCTUKY ChIpbS M MPOU3BOAIINX PACTEHHH, KOTOPBI € SBJISIOTCS €ro
MCTOYHUKAMHU.

4. [IpuBenure pacu€rbl U O(GOPMHUTE JIMLEBYIO CTOPOHY MAaclopTa MHUCbMEHHOIO KOHTPOJIS
(TITIK).

S. Ha xakoMm perienTypHOM OJaHKe BBIMHUCAH perent?



lIpasunvuoiti omeem:

1. ®apmalleBT HE IPABUIHLHO U3TOTOBUI IAHHYIO Ma3b.

Hcxons u3 cBOMCTB JIaHHBIX BEIIECTB MOXKHO YTBEPXkAATh, YTO Ma3b MO JTAHHOM MPOIUCH SIBJISIETCS
KOMOWHHPOBAHHOW JWCIEpCHONW cuctemoil. Takum oOpa3om, sdeapuHa THIPOXJIOPUT HYKHO
BBOJHTH B Ma3b 10 THUILy 3MYJIbCUH, KaM(bOpy — B BHJIE Ma3U-PacTBOpPa, Cylb(paHUIaMUAbl — IO
IpaBUIaM HM3TOTOBJICHUSI CYCIIEH3MOHHBIX Ma3ei C cojepaHueM TBepaoil ¢asel O6onee 5 % or
Macchl Ma3u. TexHoJorust MpUroToBIeHUs: kKaM(opy pacTBopsIoT B 5,0 I paciiaBIeHHOIO Ba3elInHa
(mpu Temneparype He Bbie 50 °C). CrpenTouun, cyinbpaauMe3uH U HOPCYIb(Ha30l MOMEIIAl0T B
MOJIOTPETYIO CTYNKY W JUCIEPrupyroT B MpHCyTcTBUU 1,8 r pacTBopa kamdopsl B BazenuHe(mo
npaBuity JlepsruHa), 3aTeM 100aBIAIOT OCTAJIbHON Ba3elMH, MEPEMELIMBAIOT U 00pa30BaBLIYIOCS
Ma3b OTOJBHTAIOT HA Kpail cTynku. B 0cBOOOXKIEHHYIO CTYNKY HOMEHatoT 3(hepuH TuapOoXIopu,
pPacTBOPSIOT €r0 B paCTBOPE aApEHAIMHA I'MIPOXJIOPHUIA U K MTOIYYEHHON XKUAKOCTH IIPUMEIINBAIOT
BHayaJie JIaHOJIMH, a 3aTeM paHee MPUTOTOBJICHHYIO CYCIEH3MOHHYIO Ma3b, MAacCy TIIATEIbHO
[EPEMELINBALOT.

2. TepaneBTHueckoe OEHCTBHE Ma3ell BO MHOIOM OIIPEAENSAETCS HCIOJIb30BAHHOM Ma3eBOM
ocHoBOH. ['®D naét kmaccudukannio Ma3eBbIX OCHOB: THO(UIBbHBIE, TUAPOPUIBHBIE, THIPOPHIEHO-
TUTIO(QUIIBHBIC.

K numodmisHeIM OCHOBaM OTHOCSITCS:

- YTJI€BOIOPOAHbIE (Ba3eNIMH, CIUIaBbl YIIIEBOAOPOIOB);

- JKUpPOBbIE (IIPUPOAHBIE >KUPBL, U UX CIUIABBl C PACTUTEIBHBIMU MacilaMd U >KUPOINOAOOHBIMU
BEIIIECTBAMH ),

- BOCKH (BOCK MTYEJIMHBIN, CTIEPMAIIET, JJAHOJIUH);

- CUJIMKOHOBBIE OCHOBBI.

K runpoduinbHbIM OTHOCSTCS:

- Telu BBICOKOMOJIEKYJISIPHBIX YIJIEBOAOB U OenkoB (9(UpBI LEITI0N03blI, KpaxMmal, KOJUIareH,
JKeJIaTHH, arap);

- TeJId HEOPTaHUYECKUX BEIIECTB (TJIMHUCTHIE MUHEPAIIBI - OEHTOHUT);

- renu CUHTETHUYECKUX BBICOKOMOJIEKYJISIPHBIX COEIMHEHU (MOAMATUIIEHOKCH A,
MOJIMBUHWIMUPPOIINIOHA, TTOJIMAKPUIaAMHIA);

- reJIi MUKpOOHBIX IoJIMcaxapuioB (aydoasuaan);

- pactBOpHI 0nUro3dgupos (90% onurosdupa-50 u 10% cnupra TUIOBOTO).

K ruapodpuinbHO-TUIIOPUIBHBIM OTHOCSTCS:

- 6€3BOJIHBIE CIUIABbI JIUMOQUIBHBIX OCHOB C 3MYJIbraTopaMy (CIUIaB Ba3esIMHA C JJAHOJIMHOM WIIH C
JPYTHUMHU SMYJIBraToOpaMHu), TaKk Ha3blBaeMble a0COPOIIMOHHBIE OCHOBBI;

- OMYJIbCUOHHBIE OCHOBBI THIA B0J1a/MacIio (3MynBraTopsl co 3HAUEHUEM
ruapodunsHOHIodmIbHOrO Oananca ['JIb ot 3 o 6);

- SMYJbCUOHHBIE OCHOBBI THIA Macio/Boja (3Myiabraropsl co 3HayeHueMm IJIb 8-18, Harpuessle,
KaJIMEeBbIC, TPUITAHOIAMUHOBBIE COJTU KHUPHBIX KUCIOT, TBUH-80).

Ma3zeBast ocHOBa o0ecrieuMBaeT HaJyIeXaluii o0beM Maszu, HEeoOXoauMble (HU3MKOXMMHUYECKHE
CBOICTBA, KOHIEHTPALIMIO JIEKAPCTBEHHBIX BELECTB U TEPANeBTUUECKYIO0 aKTUBHOCTh Ma3H1

3. Ddenpun u ero auacrepeomep mnceBaoddenpun conepxkarcs (0,5-2%) B pa3nUyHBIX BHIAX
adenpsl, cemeiictBa 3geaposrix (Ephedraceae).

TTOBET'M D®EJIPHI (TPABA XBOMHHMKA) - CORMUS EPHEDRAE

Ddenpa xBoiesas - Ephedra equisetina Bge.

Cem. Ddenmpossie - Ephedraceae

Borannueckas xapakrepucTuka. MHOroJaeTHUM ABYJOMHBIN I'yCTOBETBUCTBIN KYCTaPHUK C TOJICTBIM
CepbIM CTBOJIOM BbICOTOM 10 1,5 M. BeTrBu nepeBSHHCTBIE, TOJCTBIE, HaIpPaBJICHBI BBEPX.
PenynupoBaHHble JTUCTbS MPEJCTABIEHBI TUIEHYATBIMU KPACHOBATO-KOPUYHEBBIMU 0Opa30BaHUSMU.
[IBeTku paznenbHomonbie. Ha oqHMX KycTax pa3BUBAIOTCS KEHCKUE COLBETHS, HA APYTUX MYXKCKHUE.
MyKCKHE KOJIOCKM JKEJITOBaThle, MOYTH IapoBuAHbIE. JKeHCkne Kojocku 3eneHoBatele.. Ilnofn -
JIO’KHAs MSICHCTas KEJITOBATas WJIM KpacHOBATas IMIIKO-ATO/a. .



Xumudeckuii coctaB. Bo Bcex opraHax pacTeHus cojepkarcs ankamouasl: l-adenpun, d-
nceBaoddenpun. Hanbompliee KOIMYECTBO AKATIONIOB HAXOIUTCS B 3€JICHBIX BeTOUKax (110 3,5%).
Taxxe comepxarbcs TyOUIbHBIE BELIECTBA, aCKOPOMHOBAS KHUCIOTA.

XapakTepUCTUKA CBIPbS: WIECHUCTBbIE HEOJPEBECHEBIIME IPYTOBUIHBIE C MEXAOY3IUSIMH BETBU
mmHoH 10 30 cM, CBETI0-3€]. IIB

Haubonee mupoko Ddenpun npuMeHseTcs Ipu JISYSeHUH 3a00JIeBaHU aJUIEPTUYECKOTO XapakTepa
(OpoHxmanibHas acTMa, KpalMBHULIA, BA3OMOTOPHBIN HACMOPK H [p.).

[IpupoaHBIM MCTOYHMKOM IOJIYYEHHUS AJAPEHAIMHA U KOPTUKOCTEPOMIOB CIIYy)KAT HAANOYEUHUKU
KPYITHOTO pOraToro CKOTa U CBUHEH.

4. JIuuesas cropona

Hara Ne penenra

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

Mobur- 24,0

[TpuroroBmi (IOAIKCH)

[IpoBepuin (moamnuce)

Otnyctun (MOANUCH)

O6opoTHas cTopoHa

Kamdopa 0,3

Baszenunl5,0

CrpenTonuy 1,0

Cynshagumesnn 1,0

Hopcynbdazon 1,5 %ts.dazei= (1,0+1,0+1,5)*100%/ 24=14,5% crnenoBaTelbHO H3MEIbYAEM B
IPUCYTCTBUH PACIUIaBIEHHOMOCHOBBI

PactBopa kamdopsi(rio nmpasuny Jepsruna) (1,0+1,0+1,5) * 2= 1,8

Odenpun 0,2

PactBop Anpenanuna 1:1000 5 xam.

Jlanonnu 5,0

Mo6m=0,3+15,0+1,0+1,0+1,5+0,2+5,0=24,0

5. B coorBercTBuu ¢ Ilpukazom MunucrepcrBa 3apaBooxpanenus Poccuiickonn ®@enepanun ot
24.11.2021 Ne 10941 "O6 yrBepxnaenuu Ilopsaka Ha3HaueHMs JIEKapCTBEHHBIX MpenaparoB, Gpopm
peuenTypHbIX OJIaHKOB Ha JIEKapCTBEHHbIE Ipenaparsl, [lopsaaka opopmiieHus: yka3aHHbIX OJIAHKOB,
UX ydeTa ¥ XpaHeHus, (popM OJIaHKOB PELENTOB, COACPKAIIUNX Ha3HAYeHUE HApPKOTHUECKUX CPE/ICTB
WIM TICUXOTPOMHBIX BeulecT, Ilopsaka MX WM3roTOBJIEHMS, paclpeeieH s, peTUCTpalluy, ydyeTa u
XpaHeHus, a Taxke [IpaBui odopmiieHuss 6JaHKOB pPeLENTOB, B TOM 4HCie B (popMe AIIEKTPOHHBIX
JIOKYMEHTOB'"

OTnycky 1o peuenTaM, BBIIMCAHHBIM Ha pelenTypHbIX Onankax ¢opmbl N 148-1/y-88, moanexar
KOMOMHUpPOBAaHHbIE JIEKapCTBEHHBbIE MpenapaThl, cojepxkaiiie: 3deapuHa TUAPOXJIOPUI B
KoJinuecTBe, mpebimaroniemM 100 mr, u 70 300 Mr BKIFOYUTEITHHO

3aganue 58. CuryanlMoHHAas 3a/1a4a

Mononomy crienuanucty OblUIO MPEAsIOKEHO H3TOTOBUTH Npenapar Mo Cielyroliel Mpoucu:
Bosbpmu:

Kamdopst

MenTona noposHy no 1,0 Macna Bazenunosoro 25,0

Cwmemaii. Jlait. O603Ha4b. YIIHBIC KAILIH.



®dapmarieBT MOMECTHII B OTITYCKHOU (DJ1akoH KaM(opy ¢ MEHTOJIOM, HECMOTPsI Ha 00pa30BaBIIYIOCS
KHUJIKYI0O CMeCh J00aBM Ba3elnHOBOE Macio. (DIakoH YyKyHmoOpHJI IUIACTMACCOBOM MPOOKOH ¢
HABUHYMBAIOIICHCS KPBILIKON U Havan ohopMIISTh K OTIycKy. EMy Ob1J10 cienano 3ameuaHue.

1. breina nmu momymiena ommuobka dpapmareBTomM?

2. Kak yuuThiBaeT TEXHONOT (U3UKO-XUMHUYECKHE CBOMCTBA MOHOIMKINYECKUX TEPIICHOB
(MeHTOJIa, BaJMI0JIa, TEPIIUHTUAPATA) W OUITUKINYECKUX TepreHoB (kamdopbl U OpomMkamdopshl)
P U3TOTOBIICHUH JIEKAPCTBEHHBIX MPENAPATOB B PA3IUYHBIX JIEKAPCTBEHHBIX opmax?

3. [lomnexar nm Kakue-mMOO W3 YKa3aHHBIX B IPONUCH JIEKApPCTBEHHBIX IpenapaToB
IPEIMETHO- KOJIMYECTBEHHOMY YUETY B anTeke?

4. KaxoBbI yc0BYs XpaHEHHs 9TUX JICKAPCTBEHHBIX BEUIECTB U IIPABWJIA UX TO3UPOBAHUsA?

S. [IpemioxxuTe NpaBUIILHBINA BapUAHT U3TOTOBIICHUS JIEKAPCTBEHHON (OPMBI.

IIlpasunvnoviii omeem:

1. bouta pmomymiena ommOka B u3roTroBieHud. Beimucana JI® Ha HEBOJHOM MAacCiIsSHOM
pactBopuTene. MeHTon ¢ kaMpopoii 00pa3yroT IBTEKTHUECKYIO CMECh.
2. MenTon, BanuIoN, TEpHUHTHApAT, kKamdopa, Opomkamdopa - HEpacTBOPHUMBIE B BOJIE,

CIUPTO- U KUPOPACTBOPUMBIE COEAUHEHHU. V3roTaBiIMBalOT ¢ BRILIEIEPEUNCICHHBIMU BEIIECTBAMU
CIeAyIOIIMe JIeKapCTBEHHbIE (OPMBI: HOPOUIKM (OCOOEHHOCTh TEXHOJIOTMM IIOPOLIKOB €
TPYAHOM3MENbYaEMBbIMU BEIIECTBAMH — IMPUMEHEHHE CIHPTAa ATHIOBOTO WIH 3(Hpa B KayecTBe
BCIIOMOTATENIbHO JKUJKOCTH), HEBOIHBIC PACTBOPHI (M3rOTAaBIMBAIOT BO (hIakoHE JUIsl OTIIYCKa,
pacTBOpeHue MPOM3BOIAT MPH HArpEeBaHUM Ha BOJASHON OaHe, B CIydae MCIIOJIb30BAaHUS HEJETY4Yero
pacTBOpUTENs, IPU MEPEMEIINBAHUM B CIIydae UCIOJIb30BAHUS JIETYUEro PaCTBOPUTENS), CYCIIEH3UU
(M3roTOBJIEHUE TUCIEPCUOHHBIM WMJIM KOHIEHCALIMOHHBIM METOAAMM), Ma3u (0Opa3yroluiics TuI -
Ma3U-pacTBOPSI, T. €. CILIABJIAIOT C OCHOBOI).

Kunkre aekpOpMBI TOTOBST MO THITY CYCIIEH3UH, T.K. TEPIEHBI 00JIAAAI0T PE3KO BBIPAKEHHBIMU
ruipopoOHBIMU CBOMCTBAMH, CTAaOMIM3UPYIOT *kenaTo3oi 1:1. TepnuHruapar oOnagaer HE pPe3KO
BBIPQKEHHBIMU T'HAPOPOOHBIMU CBOWMCTBAMH, IO3TOMY KOJMYECTBO KEJIATO3bl JOJKHO OBbITH B 2
pasa menblie, T.e. 1:0,5

3. He momnexar (Ilpukas MwumsapaBa Poccum ot 22.04.2014 Nel83um "OO yrBep)aeHUU
IIEPEYHs JIEKAPCTBEHHBIX CPEICTB A MEAUIMHCKOTO INPUMEHEHHMs, MOMIEKAIUX IPEIMETHO-
KOJIMYECTBEHHOMY Yy4eTy")

4. VYka3aHHbIE BelECTBAa OTHOCATCA K mnaxydum BemiectBaMm. CormacHo mnpukasy Ne706H,
naxy4yue JIeKapCTBEHHbIE cpenctBa ((apmameBTHYeCKHe CYOCTaHIIMM Kak JIETy4We, TaK |
NPaKTUYECKH HeNeTydne, HO 00Ja/larolife CUIbHBIM 3alaxoM) ClIeqyeT XpaHUTh B T€PMETHYECKU
3aKpBITON Tape, HEMPOHUIaeMOM AJis 3anaxa. B oTaensHOM mikady 1715 maxy4unx BEIIecTB.
Jlo3upyrot yka3aHHble JIB Ha pydHBIX Becax, BBIAEICHHBIX Ui PabOTHl ¢ MaXy4YUMH BEIECTBAMHU.
Jo3upyrot mo macce.

5. OtBemmBaeM 25,0r Ba3enMHOBOTO Macja B BBIIAPUTENIbHYIO yallKy. HarpeBaem Ha BoJsiHOM
6ane o 40 C. B cxnstHKy [u1st oTiiycka orsemnBaeM 1,0r kam¢opbl 1 pacTBOpsieM B MOJOBHHHOM
KOJIMYECTBE BA3€JIMHOBOIO Maciia. B BBIIApUTEIBHYIO YalIKy C OCTAaBIIEHCS YacCTbK Ba3E€IMHOBOIO
Mmacna aob6asingeM 1,0r MmeHTona (T. K. MEHTOJ JIETy4ee BEIIECTBO €ro HeOOXOJIUMO PACTBOPSTH B
IpeBapuUTEeIbHO HAarpeToM Maciie A TOro, 4ToObl CHM3MTh IMOTepH BellecTBa). llomydeHHbIN
pacTBOp MEPEHOCUM B CKIISTHKY UIs1 oTITycka. OdopmiisieM K OTIYCKY.

[MITKkpeuenty 186

Camphorae 1.0

Mentholi 1.0

Olei vaselini 25.0

Mobm = 27,0

3amanne 59. CuTyanmoHHas 3a1a4a



AmnTeka TONyYHJIa JKHUIKHH OSKCTPAKT-KOHIIEGHTPAT KOPHEBHUI] C KOpHAMH Bajepuanbl (1:2).
CTyneHTy-pakTUKAHTY ObLIO MPEATIOKEHO H3TOTOBHUTH MPenapaT Mo MPOIUCH:

Bo3bpmu:

Hacros xopaeBui ¢ kopasmu Banepuansl 180 mi Kodenna natpus 6enzoara 0,6

Hatpus 6pomuna 1,0

Hacroliku TpaBbl IyCTBIpHUKA 5 M

Cwmemraii. [lait. O603Haub. [To 1 cTo0BOI JT0KKE 3 pasa B JICHb.

1. MoeT 1 ObITh UCIIOJIB30BaH MOJYYEHHBIH SKCTPAKT AJIS1 U3TOTOBJIECHUS MUKCTYPhI?

2. Kakylo KOHCYNbTaTHBHYIO IMOMOIIb MOXXET OKa3aTh CTYJIEHT-NPAKTUKAHT OOJIBHOMY HpHU

OTIIyCKe Ipernapara’?

3. Kakne coBpeMeHHBbIE JIEKAPCTBEHHBIE mpenaparsl CHHOHMMBI  WIM  aHajoru
MOJKET IIPEUIOKUTH CTYICHT-IIPAKTUKAHT BMECTO JAHHOTO Ipenapara’?

4. [IpemioxuTe ONTUMAJIBHBINA BAPUAHT TEXHOJIOTUHA U3TOTOBJICHMUS.

S. JlommyCKaeTcst 1M MCIOJIb30BaHNE KOHLIEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX CPEACTB

IIpU U3TrOTOBJICHUH BOAHBIX M3BJICUCHUN M3 PACTUTCIIBHOT' O CprBSI?

Ipasunvnoviii omseem:

1. CornacHo I'® XVI: BogHble U3BIEUYEHUS MOTYT OBITH M3TOTOBJICHBI IYTEM PACTBOPEHHS B
BOJIC€ CTaHJApPTU30BaHHBIX CYXHX WJIM JKUJKUX OSKCTPAKTOB-KOHIIEHTPAaTOB, B3STHIX B
COOTBETCTBYIOIIUX KonndecTBax no otHomenuto K JIPC (1:1 unwm 1:2).

Cormacio mnpukazy Ne 751H: m1pu HW3rOTOBJICHMH BOAHBIX U3BJICUEHUU HCIOJIB3YIOTCS
CTaH/JIapTU30BaHHBIE CYXHE U JKUJKUE dKCTPaKThl. Cyxue CTaHAapTHU30BaHHBIE HKCTPAKTHI BBOASTCS
B cocTaB kuaAkux JI® no mpasusiaMm pacTBopeHHs nopoiikooodpasubix JIC, a sxuakue - no npaBuiam
nobasnenus cnuprocoaepxamux JIC.

CornacHo TtpeboBanussM HJI MHKCTYypy MOXHO HPHUTOTOBUTH C HCIHOJB30BAHUEM HKCTPAKTA-
KOHIIEHTpAaTa.

2. CTyneHT NpaKTUKaHT MOXKET OKa3aTh KOHCYJIbTAaTHMBHYIO IOMOUIb 10 IpaBUJaM MpueMa U
PEKUMY JT03UPOBAHMSI MUKCTYpBI (10 1 ¢T 11 3 pa3a B JeHb), XpaHEHHUIO €¢ B JIOMAIIHUX YCIOBHSIX
(XpaHUTh HY’KHO B IIPOXJIQAHOM, 3aLUIIEHHOM OT CBETa MECTE; XPaHUTh B HEJOCTYITHOM JUIsl IeTel
MecTe;, TMepea IMpPUMEHEHHeM B30alThiBaTh, IO BOMNpPOCaM NPUMEHEHHUS U COBMECTUMOCTH
JIEKapCTBEHHBIX MpEnaparoB, UX B3auMojAeWcTBUIO ¢ nuiuel (B mepuon npumMeHeHUs MOXKET OBITh
MOBBIIIEHHAs] COHJIMBOCTh, MO3TOMY CJIE€YyEeT BO3AEP)KUBATHCS OT YINPABJIECHUS aBTOMOOWIIEM, T.K.
U3MEHSETCS CKOPOCTh PEAKIINH. )

3. Hogo-naccut (pactBop nms npuéMa BHYTph), Kapanosanen (kamiu A npueéMa BHYTPS).

4. MUKCTYpy MOKHO TTPUTOTOBUTD, UCTIOIB3YS AKCTPAKT-KOHIIEHTPAT BaJepUaHbl KUIKUMA 1:2 1
KOHILIEHTPUPOBAHHBIE PACTBOPHI MPOMHMCAHHBIX JIEKAPCTBEHHBIX CcpeACcTB. KoanuecTBO KOpHEBHIL C
KOPHSIMM BaJlepuaHbl NPU OTCYTCTBUHU YKa3aHUU B peLente OepyT, B COOTBETCTBUU C MPUKA30M
Munsapasa Poccun ot 26.10.2015 r. Ne7511 «O6 yrBepxxkaeruu [IpaBui M3rotoBieHUs U OTIYCKa
JIEKapCTBEHHBIX IMpenapaToB [UIsl MEIUIUHCKOTO TPUMEHEHHUs aNnTeYHbIMU OpraHU3alUsIMHU,
WHAVBUAYAIbHBIMH  TPEINPUHUMATEISIMH, HWMEIONIMMH JIMIEH3UI0 Ha  (apMaleBTHUECKYIO
JeATeTbHOCTE» B cooTHomenuu 1:30, To ecth 6,0 T, cleaoBaTeNbHO, IKCTpPaKTa-KOHIIEHTpATa
BaJIepUaHbl )KUAKOTO - 1:2 =12 muL.

OO6umit 06beéM MukcTypbl 185 mi. IlpoBepsieM pa3oByl0 M CyTOUHYIO J103bl KoenmHaOeH30aTa
HaTpus. KomuectBo mpuemon 185 mi:15 mn= 12,3=12.

Kodeunna-6enszoara narpus: PJI 0,6:12 =0,05 BP =0,5; CJ 0,05x3= 0,15 BC/ =1,5. lo3a =e
3aBBbILICHA.

Bo ¢nakon ans ormycka otmepuBatoT 157 mi Boasl, 5 M pacTBopa Hatpus Opomuaa (1:5), 6 mu
pactBopa kodeuna-6enzoara Harpus (1:10), 12 M KHIKOTO SKCTpaKTa KOHIIGHTpaTa KOpPHEH W
KOPHEBHIII BaJIEpUAHBI U 5 MJI HACTOMKH TPaBbl MYCTBIPHUKA. MHUKCTYPY OQOPMIISIFOT K OTITYCKY.

5. B coorBerctBum ¢ m. 55 mpukaza Mwun3apaBa Poccum ot 26.10.2015 1. Ne 751 «O06
yTBepkaeHUH [IpaBui M3roTOBIEHUS U OTIYCKA JIEKAPCTBEHHBIX MPENApPaTOB ISl MEAUIIMHCKOIO
MPUMEHEHHUS aNTeYHBIMUA OPTaHU3aANUSIMH, WHIAUBUIYAJTbHBIMU MPEANPUHUMATEISIMU, UMEIOIIIMHI



JIMIICH3UIKO Ha d)apMaHeBTI/ILIeCKYIO ACATCIBHOCTE) IIPHU H3TOTOBJICHUHW BOIHBIX W3BJICUCHUM U3
JICKAPCTBCHHOTO  ChIPpbsA, HC JOIMYCKACTCA HCIIOJIB30BAHUC KOHICHTPUPOBAHHBIX PAaCTBOPOB
JICKApPCTBCHHEBIX CPCACTB.

3aganue 60. CuryannonHas 3agada Ned 1

[Ipu M3roToBICHUHM TIpeNapara 1o CiIeayomeld MPOIHICH:
Bos3pmu:

Hatpus 6en3oara

Harpus canununara noposny o 3,0

HamatblpHO-aHHUCOBBIX Kaneiab 5 Ml

Boas! ounitiennoi - 150 ma

Cwmemraii. [lait. O603Haub. [To 1 cTo0BOI JT0KKE 3 pasa B JICHb.

CTyneHT-IpaKTUKAaHT OTMEPUJI B IIMPOKOTOPIIYIO MojACTaBKy 150 MJ1 BOJbI OYMILIEHHOM, OTBECHI B
Hee 1o 3,0 r HaTpus OeH3zoaTa W HATpPUS CATUIMIATa W, B30AITHIBAas 10 MOJHOTO PAacTBOPEHUS,
n00aBUJI B MOJCTABKY HANIaTHIPHO-aHUCOBBIE Karu 5 mil. [IpodunsTpoBan yepes phIXiblii TAMIIOH
BaThl, IPOMBITHIN BOJIOM, BO (hjakoH 1Jsi oTiycka. EMy ObuUIo chenmaHo 3amedaHue 00 OTCYTCTBHH
npodeccuoHanu3ma.

[Ipumeuanue:

B anTeke nMerOTCs KOHLIEHTPUPOBAHHBIE pacTBOPHI: HaTpus OeHzoata - 10%, HaTpus canuiuiaTa -
10%.

JlonycTrMble OTKIIOHEHHS ISl JAaHHOTO 00beMa COCTaBIsIoT +/- 2%.

1. Kakoii Tun aucriepcHoi cucTeMbl 00pa3yeTcs IpU MPaBUIbBHOM HU3TOTOBJICHUN?

2. Cnenaiite pacy€rel u 0QGOpPMHUTE JHIEBYIO CTOPOHY NaclopTa MHCbMEHHOTO KOHTPOJIS
(TITIK).

3. [IpennoxxuTe onTUMaNbHBINA BApUAHT TEXHOJIOTMU U3TOTOBJICHMUSL.

4. [lepeuncnure BUIBI BHYTPHANTEYHOTO KOHTPOJS MPH OTHYCKE JIaHHOTO JIEKAPCTBEHHOTO
npemnapara.

5. Kak nomxkeH ObITh 0pOpMIIEH Ipenapar K OTHYCKY U3 allTeKu?

Ipasunvhoiti omeem:

1. [Ipu mpaBUILHOM H3TOTOBJIEHUN 00pa3yeTCsi SMYIIBCHSI.
2. Ob6opotHas cropona [1I1K:

V o0muit = 155 mur.

V pactBopa HaTpus 6enzoara = 3,0 x10 =30 ma

V pactBopa Hatpus canuiuiaTta = 3,0x 10 = 30 mu

V Boabl ountieHHo# = 155 Mt - 30 mut - 30 miot - 5 i1 = 90 M
Jomyctumblie oTkIIOHSHHS - 155 X 2%/100% = 3,1 mu
JIuuesas cropona I1I1K:

Jara

Peuent Neo

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 ob6mmuit = 155 Mt +/- 3,1 mn

IToanucu.

3. M3roraBnmmBaeM MHKCTYPY C HCIIOJIb30BAaHHE KOHIICHTPHPOBAHHBIX PACTBOPOB, MO3TOMY
MO>KHO TOTOBUTH CPa3y BO (pIakOHE ISl OTITYCKa.



Bo ¢nakon g ormycka ormepuBaioT 90 mi ounieHHOM Bojsl, o 30 M 10% pactBopoB HaTpus
OeH3o0aTa W HATpHs canuuwiata. B 1eHTp ¢uiakoHa MpU MOCTOSHHOM IE€pPEMEIIMBAHUU TOHKOU
CTPYHKOH 100aBJISIIOT 5 MJI HAalllaTBIPHO-aHUCOBBIX KaleJb.

4. [TucbMeHHBIH, OPraHOJIENITUYECKUN, ONIPOCHBIH, (PU3NIECKUN.

S. ®nakoH ykynopuaroT. OQOpMIISIOT B COOTBETCTBUM C INpukazoM MunszapaBa Poccun ot
26.10.2015 1. Ne 751H «OO0 yTBEepKICHHHM IPABUJ HM3TOTOBJICHUS M OTIYCKAa JIEKApCTBEHHBIX
IpenapaToB Uil MEAMLUMHCKOTO MPUMEHEHHs alTeUYHbIMU OpraHU3alUsIMM, WHAWBUIYaJIbHBIMU
pEANPUHUMATENISAMY, UMEIOIMMH JTUICH3HI0 Ha (hapMaleBTHUECKYIO JEATEIBHOCTh)» STHUKETKOM,
umeroleil Ha 6eoM (hOHEe CUTHAIBHBIN LIBET B BUJIE 3€JIEHOT0 MO (AJ11 BHYTPEHHETO IPUMEHEHUS)
¢ HaanucsaMu: «Braytpennee» u «MHUKCTypay, ¢ yKa3aHUEM:

a) HAUMEHOBAHMS alITEYHON OpraHU3aluy;

0) MECTOHaXOXKIEHMsI allTEYHON OpraHU3alluy;

B) HOMEpA peIenTa;

r) ®.1.0. nanuenra;

€) cocTaBa JIEKapCTBEHHOI'O IIpenapara;

) MOAPOOHOTO onucaHus crocoda mpuMeHeHus (1o 1 cTooBoil T0kKe 3 paza B IeHb),

3) AaThl U3TOTOBIICHUS JIEKAPCTBEHHOT'O Mpenapara;

1) CpOKa rOJIHOCTH JIEKAPCTBEHHOI'O IIpenapara;

K) LIEHBI JIEKapCTBEHHOT'O IIpernapara.

JlJ11 MUKCTYp HaKJIEUBaIOT JOTOJHUTENbHBIE IPEAYIPEAUTEIbHbIE HAAUCH:

«XpaHUTh B POXJIATTHOM MECTe», «XpaHUTh B 3aLIUILEHHOM OT CBETa MECTEY,

«[lepen ynorpebiennem B30aNTHIBATh» U 00s3aTeNbHAS IPEAYIPEANTEIbHAS HAAITUCH:

«XpaHUTh B HEJOCTYITHOM JJIS IeTeH MecTe».

3ananue 61. CutyaunoHHas 3aaada

B anTexy noctynui peuent:

BospMmu: kucnoter ackopouHoBoii 0,1

putamuna P 0,075

caxapa 0,13 r

Cwmerait, yTOOBI TOTYUHIICS TTOPOILIOK.

Jaii Takux 103 Ne 12,

O603Haub: 1o 1 mopouky 3 pas3a B I€Hb.

B anreky uepe3 aBa aHs ¢ xano0oit oOpatuics 00NbHOM, YTBEPKIAIOIIHM, YTO M0 TaHHOMY PELEnTy
eMy ObUI BBIJJaH MCIOPYEHHBIH MOPOIIOK TEMHOro IBeTa. J[MpeKTop anTeku, U3y4yuB HaclopT
MUCBbMEHHOTO KOHTPOJIS, yOeIuiIcs B BEpHOCTH TEXHOJIOTMH U3TOTOBJIEHUS Mpernapara.

1. Kakne pa3bscHeHUs nain IUPEKTOp alTeKH MAlMEeHTY M KaKue 3aMedaHus BBICKa3all
MPOBU30PAM-TEXHOJIOTaM, BBIJJaBABIINM Mpenapat 00JI5HOMY?

2. Uro sBnsieTCs NPUYMHONW OTCBHIPEBAHMS M PACIUIABJIEHUS CMECH MOPOIIKOOOpa3HbIX
BEIECTB?

3. B coueranum ¢ KakuMu emie BEHIECTBAMU aCKOPOWHOBas KHUCIOTa JIaeT
OTCBHIPEBAIOIIINE CMECH?

4. YKaKuTe MyTH YCTPAHEHUs HECOBMECTUMOCTH B IAHHOM CITy4ae.

5. Kakne coBpeMeHHbIE JIEKAPCTBEHHBIE npenaparsl  CHHOHUMBI  WJIA

AHAJIOTU MOXHO IMPEIJIOKUTH BMCCTO 3TOTO nopounca?

IIpasunvuviti omeem:

1. [Ipy XpaHeHMH MOPOIIKOB JTAHHOI'O COCTaBa B IOMENIEHUH C OTHOCHTEIBHOM BIIAKHOCTBIO
40-45%, oHM HE U3MEHSIOT CBOMX CBOICTB Ha MPOTsDKEHUHM 5 cyTok. [Ipu OoibIueil BIaXXHOCTH
MOPOUIKH OTCHIPEBAIOT U TEMHEIOT. [IpH OTHyCcKe MOPOMKOB IPOBU30PAM CIIEIOBATIO IPEAYIPENAUTD
00JIBHOTO 0 HEOOXOJUMOCTH XPAaHUTh UX B CYXOM MECTE.



2. OTtchlpeBaTh CMECH MOTYT 3a CUET YBEJIMYEHHUS HMX THUTPOCKONUYHOCTH, OOpa30BaHUA
JBOMHBIX COJI€l C MEHBUIUM COJACPKAHUEM BOJIbI, BBIIEIEHUS KPUCTAIIU3ALMOHHOM BOJBI MpHU
BBEJICHUM B CMECh KPHUCTAJUIOTHAPATOB, BbIACIEHUS BOJABI IPU PEaKIUU HEHTpadu3aluu HIn
00pa3oBaHMsl TUTPOCKOMUYHBIX MPOAYKTOB. Ha CKOpOCTh OTCHIpEBaHUSI CMECH BIHUSIOT BIIAXXHOCTH
UCXOJHBIX MHTPEIUEHTOB, [UIMTEILHOCTh MEepEMEIINBAHUS U CTENEHb UX HM3MENIbYCHHUs], YIaKOBKa,
OTHOCHUTEJIbHAS BJIQXKHOCTh BO3JyXa MOMEIICHUS, B KOTOPOM U3TOTABJIMBACTCS JIEKAPCTBEHHAS

dbopma, u gpyrue GhaKkTophl.

3. AcKopOMHOBAs KUCIIOTA Ja€T OTCHIPEBAIOIINE CMECH B COYCTAHUU C BEIIECTBAMH IICIIOYHOTO
Xapakrepa:

TEMHCAIOM, SYQHUTMHOM, HATPUsl THAPOKApPOOHATOM, a TAKXKE HMKOTHHOBOW KHCJIOTOW, KOTOpas
MPUTATUBACT BJIATy U3 BO3IIyXa.

4, [IpoBu3op MOMKEH BHIOPAaTh COOTBETCTBYIOIIYIO YITAKOBKY (BOLICHBIC I TEpraMEHTHBIC
Karcylbl), O(QOPMUTH JIGKAPCTBEHHBIM IMpemapaT COOTBETCTBYIOIIUMHU MPEeIyNpPEANTEeIbHBIMA
ATUKETKAMHU U TMIPEAYIPEAUTH OOJILHOTO 00 YCIOBUSX XPaHCHHUS.

[To cormacoBaHuio C Bpa4yoM WHTPEAUCHTH MOXKHO OTITYCTHTH OTACIBHO.

5. AckopytuH, Tpokcepytun (TabiaeTku).

3ananue 62. CuTyallMoHHas 3a7a4a

B antexy ropoma H. oOparuics moceTuTens ¢ pelenToM, BBIMMCAaHHBIM B ropoae X. Pement
BBINKCAH Ha perentypHoM omanke ¢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. Ilo 1 neceptHoii 1okKe 3 paza B A€Hb.

[IpoBu30p mNpuHSAN peLEenT, aCCUCTEHT W3rOTOBWJI JIEKAPCTBEHHBIM Ipenapar, MPOBU30p €ro
ornycTuil. B KoHIIe pabouero qHs, OCYIIECTBIISAS MPEIMETHO-KOTUYECTBEHHBIN YUET IEKapCTBEHHBIX
MpenaparoB, 3aBEAYIOMIUNA allTeKOW YBUIEN MPUHATHIN MpoBU30opoM perent. OH cenan mpoBU30pY
3aMevaHue.

[Ipumeuanue:

Cornacno I'® BP/I xonenna ¢ocara = 0,1; BCII = 0,3. HEO koneuna docdara = 0,2.

B anTeke umeercsa 20% KOHIIEHTPUPOBAaHHBIN pacTBOp HaTpusa Opomuna. JomycTrmble OTKIOHEHUS
B 00Bveme chimie 50 1o 150 mi cocraBinstot +/-3%.

1. Ha xakom OiiaHke U COTJIaCHO KaKOMy HOPMATHBHOMY JOKYMEHTY BBIMHCHIBAETCS
JaHHAs TIPOTIHUCH?

2. [lepeuncnure TpeOoBaHus K O(GOPMIICHHIO pelenTa ¥ OTIYCKYy JIaHHOTO
JIEKapCTBEHHOTO Tperapara.

3. [IpoBenute (apManeBTHUYECKYIO OKCIEPTH3y JaHHOW TIPOMUCH U  CAenaiTe
HEO0OXOAUMBIEC PACUETHI.

4. O06ocHYyiiTe TEXHOJIOTHIO U3TOTOBIICHHUS JAHHOH JIEKApPCTBEHHOU (DOPMBI.

5. Ykaxute 0co0eHHOCTH 0OPMIICHHS K OTIYCKY JaHHOH JIEKapCTBEHHOU (DOPMEI.

IIpasunvuviti omeem:

1. JlaHHas IpOMKCh, cojiepKallias KOJACHH, BBIMHMCHIBAETCS Ha pelenTypHoM OnaHke Gopmbl Ne
148-1/y-88.

CornacHo npukazy MunucrepctBa 3apaBooxpanenusi Poccuiickoit @enepaunu ot 24.11.2021 Ne
10941 "O6 yrBepxaenuu Ilopsaka Ha3HAYCHMS JIEKAPCTBEHHBIX MpEnapaTroB, (OpM pEeLEenTypHBIX
0JlaHKOB Ha JIeKapCTBEHHbIE npemnapathl, [lopsaka odhopmieHus yka3aHHBIX OJAHKOB, UX ydeTa W
XpaHeHus, (opM OJIaHKOB pELENTOB, COJAEPXAIIUX Ha3HAYeHHWE HAPKOTHUECKUX CPEICTB WU
NICUXOTPONHBIX BemiecTB, [lopsiika MX H3rOTOBIEHMS, pPacHpeleleHUs, pPerucTpaluu, ydera u



XpaHeHus, a Take [IpaBun opopmiieHuss OJaHKOB pPeLeNTOB, B TOM 4HCie B (pOpME AIIEKTPOHHBIX
JOKYMEHTOB", OTIIYCKY IO pEeLeNTaM, BHITUCAHHBIM Ha pelenTypHbIX Onmankax ¢gopmbr Ne 148-1/y-
88, mojuiexar KOMOMHUPOBAHHbIE JIEKAPCTBEHHbIE MPENapaThl, CoJepKaliue KOJEeUH UM €ro COJIH
(B mepecueTe Ha 4YMCTOE BELIECTBO) B KosmyecTBe 0 20 mr (Ha 1 103y TBEpIOM JeKapcTBEHHOM
dbopmbl) win B koaudectBe 0 200 mr (Ha 100 mur mim 100 T kKuAKOM JIeKapCTBEHHOM (OPMBI IS
BHYTPEHHETO IPUMEHEHU).

2. Ha penentypHom 6nanke 148-1/y-88 momxHbBI OBITH CIIEAYIONINE PEKBU3UTHI:

. LITaMII MEIULMHCKON OpraHu3anuu (C yKa3aHHEM IOJHOT0 HAUMEHOBAaHUS MEIULIMHCKON
OpraHu3aiuy, aapeca, TeaeqoHa);

. cepus U HOMEp peLenTypHOro OJaHKa;

. JaTa BBIITUCKYU PELETTa;

. ®UO nanueHTa NOJHOCTHIO, BO3PACT;

. Homep MenuumHCKON KapThl;

. ®UO Bpaua (Penpamepa) MOTHOCTHIO;

. HanmeHnoBanue JIC Ha JTATHHCKOM sI3bIKe (MHIUBHAYaJbHAs MPOMHUCH) MO0 MEXIYHAPOIHOMY
HEMaTeHTOBAaHHOMY HAMMEHOBAHUIOC YKa3aHHUEM KOJIMYECTBA, TO3UPOBKH U CIIOCOOa IPUMEHEHHUS;

. MIOJINKCH U JINYHAS IevYaTh Bpaya ((denpamepa);

neyaTh MEJUIIMHCKOM opraHu3anuu «lis penentony.

[IpoBepsieTcs BriciIas pa3oBas U BbICIIAS CYTOYHAs JIO3bI.

Ecnn HeoO6XxonuMo IpeBblIIEHUE BBICHIEH pa3oBOM J03bI, TO Bpay yKa3blBaeT /03y NPOIHUCHIO U
CTaBUT BOCKJIMLIATEJIbHBII 3HAK.

Hopma ornycka mpoBepsieTcsi, B KOMOMHUPOBAHHBIX JIEKApCTBEHHBIX Mpernaparax, COJepkKallux
KOJIeuH (COJIM KOJIeMHAa) HOpMa OTITycKa KojenHa e oosee 0,2 T.

Cpoxk aevictBus perenta Ha O6nanke ¢popmbl Ne148-1/y-88 cocrasnser 15 nHei.

Peuent xpanutcs 3 rona B anTeke, MOCKOJIbKY JIEKAPCTBEHHBIN IMpernapaTr MOJUIEKUT MPEeAMETHO-
KOJINYECTBEHHOMY yU€TY. bojabHOMY BBIIACTCS CUTHATYpA.

3. JlaHHBIN cOocTaB MPOMUCU HECTAaHAAPTHBIN (HEOPHUITHATHHBIN).

KoMIoHEeHTHI TPONUCcH COBMECTHMBI.

Hopma enmHOBpeMeHHOT0 OTHyCcKa i KojaenHa ¢ocdarta Ha OAMH PEUENT HEe JOJDKHA MPEBBIIIAThH
0,2r.

[Tpou3BoIAT MPOBEPKY /103 CUIBLHOACHCTBYIONIETO BeliecTBa (KojaenHa docdar):

- 001wt 00beM sekapcTBeHHOM popmbl 100 Mia + 5 M+ 5 M = 110 mut;

- konmuecTBO mpuemoB 110 mi / 10 M = 11;

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

- cyrounas no3a 0,018 x 3 =0,054.

Cornacno I'® Beicmias pa3oBas g03a kojenHa (¢ocdara it B3pocasix 0,1, BeICIIas cyToyHas 703
0,3.

BbIBOA: 103BI HE 3aBBIIICHBI.

[IpousBouM pacyeT KOJUYECTB JIEKAPCTBEHHBIX BELIECTB:

Koneuna ¢ocdara 0,2;

Hatpus 6pomuna 2,0;

V KOHLIEHTPUPOBAHHOTO pacTBOpa HaTpus Opomuaa = 2,0 x 5 =10 mu;

V Boap! ounmerHoi = 100 mim - 10 mir = 90 mi;

Hacroliku Banepuansl 5 Mi;

Hacroliku mycTeipHUKa 5 MIT;

OO6muit 00beM MUKCTYpHI 110 mit.

W3menenne ob1ero o6beMa KHUIKOM JeKapCTBEHHOM (OPMBI IPH PACTBOPEHUH MOPOIIKOOOPa3HBIX
JIEKapCTBEHHBIX BELIECTB HE YUUTHIBAETCS, TaK KaK OHO YKJIQJbIBAE€TCS B OTKJIOHEHHUS, TOMYCTUMbIE
B 001IeM 00BEMe KHUJIKHUX JIEKAPCTBEHHBIX (DOPM NPH U3TOTOBIEHHUH Macco-00bEMHBIM METO/IOM, B
cooTtBeTcTBUU ¢ Tabnuuen Ne 3 npunoxenust Ne 3 k npukazy M3 PO ot 26 okts0ps 2015 r. Ne 751H.
Jonyctumble oTKI0HeHHs B o0beMe = 110 mit x 3%/100% = 3,3 mu.



4, [Tockonpky maHHas JeKapcTBeHHas ¢Gopma TPENCTaBiIseT cO0OW BOJHBIA PacTBOp, TO,
cornacHo mpukazy M3 P® or 26 oxtia6ps 2015 r. Ne 751H, pacTBOp HU3rOTaBIMUBAIOT
MaccOOOBEMHBIM METOIOM.

B nepByto ouepens ormepuBaroT B oAcTaBKy 90 Mi1 BOJbl OUHMILEHHOH, B KOTOpo#l pacTtBopsitoT 0,2
kogenHa (ocdara, MOITy4eHHOro Mo OGOpMIIEHHOW OOOPOTHOW CTOpPOHE pelLenTa y MpOBU30pa-
TEXHOJIOra, OTBEYAOILEIr0 32 XPaHEHUE SIAOBUTHIX U CTOSIIMX Ha MPEIMETHO-KOJIMYECTBEHHOM yUueTe
JIEKAPCTBEHHBIX BELIECTB.

[lepemeninBaroT 10 MOJIHOTO PACTBOPEHUS.

3areM pacTBOp (QMIBTPYIOT BO (JIaKOH AJisi OTHYyCKa 4Yepe3 BaTHBIA TaMIIOH, HPEIBAPUTEIHHO
IIPOMBITBIN BOJOW OYMILEHHOM.

Henocpenctsenno Bo iakoH ais otiycka otmepuBatoT 10 mit 20% KOHIEHTPUPOBAHHOTO PacTBOPa
HaTpusi OpoMmuIa, 3aTeM JOOABIAIOT MO 5 MJI HACTOMKM MYCTBIPHMKA M HACTOWKH BaJlepUaHBI
(cormacHo mpuKazy 751H cOUPTOBbIE PacTBOPHI BBOJSTCS B TOCJIEAHIO OYepeab B MOPSIKE
YBEJIMUEHUS! KOHLIEHTPALIMM 3TaHOJIa — B HACTOMKE BajiepuaHbl W HacToike mycTtbipHuKa 70%
ATaHOJI)

YkynopusaroT (hJaKoH IJIaCTMACCOBOM MPOOKOW M HABMHYMUBAIOIIEHCS KPBIIITKOH.

O opMISIOT K OTITYCKY.

5. CornacHo mnpukazy M3 P® ot 26.10.2015 r. Ne 751 «OO06 yTBepkKIECHUU TpPaBUI
M3TOTOBJIEHUS U OTITYCKa JIEKAPCTBEHHBIX IIPENApPATOB JJIsi MEAULIMHCKOTO IPUMEHEHHUS allTe€YHbIMU
OpraHM3alUsIMH, WHIUBUAYAIbHBIMU  MNPEANPUHUMATENAMU, HMMEIOIIMMU  JIMIEH3UIO  Ha
(apMaLeBTUYECKYIO JESTENIbHOCTbY JaHHasl JieKapcTBeHHass (opma odopmisieTcss K OTIYCKY
OCHOBHOI1 3THKeTKON «BHYTpeHHEee», Ha KOTOPOM TOJIKHO OBITh YKa3aHO:

- HauMEHOBaHue anTeuyHoil opranmzanuu wim D.J.O. HHIAMBHUIYaTBbHOTO NpPEIIPUHUMATENS,
UMEIOIIETO JIMIEH3UIO Ha (hapMalleBTUUECKYIO AesITeIbHOCTD;

- MECTOHAXOXKJIEHHME AaNTeYyHOM OpraHuM3aluyd WiIKM MecTo (apMaleBTHUECKON JAeSITEeIbHOCTU
WHAUBUAYAILHOTO MPEIIPUHUMATES,

- HOMep peuenta (mpucBamBaercsa B anrteke); O.UM.O. manmveHTta, HaMMEHOBAaHME WM COCTaB
JICKapCTBEHHOT'O TperapaTa; crnocod MpUMEHEHHs JIEKapCTBEHHOro Ipemnaparta (BHYTpPEHHeEE), BUJ
JIEKapCTBEHHOM (OpMBbI (MUKCTYpa);

- ToApoOHOE OMHUCcaHue crocoda MPUMEHEHUs (71 MUKCTYp: «110 1 gecepTHO noxke 3 pa3 B JCHb
JIO €IIbI»);

- JlaTa U3rOTOBJICHUS JIEKAPCTBEHHOT'O Mpenapara;

- CPOK I'OJIHOCTH JIEKapCTBEHHOTro npenaparta («l'onen 10 »);

- LIEHAa JIEKApCTBEHHOI O NIpenapara; IpeJoCTEPEKEHNE «XPaHUTh B HEJOCTYITHOM IS IETEU MECTE.
JlononHUTENbHBIE STUKETKH: «XPaHUTh B MPOXJIAJTHOM MECTE», «XPaHUTh B 3alIUIIEHHOM OT CBETa
MmecTey, «llepen ymorpebiaeHrem B30anThIBaTh». BIMKUCHIBAETCS CUTHATYpA.

3ananue 63. CuTyallMoHHas 3a7a4a

B anteky ropoga C. oOparuiach *EHIMHA C PELENTOM, BBIMIUCAHHBIM Ha pPELENTYpHOM OJIlaHKe
dopmber Ne 148-1/y -88, odopmiieHHBIM B COOTBETCTBHH C TpPEOOBAaHUSIMA HOPMATUBHBIX
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 J€Hb.

IIpumeuanue:

Odenpuna r/x: BPJI = 0,05, BCA = 0,15. Jumenpon: BPJ = 0,1, BC/] = 0,25.

Hopma enunoBpeMenHoro otirycka sagenpuna r/x = 0,6.

Jomyctrumplie oTKI0HEHHs B Macce opomkoB ot 0,3 1o 1,0 cocraBnsroT 5%.



1. Ha kakom OJlaHKe W COTJIACHO KaKOMY HOPMATHBHOMY JOKYMEHTY BBIITHCHIBACTCS
JlaHHas IPOMHUCH?

2. [lepeuncnure TpeOoBaHus K O(GOPMIIEHHIO pelenTa U OTIYCKY JaHHOTO
JIEKapCTBEHHOTI'O Tperapara.

3. [IpoBenute  (papManeBTUYECKYIO OSKCIEPTH3y JaHHOW mpomucd, odopMuTe
000pOTHYIO CTOPOHY PELeNTa U ClieNaiTe HeOOXOAMMbIE PaCUETHI.

4, OO06ocHYyHTe TEXHOJOTHIO M3rOTOBJICHUS JTAHHOM JIGKApCTBEHHOU (OPMBI.

5. Ykaxure 0cOOEHHOCTH 0POPMIICHHS JAaHHOH JIEKapCTBEHHON (POPMBI K OTITYCKY.

IIlpasunvhoviii omeem:

1. Jannasi mponuch, cojepxaiuas 3(enpuHa TUIPOXJIOPU, BBIMHUCHIBACTCS HAa PELENTYpPHOM
onanke hopmbr Ne 148-1/y-88.

CornacHo npukazy IIpukazom MuHucrtepcTBa 3apaBooxpaHeHuss Poccuiickoit ®enepauuut OT
24.11.2021 Ne 1094u "OO6 yrBepxkaenuu llopsiaka Ha3HAYCHHS JIGKAPCTBEHHBIX TpeEnaparos, GopMm
pelenTypHbIX OJJAHKOB Ha JIeKapCTBEHHBIE npenapatsl, [lopsaka opopmieHus yka3aHHBIX OJaHKOB,
UX ydera ¥ XpaHeHus, (opM OJIaHKOB PELENTOB, COACPKAIINX Ha3HAYCHUE HAPKOTHUECKUX CPENICTB
WIM TICUXOTPOMHBIX BemlecTB, [lopsaka WX WM3rOTOBJICHHS, paclpe/eieH s, PEeTUCTPallu, yueTa U
XpaHeHus, a Takke [IpaBun odopmiieHus: OJaHKOB PELENTOB, B TOM YHCiIE B (hopMe 3IIEKTPOHHBIX
JOKYMEHTOB"  KOMOMHHMpDOBaHHBIC  JIEKAPCTBEHHBIC  Ipemaparhl, coaepxkamue ddeapuHa
TUAPOXJIOPHUA B KoiuuecTse, npesbimatoniemM 100 mr, u 1o 300 mr BriarountensHo (Ha 100 mut mnm
100 r >xuakoil InexkapcTBEHHOW (HOpMBI Il BHYTPEHHETO MPUMEHEHMs) U JIEKapCTBEHHbBIC
npenaparsl, cojaepxkaime 3QpeapruHa TUAPOXJIOpUA B KoiaudectBe A0 50 Mr BriItouuTenbHO (Ha 1
1103y TBEP/IOH IeKapCTBEHHOM (hOpPMBI), BEIMUCHIBAaIOTCS Ha OnaHkax ¢opmbl Ne 148-1/y-88.

2. Ha penenitypHom 6nanke 148-1/y-88 momKHBI OBITH CIIEAYIONINE PEKBU3UTHI:

O ITaMII MEIUIMHCKON OpraHu3aluu (C yKa3aHHEM IOJHOTO0 HAMMEHOBAaHUS MEIUIIMHCKOM
opraHu3alyu, ajapeca, reaedona);

cepus U HOMEp peLenTypHOro OJIaHKa;

JlaTa BBIIUCKU PELIEIITa;

®UO nanueHTa NOJHOCTHIO, BO3PACT;

Homep MenumHCKON KapThl;

®UO Bpaua (¢penpaiiepa) NOITHOCTHIO;

HauMmeHoBaHue JIC Ha JTaTMHCKOM sI3bIKE (MHIUBUAYaJIbHAS MPOIKCH) MO MEXIYHAPOIHOMY
HEMaTeHTOBaHHOMY HaMEHOBaHMIOC YKa3aHUEM KOJIMYECTBA, I03UPOBKU U CII0c00a MPUMEHEHNUS;

O MOAMKCH U JINYHAs TeyaTh Bpayda ((denpamepa);

O nevyaTb MEJUIMHCKON opraHu3anuu «JlJis penentosy.

[IpoBepsieTcs BbICIIas pa3oBas U BbICIIAas CyTO4Hast 103bl. Eciin HE00X0/1MMO NPEBBIIIEHUE BBICIIEH
pa30BOM 103bl, TO Bpad yKa3bIBAET 103y NMPONKCHIO U CTABUT BOCKJIMIIATEIbHBIN 3HAK.

Cpok nerictBus penenta Ha Omanke Gopmbr Nel148-1/y-88 coctamnsier 15 nueit. Peuent xpanutcs 3
rojJia B alTeKe, JEKapCTBEHHBIN Mpenapar MOAJIEKNAT IPEIMETHO-KOJIMUYECTBEHHOMY YUETY.
PexomeHnoBaHHOE KOIMUECTBO AdeApuHa TUAPOXJOpUIa B TMOPOUIKAX MJIs €IMHOBPEMEHHOTO
oTycka 6oipHOMY, cornacHo Ilpukasy Munucrepctsa 3npaBooxpanenust Poccuiickoit denepannn
or 24.11.2021 Ne 1094n "OG6 yrBepxknenuun Ilopsiika Ha3HaueHHs JIEKAPCTBEHHBIX IPENapaTosB,
¢dopM peLenTypHbIX OJIaHKOB Ha JIEKapCTBEHHBbIE mNpenapatbl, Ilopsaka odopmileHHs yKa3aHHBIX
OnmaHKOB, WX Yy4yeTa W XpaHeHus, (opM OJAaHKOB pELENTOB, COACPKALIMX Ha3HAYCHHE
HapKOTUYECKUX CPEJCTB MM NCUXOTPOMHBIX BellecTs, [lopsaka UX M3roTOBIEHUS, paclpeleleHHUs,
perucTpanmy, yuera u xpaHeHus, a takxe [IpaBun opopmiaeHust 61aHKOB PeLENTOB, B TOM YHUCIIE B
dopMe HNIEKTPOHHBIX JOKyMeHTOB'cocraBiser 0,6 T, MOCKOJNbKY MO JaHHOM mpomucu Ha 40
MOPOUIKOB Macca ddenpuHa ruapoxaopuaa coctaBut 0,8 I U pelenT He COAEPKHUT 0COObIe OTMETKU
0 BO3MOXXHOCTH YBEJIIMYEHUS] HOPMBI €JMHOBPEMEHHOT0 OTIIYCKa, HEOOXOJAUMO YMEHBIIUTH YHUCIIO
103 110 30, He U3MEHsI KOHLEHTPALUH JIEKAPCTBEHHBIX BEIIECTB B MTPOIUCH.

Cpok nerictBus perienita Ha Ostanke hopmbl Nel48-1/y-88 cocrasiser 15 aueil.

Penent  xpamurcs 3 roma B amTeKe,  JIGKAPCTBEHHBIM  IpemapaT  MOJUIEKUT
PEIMETHOKOJINYECTBEHHOMY YUETY.
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3. Brimucan tBepaas JI® — cioxHBI 103UpOBaHHBIN MOPOIIOK /11 BHYTPEHHETO NMPUMEHEHUS
pactipenenurenbHbIM criocobom. B cocraB JI® BxoauT BemiecTBO — 3(eApHHA THIPOXIIOPHI,
noJjiexaiiee IMpeIMETHO-KOJMYECTBEHHOMY Yy4YeTy U JJIsi KOTOPOro OIpejaeseHa HOopMa
€IMHOBPEMEHHOT'O OTITYCKA.

JlaHHBII cOCTaB MPONUCH HECTAaHAAPTHBIN (HEOPHUITUATHHBIN).

KomnoHeHTbI Tpornucu COBMECTUMBI.

J103bI CHITBHOEHCTBYIOIIUX BeleCTB (3heaprHa ruApOXIOPHUI U AUMEIPOIT) HE 3aBbIIICHBI.
Odenpuna r/x

P1=0,02 BPI=0,05

C=0,06 BCA=0,15

Humenpon

P1=0,03 BPJ=0,1

C=0,09 BCHA=0,25

Hopma emuHOBpeMeHHOro OTIycKa aisi d¢eApuHa THAPOXJIOPHAAa HAa OJUH PEIenT HE TOJDKHA
npeBbiath0,6 T.

ITo nannoii mpomucu Ha 30 mopomkoB Macca 3denpuHa ruapoxiopuaa cocraBut 0,6 T.
CrnepnoBarenbHO HOpMa €IMHOBPEMEHHOT'O OTITYCKa HE MPEBbIIICHA.

O06opoTHast CTOpOHA pelIenTa:

Ephedrini hydrochloridi 0,6 (mects nerurpammos)

ara

Brigan

[Tomyunin

[TpousBoauM pacyeT Macc JIEKapCTBEHHBIX BEIIECTB HA BCE JI03bI:

Openpuna ruapoxiopun 0,02 x 30 = 0,6

Humenpon 0,03 x 30 =0,9

I'moxo3a 0,3 X 30=9,0

OO6mas Macca MHTpeMeHToB Ha Bee 103kl 0,6 + 0,9 +9,0 = 10,5

PasBecka 0,35 Ne 30
Jonyctumble OTKIIOHEHHS B Macce mopoimkoB = 0,35%5%/100% = 0,02
4, [TockoabKy MHTPEAMEHTHI CIOKHOTO TOPOIIKA BBIMUCAHBI B PaBHBIX KOJIMYECTBAX (MEHEE

yem 1:20), mepBOHAYaNbHO B CTYIKE pacTUpaloT UHAU(PEpeHTHOE BEHIECTBO, BBIMHCAHHOE B
0oJIbIIIEM KOJTUYECTBE (TITI0K03a).

B crynky Ne 6 nomemaror 9,0 riroKo3bl, 3aTUPAIOT MOPBI U BBIHOCAT Ha KaIlCyiy.

B crynky momywaior mo ogopMiIeHHOW OOOpOTHOM CTOpPOHE pelenTta y MpPOBHU30PATEXHOJIOra,
OTBEUAIOLIETO 3a XPaHEHUE SANOBUTBIX M CTOSIIMX HA MPEIMETHO-KOJIMYECTBEHHOM YYETe
JIEKapCTBEHHBIX BeliecTB, ddenpuna ruapoxiopua (0,6), U3MeTb4YarOT, OTBEUIMBAIOT HUMEIPOIT
(0,9), n3MenpyUaroT U CMEIINBAIOT.

B koH11e yacTssMu prOaBisIOT TIIIOKO3Y C KaICyJIbl U CMEIMIUBAIOT JI0 OJHOPOHOCTH.

Jlanee cmech paspennBaroT Ha 30 OPOIIKOB, YIAKOBBIBAIOT M O(DOPMIISIOT K OTITYCKY.

5. CornacHo npukazy oT 26.10.2015 r. Ne 7511 «O06 yTBepkKIeHUM NpaBUI U3TOTOBIEHUS U
OTIYyCKa JIEKAPCTBEHHBIX MPEMAPATOB ISl MEAUIUHCKOTO MPUMEHEHHS allT€YHBIMH OpraHU3alMsIMHU,
VUHAMBUAYAJIbHBIMU ~ IPEINPUHUMATEISIMH, HMMEIOIMIMMH JIMLEH3UI0 Ha  (apMaleBTUYECKYIO
NeSTeNIbHOCTDY JaHHasl JieKapcTBeHHas Qopma odopmisercs K OTHYCKY OCHOBHOM JTHKETKOM
«[Topormkuy» unn «BHyTpeHHEe» Ha KOTOPOU JOKHO OBITh YKa3aHO:

- HaWMEHOBaHMWE anTe4yHou opranuzanmuun wim D.UN.O. UHIAUBUAYATBHOIO MPEAIPUHUMATENS,
UMEIOILET0 JIMICH3HIO Ha (hapMaIleBTUYECKYIO JeSITeIbHOCTD;

- MECTOHAXOXKJIEHHWE aNTeyHOM OpraHu3alud WiIKM MecTo (apMaleBTHUECKON AesITeIbHOCTH
WHUBUIyaJIbHOTO MPEAITPUHUMATENS;

- HoMmep peuernta (npucBauBaercs B anteke); O.1.0O. nanuenTa;

- HAMMEHOBaHUE WM COCTaB JIEKAPCTBEHHOIO Mpernapara;

- croco0 MpUMEHEHMsI JIEKApCTBEHHOI0 Mpernapara (BHyTpeHHee, Hapy)KHOe, Il UHBEKLUH), BUJ
JIeKapCcTBEHHOM (OopMBI (TTIa3HBIE KATUIH, Ma3b U T.11.);



- moipoOHOE OMUCaHue Crocoda MpUMEHEHUs («IJIA MOPOIIKOB: 1O TMOPOIIKY  pa3 B JICHb
____enpy);

JaTa U3TOTOBJICHUS JIEKAPCTBEHHOTO Mpernapara;

CPOK I'OJTHOCTH JIEKapCTBEHHOTO npenapara («['ogen to ~ »);

[eHAa JIEKAPCTBEHHOTO IperapaTa; NpeAocTepexeHne «XpaHUTh B HEJOCTYITHOM I IETeH MecTe.
I[OHOJIHI/ITGJIBHEISI OTUKCTKA. ((XpaHI/ITL B IIPOXJIaAHOM MECTCH, «XpaHI/ITB B SaH_[I/IH_IéHHOM OT CB€Ta
MecTe.

3aganue 64. CuryauroHHas 3aj1a4a

B AlITCKYy IMOCTYIHII PELCIIT HAa U3TOTOBJICHUEC CYIIIIO3UTOPUEB 110 IIPOIIHUCH:
Rp.: Papaverini hydrochloridi 0.1
Coffeini 0,3
Butyroli g.s.
D.t.d. N 10 S. ITo 1 cBeue 2 pa3a B AcHb.
CoTpyIHUK anTeKH OMPENeIIni, YTO 00BEM THE3]] CYIIIIO3UTOPHOM GOopMBI 0OecrieynBaeT

nonyueHue cseuet maccoii 3,0 r. YuuteiBas 00beM, KOTopslii 3aiimyT 1,0 r mamaBepuna
ruapoxiopuaa, 3,0 r kopenna, Opla paccuntana mMacca Oyrupona 27,24 r (U1 manaBepuHa
ruapoxiopuaa 1/Ex = 0,63, nins kodhenna 1/Ex =0,71).

[Tpy M3roTOBIIEHUH CYNIIO3UTOPHEB COTPYIHHK TIIATeNbHO m3Menbumi 3,0 T kodenna u 1,0 T
narnaBepyMHa TUAPOXJIOPUAA C 4YacThl0 paciuiaBieHHoro Oyrtuposia. Jlanee wactaMu go0aBuMil
IOJIyOCTBIBILYIO PACIUIaBJIEHHYIO OCHOBY, TIIATEIBHO NEpEMENIall U Pa3inil CYNIIO3UTOPHYIO Maccy
B (hopMBI.

1. IlpaBuibHO 11 OBLIH CENIaHBl PACUEThI ACUCTBYIOIIUX U BCIIOMOTATEIbHBIX BEIIECTB?

2. [IpuBennTe TEXHOJIOTUIO U3TOTOBIICHUS CYIIIO3UTOPUEB HA TUAPO(GOOHBIX OCHOBAX METOI0M
BBUIMBAHUS.

3. Uto Takoe 0OpaTHBIN 3aMECTUTEIbHBIN KO3((UIIMEHT 1 KOT'/1a OH MCIIOJIb3yeTCs?

4. Ilo xakuM IMOKa3aTessiM MPOBOJUTCS OLIEHKA KauecTBa CYIIIO3UTOpUEB?

5. IlosicHuTE MOPSAOK BBITUCHIBAHMS pELENTa Ha JaHHYIO IPONUCH U OTIycKa 1o Hemy JIII.

IpasunvHoiii omeem:

1. CoTpyIHHK BEPHO ClIeall pacyeThl ACHCTBYIONIUX U BCIIOMOTATEIILHBIX BEIIECTB MTOCKOJIBKY:

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

TBEpABIX BemecTB 6omnee 5% (13,3%) — 0,4 (oOmas macca TBepabIx BemecTB. — 3,0

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

CJIeIOBATEILHO YUYUTHIBa€M 00OpaTHBIE 3aMeCTUTEIbHbIE KO (UIIMEHTHI JJI JAHHBIX BEIIECTB

byrtupoina 27,24

[TanaBepun ruapoxsnopua 3ameniaet 1/Ex =0,63x1,0 = 0,63

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

Pacuér xonuuectBa byrupona: 3,0x10 - (0,63 + 2,14) = 27,24.

2. V3roToBieHre CYNMO3UTOPHEB HA TUAPOPOOHBIX OCHOBAX COCTOUT U3 CIEAYIOIINUX CTAIMM: -
MOJITOTOBKA JICKAPCTBEHHBIX BEMIECTB M OCHOBBI 3aKJIIOYACTCS B W3MEIHYCHUH KOMIIOHCHTOB WU
caMOii OCHOBBI, a 3aTéM CIUIaBJICHUHM KOMIIOHEHTOB WJIHM pAcCIUIaBJICHHH CaMOH OCHOBBI;
npeBapuUTeIbHOEC M3MEIbUYCHUE OCHOBBI 00JIErdaeT e¢ J03MPOBAaHHE M YCKOPSIET pacIulaBiICHUE; -
W3TOTOBJICHHE CYMIO3UTOPHON MacChl: KOMIIOHEHTBI OCHOBBI PACIUIABIISIOT B BHITAPUTEIHHON YaIlTKe
C Y4eTOM WX TEMIIepaTyphl IUIABJICHUS — BHadajle Oojiee TYroruiaBKHe, 3aTeM ¢ 0ojiee HU3KOM
TeMreparypoil mnasieHus. He cieayeT OCHOBBI JUIMTENHLHO HArpeBaTh, YTO MOXKET MPHUBECTH K
SIBIICHUSAM TIOJUMOp(U3Ma W U3MEHEHHUIO TeMIIepaTyphl IUIaBJICHHS. TemrepaTypa HarpeBaHUsS HE
nomkHa mpeBbiate 45-50°C. JlekapcTBeHHBIE BemiecTBa B THAPO(GOOHBIE OCHOBBI BBOJSAT B
3aBUCHUMOCTH OT HX (PH3UKO-XUMHUYCCKUX CBOKMCTB, COTJIACHO OOIIEHPHHITHIM TEXHOJOTHICCKUM
npaBuiaM. [IpuroToBieHHas AJs1  BBUIMBAaHUS  CYIIIO3UTOpHAs Macca JODKHA — OBITh
MOJTYOXJIQXKICHHOM BO M30ekaHue 00pa3oBaHus MyCTOT | JJIsi 00€CTIeUeHUs OJTHOPOTHOCTH, TO €CTh



OXJIQXIAI0T MacCy 10 TeMIepaTyphl, OJM3KOH K TeMieparype e 3acTeiBaHus. [lo3upoBaHue Macchl
u (opmupoBanue cymnmnosutropueB. [Ipy HCHONB30BaHMM MeETOJAa BBUIMBAHHUS 3Ta OINEpaLus
OCYILECTBIISICTCSI OJHOBPEMEHHO. [IpUroTOBIEHHYI0 MacCy 3ajMBalOT B Pa3bCMHbIE CYIIIO3UTOPHBIE
(opMBI, BBIOJHEHHBIE M3 METaJlIa, WM IUIACTMAccoBble. Bo m30exaHue NMPHIMIAHUS MAacChl K
cTeHKaM (hopMbl rHe3/a (HOpMBbI MIPEIBAPUTENIBHO JIOJKHBI ObITh CMa3aHbl MBUIBHBIM CIIUPTOM —
rugpoduiIbHas cMas3ka, a Takke oxjaxaeHsl. Ilocme pasnuBa B (GOpMBI MX TOMEIIAIOT B
XOJOAWIBHUK JJIsi OBICTPOrO 3aCThIBAHUS CYIIIO3UTOPUEB, 4YTOOBI MPELYNPEIUTh OCAXKICHHUE
B3BELICHHOH (a3bl Ha KoHIE cBeuH. [locie 3acThIBaHUS Pa3beAMHAIOT Pa3bEeMHBIC YaCTH (HOPMBI U
ocBOOOXKIatOT cynno3utopuu. IloacymmBaroT Ha BO3JyXe HECKOJIBKO MMHYT. YIAKOBKa M
oopmIeHHE K OTITYCKY OCYLIECTBIISIETCS COTJIACHO TPeOOBAaHUSAM HOPMAaTHBHOM IOKYMEHTALIUH.

3. Ilpu DpUroTOBIEHUM CYIIIO3UTOPUEB HA TUAPOPOOHBIX OCHOBAX HEOOXOAMMO IPOBECTH
pacue€T KoimYecTBa OCHOBBI. llpm m3BecTHOM 00BEMe rHe3aa (GOpMbl YUHTHIBAIOT mpsMoi Ex
3aMECTUTENbHBIM KO3 PULIHEHT, KOTOPbIM MOKa3bIBaeT KOJIMYECTBO JICKAPCTBEHHOI'O BEIECTBA,
3aHMMAIOIIETO TOT Xe O00BEM, YTO M | T KHPOBOH OCHOBHI C IUIOTHOCTBIO 0,95. OOparHbIi
3aMECTUTENbHBIM KOA(G(GUIMEHT HUCHONb3yeTcs IMpH pacueTax B CIydae COJEpXKaHMsl TBEPAbIX
BemectB 5 u Oonee %. Ha mpakTuke ynoOHO TMOJIB30BaThes OOPATHBIM 3aMECTHTEIBHBIM
ko3 duuuentom 1/Ex, KOTOpBI paBeH KOJMYECTBY >KHPOBOM OCHOBBI, 3aHMMAIOLIUI 00BEM
paBHBII 00bEMY | T IeKapCTBEHHBIE BELIECTBA.

4. OueHka KadecTBa CYNIIO3UTOPUEB NMPOBOAMUTCS IO CIEAYIOIIMM IOKa3aTesIsAM: - HaJM4ue U
NPaBUWIBHOCT OPOPMIICHHSI TOKYMEHTAIIMH, - TPaBUIBHOCTH O(OPMIICHHS JICKAPCTBEHHON (OPMBI K
OTITYyCKY, - OJJMHaKOBasl (pOopMa CyNIO3UTOPHEB, OAHOPOAHOCT MACChl — ONPEACISAIOT BU3YyallbHO Ha
MIPOJIOJIBHOM Cpe3e MO OTCYTCTBUIO BKPAIUICHHUH, - CPEIHIOI0 MacCy ONpEesoT B3BemurBanueM 20
cynmno3uropueB ¢ To4HOCTbIO 70 0,01 T, OTKIOHEHHE B Macce CYIIO3UTOPUEB HE JIOJDKHO
npesbimaTh 5%.

5. JlanHas TpomMHCh BBHIMHCHIBaeTCS Ha pernentypHoM Omanke ¢opmer Ne 107-1/y. Pemenr,
BBIMKMCAHHBIN Ha peuentypHoM Omanke ¢popmbl Ne 107-1/y, nefictBurtenex B TeueHue 60 qHei co qHs
BbIMChIBaHus. Penent otmaercsa Bmecte ¢ JIII ¢ oTMeTkol Ha peuenrte, 4To JIEKapCTBEHHBIN
mpemnapar OTHYILIEH, [aTol OTImycKa U Noanuchio ¢dapmpabotrHuka. Ilpu BeIIUCHIBaHUU
MEIUIIMHCKIM PaOOTHUKOM PEIIETITOB Ha TOTOBBIE JIEKAPCTBEHHBIC IMperapaThl U JICKAPCTBEHHBIE
npenapaTbl WHIAMBUAYAIBHOTO HW3TOTOBJICHHS TMAllMEHTaM C XPOHHUYECKUMHU 3a00JIeBaHUSIMHM Ha
peuentypHbix Oankax ¢opmbl Ne 107-1/y paspemiaercsi ycTaHaBIUBaTh CPOK JIEUCTBHS pelenTa B
npejaenax g0 OJHOIO rojla W MPEeBBIIATh PEKOMEHAYEMOE KOJUYECTBO JIEKAPCTBEHHOT'O Ipernapara
JUISL BBIUCBHIBAHUS HA OJUH pelenT, ycraHoBieHHoe npukazoM M3 P® ot 14.01.2019r. Ne4n « OO
YTBEPKACHUH TOPSAKAa HA3HAYCHUS JIEKAPCTBEHHBIX MpernapaToB, GOpM pelenTypHbIX OJaHKOB Ha
JIEKapCTBEHHBIE TIpenapaTsl, Mopsiaka ohOpMIICHHUS YKa3aHHBIX OJIAHKOB, MX Yy4eTa M XPaHCHHUS.
[Tpu BBIMUCBIBAHUM PELETITOB CPOKOM JI0 OJHOTO TOJa MEIUIMHCKUN PaOOTHHUK JIeTaeT MOMETKY
«[TarmuenTy ¢ XpOHUYECKUM 3a00JI€BaHUEM», YKa3bIBa€T CPOK JCUCTBUS PEIIENTa U MEPUOIUYHOCTH
OTIyCKa JIEKapCTBEHHBIX MPEMapaToB W3 AanNTeYHOW OpraHu3alvdyd WM WHAWBUAYaIbHBIM
MpeANnpUHUMATENIEM, UMEIONUM JIMIEH3UI0 Ha (apMaleBTUUECKYI0 JESTEIbHOCTh (€KEHEAENbHO,
€XKEeMEeCSIYHO U WHBIE MEePHOJIbl), 3aBepseT 3TO YKa3aHHE CBOEH MOJMUCHI0 U JIMYHOW TMEeYaThio, a
TAKX€E MEeYaThi0 METUIIMHCKON OpraHu3anuu «Jjist perenToBy.

3ananue 65. CutyanmoHHas 3aj1a4a

B anteky nmoctynui penent Ha U3roTOBJICHHUE Kallesb TJIa3HbIX 110 MPOMKCH:
Rp.: Sol. Kalii iodidi 3% - 10 ml

D.t.d. Ne 30

S. I'ma3HbIe KaIuIm.

CoTpy/AHUK anTEeKH B ACENITUYECKUX YCIOBUSAX B CTEPUIIbHYIO MTOJICTAaBKY OTMEPHII BOAY
OumIleHHYI0, oTBecus Ha BCM-20 9,0 r kanus ioauaa, n1osen oobem pactsopa a0 300 mi Bogoi
ountieHHOH. [TpoBern MoMHBI XUMUYECKUI aHATIN3 pacTBOpa. PacTBOp mpoduasTpoBall ¢ MOMOIIBIO



bunpTpoBaIbHON ycTaHOBKH 110 10 M1 Bo pitakon 11t otirycka Ne 30. DnakoHBI ¢ paCTBOPOM
YKYIIOPHJI CTEPUIIBHOM PEe3NHOBOM MPOOKOMA, TPOBEPHII HA OTCYTCTBUE MEXAHMUYECKUX BKIIOUCHUH.
VYKynopui KoJINaykoM oJi 00KaTKy, IPOMapKUpPOBAJI U MPOCTEPUIN30BAI 110 AaBiaeHueM npu 120
°C B TeueHuu 8 MuHyT. II0BTOpHO IIPOBET KOHTPOJIb NOCIIE CTEPUIIU3ALINH.

6. Oruenute neicTBus coTpyaauka. [lepeunciure TpeOoBaHwMs, MPEABSIBISAEMbIC K TJIa3HBIM
KaIUIsIM.

7. Kak B yCJIOBHUSIX aliTEYHOTr0 IPOU3BOJICTBA OOecednBacTcs TPeOOBAaHUE CTEPHIIBHOCTH?

8. Kak nocturaercs obecriedeHrne OTCYTCTBUSI MEXaHMUECKUX BKITIOYCHUH B IIA3HBIX Karuisix?
9. Ob6ecnieuenre KOM(POPTHOCTH IITA3HBIX Karellb, TPEOOBaHUS.

10.  TlosicHUTE MOPSIOK BHIMKUCHIBAHUS PEIENTa HA JAHHYIO MPOIUCH U OTIYCKa 110 HEMY

Ilpasunvruiii omeem:
1.ITocnenoBarenbHOCTD AeiicTBU BepHa. TpeOoBaHus, MPeabsBISIEMbIE K TTIa3HBIM JIEKAPCTBEHHBIM

dbopmam:

- CTEPUJIbHOCTb;

- CTaOMIIbHOCTb;

- IPOJIOHTMPOBAHKE JICHCTBHS;

- KOM(pOPTHOCTb IPUMEHEHHUS;

- OTCYTCTBUE MEXAaHUYECKHX BKIFOUEHUI.

2.CTepuIbHOCTb IVIa3HBIX Kalellb JOCTUIAeTCs IIyTEM IPUTOTOBIICHHS UX B ACENITUYECKUX YCIOBHIX
U IPUMEHEHUEM OJIHOT0 U3 CIIOCO00B cTepuin3anuu, npuHsroro ['®.

3. CymectByeT 2 criocoba o6ecrie4eHusi OTCYTCTBUSI MEXaHMUECKUX BKJIFOUCHUH B TJIa3HBIX KAIUIAX.
3.1. I'na3nble Karmmy QUIBTPYIOTCS Yepe3 CTEKIISTHHbBIE, OyMaskKHbIC MM MEMOpaHHBIE (PHIIBTPHI C
OJIHOBPEMEHHOH cTepuin3anuen. s JOCTHKEHUS KEJIaeMOoro KauecTBa NCIO0JIb3YIOT TIIATEIbHOE
¢rIbTpOBaHME Yepe3 JydIine copTa GUIBTPOBAIBHON OyMaru M JUIMHHOBOJIOKHUCTYIO BaTy MU
crexystHHBIN GubTp Ne 3 (ipu ucmonb30BaHuH MpuOOopa I GUIBTPOBAHUS TIIa3HBIX KaIelb C
nocienyrouei GacoBkoi mpu cepuitHOM NMPOU3BOACTBE B AlITEYHBIX YCIOBUSAX).

[TockonbKy npu GUIBTPOBAHUU MPOUCXOIAT OOJBILINE MTOTEPH, & 3TO OTPAKAETCS] HA TOYHOCTU
KOHIIeHTpaluu JIB B ria3HbIX Karisix, 0COOEHHO MPH OY€Hb HU3KUX KOHLEHTparusx JIB,
npuOeraroT K UCMOJIb30BaHNUIO KOHIIEHTPUPOBAHHBIX PACTBOPOB.

HopwMmb! 1onycTUMBIX OTKJIIOHEHHH B 00beMe TJIa3HbIX Kalellb He I0JKHO npeBbimaTh 10% — npu
obbeme pactBopa 5-10mi1, u 8%- npu o6beme 11 10 20Mn

3.2. IlpuroToBiieHHE TIa3HBIX KaNelbh U3 PACTBOPOB KOHIIEHTPATOB.

4. MHorue ria3Hble Kaiy BbI3bIBAIOT MPU MHCTUJUIALIMN HETIPUSATHBIE OLIYIEHUS, U B OOJIbIIMHCTBE
cilyyaeB JUCKOM(pOPTHBIE SIBICHUSI 00YCIOBICHBI HECOOTBETCTBUEM 3HaueHU pH u ocMoTHueckoro
JIaBJICHUS TJIa3HBIX Karelslb 3HaueHuIo pH 1 ocMOTHUeCKOMY JIaBICHUIO CIIE3HOM )UAKoCTH. B HopMme
ClIe3Hasl KHUAKOCTh M IUIa3Ma KPOBH HMEKT OCMOTHMYECKOE NABJIEHUE, PABHOE OCMOTUYECKOMY
JIABJIEHUIO M30TOHWYECKOT0 pacTBopa HaTpus xjiopuna (0,9%-Horo).

M30TOHUYECKUMU SBIISAIOTCA TJ1a3HbIe KaIUIM, UMEIOLIUE TaKoe K€ OCMOTHYECKOE JaBJIEHUE, YTO U
pactBopsl Hatpus xjopuaa B kKouuentpamuu 0,9% +0,2% t.e. 0,7-1,1% .Kammu wmxe 0,7%
SKBUBAJIEHTHOM  KOHIIGHTpallMM  MOJyIekaT u30ToHMpoBaHuio A0 0,9%  skBuBaneHTHOI
KOHIEHTpALlMU HAaTpUsl XJIOpUAa.

JUis M30TOHUPOBAHMS TJIA3HBIX Karejdb HCIOJB3YIOTCS CIEAYIOIIHME BelIecTBa: HATpUs XJIOPUJ,
HaTpus cynbdar, OOpHas KucCIOTa, HaTpusd HUTpaT. KomM4ecTBO M30TOHUPYIOILEro BeIIeCTBa
ONpEACIAIOT PACUETHBIM MyTeM. PacueTsl NpPOBOAAT C HCIOJB30BAHUEM HM30TOHHYECKOIO
9KBUBAJIEHTA 110 HATPUS XJIOPUY.



['ma3Hple Karu, KOMIIOHEHTHI KOTOPBIX B COBOKYITHOCTH MOBBIIIAIOT OCMOTHYECKOE [ABJICHHE
Karesb Bbime 1,1% SKBUBaICHTHON KOHIICHTpPAIIMU HATPUs XJIOPHA, HEOOXOJUMO paccMaTpuBaTh
KaK CIelUalbHbIe TPOMUCH U TPHU OTIYCKE NPEAYNpekIaTh OOIBHOTO O HEOIArompHsTHBIX
OILIYNICHUSAX. DTH KaIUTM pa3pelieHbl K MPUMEHEHUIO, OHU OKa3bIBalOT Oosiee ObICTphIid 3ddekT,
0COOEHHO aHTUMUKPOOHBIH.

He M30TOHMPYIOT IIa3HBIC KaIUld KOJUIAproJja, MpoTaproja, dTaKpUIUHA JIAKTaTa, TaK KaK HATPHS
XJIOPHUJI CUITBHBIN AJIEKTPOJIUT K MOKET BBI3BATh KOATYJISIIHUIO.

5. JlaHHast mpONKCh BHIMHUCHIBACTCS HA pelenTypHoM Onanke ¢popmbl Ne 107-1/y.

Penent, BeimucanHblil Ha perentypHoM Onanke ¢gopmbel Ne 107-1/y, neiicrButeneHn B teuenue 60
JTHEW CO JAHS BBIMHUCHIBAHUS.

Penent otnaercsa Bmecte ¢ JIII ¢ ormeTkoi Ha peuente «JlekapcTBO OTHYIIEHO», TaTOM OTITyCKa U
MOANKCHIO (papMpabOTHHKA.

[Tpy BBIMKUCHIBAHUN MEIUIUHCKUM paOOTHUKOM PELIENTOB Ha FOTOBBIE JIEKAPCTBEHHBIE IIPENapaThl U
JIeKapCTBEHHbIE IpernapaTthl HMHIUBUIYaJIbHOI'O M3rOTOBJICHUS MAIlMEHTaM C XPOHUYECKHMHU
3a00JeBaHUAMU Ha pelenTypHbIX OnaHkax ¢opmbl Ne 107-1/y paspemiaercs ycTaHaBJIMBaThb CPOK
NEeHCTBUS pelenta B Ipenenax 0 OJHOTO IroJa W IPEBbILIATh PEKOMEHAYEMOE KOJIUYECTBO
JIEKapCTBEHHOI'O Mpernapara Jjsl BhIIUChIBAaHUS Ha OJUH pELENT, yCTaHOBJIEHHOEe Mpukaza M3 PD
Ne 1094 u or 24 Hos0ps 2021 1. «O0 yTBEpX ACHUHM TOpPSIKAa HA3HAUCHHS JIEKAPCTBEHHBIX
npenapartoB, GOpM pelenTypHbIX OJIAHKOB Ha JIGKAPCTBEHHBIC TpenapaThl, MOpsaka o(GopMIeHUs
yKa3aHHbIX OJIAaHKOB, UX y4yeTa M XpaHeHHus, (opM OJaHKOB PELENTOB, COACPXKALIMX HAa3HAYCHHE
HapKOTHUYECKUX CPEACTB MJIU IICUXOTPOIHBIX BELIECTB, MOPSAIKA UX U3TOTOBIICHUS, PACHIpPECICHHUS,
perucTpanuy, yuera U XpaHeHus, a Takke NpaBuwil opopmieHus OJaHKOB PELENTOB, B TOM YHCIE B
(dopMe EKTPOHHBIX TOKYMEHTOB

3amanue 66. CuTyarimoHHast 3aa4a

B MIPOM3BOJICTBEHHYIO allTEKy Iopoja X. oOpatuiics  OOJNBHOMN C
perenToM HaU3rOTOBJICHHE JIEKAPCTBEHHOU (pOpMBI cocTaBa:

Rp.: Inf. herbae Leonuri 200 ml

Natrii bromidi 4,0

T-rae Valerianae 10 ml

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

6. VYkaxxute 0cOOEHHOCTU XpaHEHHs JIEKAPCTBEHHOTO PACTUTENBHOIO ChIPhSl — yCThIPHUKA
TpPAaBBI.

7. VYkaxxute 0cOOEHHOCTH XpaHEHUS CIIUPTOBBIX HACTOEK.

8. VYKaxuTte pexx1M HacTauBaHUs Ha BOJSHON OaHe U OXJIaKEHHUS HACTOEB U OTBApOB.

9. [TpoBeauTe pacyeTsl s U3TOTOBJICHUS JaHHOW JIEKapCTBEHHOM (OPMBI C UCIOIB30BaHUEM

JIEKapCTBEHHOI'0 pacTUTENBHOTO chIpbs (KB = 2,0) 1 Hanummre IMLIEBYIO0 CTOPOHY MacnopTa
MUCBMEHHOTO KOHTPOJIS.

10.  Tlouemy npu U3rOTOBJICHUM BOJIHBIX U3BJICUEHUH U3 JIEKAPCTBEHHOTI'O PACTUTEIBHOTO ChIPhS
HE UCMOJIb3YIOT KOHIIEHTPUPOBAHHBIE PACTBOPHI JIEKAPCTBEHHBIX BEIIECTB?

Ilpasunvnuviii omeem:
1.ITycTeipHHKa TpaBy XpaHAT B cooTBeTCTBHH ¢ TpeboBanusmu ' XIIT OPC.1.1.0011.15
«Xpanenue JIPC u JIPII» B rpymme gekapcTBEHHOIO ChIPhS OCHOBHOTO XpaHEeHHUs. TpaBa
IyCTBIPHUKA JOJDKHA XPAHUTHCS B CYXOM, XOPOILO POBETPUBAEMOM ITOMEIIECHUH B IIJIOTHOU



3aKpBITON Tape MpU OTHOCUTENILHOHN BIaXKHOCTU Bo3ayxa He 6oree 60 + 5% B 3aBUCUMOCTH OT
cooTBeTcTBYMOIEN KnumaTrnaeckol 30Hb! (I, I, IIT u IVA). BeicylieHHBINM TyCTBIPHUK XPaHST B
TKAHEBbIX MELIOYKaX, MaKeTax U3 IUIOTHOW OyMaru Wiu B KAPTOHHBIX KOPOOKaxX B MPOXJIATHOM,
3allMIIEHHOM OT IIOTIaJJaHus BJIard MeCTE.

Cornacuo IIpuka3zy Munsapascoupazsutus P® ot 23.08.2010 N 706H: HepachacoBanHOE
JICKapCTBEHHOE PACTUTEIILHOE CHIPhE JOJHKHO XPaHUTHCS B cyXoM (He Oomee 50% BiIakHOCTH),
XOpOILIO MPOBETPUBAEMOM ITOMEIICHUHU B IIJIOTHO 3aKPBITOM Tape.

2.Cornacno tpeboBanusam npukasa ot 23.08.2010 r. Ne 706H «O06 yrBepxknenun [IpaBun
XpaHEHUs JIEKapCTBEHHBIX CPENCTBY, (hapMalleBTHUeCKUe CyOCTaHINH, TPEOYIOIIHE 3allUThl OT
YJIETYYMBAHUS U BHICBIXaHUS, B TOM YHUCJIE COJEPIKAIINE JIETy4Yrue PacCTBOPUTENH (B YACTHOCTH,
CIIUPTOBBIE HACTOWKH), CIIEYET XPAaHUTh B IPOXJIAJHOM MeCTe, B TepMETHYECKH YKYTIOPEHHOU Tape
13 HETPOHUIIAEMOTO IS JIETYYHX BEILIECTB MaTrepuaia, Kak B IEPBUYHOM, TaK U

BTOPUYHOM (OTPEOUTETHCKOI) YITaKOBKE MPOU3BOIUTEIIS.

3.HacrauBanue Ha KuIsiied BOASHON OaHe /1J1s HaCTOEB COCTaBIsAET 15 MUHYT, ISl OTBApOB —
30 munyT. OXJIaXKICeHHE TP KOMHATHOM TEMIIEpaType COCTABIISAET [l HACTOEB HE MEHee 45 MUHYT,
JU1s1 OTBapoB — 10 MUHYT.

4.11py U3roTOBJICHUU HACTOEB U3 HECHUIIbHOJCHCTBYIOIIETO JIEKAPCTBEHHOTO PACTUTEIHLHOTO
CBHIPbsI BOJIHBIE U3BJICUEHUS TOTOBST B COOTHOIIEHUH 1:10, Torna ceipbst (M3MEIbYEHHON TPaBbl
mycThIpHUKA) Heo0xoaumo B3saTh 20,0 T, Boabl a7 HactauBaHus ¢ yuetoM KB: V Bogsl = 200 +
(20%2) =240 (mm).

JInuesas cropona I1I1K:
No penenira, nara

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

T-rae Valerianae 10 ml

Voo =210 ml

[Ipurorosui:

IIposepuir:

5.B ciyuae ucnonb3oBaHMs KOHIIEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX BEIIECTB 00BEM BOJIbI
OYMILEHHOH CllelyeT YMEHBUINTh Ha 00BEM KOHIIECHTPUPOBAHHBIX PACTBOPOB, YTO NPUBEACT K
HapYIICHHUIO COOTHOIIEHUS MEX/1Y ChIPHEM U TOTOBBIM BOJAHBIM HU3BJICUEHHUEM.

3amanue 67. CuTyalimoHHast 3aa4a

B penienTypHO-pOM3BOICTBEHHBIN OT/EN alTeKH MOCTYIUII PEIETT, COACPIKAIMIACICTYIOTYO
HPOTIUCH.

Rp.: Acidi hydrochlorici 3ml

Pepsini 2,0

Aquae purificatae 100ml

M.D.S. Buympennee. Ilo 1 cmonogoti nosicke 3 paza 6 Oenv nepeo eool.

[TpoBHu30p-TEXHOIOT MPOBEI (hapMalEBTHUECKYIO IKCIIEPTH3Y PEIenTa U IMOPYYHI H3TOTOBUTH 3TOT
JIEKapCTBEHHBIH Tpernapar MoyioioMy dapmarieBty. ToT cienan pacuéTsl Ha 00paTHOI CTOPOHE
nacrnopTa MUCbMEHHOTO KOHTPOJIS, U3TOTOBHII MUKCTYPY, 0OPMILT JIUIIEBYIOCTOPOHY MacriopTa
HCbMEHHOTO KOHTPOJISL M 0T/l TPOBU30PY-TEXHOJIOTY Ha npoBepKy. [Ipu mpoBepke nmacmopta
NHCEMEHHOTO KOHTPOJISI M TIPOBEJCHUH OTIPOCHOTO KOHTPOJIS BBIICHHIIOCH, YTO (hapMarieBT
M3TOTOBWJI MUKCTYPY clieayromumM odpazom. OH oTMepuit B oactaBky 70 M1 BoJibl, pacTBopui 2,0
[Nenicuna, nmpodunbTpoBai Bo GpIakoH U OTIHYCKA, TPOKOHTPOIMPOBAT OTCYTCTBUE MEXaHUYECKUX
BKJTFOUeHHH, 106aBui 30 M pactBopa Kucnotsr ximopucrosomopoanoit 1:10 (0,83%). [Tposusop-
TEXHOJIOT CJIENal BBIBOJI, YTO «MHKCTypa U3TOTOBJICHA HEYJOBJIECTBOPUTEIBLHOY, YKa3all Ha OMINOKH
U PEKOMEHIOBAJI U3TOTOBUTH MUKCTYPY 3aHOBO.



6. B uém 3akmtouanack (hapmarneBTHUECKas SKCIIEPTHU3a MPONKCH perenta?

7. Cornacusl 11 Bl ¢ BBIBOJIOM ITPOBU30pa-TEXHOJIOrA, YTO JIEKAPCTBEHHBIN IIpenapar
U3TrOTOBJICHHEYAOBIETBOpUTENbHO? Kakue ommbku gomyctun ¢papmamnent?

8. [IpuBenuTe pacy€Thl O JAHHOM MPOMUCH.

9. Kak momxeH ObITh 0OPMIICH ACTIOPT MUCEMEHHOTO KOHTPOJIS 10 JJAHHOMY perenTy?
10. VYkaxuTe, Kak J10JKHA ObITh 0OpMIIEHA 3Ta MUKCTYpa K OTITYCKY U CPOK €€ XpaHEHHUSI.

Ilpasunvruiii omeem:
1. [Tox hapmanieBTHUECKOM IKCIIEPTU30H peliernTa MIOHUMAIOT OIIEHKY COOTBETCTBUS MTOCTYITHBIIIETO
B aNTEKy pellenTa Ha JIEKapCTBEHHBIH MpenapaT AeHCTBYIOIIMM PErjJaMeHTaM M0 MOPSAKY
HA3HAYCHWUSI M BBITUCHIBAHUS JICKAPCTBEHHBIX MIPEMApaToB U MOPSIKY OTIYCKA UX U3 alTCeKH.
dapmMmarieBTHYeCKas SKCIEePTU3a PellenTa 3aKJII0UaeTcs B IPOBEPKeE:
- (hopMBI perenTypHOro OaHka (perent JoKeH ObITh BeiucaH Ha Oi1anke Nel(07-1/y)
- (hapmaneBTHYCCKOH ((PUBHKO-XUMHYECKOM, XUMUIECKON U (hapMaKOJIOTHIECKON) COBMECTUMOCTH
MHIpeAreHToB nponuck (JIB coBMecTuMBI)
- B [IPOBEPKE PA30BBIX M CYTOYHBIX /103 U MPUHAIEKHOCTH BhIMUCAHHBIX JIB K neficTByromum
CITUCKaM
Cpok aeiictBus 60 nHeil. B anTeke HEe XpaHUTCA.
2. JIIT M3roTOBIEH HEYOBIETBOPHUTEIBHO, TaK KaK (hapMaleBT JOMYCTHII CYIIECTBEHHBIC OTHOKH,
OTpa3UBILKECS Ha €0 KaUueCTBE: - HEBEPHO OMpeiesieH 00BEM BOJIbI OUUIIIEHHOM, OH JJOJKEH OBITh
paBeH 73 ML, - HapyIIeHa MOCIeI0BATEIIBHOCTh CMEITUBAHUS UHTPEANCHTOB MUKCTYPBI,
MPUBOJIAIIAS K HAPYIIECHUIO (hapMaKoJIOTHYECKOM aKTUBHOCTH TETICHHA, 3aBucsiei ot pH; -
CJIEZIOBAJIO K BOJIE JOOABUTH PACTBOP KHUCIOTHI XJIOPUCTOBOAOPOIHOM, 3aTEM PACTBOPUTH TETICHH.
3. Pacuérsr Voormii = 100 +3 = 103 mit
V pacTtBopa KUCIOTHI XJ0puctoBogopoaHon 1:10 =3 x 10 =30 mn
C nencuna no penenty = 2,0 x100% : 103 = 1,94%
Cmax =3:0,61 =4,9%, 3HauuT yBenu4ueHne 00bEMa HE YIUTHIBAIOT.
V Boael = 103 — 30 =73 mn

4. TITIK (numeBast cTOpoHA)

Hara Nepenenra

Aquae purificatae 73 ml

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

Pepsini 2,0

Voom.=103 ml+ 3%

IIpurorosui:

[Iposepuin:

5. OdopmieHne MUKCTYpBI K OTITYCKY: OCHOBHasl 3THKeTKa “BHyTpeHHee” npeaynpeauTenbHble
HaAMKUCH “XpaHUTh B HEAOCTYIHOM OT AeTel MecTe”, “XpaHuTh B IPOXJIAJHOM MECTE U
3alUIEHHOM OT cBeta mecte ”, «Ilepes ynorpebienuem B30aNThIBaThy, peleNTypHbII HOMep, CPOK
xpanenus 10 cyToxk.

OcnoBanue: [Ipuka3z Munzapasa Poccun ot 26.10.2015 Ne7511 «O06 yTBepkIeHUN TPaBUII
M3TOTOBJIEHHSI U OTITYCKA JIEKAPCTBEHHBIX IIPENApaToB 1 MEAULMHCKOTO IPUMEHEHUS allT€YHBIMU
OpraHU3alUsAMHI, UHIUBUAYAIbHBIMU TPEIIPUHUMATEISIMHA, UMEIOUTUMH JIMIEH3UIO Ha
(apMaleBTUYECKYIO AEATEIbHOCTDY.

3ananue 68. CuTyanmoHHas 3a1a4a

B peI.lel'[TypHO-HpOI/IBBOIlCTBeHHHﬁ OTACII alITCKU MOCTYIIUII PCUECIT, conepxcanmﬁcnez[ylomylo
MPOIHUCEH:

Rp.: Infusi herbae Adonidis 200 ml

Dimedroli 0,5



Natrii bromidi 3,0
Tincturae Leonuri 10 mi
M.D.S. Buympennee. I[lo 1 cmonoeoti n0xcke 3 paza 6 OeHo.

[IpoBu30p-TEXHOIIOT MPOBEN (PapMaALEBTUYECKYIO SKCIEPTH3Y PELENTa U MOPYUYHII H3TOTOBUTH 3TOT
JIEKapCTBEHHBIN Mpenapar Mojioaomy ¢apmaneBTy. ToT caenan pacyeTsl Ha 00paTHOW CTOPOHE
nacrnopTa MUCbMEHHOTO KOHTPOJIS, U3TOTOBHII MUKCTYPY, 0OPMIII JIMIIEBYIOCTOPOHY MAcIopTa
NUCHbMEHHOTO KOHTPOJIS U OTJAJl IPOBU30PY-TEXHOJIOTY Ha MpoBepKy. [Ipu nmpoBepke macnopta
NMCBMEHHOTO KOHTPOJISL M IPOBEJICHUH OTIPOCHOTO KOHTPOJIS BBIICHUIIOCH, YTO (hapMarieBT
U3TOTOBUJI MUKCTYpY ciieayromum obpaszoM. OH orMepui B ojactaBky 160 mi Bojsl, pactBopui 0,5
JMMeEIpOoIIa, MPOGUIETPOBAI BO (IIAKOH IS OTITYCKa, 100aBHII 15 MII KOHIIEHTpaTa HaTpHsI
Opomuaa 1:5. B mocneaHio0 ouepeis o 4acTsM Mpu nepemMermBannu 100aBui 40 Mt sKCcTpakTa-
KOHIIEHTpaTa ropuuBeTa xuakoro 1:2 u 10 mn Hactoiiku mycteipHuKa. [IpoBu3op-TexHomor cuenan
BBIBOJI, YTO MUKCTYpa U3rOTOBJICHAHEYIOBIETBOPUTEIHHO, YKa3ajl Ha OIIMOKHA U PEKOMEH 0BT
U3TOTOBUTH MUKCTYPY 3aHOBO.

6. B uem 3akirouanacek apmMareBTHUECKas SKCIIEPTHU3a IPONUCHU perienta?

7. CornacHsl 11 Bbl ¢ BBIBOJJOM POBU30pa-TEXHOJIOTA, YTO JEKAPCTBEHHBIHN Mpenapar
U3roToBlIeHHEYA0BIeTBOpuTenbHO? Kakue ommbku gonyctuin ¢papmanenT?

8. IIpuBenuTe pacuersl 1O JaHHOM IIPOIUCH.

9. Kak nomken ObITh 0(hopMIIeH MacnoOpT MUCbMEHHOTO KOHTPOJIA 110 JaHHOMY peLenty?
10. VYkaxwure, KaKk T0JKHA OBITh 0OPMIICHA 3Ta MHUKCTYpa K OTIIYCKY U CPOK €€ XpaHEHHUSI.

Ipasunvnuiii omeem:
1. @apManieBTHYECKas IKCIIEPTH3a PEIENTA 3aKII0UAETCs B OINIpe/ieTICHHEe COOTBETCTBUS
MOCTYIHUBIIIETO PELENTAa JEHCTBYIOIIMM MIPABUIIAM BBITIMCHIBAHUS PEICTITOB.
Brinucan penent Ha CIOXKHYIO KUAKYIO JIEKAPCTBEHHYIO POpMY Ui BHYTPEHHETO IPUMEHEHHUS -
mukcTypa. ®opma 6manka Ne 107-1/y. Cpok neiictBus perenta ot 60 CyTok A0 To/1a, B alTeKe
XpaHuTCs 3 Mecsina
KoHuenTpanys BOIHOTrO U3BJICUYEHHUs B IIPOIIMCH pelienTa He yka3zaHa. B coorsercTBuu ¢ ['D
W3TOTaBIUBAIOT B cooTHomeHuu 1:30. [{ns u3rorosnenus 200 M HaCTOS HEOOXOIUMO B3SITh 6,7
CTaH/IapTHOTO CHIPbS.
TpaBa agoHuca — CpesICTBO, UMEIOIIIEE OTPaHUYEHNE JO03UPOBOK. CONEPKUT CEp/IE€UHBIE TTTUKO3UIbI
TepMOJIaOUIIbHBIE U CBETOUYBCTBUTEIbHBIE BEIIECTBA.
ITposepka no3: BP/I= 1,0 BCI=5,0
200 ma: 15 mu mpubausutensbHo 13 npueMoB
6,7:13 npuemoB=0,5
05*3=15
{0361 He 3aBbllIeHbI, JaHHYIO JI® rOTOBUTH U OTIIYCTUTHh MOKHO.
Humenpon: o penenity PJI = 0,04(0.5:13 npuemon) CII = 0,12(0.04*3)
no '@ BPJ[ = 0,1 BC/[= 0,25

J1o3b1 He 3aBblieHsl. J[anHy0 JIO roTOBUTH MOXKHO.

2. JIIT u3roToBieH HEYAOBIETBOPUTENHHO, TaK KakK (papMaIieBT TOMYCTUI CYIIECTBEHHBIE
OIIMOKH, OTPa3UBIINECS HA €r0 KadecTBe: - HeBepeH 00beM 40 MIT SKCTpaKTa-KOHIIEHTpaTa aJJoHKCa
KUJKOTO 1:2; ero ciemnoBaso B34Th 13 MII ¢ y4€TOM CTaHAAPTHOTO COOTHOIIIEHHUS HACTOSI TOPUIIBETA
1:30, - HeBepHO paccuuTaH 0OBEM BOBI, TaK KaK HE YUTEH 00bEM KOHILIEHTpaTa HATpUsi OpOMUAa;
BOJIBI CIeIOBaiIo0 B3ATh 145 Mi, a He 160 M.

3. Vooumwii = 210 ma

M 5ipc =200 x 1,0 : 30 = 6,66

V skcrpakTa-koHIeHTpara 1:2 = 6,66 < 2 = 13,32 mn

V pactBopa Hatpus 6pomuna 1:5=3,0 x 5= 15 mn

C numenpona no peuenty = 0,5 x 100% : 210 = 0,24%
Cmax=1:0,86=1,2%, 3HaunT yBennueHne o0bEMa HEe YIUTHIBAIOT.



VBoaer =210-10-15-13 =172 M

4 111K

Hara, Ne penernira

Aquae purificatae 172ml

Dimedroli 0,5

Solutionis Natrii bromidi 1:5 15 ml

Extracti Adonidis fluidi standartisati 1:2 13 ml

Tincturae Leonuri 10 ml

OO6mwmit 06BeM 210 M

[Ipurorosui

[IpoBepun

5. ®nakoH A OTHycKa opamkeBoro crekiia Ha 200mi. OpopMuUTh K OTIYCKY OCHOBHOW 3TUKETKOM
C 3€JICHOM CUTHaJIbHOM Tosiocor «BHyTpeHHee», «MUKCTypay, JOMOJHUTEIbHON «XpaHUTh B
MPOXJIATHOM U 3alUIIEHHOM OT cBeTa MecTe», «llepen ynorpebieHrueM B30aNTHIBAThY, «XPAaHUTH B
HEJIOCTYITHOM IS AeTed MecTe». CpOoK TOJTHOCTH 2 CYTOK.

Ha oGpatHoii cTopoHe pelernTa yKa3blBaroT, YTO UCIOIB30BaH YKCTPAKT-KOHIICHTPAT BO N30eKaHUE
HEJ0pa3yMEHUN MU MOBTOPHOM oOparieHnu (MUKCTYphl, u3rotosieHHbie U3 JIPC u 3KkcTpakToB -
KOHIIEHTPATOB OTJINYAIOTCA 110 BHEUTHEMY BU/LY).

3ananue 69. CuTyalmoHHas 3aa4a

B penienTypHO-pOM3BOACTBEHHBIN OTIEN alITEKH MOCTYIHII PELENT, COACPKAIINICIETYIOLYIO
HPOIIUCH:

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 pasa 6 denv.

[TpoBu30p-TEXHOIIOT TTPOBEN (PapMaIEBTUYCCKYIO IKCIIEPTHU3Y POITUCH M MOPYIHIT U3TOTOBUTH 3TOT
JIEKapCTBEHHBIN Mpemnapat Moioaomy dapmareBTy. ToT caenan pacueTsl Ha 00paTHON CTOPOHE
MacropTa MUCBMEHHOTO KOHTPOJISI, U3TOTOBUJI IIOPOIIKOBYIO CMECh, O(DOPMILT JIMIIEBYIO CTOPOHY
nacropTa MUCbMEHHOTO KOHTPOJIIS ¥ OTJal TPOBU30PY-TEXHOIOTY Ha MpoBepky. [Ipu nposepke
nacropra HIMCbMEHHOTI'O KOHTPOJIA U MMPOBEACHUHN OIIPOCHOTI'O KOHTPOJIA BBISICHUIIOCH, YTO
¢dbapmalieBT U3rOTOBUI MOPOIIKOBYIO CMECh CIIEIYIOIIUM 00pazom. B3ecui 6,0 maruust okcuaa u
3aTep uM nopsl crynku. Jlo6asui 0,3 cyxoro skctpakta kpacaBkuu 2,0 aHecTe3una. zmenpumi u
CMeIlaj, MpoBepril OJHOPOTHOCTh cMecH. [IpoBH30p-TEXHOMIOT cena BBIBO, YTO MOPOIIKOBAS
CMECh M3TOTOBJICHA HEYIOBJIETBOPUTEIHHO, YKa3aJl Ha OMIUOKH U PEKOMEHIOBAJT U3TOTOBUTH
MOPOIIKOBYIO CMECH 3aHOBO.

6. B uem 3axmmtouanach gpapmarieBTHYECKast SKCIEpTH3a Mpornucu?

7. CornacHsl 11 BbI ¢ BBIBOJOM NPOBU30pa-TEXHOJIOTA, YTO JEKAPCTBEHHBIH Mpenapar
U3rOTOBIIEHHEYAOBIeTBOpUTeNbHO? Kakue ommbku gonyctuin ¢papmanenT?

8. IIpuBenuTe pacyeTsl O JaHHOM NPOIUCH.

9. Kak nomken ObITh 0()OpMIIEH TaCOPT MUCHMEHHOT'O KOHTPOJISI IO JAHHOMY pelenTy?

10. B kakue GymakHble KamcCysbl cleAyeT yHakoBaTh MOPOIIKH JAHHOTO cocTaBa? YKakHTe

YCJIOBUS U CPOK XpaHCHHUA IMOPOIIKOB.

IIpasunvroviti omeem:

1. dapmaneBTHUECKAs SKCIIEPTH3A 3aKIIFOYAETCS B POBEPKE:

COBMECTUMOCTH MHTPEIMEHTOB - AUCIIEPCUOHHOM cpejibl (YBIaKHEHHE OPOITKOOOpa3HOM MacChl,
BBIJICJICHUE BOJIbI M3 KPUCTAJUIOTHAPATOB)



Maccel CB HOpMaMm e IMHOBPEMEHHOTO OTITYCKa
- yycina BoimucanHbix 103 (Pl u Cll)skcTpakTa KpacaBKu M aHECTE3MHA.

2.JII1 n3roToBiieH HEYIOBJIETBOPUTEIBHO, TaK KaK (papMaleBT HOMYCTHUII CYILIECTBEHHbIE OIINOKHY,
OTpa3UBILIUECS HA €0 KAYECTBE:

- B peLleNTe He YKa3aH BUJI HKCTPAKTa KPacaBKU, 3HAUUT I1OAPA3yMEBAETCsl 'yCTON; €CIIM BMECTO
HEro UCHOJIb3YIOT CYXOHM 3KCTPaKT 1:2, ero macca noixHa paBHaThes 0,6, a He 0,3.

HOPBI CTYIKH CJIEI0BAJIO 3aT€PETh HEOOJBIINM KOJUUYECTBOM MAarHus OKCUAA, IPUMEPHO PABHBIM
a0COIIOTHBIM TIOTEPSIM B BBIOPAHHOM CTYIIKE, @ OCHOBHYIO €0 MacCy J100aBUTh B MOCIICAHIONO
ouepesib, HOPLMSIMHU IIPU aKKypaTHOM IepEMELIMBAHNUH, YUTOOBI CBECTU K MUHUMYMY ITIOTEPH 3a CUET
paciblICHUS.
Ja, cornacHsl, IOTOMY 4TO (papMaleBT AOMYCTHII CIEAYIOIINE OMIUOKN:

(bapMareBT OTBECHII CyXOi AKCTPAKT KPACABKHU,a 110 MPABUIIaM HYKHO OBIJIO OTBECUTH I'yCTOU
9KCTPAKT KPacaBKH;

HENPABWJIBHO NPOU3BEN 3aTUPAHUE MOP CTYNKH (T.K. MarHUs OKcuja OO0JIbLIE BCETO MbI 3aTUPAEM
HOPBI CTYNKH UM, YUUTBIBAsI YTO OH SIBJISETCS MbUIALIMM BEIIECTBOM, 3aT€M J00aBIIsIeM aHECTE3UH U
B CaMYIO TOCJICAHIOI0 O4epe b 100aBIsieM I'YCTON IKCTPAKT KPACABKH )

3. O6opoTHas cTopoHa:

OkcTpakT KpacaBku rycroif (1:1): 0,015%20*1=0,3

Anecrtesun: 0,1%¥20=2,0

Maruus oxcuzg: 0,3*20=6,0

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

O6mas macca: 0,3+2,0+6,0=8.3

4. JIuuenas cropona I1I1K:

Hara Ne penenra

Ex. Belladonnaesicci (1:1) 0,3

Anaesthesini 2,0

Magnesii oxydi 6,0

M1 = 0,43 unuciaom 20

MoOmias = 8,3

[IpuroroBui (moamnuce)

[TpoBepui (moamnuce)

OtnycTun (moanuch)

5. . DTH NOPOIIKH YIIaKOBBIBAIOT B BOILLEHBIE KAICYJIbl, TAK KaK OHU 3aIIUIIAI0T MarHusi OKCU OT
B3aMMOJICHCTBHS C TUOKCHIOM YIJIepoJa BO34yXa, a CyXOi IKCTPAKT - € Biaroil (oH
TUTPOCKONIUYEH).

Cpox xpanenus 10 cyTok.

«XpaHUTh B CyXOM, IIPOXJIaJHOM, 3AIIUIIEHHOM OT CBETa MECTe, «XPaHUTh B HEJOCTYITHOM JJIs
JIIETEN MECTE.

3amanue 70. CuTyarimoHHast 3aa4a

B penenTypHO-TIpOU3BOACTBEHHBIN OT/EN aNTEKH MOCTYIHJ PEUENT CO CISAYIOIMEUTPOIUCHIO:
Rp.: Solutionis Natrii bromidi 3% - 200 ml

Tincturae Valerianae 10 ml

Tincturae Leonuri 10 ml

M.D.S. I1o I cm. nosicke 3 paza 6 Oenb.

[TpoBU30p M3rOTOBUII JICKAPCTBEHHYIO ()OPMY C HMCIIOIH30BAaHUEM OIOPETOYHON YCTAaHOBKU H
OTMYCTUJI ALUEHTY, HO B CBSI3U C OTPAaHUUYEHHBIM CPOKOM T'OJTHOCTH SKCTEMIOPAIbHOMN
JIEKapCTBEHHOU (DOPMBI MPEI0KUIT TOTOBBIH JIGKAPCTBEHHBIN MperapaT aHATOTHIHOTO JICUCTBUSI.

6. KaknMu HOpMaTUBHBIMU JOKYMEHTAMU PETJIAMEHTHUPYETCSI U3rOTOBIICHUE
JIeKapCTBEHHBIX(DOPM B alTEUHBIX YUPEXKIACHUAX?
7. KakoBbI npenMyniecTBa UCIOIb30BAHNS KOHIEHTPUPOBAHHBIX PAaCTBOPOB B



TEXHOJIOTHUU MHUKCTYP IO CPABHCHUIO C UCITOJIb30BAHHUEM TBEPABIX JICKAPCTBCHHBIX BGH.[GCTB?

8. Onummure TEXHOIOTHIO IPUTOTOBJIEHNS MUKCTYPBHI 10 BbIlIeyKa3aHHOHN nponucu. Kax
oopmIsieTcs K OTIYCKY U3roToBJIeHHas MUKCTypa? KakoB cpok ee roqHocTu?
9. Kakum pelictBuem obianaer qanHas MUKCTypa? Kakue roroBbie JIeKapcTBEHHBIC

Ipenaparsl IPOBU30P MOXKET MPEMIOKUTD IIPA HEBO3MOKHOCTH MU3TOTOBJICHUS JAHHON
HKCTEMITOPAIBHOM JIEKapCTBEHHOH (POpMBI?

10. Kakue pekomeH1auu JOIKHBI ObITh JaHbl IIPOBU30POM IIPU OTITYCKE CEaTUBHBIX
JIEKapCTBEHHBIX IIpenapaToB?

IIpasunvuviti omeem:

1. HopmaTtuBHbBIE TOKYMEHTHI:

[Ipuka3z M3 P® ot 26 okts16pst 2015 r. Ne7511 «O06 yTBEp>KA€HUM NPAaBUII U3TOTOBJIECHUS U OTITyCKa
JIEKapCTBEHHBIX MTPENAapaTOB UIsl MEAULUHCKOTO IPUMEHEHUS allTeYHbIMUA OPraHU3aLMAMM,

WH/IMBUIYaIbHBIMU TPEATNPUHUMATENSIMU, UMEIOIIMMU JIMICH3UIO Ha (hapMaIleBTHYECKYIO
JESATEIBHOCTB.

[TocranoBnenue I 1aBHOTO rocyiapcTBEHHOTO caHuTapHOro Bpada P® ot 24 nexadps 2020 r. Ne 44
«O0 ytBepxaenuu canuTapusix npasui CII2.1.3678 - 20 "CanuTtapHO-31HUIEMHUOIOTHIECKIE
TpeOOBaHUS K IKCIUTyaTAI[MH IOMEIICHUHN, 3JaHHi, COOPYKCHHI, 000PYAOBaHHS U TPAHCIIOPTA, &
TaKXe YCJIOBUSAM AEATEIbHOCTH X03IUCTBYIOLIMX CYOBEKTOB, OCYILECTBIISIONUX IPOIaXy TOBApOB,
BBITNIOJIHEHHE PabOT WM OKa3aHUE YCIIyI»

2. KoHLIEHTpUpOBaHHBIE PACTBOPHI — 3TO pabouue pacTBOPHI JICKAPCTBEHHBIX BELIECTB B
oIpezesIeHHO 0O0JIbIIEH KOHLIEHTPALMK, YEM TH BEILLECTBA PONKCHIBAIOTCS B PELIENITAX, B pacucTe
Ha COOTBETCTBYIOLIEE pPa3BEICHUE BOIOH 10 YKa3aHHOMU B pelenTe KoHueHTpauuu. [lpumenenue
KOHIEHTPUPOBAHHBIX PACTBOPOB UMEET PsiJ] MPEUMYILIECTB IO CPABHEHUIO C U3TOTOBIEHUEM
MUKCTYpP U3 TBEPJBIX BEILECTB: CHUIKAETCS TPYLOEMKOCTb, ITOBBIILIAETCS] KAYECTBO U YCKOPSAETCS
OTITYCK JIEKapPCTBEHHBIX IIPENAPATOB OOJBHBIM.

3. TexHoI0THS N3rOTOBIEHUS MUKCTYPBI C MCIIOIb30BAHUEM KOHLIEHTPUPOBAHHOI'O PacTBOpa.
1)O0umit 06beM MUKCTYPHI - 220MIT.

U3 Hero 30 M1 KOHIEHTPUPOBAHHBIN pacTBOp HaTpusa 6pomuaa 20%, mo 10 Ma HacToeKk BajgepuaHbl
U mycThIpHUKa. Takum o0pa3zom, Boabl motpedyercst 220-30-10-10=170 mur. {1 ©3roTOBICHUS
pacTBopa BO (1akoH 250MJI TEMHOTO cTeKJa (HaTpusi OpOMUJL SBJISIETCS CBETOUYBCTBUTEIBHBIM
BelIeCTBOM) oTMepHBatoT 170 M1 BOJBI JUCTHIIMPOBAaHHON, C MOMOIIBI0 OIOPETOUHOMN YCTaHOBKHU
no3upyeM Bo ¢1akoH 30 M KOHIEHTPHUPOBAHHOTO pacTBopa HaTpus opomuaa 20% (1:5),. B
MOCJIEAHIOI0 OYEpEe/lb OTMEPHUBAET CIIUPTOCOAEPKALLME HACTONKH (B OPSAKE YBETUUEHUS KPENOCTH
cnupra): 10 mu1 HacTolKH nycThIpHUKA U 10 M1 HacToMKM Banepuansl CMEUBAIOT, YKYIIOPUBAIOT,
0hopMITAIOT K OT-TTyCKY. ODOpPMUTH K OTITYCKY OCHOBHOM ATHUKET-KOM C 3€JIEHON CUTHAJIBHOU
nosiocoii «BHyTpeHHee», «MHUKCTypay, JOMOJIHUTENBHON «XPaHUTh B IPOXJIAHOM U 3aIUIIIEHHOM
OT CBETa MECTe»,

«XpaHUTh B HENOCTYITHOM JUIsI IETEN MECTE».

"Ilepen mpuMeHeHEM B30anThIBaTh"

CpoOk rogHOCTH 2 CYTOK.

4. lanHast MUKCTYypa 00JiaJjaeT ceJaTUBHBIM AeiicTBreM. [103ToMy B kKauecTBe 3aMEHbI IPOBU30P
MOYET MPEUIOKUTh Oe3pelienTypHbIE paCTUTENIbHBIE 1 KOMOMHUPOBAaHHbBIE JIEKAPCTBEHHbBIE
Ipenaparsl CEIaTUBHOTO AeHCTBUSA. JIeKapCTBEHHBIE ITpenapaThl, COAEPKALINE TYCTHIPHUK,
Bajiepuany, naccudopy, anbha-0poM-u30BaIEPUAHOBYIO KUCIIOTY U Jp.
5.IIpenapat ycunuBaeT JeHCTBUE aJIKOTOJIS U ApYTrUX BemecTs, yrHeTaromux [{HC. Bo Bpems
JICUEHUs HE ClIeAyeT YyIOTpeOIATh alKOroJIbHbIE HAITUTKHU, YIIPABISTh TPAHCIIOPTHBIMU CPEACTBAMHU
Y MEXaHU3MaMHU.

3amanne 71. CuTyarnoHHast 3aa4a

B anrexy ropoma H. oOpaTuiicss manueHT ¢ pelenToM Ha MPOIUCh JepMaTOIOrHYecKoiMasu



CIIETYIOIIETO COCTaBA:

Rp: Dimedroli 0,5

Lanolini Vaseliniana ana 5,0

M.f. unguentum.

D.S. Hanocums na nopasicenubie yuacmru Kodsicu.
[IpoBu30p NpUHSII PpELENT Ha U3TOTOBJICHUE.

6. [TpuBeauTe onpenenenue Ma3el Kak JekapcTBeHHOH Gopmel. [lepeuncnute
TpeOOoBaHus, NPEeIbABIIEMbIE K Ma3siM, UX KJIaCCU(PUKALIHUIO.

7. Knaccugukarus 1 npuMepsl Ma3eBbIX OCHOB, HCIOIB3YEMBIX JJIS1 3KCTEMIIOPATEHOTO
M3TOTOBJICHUS Ma3eH.

8. Oco0OeHHOCTH BBEJIEHUS JIEKAPCTBEHHBIX BELIECTB B Ma3€BbIE OCHOBBI B 3aBUCUMOCTH
0T (PM3UKO-XUMHUYECKUX CBOWCTB BBOJUMBIX BELIECTB U Ma3€BbIX OCHOB IIPU U3TOTOBICHUU
JIEPMATOJIOTUYECKUX MA3EH.

9. Onumure TEXHOJIOTHIO IPUTOTOBIECHUS Ma3H 10 BBILICYKA3aHHOU IIPOIMCH.

10. Kak odopmisieTcs K OTIycKy U3rotToBiieHHas Ma3b? KakoB CpOK roJHOCTH JTaHHOMH
JIeKapCTBEHHON (HOpMBbI?

IIpasunvroiti omeem:

1. Masu — 3710 MATKas JiekapcTBeHHas popma, mpeiHa3HaueHHAas JUIsi HAHECEHUS Ha KOXKY,
paHbI U CIM3UCTHIC 0OOIOYKH.
TpeboBanmus:

* Ma3u 10J1KHBI UMETh MATKYIO KOHCUCTEHIUIO JUIsl yIOOHOTO HAaHECEHUS UX Ha KOXKY U CIIM3UCThIE
000J109KH ¢ 00pa30BaHMEM Ha TOBEPXHOCTH POBHOM CILJIOIIHOM TIJIICHKHU.

* JI51s 1OCTUKEHUS HEOOXO0AUMOT0 TePaNeBTUYECKOro A3PPeKTa U TOUHOCTHU J03UPOBAHMS
JIEKapCTBEHHBIE BEILIECTBA B Ma34X JOJKHBI ObITh MAKCUMAJIBHO TUCIIEPTUPOBAHBI U PABHOMEPHO
pacripeiesieHbl 10 BCeil Macce JIeKapCTBEHHOI'O CPeICTBa.

* Ma3u, KaK u Jpyrue JeKapCTBEHHbIE (POPMBI, JOKHBI OBITh CTAOUIIBHBI U HE COIEPIKATh
MEXaHUYECKUX BKIIIOYECHUH.
* CocraB Mazell He JI0JKEH M3MEHATHCS IIPU UCIIOJIb30BAaHNUU U XPaHEHUH.

* KoHIleHTpalnu IekapcTBEHHBIX BELIECTB B Ma3H JIOJKHBI COOTBETCTBOBATh PELIETITYpe
COOTBETCTBYIOLIECH HOPMATUBHOW TOKYMEHTAIWH.

Knaccudukanuu:

1) I[To Ty AUCHEpCHOCTH: TOMOT€HHBIE (CIUIaBbI-PACTBOPHI), T€TEPOT€HHBIE
(cycrieH3MOHHbIE, IMYJIbCHOHHBIE) 1 KOMOMHUPOBaHHBIE.

2) B 3aBUCHMOCTH OT KOHCUCTEHIMH: * JKukue (JIMHUMEHTBI, CYCIIEH3UHU U SMYJIbCUH); ®
CoOcTBEHHO Ma3H ¢ CoJiepKaHUEM CYCIIEH3MOHHOM (a3bl 10 25% * Maszu-nacTbl-CyclieH3uu C
CoJIepKaHUEM HEepacTBOPUMBIX YacTuil 6omnee 25%.

3) ITo Ha3HAaYeHMIO: IepMATOJIOTUYECKHE, Ta3Hble, Ha3albHbIE, YIIHbIE, PEKTAJIbHbIE, BATHHAJIBHBIE,
ypeTpajbHBbIE.

4) ITo ocHoBe: Ha TUAPOPHUIBLHON, THAPO(YOOHOI, IMYIILCHOHHOM, MHOTO()a3HOM OCHOBE.

- 1o (papMaKoJIOrMUECKUM TPYyIIIaMm:

- -aHTHUCENITUKU, MECTHBIC AaHECTETUKH, TOPMOHBI, BUTAMHUHBI, IPOTUBOIPUOKOBBIE
CPEICTBA, AHAJBI'€TUKH, aHTUOMOTUKHU U T.[I.;

- 1o 00J1acTH MPUMEHEHUS:

- * JlepmaTosioruyeckue.

- * Kocmernueckue.

- * CTOMaTOJIOTUYECKHUE

- * PekranbHble ¥ BarMHAIBHBIE Ma3u

- * [IpoTuBONIapazuTapHble Ma3u

- * Ma3u 715 iedeHust pa

- * ['na3Hble Ma3n

- * Ma3u 17151 IeueHHst 05KOTOB.



- e Ma3u u renu s Hoca.

- * VIIIHBIC Ma3u

- - B 3aBUCHMOCTH OT JUCTIEPCHOCTH (a3:
- * ['omorennbnIe

- * ['eTeporeHHble

2. OCHOBBI, HCIIOJIb3YEMBbIE IIPHU POU3BOACTBE Ma3el, NOapa3IesA0TCs Ha:
2.1.runpoobusie: xupoBbie (JIunoduibHbIe) (IPUPOAHBIE KHUPHI, PACTUTENbHBIC Macia,
T'HJIPOr€HU3UPOBAHHBIE JKUPbI U UX CIUIAB C PACTUTENILHBIMU MacIaMU U KUPOIOJ00HBIMU
BEILECTBAMH H JIp.);

- YIJIEBOOPO/IHBIE (Ba3€/IMH, Ba3eIMHOBOE Macilo, ETPoJIaT, napaduH, LEepe3uH U Ipyrue CIjIaBbl
YTJIEBOJIOPOIOB);

- CWJINKOHOBBIE (3CUIOH-a3pOCHIIbHAs OCHOBA U JIp.) U HIp.
2.2.ruapouibHbIE: TelTd BBICOKOMOJIEKYIISIPHBIX YTTIEBOIOB (3(HPHI LEIITIOI03bI, Kpaxmala, arapa)
1 OCJIKOB (KeJaTHHA, KoJulareHa u Jip.);

- TeJIM HEOPTAHUYECKUX BEIIeCTB (OCHTOHHTA);

- T€JIM CUHTETUYECKUX BBICOKOMOJIEKYJISIPHBIX COEAMHEHUH (IOIMATHIICHOKCHA,
NOJIMBUHUWINUPPOIINIOHA, TOJIMAKpUIaMHIA) U JIp.
2.3.1mudunbHbIC:

- a0COpOIIMOHHBIE OCHOBBI — 0€3BOIHBIC CIUIABHI TUAPO(OOHBIX OCHOB (CIIJIaB Ba3eJIMHA C
smynbratopom T1, T2 unu apyrumu sMysabraTopamu);

IMYJIbCHOHHBIE OCHOBBI THITA BOJIa/Macio (KOMITO3UIHSI BOABI, THAPO(HOOHONH OCHOBBI U
COOTBETCTBYIOLIETO 3MYJIbIaTOpa, KOHCUCTEHTHAs AMYJIbCUS BOJIA/Ba3€NMH U JIp.), peKe Maciao/Boja
(KOMIO3HUIHSA JTATTOPHUIFHBIX KOMIIOHEHTOB, SMYJIBIaTOPOB U BOJIBI, B KAUECTBE AIMYJIBIaTOPOB
UCIIOJIb3YIOT HATPUEBBIE, KAJHEBbIC, TPUITAHOJIAMUHOBBIE COJIM KUPHBIX KUCIIOT, oinucop6ar-80) u
Ap.

3. JKupopacTBopuMble JIeKapCTBEHHbBIE Bellle-CTBA (KaM(opa, aHeCTEe3UH, MEHTOJ) IPe-BapUTEIbHO
pPacTBOPSAIOT B PACILIaBE JIUIO-(PUIBHON OCHOBBI WIIH B JIMITO(PHILHBIX KOM-TIOHEHTAX CIIOKHBIX
OCHOB.

BogopacTtBopumble 1eKapCTBEHHBIE BELLIECTBA (COIM aJIKaIOUJ0B U a30TUCTBIX OCHOBAHUM, KaJIHs
o, TeKcaMeTUIICHTETPaMUH U JIp.) PACTBOPSIOT B BOJIE, SIBJISIOIIEHCS COCTaBHOM YacThIO Ma3y, a
3aTeM CMEIIMBAIOT ¢ OCHOBOM. [Ipu mpUTOTOBICHNHN Ma3u HAa OE3BOTHOI OCHO-BE JICKAPCTBEHHBIE
BELIECTBA PACTBOPSIOT B MU-HUMAJIBHOM KOJIMYECTBE BOJBI, IMYJIBIUPYIOT C PABHOM Maccoi
JaHOJIMHA U CMEIIMBAIOT ¢ 0C-HOBOM. HepacTBoprMbIe B OCHOBE JIEKapCTBEH-HBIE BELIECTBA, a
TaKXe BOJI0PACTBOPUMBIE, HO ITPOMHUCAHHBIE B OOJIBIIMX KOJUYECTBAX, IPel-BapPUTEIBHO
M3MENIBYAIOT B HAUMEIbYAUIINN TOPOIIOK M BBOJAT B Ma3H IO TUITY CYCIICH3HUM.

JleTyune BewecTBa BBOAAT B COCTaB Ma3el B IOCIEHIO OUYEPEb IIPU TEMIIEPATYPE HE BhI-1IE
40°C.
4. Ctannuu U3roToBJICHUS Ma3H.

1) ITonGop 1 MOArOTOBKA MOCY/IBI — UCTIONB3yeM CTYNKY Ne 5, mecr.

2) OtBemmBaeM AuMepost Ha Becax BP-1, momeniaeM B cTymKy.

3) B cTynky MepHo# npoOupkoii npubdasiisgeM 1,5 M1 BoAbl OUUIIEHHOHN, pacTBOPSAEM AUMEIPOI.

4) OTBemMBaeM Ha 3JIEKTPOHHBIX Becax 3,5 JaHoMHa 0€3BOIHOT0, IOMEIAEM B CTYTIKY.

5) Omynbrupyem (mepemMennBaeM NecToM B OJIHY CTOPOHY JI0 MOSIBIICHHS XapaKTEPHOTO
MOTPECKUBAHUS).

6) OTBemrBaeM Ha 3JIEKTPOHHBIX Becax 5,0 Ba3elnHa, IOMEIIAEM B CTYTIKY.

7) IlepemenmmBaeM COIEPKUMOE CTYIIKH B TEUCHHE 2,5 MUHYT.

8) [lepeHocuM TOTOBYIO Ma3b B OaHKY JJIS OTIYCKA.
5.0dopmienue k OTIycKy: 3TuKeTKa «HapyxkHoe» ¢ opaH)XeBOW CUTHAIBLHOM TOJIOCOM,
JIOTIOJTHUTENIbHAS TUKETKA «XPAHUTD B ITPOXJIAJHOM, 3aLIUIIIEHHOM OT CBETA MECTE.

Cpok TroAHOCTH JTaHHOM JeKapcTBeHHOM Gopmbl 10 qHEH.

3amanne 72. CuTyarnioHHas 3aa4a



B MPOU3BOACTBCHHYIO AlITCKY JJIsI U3TOTOBJICHUS MMOCTYIIHUII PCUCIIT CICAYIOIICTO COCTAaBa:
Rp.: Sol. Calcii chloridi 5% - 200 ml

Glucosi 5,0

Natrii bromidi 3,0

Adonisidi 5 ml

M.D.S. 1o 1 cm.nodicke 3 paza 6 Oenb.

6. VYKaxxure 0COOEHHOCTH XpaHEHUs B anTeke (papMaleBTUUECKUX CYOCTaHIMM, COAep Kalux
KPUCTAJJIM3Aa{UOHHYIO BOLY.

7. VKakure 0COOEHHOCTH XpaHeHMs (apMaleBTUUECKHX CYOCTaHLUH, colepKallluX JIeTy4ue
PacTBOPUTEIIN.

8. JlaiiTe XapakTepUCTUKY KOHLICHTPUPOBAHHBIM PacTBOpaM JIEKAPCTBCHHBIX BELIECTB.

9. PaccuuTaiite 00beM BOJIbI OUMIIIEHHOW JJIs1 H3TOTOBJICHHUS JaHHOW JIEKAPCTBEHHOM (HOPMBI B

CJIy4ae MCIOJIb30BaHUS KOHLIEHTPUPOBAHHBIX PACTBOPOB (pacTBop Kaiblus xjaopuaa 50%, pactBop
rimoko3sl 10%, pactBop Hatpust 6pomua 20%).

10. [TpoBenuTe MpoBepKy A03 aJOHU3UAA B JaHHOH JiekapcTBeHHOM popme, ecniu BP/] - 40 kar.,
BCJI - 120 xan. B 1 mur anorm3uaa 34 karm.

IIpasunvuviti omeem:

1.ITpuka3 Ne706H. JlekapcTBEHHBIE CpPEICTBA, MPEACTABIISIOMINE CO00M papMalieBTHUYECKIE
CyOCTaHINH, COJIEpKAITUE KPUCTAIUIM3ALMOHHYIO BOAY (KPUCTAIUIOTHAPATHI), IPOSIBIISIOT CBOWCTBA
TUTPOCKONUYHBIX BEIIECTB. XpaHEHUE KPUCTAIUIOTUPATOB PEKOMEH1YEeTCsl OCYLECTBIATh B
FEpPMETUYHO YKYITOPEHHOH YIIaKOBKE B COOTBETCTBUU C TPEOOBAHUSAMH, YKa3aHHBIMU B
(bapMmakonelHol cTaTbe WM HOPMAaTUBHOMN JOKyMeHTauuu. Kak npaBuiio, KpuCTaasioruapaThl
XpaHAT npu Temneparype ot 8 10 15 °C u oTHOCUTEIbHON BIAXKHOCTH Bo3/yXxa He Ooisiee 60%.

2. Ilpuka3 Ne706H. JlekapcTBEeHHbIE CPEACTBA, IPEACTABIAIOIINE COO0I paCTBOPHI U CMECH JIETYUUX
BEIIECTB, a TaK K€ HOBOTaJI€HOBbIE NpenapaThl, TPEOYIOT CO3/IaHUs YCIOBUM XpaHEHNUS,
3aLUIIAOIINX UX OT YJIeTyYMBAaHUS U BBICBIXaHUA. PekoMeHayeTcs XpaHUTh JIEKAPCTBEHHbBIE
CPEJCTBA B MPOXJIAJHOM MECTE, B TEpPMETUUYECKH YKYIIOPEHHOM yIIaKOBKE U3 HEPOHUIIAEMbIX IS
yIAETYYMBAIOLIUXCS BEIIECTB MAaTEPUAJIOB MM B IEPBUYHON U BTOPUYHOM (TOTPEOUTENBCKOM)
yIIaKOBKE B COOTBETCTBUH C TPEOOBAaHUSMH, YKa3aHHBIMU B (hapMaKoOINEeHHON cTaThe WIn
HOPMAaTHUBHOM TOKYMEHTAI1H.

3. KoH1leHTpupOBaHHbIE pacTBOPHI (KOHIIEHTPAThl) — 3apaHee U3TOTOBJIEHHBIE PACTBOPHI
JIEKapCTBEHHBIX BEIIECTB 00Jiee BHICOKON KOHLEHTPAIMH, YeM KOHLIEHTPAIHs, B KOTOPOl 3TH
BEIIECTBA BBHIUCHIBAIOTCS B peLENTaX.

KoHueHTpaTh! npeHa3HadeHbl Ui ObICTPOTO U KAUeCTBEHHOT'O M3TOTOBJICHUS KHIKUX
JIEKapCTBEHHBIX (HOpM.

PexoMeHyeTcst M3roTaBiImMBaTh PaCTBOPHI-KOHIIEHTPAThI U3 BELECTB TUIPOCKONUYHBIX,
BBIBETPUBAIOIINXCS, COIEPIKALIUX 3HAUNTEIBHOE KOJIMYECTBO KPUCTAIIIM3AL[MOHHOM BOJIBI.
PacTBOpBI-KOHILIEHTPATHl U3TOTABIUBAIOT 110 MEPE HEOOXOAUMOCTH, C YYETOM CPOKA UX TOJTHOCTH.
KoHuenTpupoBaHHble pacTBOPHI U3rOTaBIMBAIOT MACCO-00BEMHBIM METOJIOM, B MEPHOM TIOCYIE B
ACENTHUYECKUX YCIIOBHSAX, UCIIONIb3Ys CBEKENONYUYEHHYIO BOJy OUMILEHHYIO. B ciyuae oTcyTcTBHA
MEpPHOM MOCY/Ibl pacy€T BOAbI OUUIIIEHHOMN MPOBOJAT C YUETOM KO3(PPUIMEHTa yBeINYEHHsS] 00beMa
(KYO) unu nioTHOCTH pacTBopa.

N3roroBieHHbIE pacTBOPHI PUIBTPYIOT, IOJIBEPTAIOT ITOJHOMY XMMHUUYECKOMY KOHTPOJIIO U
IIPOBEPSIOT HAa OTCYTCTBUE MEXAHUYECKUX BKIIFOUEHUH.

[Tpu U3roTOBIEHUH KOHIIEHTPUPOBAHHBIX PACTBOPOB ClEAYyeT N30eraTh KOHIEHTpalui, OJIU3KUX K
HaCBILIEHHBIM, TaK KaK [P MOHWKEHUN TEMIIEPATyphl BOZMOXHA KPUCTAJIN3ALNs PACTBOPECHHOIO
BElEeCTBa.

EMKOCTH ¢ KOHIIEHTPMPOBAaHHBIMU PACTBOPAMHU O(QOPMIISIOT STUKETKAMH C yKa3aHUEM
HAaUMEHOBAHHUS U KOHIIEHTPAI[MU pacTBOpa, HOMEpa CEpUH U aHAIN3a, JaThl U3TOTOBJICHHUS, CPOKa
TOJTHOCTH.



KoHueHTprupoBaHHbIe paCTBOPHI XPAHAT B XOPOIIO YKYIIOPEHHBIX ITAHIIACaX B 3AIIUIEHHOM OT
CIIOJTHEYHBIX JTy4ei MecTe pu Temreparype He Boiie 35°C uiu B XOJIOAUIBLHUKE TIPHU TEMIIEpaType
3-5°C.

4. Boapl ouni. 200mi. - (20 + 15+ 50) = 115 mn

['roko3bI (¢ BiaaxHOCThi010% konIl.1:10)- 5.0%10=50 mu

KonnenTpara xansius xinopuaa 50% (1:2) =10 * 2 =20 mn

Konuenrpara narpust opomuna 20% (1:5)=3 * 5 =15 mn

Anonusunaa S5 mi

O6nem 205 mn

3amanue 73. CuryalnimoHHas 3ajaaqya

B nipon3BoICTBEHHYIO aNTEKy MOCTYIMUII PEIENT Ha U3rOTOBJICHHUE TJIA3HBIX Kallelb:
Rp.: Sol. Atropini sulfatis 1% - 10 ml
M.D.S. Ilo 2 kannu 6 KOHBIOHKIMUBALHBIN MEULOK.

6. VYkaxkute 0cOOEHHOCTH XpaHEHU B allTEKe aTpOIMHA cyJibdara.

7. VYKaxuTe CpoK XpaHEHUs JaHHOU JIEKapCTBEHHOM (hOpMEI B alTeke.

8. [Tepeuuncnure TpedOBaHUS, IPEIBABISEMbIE K TJIA3HBIM KaIUISIM.

9. PaccuuraiiTe KONMUYECTBO HATPHS XJIOPHUAA, HEOOXOIUMOE AJI1 N30TOHUPOBAHMS TAHHBIX
TJIA3HBIX Kamelb (M30TOHUYECKUI SKBUBAJICHT aTPOIMHA CyIb(ara o HATPHUS XJIOPHUIY COCTABIISACT
0,1).

10. HenocraTkoM ria3HeIX Kanesab B BUAE BOJHBIX PAaCTBOPOB SIBISIETCS KOPOTKUM IMEPUOJ
neiictBusi. Kakum o0pa3oM MOXKHO OCYIIECTBUTH MPOJIOHTHPOBAHHUE JISHCTBUS I1a3HBIX Kame

IIpasunvuviti omeem:

1. Atporinna cynbdar B coorBectBuu ¢ [1I1 P Ne 964 spnsiercs ssmoButsiM JIC. CornacHo
TpeboBanusM npukaza Ne 706H ot 23.08.2010 «O6 yrBepkaenun [IpaBun xpaHeHHs T€KapCTBEHHBIX
CPEICTB» XpaHEHUE CJIbHOACUCTBYIOIIMX U SAOBUTHIX JIEKAPCTBEHHBIX CPEJCTB OCYILECTBIISETCS B
MOMEIIEHUX, 000PYJOBAHHBIX HHKEHEPHBIMH U TEXHUUECKUMH CPEJICTBAMU OXPAHBI,
AQHAJIOTMYHBIMU [IPETYCMOTPEHHBIM JJIs1 XpaHEHUS! HAPKOTUYECKHUX U IICUXOTPOIHBIX
JIEKapCTBEHHBIX CPEJICTB, yCTAaHOBIIEHHBIX NTocTaHOBIEeHHEM [IpaBurenscTBa PO ot 31.12.2009 Ne
1148.

ATponuHa cynb(ar XpaHsT B 3allUparOLIeMcs METaJUInYecKoM 1kady win ceiide. B aTom xe
mkady(ceride) HaXoIUTCA BCE HEOOXOIUMOE JIJIsI B3BEIIMBAHUS, OTMEPUBAHMS M CMEIIUBAHUS (
BECHI, pa3HOBECHI, BOPOHKH, MIIMHAPHI). Ha nBeprax mkada He0OX0IMMO UMETh CIIMCOK BEILECTB €
ykazanueM BP/] u BC/I.

2. Cornacho nmpukazy M3 PO [Ipuka3z M3 P® ot 26 okTs6ps 2015 r. Ne7511 «O06 yTBepxaeHUN
IIPABUJI U3TOTOBJICHUSI U OTITYCKA JIEKAPCTBEHHBIX MPENapaToB A1 MEAUIIMHCKOTO PUMEHEHUS
anNTeYHbIMHM OPraHU3alUsIMHU, UHANBUIyaJbHBIMU MIPEANPUHUMATEIAMH, UMEIOILMMH JIMLIEH3HUIO Ha
(apMaleBTUYECKYIO A€ATEIbHOCTD) XpaHEHUE TJIa3HbIX Kalelb B YCIOBUSIX anTeku coctaniser 30
CYTOK.

3. K rina3HbIM KarisM NpeabsSBIsIOTCS CeAyIole TpeOOBaHus:

- CTEpPUIILHOCTb;

- OTCYTCTBHE MEXAHUYECKUX MTPUMECEN;

- KOM(OPTHOCTB;

- CTaOMIIBHOCTD;

- IPOJIOHTUPOBAHKE JIEHCTBHS.

4. Tak KaK N30TOHMYECKHI SKBUBAJICHT aTpoIMHa Cyiab(aTa o HaTpuUIo XJopury cocrasiser 0,1,
cienoBarenbHO, | T arponuHa cynbdara sxkBuBasienTeH 0,1 T HaTpus xjaopunaa, Toraa: 1,0 atponuHa
cynbdara — 0,1 Hatpus xnopuna, 0,1 arponuna cynsparta — X, X=0,01 Harpus xnopuaa. s
nosryueHust 10 M1 K30TOHUYECKOTO pacTBopa HaTtpus xjopuaa Tpedyercs 0,09 r HaTpus xyopuia



(0,9% pactBOp), TOrAa 171 U30TOHUPOBAHUS JAHHOM JIEKapCTBEHHOM (popMbI HEOOXOAMMO J00aBUTH
0,09 - 0,01 = 0,08 r HaTpus xy0pUAA.

[IITK O6opoTHas ctopoHa

Aquae purificatae 10,0

Atropini sulfatis 0,1

1*10/100=0,1

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

5. IlponoHrHpOBaHKE TIa3HBIX KaIleIb BO3MOXKHO IPHU TIOMOIIH BBEJICHHUS B COCTaB PacTBOpa
IPOJIOHTAaTOPOB, MOBBIIAIOIINX BA3KOCTh PACTBOPOB.

B kauecTBe IpOIOHTaTOPOB MCTIOIB3YIOTCS :

-meTuenono3a(0,5-2%)

-noauBUHWIOBBIN criupTt( 1,5%)

[TposoHraTopsl BKIIOYAIOT B COCTaB IJIA3HBIX Kalelb, €CJIM OHU U3rOTAaBIMBAIOTCS MO CTaHAAPTHBIM
IPOMKCSM WM TI0 YKa3aHHIO Bpaya.

Eme onHuM crioco60M mpoIOHTHpOBaHUS IEHCTBUS TJIA3HBIX Kallelb SIBISIETCS BKJIIOUEHUE B COCTaB
TJIA3HBIX Karelb BI3KUX PAaCTBOPUTEIIEH, KOTOPBIE 3aMEUISIOT OBICTPOE BEIMBIBAHHE JIEKAPCTBEHHBIX
BEIIECTB U3 KOHBIOHKTHUBAJILHOTO MelllKa. B kauecTBe moJ0OHBIX KOMIIOHEHTOB TJIa3HBIX Kalelb
UCTIONB3YIOT Macia (padUHUPOBAHHOE MOICOTHEUYHOE, TIEPCUKOBOE UM a0OpPUKOCOBOE, PHIOWH JKUD).

3ananue 74. CuTyalimoHHas 3aa4a

B IIPOM3BOJCTBEHHYIO amnTeky ropoaa X. oOpaTwicsi MalMEeHT C PELENTOM Hau3TOTOBJ
Rp.: Inf. flores Chamomillae 100 ml

Inf. foliorum Menthae 100 ml

Natrii bromidi 5,0

T-rae Valerianae 20 ml

M.D.S. 1o 1 cmonosoti nodicke 2 paza 6 Oerb 60 6Mopotl NOJOBUHE OHSL.

6. VKakuTe XapakTepHble MOP(OIOTO-IHArHOCTUIECKIE PU3HAKH CHIPbS POMAIIIKH allTeYHON
1 MATBI HepeLIHOf/'I, 0COOEHHOCTH XPaHCHUSA JAaHHOI'O ChIPbS B aIITCKC.

7. VYKaxuTe CpoK XpaHEHHsI JaHHOH JieKapCTBEHHOH ()OpMBI B aIrTeKe.

8. KakoBa texnosnorus HacroeB u3 JIPC, conepxkaiero a¢pupnsie macina? KakoBa TexHomorus

MHOT'OKOMIIOHEHTHBIX HACTOEB U3 JIEKAPCTBEHHOTO PACTUTENIBHOTO ChIPhsI, TPEOYIOIIET0
OJTMHAKOBBIX YCIIOBUH SKCTPAKIUH?

9. Cnenaiite pacyeTsl Ha 00OPOTHOM CTOPOHE MACHOPTAa MUCBMEHHOTO KOHTPOJIS IS
W3TOTOBIICHHS JAHHOM JIEKAPCTBEHHOM (POPMBI U3 JIEKApCTBEHHOTO PacTUTENHLHOTO ChIphs (KB
1BeTKOB poMariku 3,4; KB nucteeB MATHI 2,4).

10.  3amonHUWTE TUIEBYIO CTOPOHY MACIOpPTa MMUCEMEHHOTO KOHTPOJISL. YKaXHTE, IO KAKOMY
MIOKa3aTesro MPOBOAAT (PU3NYECKHI KOHTPOJIb KauecTBa MOCIIEe U3TOTOBJICHUS JaHHON
JIEKapCTBEHHOM (POPMBI, yKa3aB JOMYCTHMBIE HOPMBI OTKIIOHEHUH.

Ilpasunvrwviii omeem:

1.1Betku pomarku: LlenbHble MM YACTUYHO OCHINABIINECS IBETOYHBIE KOP3UHKU
MOJTYIIAPOBUTHOM MM KOHUYECKOH popmbl. Kop3rHKa COCTOUT U3 KPAeBbIX S3bIYKOBBIX MECTUYHBIX
U CPEeIMHHBIX 000€MOobIX TPyOUaThIX IBETKOB. L[BeTooXKe rojoe, MeIKosiMyaToe, rojioe, B Hayasne
[BETEHUS MOJYLIIApOBUAHOE, K KOHITY - KoHHYecKoe. OOBepTKa KOP3UHKH Yepenuryarasi,
MHOTOpsiIHAs, COCTOSAIIAsl U3 MHOTOYHUCIIEHHBIX ITPOJOJITOBATHIX, C TYIIBIMUA BEPXYIIKAMHU U
NIMPOKUMHU TUIEHYATBIMU KPasMH JIMCTOYKOB.

JIuctest MATHL: chIpbe B BUJIE KYCOUKOB JIMCTHEB Pa3InIHON GopMbI 1 pazmepoM 1-10 mm, ¢
IpUMEChHIO IBETKOB U O0yToHOB. Kpaii nucra nuibyaTsiii, ¢ HEpOBHBIMHU OCTpbIMU 3yOLiaMu. CHUBY
0 ’KMJIKaM BCTPEUAIOTCS PEIKHE MPUXKAThIE BOJIOCKU U OJICCTSIIIUE JKEJIThIC JKEIE3KH, 3aMETHBIE IO
JTyToH. ApOMAaTHBIN 3amax yCWJIMBAETCS IPU PACTUPAHUU JIUCThEB. BKyC KIyuuil, IpsiHBIN,
XOJIOIALIUH.



[[BeTKM pOMAIIKU U JIUCThS MSATBHI OTHOCATCS K 3(UPOMACIUYHOMY ChIPbIO, O0JIaJalONIeM 3araxom,
OHO JIOJDKHO XPaHUTHCS OTAEIBHO OT IPYIMX BUJOB ChIPbs B XOPOILIO YKYIOPEHHOH Tape (B TOM
YHClIe TUIOTHO YKYIIOPEHHBIE MEIIKH, TIOKH, KUITbI TKAaHEBBIE).

2. Cornacuo npukazy M3 P® [puka3z M3 P® ot 26 okTsi6pst 2015 r. Ne7511 «O06 yrBepxaeHun
MPaBHUJI U3TOTOBJICHUSI U OTITYCKA JIEKAPCTBEHHBIX MIPENapaToB Uil MEIUIIMHCKOTO PUMEHEHHS
anTEeYHBIMHU OPTaHU3ALMSIMU, UHIMBUAYAIbHBIMU MPEITPUHUMATEISIMU, UMEIOLIMMU JTUIEH3UIO Ha
(dapMaleBTUYECKYIO IEATEILHOCTD) XPAaHEHHE HACTOEB B YCIOBUSX allTEKH COCTABIISET 2 CYTOK..
3. U3menwvuennoe JIPC, momenienHoe B MHPYHAUPKY, 3apaHee MPOrpeTyro B TeueHue 15 MUHYT Ha
KUTISIIEH BOIHOM OaHe, 00/1MBal0T HEOOXOIMMBIM KOJIMYECTBOM BOJIbI, IEPEMELITNBAIOT, INIOTHO
3aKpBIBAIOT KPBIIIKOW (YTOOBI HE YIETYYHBAINCH (UPHBIE MAClia) U HACTaWBAIOT HA KUIIAIIECH
BOJISIHOM OaHe MpH NepeMenInBaHuu B TeueHue 15 munyt. [1o ucreyeHnn yka3aHHOTO BpeMEHH
U3BJICYEHHE CHUMAIOT C BOJSIHOM OaHU M HACTAauBAIOT J0 MOJHOT0 OXJIAXAECHUS IPU KOMHATHOU
Temneparype 45 MUHYT.

MHOrokoMnoHeHTHbIE€ BOAHBIE U3BjIeueHus u3 JIPC, Tpedyroiiero 0JuHaKOBOro0 pexuma
9KCTPaKIUH, IPUTOTABIUBAIOT B OJHOU HH(MYHIUPKE, HE3aBUCUMO OT €Tr0 TUCTOJIOTHYECKON
CTpyKTypbl. HacTanBanue npoBoAAT Ha KUIAIIEH BOJASHON O6aHe B TedeHue 15 MunyT. Oxmaxaaor
MOJIHOCTHIO MPU KOMHATHOM TeMIiepaType.

4. TITIIK

O6opoTHas cTopoHa

[Berku pomamku 10,0

JInctesa matel 10,0, T.x. 1o I'd XII roroBuM HacTou B cooTHomeHuu 1:10

Hatpus 6pomuna 5,0

Hacroiiku Banepuanbl 20 mi

Bona ouniennas mist pomamnku 134 mi, 1.k k03¢ . Bogonornam. 3,4 (10*3,4+100) = 134 mn
Bona ounmennas mis Matel 124 mu, . koddd. Bomonoraanm. 2,4 (10*2,4+100) = 124 mn

O0111ee K0JI-BO BOJbI OUUILEHHON 258 Ml

OO6muii 00beM MUKCTYpBI: 220 Ml

Host natpust Opomuaa KYO He ucnonb3yercs, T.K npoueT npucytBus BemiectBa B JIO nike 3%:
5-220

X-100

X=2,2%

5. JInnesas cropona IIIIK.

Ne penenra, 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.

[Ipuroroswui.

IIposepuir.

Ou3nyecKkuil KOHTPOJIb IPUTOTOBICHHOM JIEKAPCTBEHHOU (DOPMBI IPOBOAST IO MOKA3aTEII0
«O6muit 0066eM». JlomycTUMbIe OTKIOHEHH 1o npukasy oT 26.10.2015 r. 7511 coctaBistoT 1% ot
nponucanHoro oobema 220 mt [217,8-222,2].

3aganue 75. CuryauMoOHHAas 3a1a4a

B peuentypHO-TIpOM3BOACTBEHHBIN OTAEN allTEKA MOCTYIUI PELUENT, COASPHKAIUNCIIECTYIOIIYIO
HNPOIHUCEH:

Rp.: Zinci sulfatis 0,2

Acidi borici 0,3

Lanolini anhydrici 2,0



Vaselini ad 15,0

Misce, fiat unguentum.

Da. Signa. /s cmaszvieanust pyx.

[IpoBu30p-TEXHOIIOT MPOBENT MPEABAPUTENIBHYIO (PapMalleBTUUECKYIO SKCIIEPTH3Y, TAKCUPOBKY,
nepean perenT JUisi U3TOTOBIICHUS ATOrO JIEKapCTBEHHOTo mpenapara ¢apmaiety. ®apmManeBT
c/ienai Bce He0OXOAMMBIE PacyeThl, U3TOTOBHII Ma3h 110 IaHHOW MPOMHCH, O(OPMILT JINIEBYIO
CTOPOHY MAcnopTa MUCbMEHHOI'O KOHTPOJIA U OTAAJ IPOBU30PY- TEXHOJIOTY Ha poBepky. [Ipu
IPOBEICHUH OIPOCHOTO KOHTPOJIS TPOBU30P BBIACHUIL, UTO (DapMaleBT IIOMECTUI B MTOJIOTPETYIO
CTYIIKY IIUHKA OKCHJ U KUCTIOTY OOpHYIO, TIIATENbHO U3Menbuni ¢ 0,25 r BazenuHa, 100aBUi
BAa3€JIMH U JIAHOJMH O€3BOIHBIN MPH MEPEMEIINBAHNH YaCTsIMH B 2-3 MpHeMa 10 00pa3oBaHHs
OJIHOPOJIHOM IO BHEIIHEMY BUAY Ma3u. Masp THIATENIbHO IepeMeniall. Y IaKkoBall BO B3BELIEHHYIO
CYXYIO IIHUPOKOTopiayko 6anky Ha 30,0 T U ¢ MOMOIIBIO LEUTYJIOUIHOTO CKpeOKa MepesioKuI B Hee
Ma3b U3 CTYNKU. baHKy YKyMOpHII KPBIIIKOW ¢ TTOIJIOKEHHOM nepraMeHTHO# npokiaakoi. Odopmun
sTuKeTKON: «HapyxHoe. Masby; peaynpeauTeabHble HAAUCHU: «XPaHUTh B IIPOXJIAJHOM MECTED,
«XpaHUTh BHEJOCTYITHOM JUIsl IETEW MECTE», OTIEIbHBIN peLenTyPHbIM HOMED.
[IpoBHU30p-TEXHOJIOT CAEIaN BBIBOJ, YTO Ma3b U3rOTOBJIEHA HEYIOBIETBOPUTEIBHO U PEKOMEHI0BAI
¢dbapmalieBTy U3TOTOBUTH HOBYIO.

6. Cornacusl 11 BbI ¢ BBIBOJIOM ITPOBU30PA-TEXHOJIOTA, YTO Ma3b U3rOTOBJICHA
HEYJI0BJIETBOPUTENIBHO U €ro JalbHEHIIMMU pekoMeHAanusaMu? OTBET apryMEeHTUpYyWUTe

7. JaiiTe KpaTKyI0 XapaKTepUCTUKY JIAHOJIMHY 0€3BOJHOMY.

8. [lepeuucnure oOs3aTenbHBIE BUIbl BHYTPUANITEYHOIO KOHTPOJS KauecTBa JIEKAPCTBEHHBIX
MpEINapaToB, U3rOTOBJICHHBIX B anTeKe. J[aiiTe uX XxapakTepUCTHUKY.

9. Pusnyeckuil KOHTPosIb. HOpMBI JOIIyCTUMBIX OTKIIOHEHUH U3TOTOBJIEHHONW MA3H.

10. KakoB cpok roqHOCTH W3rOTOBJIECHHOW B alTeKe Ma3u?

Ipasunvnoii omeem:
1. U3rotroBienue npoBOaUTCs cornacHo mpukaszy Ne751H. [la, Ma3b u3roroBieHa
HEYIOBJIETBOPUTENILHO, T.K. (papMalneBT NOMYCTHII OMIMOKY TPU U3TOTOBJICHUU Ma3H:
1) B peuenre Beinucan uHKa cynabhar, papMaieBT Ui U3TOTOBICHHUS Ma3u B3sUT IIMHKA OKCH/I.
2) lns u3Menb4YeHUs BELECTB MCI0Ib30BaANl PACIIaBICHHBIN Ba3€JIMH BMECTO Ba3€JIMHOBOIO Macia.
Brimncana Ma3pb cycrieH3noHHoro tuna. Llunka cynegaT pacTBopuM B BOJE, HO B
JIEPMaTOJIOTUYECKUE Ma3u BBOAMUTCS [0 TUITY CYCIIEH3UH, YTOObI YMEHBIIUTh TOKCUYECKOE IeHCTBHE
Ha opranu3M. Kucnora 60pHas pacTBopuMa B Bojie (pacTBOpUMOCTh 1:25), HO JUIsl pacTBOPEHUS
KHUCIJIOTHI OOpHOU TpeOyeTcst OOJIBIIIOE KOJIMUECTBO BOABI, TO3TOMY BBOJAUM B COCTaB Ma3H TAKXKe 1O
Tuny cycnen3uu. Criocod u3MenbyeHHs BEIIECTB B CYCIIEH3MOHHBIX Ma3siX 3aBUCUT OT MPOLIEHTHOTO
COJIep’KaHusl CyCIIEHUPYEMBIX BEIIECTB.
Ma3u n3roTaBInBalOTCS B KOHLEHTPALUU 110 Macce
Moo6m=15,0
PaccuntsiBaem % TBepnoit dassr 15,0 - 100%
(0,2+0,3) — x
orcroga x= 3,33% (menee 5%) I'® u npuka3 751H npu U3rOTOBIEHUH CYCIIEH3UOHHBIX Ma3ei ¢
cojiepaHueM TBepAoiu a3kl B cocTaBe Ma3u MeHee 5%, JIeKapCTBEHHBIE CPEJICTBA U3METHYAIOTCS C
JIOTIOJTHUTEIBHO BBOAUMOMN KHUIKOCTBIO, POJCTBEHHON OCHOBE, B KOJIMYECTBE IPUMEPHO PAaBHOM
MIOJIOBUHE MACCHI U3MEJIbYAEMBIX JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU € IIPaBUIIOM [lepsaruHa.
TexHonorus: B CTyNKy OTBEIIMBAIOT KUCJIOTY OOPHYIO U IIMHKA CyNb(}aT, U3MEIbYaloT B
npucyrctBun 0,25 T Macia Ba3elIMHOBOrO, T.K. Bazenun — yrieBogopoanas rupopodHast OCHOBA,
CJIEIOBATENbHO, B KAUECTBE BCIIOMOTaTeIbHOM KUAKOCTH OepyT Maciio Ba3eIMHOBOE IO MPaBUILy
JlepsirvHa B KOJIMUYECTBE /2 OT Macchl TBEPOH (a3bl. BermomorarenbHas )KUIKOCTh OKa3bIBAET
pacKJIIMHHUBAIOIIEEe ACHCTBUE TP u3MenbueHuu JIB, TiatensHo pacTupaior, 700aBIISIOT Ba3eIUH U
JaHOJIMH O€3BOHBIN MPpU NepeMeIInBaHIH YacTsAMU B 2-3 mpuema 10 00pa30BaHUs OAHOPOIHOM MO
BHEIIHEMY BUAY Ma3u.
2. Jlanonun 6e3Boanbii (Lanolinum anhydricum) - mpencraBisier co00# CI0XHYIO TPUPOIHYIO
cMech 3(pUpoB, CIUPTOB U CBOOOAHBIX KUPHBIX KHCIOT. JTO Bsi3Kasi rycras Macca Oypo- JKeIToro



1[BeTa Ma3eo0pa3HOi KOHCUCTEHIINMH cO cBOeoOpa3HbIM 3anaxoM. [lonydaroT ero u3 mpoMbIBHBIX BOJ
oBeubell mepcTu. Temneparypa masienus 36-42 °C. B Boje He pacTBopsieTCsl, OAHAKO MTPH
pacTUpaHUU CMEIIMBAETCS C HEH, HE Tepsisl CBOeH Ma3e00pa3HO KOHCHCTEHITMU. be3BoTHbIN
JTaHOJWH criocoOeH moroTuth 10 200 % Bobl. JIaHONMH TPYTHO PACTBOPUM B CIIHPTE, HO CIIOCOOEH
BOCIPUHSATH B BUJe rpyooii aucnepcuu a0 40 yacteit 70% crnupra stunoBoro. JlanonuH 6e3BoAHbII
BocrnpuHuMaeT 10 120-140 yacteil ruuepuHa. JlaHoaMH npekpacHo BcacklBaeTCs KOXKEH, T.K.I10
cocTaBy OJM30K K KUPOMOJOOHBIM BellleCTBAM KOXKU 4yelloBeka. Kak caMocTosTenbHast Ma3eBast
OCHOBA HE HCHOJIb3YETCA BBULY BBICOKOM BA3KOCTH M KJIEHKOCTH. Hallle BCEro HCIoJIb3yeTCs B
CMECH C Ba3eJIMHOM B Pa3JIMYHBIX COOTHOILIECHUSX (CIUIaB Ba3esMHA ¢ O€3BOIHBIM JJAaHOTUHOM 9:1 —
OCHOBA JIs TTIa3HBIX Ma3eH, 6:4 — OCHOBa /71l Ma3el ¢ aHTUOMOTUKAMH ), IPH STOM YBEIUYHBAET
PE30pOIHIO JIEKAPCTBEHHBIX BEIIECTB U3 Ma3eil.

3. Busibl BHYyTpHANTEYHOTO KOHTPOIIS yTBepskAeHb! B [Ipukaze M3 PD Ne 7511 ot 26.10.2015 1. «O06
YTBEPKACHUU [TPABUJI U3TOTOBJICHHS U OTITYCKa JIEKApPCTBEHHBIX MPErnapaToB

JUISL MEJULIUHCKOTO IIPUMEHEHMSI alITEYHBIMU OPTaHU3alUsIMH, HHAUBUAYaIbHBIMU
IpeIpUHUMATEISIMI, UMEIOLIUMU JIMLIEH3UIO Ha (hapMalleBTHUECKYIO JesTelIbHOCThY. Bee JIC,
U3roToBieHHbIE B anteke, noasepratorcs OBA3ATEJIBHO: nucbMeHHOMY,

OpPraHOJENTUYECKOMY KOHTPOJIIO, KOHTPOJIIO IIPU OTITYCKE.

1. [TucbMEHHBIN KOHTPOIIb.

[Tpu U3roTOBIEHUH JIEKAPCTBEHHBIX MPENAPaTOB, B TOM YKCJIE [0 pelenTam u

TpeOOBaHUAM, a TAK)KE B BUJIE BHYTPUAIITEYHON 3arOTOBKH, 3aIIOJIHAETCS NACIOPT MUCbMEHHOTO
KOHTPOJISI, B KOTOPOM YKa3bIBAIOTCS:

a) JlaTa U3rOTOBJICHUS JIEKAPCTBEHHOTO Mpernapara;

0) HOMep pelenTa Wi TpeOOBaHHUS;

B) HAMMEHOBAaHUE MEIULIMHCKON OpraHu3aliy, Ha3BaHUE OTJENECHUs (IIPU HAJIUUUHN);

HOMEp CepuH, KOJIMYECTBO B CEPUU - JIJISl JIGKAPCTBEHHBIX MPENapaToB B BUJE BHYTPHANTEUHOM
3aroTOBKH;

I') HAMMEHOBAHMSI B3ATHIX JICKAPCTBEHHBIX CPEJCTB M UX KOJIMYECTBA, CTEIICHb B3ATHIX
FOMEONaTUYECKUX Pa3BeICHUN WM TOMEONaTUYECKUX CyOCTaHIIUMM, YUCIIO 103, HOAIUCH
JIUI],U3TOTOBUBILIETO, pac(hacoBaBIIET0 U MPOBEPUBIIETO JIEKAPCTBEHHYIO (popMmy.

[TacnopT NMCHMEHHOTI'O KOHTPOJISI 3aOIHSIETCS Cpa3y M0CII€ U3TOTOBJICHUS JIEKAPCTBEHHOIO
npernapara, ¢ yka3aHUEM JIEKAPCTBEHHBIX CPEACTB Ha JIATUHCKOM SI3bIKE,

COOTBETCTBHUHU C [1OCJIEJOBATEIbHOCTHIO TEXHOJOTUYECKUX ONepaIuil.

[TacopTa NMCEMEHHOTO KOHTPOJISL XPAHATCS B TEUEHUE JIBYX MECSLIEB CO JTHS

M3TOTOBJIEHUSI JIEKAPCTBEHHBIX NpenapaToB. [Ipy U3roToBIEHNN NOPOIIKOB, CYIIIO3UTOPHEB
yKa3bIBalOTCA 00I1ast Macca, KOJIMYECTBO M Macca OT/IeNbHbIX 103. O0I1as Cynno3uTopHas

Macca, KOHIIEHTpaIus 1 00beM (MJIM Macca) M30TOHUPYIOIIETO BEIIECTBa, J00ABIEHHOTO

TJIa3HbIE KaTUIH, PACTBOPHI AJI MHBEKIUN 1 UH(Y3Hid JOHKHBI OBITh YKa3aHbl HE TOJIHKO B
nacropTax NUCbMEHHOTO KOHTPOJIS, HO M Ha 00OPOTHON CTOPOHE PEelerTa Ha JIEKapCTBEHHBIN
npenapar. B ciydae ucnoiap30BaHus KOHIEHTPUPOBAHHBIX paCTBOPOB B MACHOPTE
MUCHbMEHHOTOKOHTPOJIS YKa3bIBAIOTCSI X COCTaB, KOHIIEHTpALUs U B3AThI 00bEM. Bee pacuerst s
M3TOTOBJIEHMS JIEKAPCTBEHHOI'O IIpenapara Mporu3BOIATCS 10 U3TOTOBJICHHUS JIEKapCTBEHHOTO
npernapara U 3alyCchbIBalOTCS B HACMOPTE MUCbMEHHOTO KOHTPOJIS.

Ecnn B cocTaB 1€KapCTBEHHOIO IIpenapara BXOAAT HapKOTUYECKUE CPELCTBA,

IICUXOTPOIIHBIE, IIOBUTHIE U CUIIBHOAECHCTBYIOLINE BEILIECTBA, a TAKIKE APYTHE JIEKapCTBEHHBIE
CPEICTBA, MOJIeKAIIKe TPEIMETHO-KOJIHMUYECTBEHHOMY YUETY, UX KOJIHMYECTBO YKa3bIBaeTCs Ha
00OpOTHOM CTOpPOHE pelernTa.

B cnyuae, ecnu nekapcTBeHHBIE ITpenapaThl H3rOTABIMBAIOTCS U OTITYCKAIOTCS OJHUM U

TEM K€ JIMLIOM, [IaCIOPT MUCbMEHHOT0 KOHTPOJIA 3aII0JIHAETCS B IIPOLECCE U3TOTOBIEHUS
JIEKapCTBEHHOT'O Tpernapara.

W3roroBneHHbIE IEKapCTBEHHBIE MPENapaThl, pelenTsl U TpeOOBaHMUs, 10 KOTOPBIM

M3TOTOBJICHBI JIEKAPCTBEHHBIE MTpernapaThl, 3aM10JIHEHHbIE TACIIOPTa MHUCbMEHHOTO KOHTPOJIS
nepeaaTcs Ha MPOBEPKY MPOBHU30PY, BHIIOIHSIOIIEMY KOHTPOJIbHbIE (PYHKIIUH IIPH U3TOTOBJICHUH
U OTITYCKE JIEKAPCTBEHHBIX MpPErapaToB.



KonTposns 3akitodaercs B IpoBEpKe COOTBETCTBUS 3aMUCEll B MAcopTe MUCbMEHHOTO

KOHTPOJISI HA3HAYEHUSIM B PElENTe WK TPeOOBaHUH, TPABIIILHOCTH MTPOM3BEIEHHBIX pacueToB.Eciu
MIPOBU30POM-aHAIIUTUKOM IIPOBEJICH MOJTHBIA XUMUYECKUI KOHTPOJIb Ka4ecTBa U3TOTOBIEHHOTO
JIEKapCTBEHHOTO Mperapara, TO Ha NacrlopTe MUCbMEHHOTO KOHTPOJIS TPOCTABIISETCS HOMEP
XUMHYECKOI0 aHAJIW3a U MOJAINKCH TPOBU30Pa-aHATUTHKA.

2. OpraHoJyienTU4eCK1Il KOHTPOJIb.

3axIrodaeTcsi B IpOBEPKE JIGKAPCTBEHHOTO Mpemnapara o BHEIIHEMY BUIY, 3alaxy,
OJTHOPOJHOCTH CMEIIUBAHUS, OTCYTCTBUIO MEXaHUYECKHIX BKIIFOUCHUH B )KHJIKHX
JeKapcTBeHHbIX (popmax. Ha BKyc mpoBepsitoTCs BHIOOPOYHO JIeKapCTBEHHBIE (DOPMBI,
npeaHa3HayeHHble i AeTeil. OAHOPOAHOCTD OPOIIKOB, TPUTYPALIMI TOMEOIIATHYECKUX,
Macell, CUpOIIOB, Ma3eil, CYMIO3UTOPUEB MTPOBEPSIETCSI BHIOOPOUYHO Y KaXKI0TO
dapmarieBTa(IIpoBU30pa) B TeUCHHUE PabodIero JHS C YIETOM BCEX BHJIOB H3TOTOBIICHHBIX
JeKapCTBEHHBIX (popM. Pe3ynbTaThl OpranoienTH4ecKoro KOHTPOJISl PErHCTPUPYIOTCS B JKypHaie
pErUCTpaIK Pe3yIbTaTOB OPraHOJICNTHYECKOT0, (PU3NIECKOTO U XMMUYECKOTO KOHTPOJIS
JIEKapCTBEHHBIX MPENapaToB, M3TOTOBIECHHBIX MO peLeNTaM Ha JIEKapCTBEHHbIE IIPeraparsl,
TpeOOBAaHUSM MEIUIIMHCKUX OPTaHU3AIMIA U B BUC BHYTPHANITEYHON 3arOTOBKH,
KOHIIEHTPUPOBAHHBIX

pPacTBOPOB, TPUTYPALHA, CIUPTA STHIOBOTO M (DACOBKH JIEKaPCTBEHHBIX CPECTB.

3. KoHTtpoub npu otmycke.

Bxuttouaet npoBepKy COOTBETCTBHS: YITAKOBKH JICKAPCTBEHHOTO Mpenapara (u3nuKo-
XUMHUYECKUM CBOMCTBAM, BXO/SIINX B HETO JIEKAPCTBEHHBIX CPEJICTB; YKa3aHHBIX B PELENTe WU
TpeOOBaHUU /103 HAPKOTUIECKUX CPEJICTB, ICUXOTPOITHBIX, CUIBHOACHCTBYIOIINX BEIIECTB
BO3pAcTy MallMEeHTa; PEKBU3UTOB PELIEIITa, TPEOOBAHUS CBEJICHUSAM, YKa3aHHBIM Ha YIaKOBKE
M3TOTOBJICHHOTO JIEKAPCTBEHHOTO TpenapaTa; MapKHPOBKH JIEKaPCTBEHHOT'O Ipernapara
TpeOOoBaHUSM, YKa3aHHBIM B «TpeO0OBaHUSAX K MAPKHUPOBKE N3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IpenapaToB il MEIUIIUHCKOTO TIPUMEHEHUS.

[Tpu BBISIBIEHUH OJJHOTO U3 YKA3aHHBIX HECOOTBETCTBUI H3TOTOBIICHHBIH

JIEKapCTBEHHBIH MTpenapar He MOJUICKHUT OTITYCKY.

4. duznyeckuii KOHTPOJIb 3aKIIFOYAETCS B MPOBEPKE 0011IeH MacChl

M3TOTOBJICHHOW Mas3Hu.

moo6m=15,0

Hopwmsl nonyctumsix otkinonennit 15,0+8% [13,8 +16,2]

Hopwmel fonycTrMBIX OTKIIOHEHMH NpuBeneHb! B [Ipukase

No751m.

5. CornacHo npukazy MuHHCTEpCTBa 37paBooxpanenus Poccuiickoit @enepanun ot 26.10.2015 r.
Ne 7511 «O0 yTBep:KI€HUU MTPABHUII U3TOTOBJICHUS U OTITYCKA JIGKAPCTBEHHBIX MIPENapaToB s
MEUIIMHCKOTO MPUMEHEHHS alTeYHBIMUA OPTraHU3aIUsIMU, UHIUBUTY ATbHBIMU
IpeIpUHUMATEIIMU, UIMEIOIIUMU JIULIEH3HUIO Ha (hapMalleBTHUECKYIO AeSITeNbHOCTEY — 10 CyTOK.

3ananue 76. CuTyallmoHHas 3a7a4a

B penentypHO-IpOM3BOACTBEHHBIN OT/IEN allTEKH MTOCTYIWII PELIENIT, COAEPKALIUN CIECAYIOLIYIO
IIPOIHUCH:!

Rp.: Unguenti Zinci 20,0

Resorcini 0,5

Misce. Da. Signa. Hapyoicnoe. Hanocums Ha no8pexcoeHHblll y4acmoK KONCU.
[TpoBU30p-TEXHOJIOT MOPYYHII U3TOTOBUTH ATOT JICKAPCTBEHHBIH Mpenapar MojoJ oMy (hapmaieBTy.
Tot caenan pacuérsl Ha 0OpaTHON CTOPOHE MACHOPTa MUCbMEHHOTO KOHTPOJIS, U3TOTOBHII Ma3b,
o(opMHUIT TUIEBYIO CTOPOHY HAacropTa MUCbMEHHOTO KOHTPOJISI ¥ OTJall IPOBU30PY-TEXHOJIOTY Ha
npoBepky. [Ipu npoBepke nmacrnopra NUCbMEHHOTO KOHTPOJIS ¥ MPOBEACHUN OIIPOCHOTO KOHTPOJIS
BBISICHUJIOCH, YTO (papMalieBT U3rOTOBUI Ma3b CIIEAYIOUIMM 00pa3oM. LliHKa OKCH B KOJIMYECTBE
2,0 pactep B Teruiol ctymnke npumepHo ¢ 1,0 BazenuHa (M3B3BeIIeHHBIX 16,2), CIBUHYI MBI U3



ueHtpa crynku. [lomectni B crynky 0,5 pe3opunHa, paCTBOPHII €r0 B HECKOJIBKHUX KaIlISIX BOJBI,
pactBop 3a3mynbsrupoBant 1,8 nanonuna 6e3BoaHOr0. CMemian mysbIy IIUHKA OKCUAA, IMYITHCHIO
pe30pLrHa U OCTaTOK Ba3esnHa A0 ongHopoAaHocTH. [lepenéc Ma3b B 0aHOUKY C HABMHUMBAIOILIECHCS
KpbIIKoil. [IpoBU30p-TEXHOIOT c/iemall BBIBO, UTO Ma3b U3rOTOBJICHA HEYIOBIETBOPUTEIIBHO,
yKazaj Ha OMIMOKH U PEKOMEHI0BaJl U3TOTOBUTH Ma3b 3aHOBO.

7. Cornacusl 11 BbI ¢ BBIBOJJOM MPOBU30pa-TEXHOJIOTA, YTO JEKAPCTBEHHBIH Mpenapar

U3TOTOBJICHHEYAOBIETBOpUTENbHO? Kakue ommbku nomyctui hapmareBT?

8. [TpuBenute pacyEThl MO JAHHOM MPOIHCH.

9. [lepeuncnure  oOs3aTeNbHBIC  BUABI  BHYTPHUANTEYHOTO  KOHTPOJIS
9KCTEMITOPaIbHBIXJIEKAPCTBEHHBIX IpernaparoB. JlaiiTe uX KpaTKyl XapaKTepUCTHKY.

10. Kak momxen ObITh 0OPMIICH TACTIOPT MUCEMEHHOTO KOHTPOJIS 10 JJAHHOMY perenTy?

11. VYKaXuTe YCIOBUS U CPOK XPaHEHHS Ma3H.

Ilpasunvhwviii omeem:
1.[a, cornacen. JlanHyI0 Ma3b HEOOXOIMMO TOTOBUTH KaK Ma3b-CYCIIEH3MIO, T.K. Pe3opiinHa 6oee
2%, Tipy SMYJIBIUPOBAHUU B IEPMATOIOTMUYECKUX Ma3sX BO3HMKAET TOKCUYECKOE JICHCTBIE Ha
OpraHu3M U HEKPO3 TKaHEH.
2.1luakoBas Ma3b UMeeT oUIIMHANBHBIN cocTaB: [lunka okcuma — 10,0; Bazenmuna — 90,0 Pacuer
koymmyecTBa nuHKa okcuga: 10 x 20:100=2,0 PacyeT o61miero konndectsa Baszennna: 90 x
20:100=18,0 2) Ilpouent TBepaoit dasbr: 2,0 + 0,5 =2,5 20,5 -100% 2,5 -x x =12,2% > 5 %, T.x.
MPOLICHT TBEP10i1 (a3bl 6osee 5% MoITOMY U3METHYACEM C 72 YACTHIO OCHOBBI.
3.ITuceMeHHBIN KOHTPOIIb. [Ipy U3roTOBIEHNY JIEKAPCTBEHHBIX (OPM IO peLenTaM U TpeOOBaHUIM
7e4eOHBIX OPraHU3allUN 3aMOIHAIOTCS MacnopTa MMCbMEHHOT0 KOHTPOoJIsl. B macnopre A0 KHBI
OBITH yKa3aHbI: JaTa U3TOTOBIEHUS, HOMEp perenta (HoMep JieueOHO opraHu3alnu, Ha3BaHue
OT/IeJICHNU ), HAMMEHOBAHUE B3SATHIX JIEKAPCTBEHHBIX BEIIECTB U UX KOJIMYECTBA, YHCIIO /103,
MOJIMUCH U3TOTOBUBIIIETO, pac(hacoBaBIlero 1 MPOBEPUBIIIETO JIeKapCcTBEHHYO ¢popMmy. Bee pacueTst
JIOJKHBI TIPOU3BOUTHCS IO U3TOTOBIICHUS JIGKAPCTBEHHOM (DOPMBI M 3aITMCHIBATHCS HA 0OpaTHOM
cTopone nacnopta. [Tacropt 3anonHseTcs HeMeAIEeHHO MOCIe U3TOTOBICHUS JIeKapCTBEHHOM
(GbopMBl, TIO TAMSITH, Ha JIATUHCKOM SI3bIKE, B COOTBETCTBHU C MOCIEA0BATEILHOCTHIO
TEXHOJIOTMYECKUX ornepanuil. I3roToBlieHHbIE JIEKapCTBEHHBIE CPEJCTBA, PELIENTHI U 3alI0JTHEHHBIE
MacropTa rnepeaaroTcs Ha MPOBEPKY MPOBU30PY, BHIMOIHSIOMIEMY KOHTPOJIbHbBIE (YHKIIUH TTPU
M3TOTOBJICHUH U OTITYCKE JIEKapCTBEHHBIX CpeCTB. KOHTPOIIb 3aKiIt0uaeTcsi B MPOBEPKE
COOTBETCTBUS 3aMKCEH B MACIOPTE MMCbMEHHOTO KOHTPOJIS IIPOIUCH B PEIENTE, MPAaBIIBHOCTH
MPOU3BEICHHBIX pacyeToB. 2) OpraHolenTHYEeCKU KOHTPOJIb. 3aKI0YaeTcs B TPOBEPKE
JIEKapCTBEHHOU (DOPMBI (B TOM YHCIIE TOMEOIaTUUeCKO) 1o mokazaressiM: "Onucanue" (BHEITHUI
BU]I, 1IBET, 3aI1aX ), OTHOPOJHOCTh, OTCYTCTBUE BUAMMBIX MEXaHUYECKHUX BKIFOUEHHH (B MKUIAKUX
JeKapcTBeHHbIX (popmax). Ha BKyc mpoBepsitoTcsi BBIOOPOYHO JIEKapCTBEHHBIE (DOPMBI,
npeaHa3zHayeHHble 171 Aeteil. OTHOPOIHOCTh MOPOIIKOB, TOMEONATUYECKUX TPUTYpALUil, Ma3eu,
MIUJTIONB, CYTIIIO3UTOPUEB MTPOBEPSIETCS] B COOTBETCTBUU C TpeOOBaHUAMHU [ oCy1apcTBEHHOM
®dapmakorieu, 1eHCTBYIOIINX HOPMATUBHBIX TOKYMEHTOB. [IpoBepka ocyiiecTBIseTCs] BBIOOPOUHO Y
KaXJI0TO (hapMaIieBTa B TeUeHHE pabovero AHS C y4eTOM Pa3IMYHbBIX BUOB JIEKAPCTBEHHBIX (HOPM.
Pe3ynbTaThl OpraHoienTUYecKoro KOHTPOJIS JIEKAPCTBEHHBIX (JOPM PETHCTPUPYIOTCS B )KypHAIE 1O
npuiaraemoii popme (IIpunoxenue b k Hactosmmeit Uucrpykiuun). 3) KoHTpons mpu oTiycke.
JlaHHOMY KOHTPOJTIO TIOJIBEPTalOTCS BCE M3TOTOBJICHHBIE B alTEKaX JIEKAPCTBEHHBIE CPEICTBA (B TOM
YKCJIe TOMEOINATUUECKHE) MPU UX OTIycKe. [Ipu 3TOM npoBepsieTcsi COOTBETCTBUE: - YIIAKOBKU
JIEKapCTBEHHBIX CPENICTB (PHU3NKO-XUMUUYECKUM CBOMCTBAM BXOJSIINX B HUX JIGKAPCTBEHHBIX
BEILIECTB; - YKA3aHHBIX B PEIENTE /103 SIOBUTHIX, HAPKOTUUYECKUX U CUIBHOIEUCTBYIOIINX
JIEKapCTBEHHBIX BEILIECTB BO3PACTY OOJILHOTO; - HOMEPA Ha PELENTe U HOMEPA Ha 3TUKETKE;
damunuu 60TFHOTO HAa KBUTAHIIMH, ()aMIIMK Ha TUKETKE U PEIeNTe WK ero KOMUH; - KON
PELETTOB MPOIHKCSM PELENTOB; - 0(hOPMIICHHSI JIEKAPCTBEHHBIX CPEJICTB ICUCTBYIOIINM
TpeboBanusM. [Ipu otmycke ocoboe BHUMaHHE oOpariaercs Ha opopmIleHne COOTBETCTBYIOIIUMU
MpeaYNPEAUTEIbHBIMUA HAITUCSIMHE JIEKAPCTBEHHBIX (DOPM, H3TOTOBJISIEMBIX B allTeKax /s JIe4eOHbIX



OpraHu3aIuu.

4. Tata Nepeuenra
Zinci Oxydi 2,0
Resorcini 0,5
Vaselini 1,25
Vaselini 16,75
Moobm=20,5
[IpuroroBun
[IpoBepun
Ornycrtun_

12. B npoxianHoM, 3alIMIIEHHOM OT cBeTa Mecte. B HegocTynHoM nms aereit mecte. Cpok
xpaneHus — 10 cyTok.

3amanue 77. CuTyallnoHHas 3a1a4a

B mpou3BoACTBEHHYIO anTeKy MOCTYNHJI PELENT ¢ MPOMHUChIo mopouika. Penentypueiii Omank Ne
107-1/y umeet Bce He0OXOIMMbIE PEKBU3UTHI (OCHOBHBIE U OMOJIHUTENbHBIC). [lanuenT obpaTtuiics
K TPOBH30pPY C IMPOCHOOH O CKOpeWleM W3rOTOBICHHM JIEKAPCTBEHHOTO IIperapara, IMOCKOIBKY
JedyeHne HeoOXoIuMO HauyaThb yke ceroans. [IpoBH30p-TEXHONOr, H3Y4YHB MpPEICTaBICHHbBIN
penenT, BBIHYKICH ObUI OTKAa3aTh MAIUCHTY B W3TOTOBJICHHHM M OTIYCKE TAHHOW JICKAPCTBCHHOMN
(OpMBI U TOPEKOMEHIOBAT TTOCETUTEII0 OOPATUTHCS K JIeUallleMy Bpady 32 HOBBIM PELICTITOM.

Rp.: Codeini phosphatis 0,01

Analgini 0,4

Misceut fiat pulvis

Da tales doses N 15

Signa.llo 1 nopowxy 3 pasa 6 OeHv.

Ilpumeuanue: xooeuna ¢ocgham no I'® BP/] = 0,1, BC/[ = 0,3; ananveun no I'® BPJ]

=1,0, BCA = 3,0.

6. JlaiiTe xapakTepuCTHKY JIeKapcTBEHHOU (hopmMe, mponucaHHo B peuente. Kakue mpasuiia
JOJKHBI COOTIOAATHCS TIPH BHITUCHIBAHUH JTAHHOW JICKApCTBEHHON (POpPMBI?

7. TlpuBemute pacdérbl, HEOOXOAUMBIE JIJIsI U3TOTOBIICHUS YKAa3aHHOM MPOMKCH. 3aMOTHUTE
000pOTHYIO CTOPOHY macnopTa nuckMeHHoro koutposs (I111K).

8. Ilpemnoxute parroHaIbHYIO TEXHOJIOTHIO U3TOTOBICHUS JIEKAPCTBEHHON (POPMBI,
NPOTIMCaHHOWB PEIIeTITe, €€ YIaKOBKY H 0(OpMIICHHE.

9. K xkakoii hapmakoTepaneBTHUECKOHN TpyIiie OTHOCUTCS KoaenH? HazoBuTe mokazaHus K
MIPUMEHEHHUIO MPETapaToB JAaHHOW IPYIIBL. YKaKUTE CUMIITOMEI IIEPEI03UPOBKU KojenHOM. Kakwne
MEPOMPUITHSI HEOOXOAUMO OCYILIECTBIIATH B Cllydae MHTOKCUKAIIUU JIaHHBIMITPENapaTom?

10. K opranu3zaiuu cCaHITapHOTO PEKUMa B TIPOU3BOJACTBCHHBIX ANTEKAX TPEIBSIBIISTFOTCS
cTporue TpeOoBaHMs. YKaKUTE OCHOBHBIE MTPaBUIa COOMIOICHHUS CAHUTAPHBIX HOPM B
MIPOM3BOJICTBEHHBIX MIOMEIICHUSX allTeK! MPH U3TOTOBJICHUN HECTSPUIIBHBIX JIEKAPCTBECHHBIX POPM.

Ilpasunvnuviii omeem:
1. Beinucan ci0HbIH 103upoBaHHbINA opomiok. ConepxHut BemecTBo cnucka Il — konenna gocdar.
[Ipuxa3z Munucrepctpa 3apaBooxpanenus Poccuiickoii @eneparuu ot 24.11.2021 Ne 10941 "O6
yrBepxaeHun [lopsiika Ha3HAYEHUS JIEKAPCTBEHHBIX MPENnapaToB, GOopM pelenTypHbIX OJJaHKOB Ha
JeKapcTBeHHbIe mpenapatsl, [lopsaka opopmieHus yka3aHHBIX OJIAaHKOB, UX y4€Ta U XpaHEHUs,
¢dopM OJIaHKOB PELIETITOB, COAECPKAIINX HA3HAUEHNE HAPKOTUYECKUX CPEJICTB MIIM ICUXOTPOIHBIX
BellecTB, [lopsika NX U3rOTOBIIEHUS, PACIIPENEICHNS, PETUCTPALMY, YUETA U XPAHEHUS, a TAKKE
[TpaBuit opopmiieHHs GJIaHKOB PELENITOB, B TOM YHCIIE B (pOpMeE SIEKTPOHHBIX JOKYMEHTOB"
UCTIONb3YyeTcs penenTypHbii 01aHk GopMel N 148-1/y-88. Ilpu BeIMUCHIBAaHUM pelieriTa Ha
JIEeKapCTBEHHBIN Mpenapar HHANBUAYAIbHOTO U3TOTOBJICHNS HAUMEHOBAHUSI HAPKOTHUECKUX U
IICUXOTPOIIHBIX JIEKapCTBEHHBIX NpenapaToB cnucKoB II u III [lepeuyns, HHBIX 1€KapCTBEHHBIX
[penapaToB, NOUIeKAIINX TPEIMETHO-KOJIMYECTBEHHOMY YUETY, IMUIIYTCS B HaYaJle PelenTa, 3aTeM



- BC€ OCTaJIbHbIe MHTpeAueHThl. CocTaB KOMOMHUPOBAHHOTO JIEKAPCTBEHHOI'O Ipernapara,
0003HaYCHHE JICKAPCTBEHHON (OPMBI U 0OpaleHne MeIUIIUHCKOTO PaOOTHHUKA K
dapmaiieBTHYECKOMY PaOOTHUKY 00 M3rOTOBJICHUH U OTIYCKE JIEKapCTBEHHOT'O Iperapara
BBIIKCHIBAIOTCS HA JIATUHCKOM si3bIKe. Crioco0 MpUMEHEHMSI JIEKAPCTBEHHOI O IIperapara
0003HavyaeTcs ¢ yKazaHUEM J103bl, YACTOThI, BpEMEHH MPHUEMa OTHOCUTEIHHO CHA (YTPOM, Ha HOYB) U
€ro JJIMTEIBHOCTH, a JJIs1 JIEKapCTBEHHBIX IIPENapaToB, B3aUMOAECHCTBYIOLIUX C UIIEH, - BpEMEHU
UX ynoTpeOaeH!s] OTHOCUTEIBHO MpHeMa MUIIH (0 ebl, BO BpeMs eibl, nocie exabl). [Ipu
HE00XO0IMMOCTH HEMEIJICHHOTO UM CPOYHOTO OTITYCKa JISKApCTBEHHOTO IpenapaTa MaieHTy B
BEPXHEH YacTH perenTa MpoCTaBIIIOTCS 0003HAUCHUS «Cito» (CPOUYHO) MK «statimy (HEMEIJICHHO).
[Ipu BBINKCHIBaHUM pELIENTA HA JIEKAPCTBEHHBIN ITpenapaT UHANBUYaJIbHOTO U3TOTOBIICHUS
KOJIMYECTBO KUAKUX (papMarieBTHUECKUX CyOCTaHIIMM yKa3bIBAETCSl B MIJLTWIIMTPAX, TpaMMax WiH
KaIUIIX, a OCTAIBHBIX (papMalleBTUYECKUX CyOCTaHIMIA - B rpaMMax. PenenTsl, BHITUCAHHBIE Ha
penentypaoM Osranke ¢popmbl N 148-1/y-88, neiicTBUTENbHBI B TeUeHHE 15 nHEH co aHS
BBITTUCHIBAHUSI.

2. IIposepka no3. Kogenna docdar: mo peuenty P/ = 0,01 C/{ = 0,03 mo '® BP/[=0,1 BCA =0,3
Amnanerun: no peuenty PI = 0,4 C[I = 1,2 no I'® BPJ[ = 1,0 BC/] = 3,0 /10361 HE 3aBbIIICHBI.

Pacuértsl.

Konewnna ¢ocdar: 0,01x 15=10,15
Ananerus: 0,4 X 15=6,0
Macca obmas: 0,15 + 6,0 = 6,15
PasBecka: 6,15/ 15=0,41
3. Ilpukaz Munszapasa Poccun ot 26 okTsi0pst 2015 r. Ne7511 «O06 yTBEepKIeHUN TPaBUIT
U3TOTOBJICHUSI U OTITYCKa JIEKApPCTBEHHBIX MPEMapaToB Ui MEIUIIMHCKOTO IPUMEHEHHS allTeYHBIMU
OpraHu3alUsAIMHI, UHIUBUAYAIbHBIMU IPEIPUHUMATEISIMU, UMEIOLIUMHU JIMLEH3UIO Ha
(dapMaleBTUYECKYIO AeATeTbHOCTEY. B cTynky Ne 4 nomemaem 6,0 r AHanbruHa, u3mMelbyaem,
3aTupas opsl CTYNKHU. BelHOCHM ero Ha Kancyiy. B cTynky, ¢ 3aTepThiMU IOpaMy MOJIy4yaeM y
MPOBU30PA-TEXHOJIOTa, OTBETCTBEHHOI'O 32 XpaHEHUE BEIIECTB, HAXOASIINXCS HA ITPEIMETHO-
KOJIMYECTBEHHOM yUeTe, 10 0pOPMIICHHOH 00paTHO cTopoHe penenTa, 0,15 r komenHa docdara.
W3menpuyaeM u 100aBisieM B CTYNKY AHaJIbIUH ¢ Kancynsl. CMmemuBaeM. [IpoBepsemM 0AHOPOIHOCTH
MOPOULIKOBOM Macchl, 3anoiHseM JmieByto ctopony IIK u nepenaem hacoBmuky it J03UPOBaHUS
1o 0,41 r B BoleHbIE Karcyibl U ynakoBku. Odopmisiem sTukeTKoN: «BHyTpeHHee», «Ilopomkny,
«XpaHUTh B HEAOCTYIIHOM JUIS JETEN MECTE», «XPAHUTh B IPOXJIATHOM MECTE», «XPAaHUTh B
3alIUIIEHHOM OT cBeTa MecTey. CHabxkaeM Ui OTITyCKa CUTHATYPOH
4.KonenH — onuouniHbIN aHanbretuk. Kogenn— npoTUBOKaIIEBOE CPEACTBO HEHTPATBHOIO
HapKOTHYECKOro TUMa AeicTBus. [lokazaHus K NPUMEHEHUIO: IPUCTYIIO00Pa3HbII HEMPOAYKTUBHBIN
Karesb, 00J€BOM CHHAPOM IIPH TpaBMaX, OHKOJIOTHYECKUX 3a001eBaHUsIX CUMIITOMBI
NEPENO3UPOBKU: -3aMEUICHUE U 3aTPYAHEHHUE JbIXaHUS; - JTUIIKUN XOIOAHBIN 0T, ~CHUKEHUE
TEMIEPATyphl TeJa; ~-CO3HaHNE MallMeHTa CTAHOBUTCS CITyTaHHBIM; ~-CHUKEHHE apTepruaibHOrO
JIaBJIEHUs], TOJIOBOKPY)KEHHUE; -CHUIIbHAs c1a00CTh, UyBCTBO YCTAIOCTH M COHJIMBOCTH; -CUJIbHOE
CY’KEHUE 3pauKa; -CyJI0pOTH; ~-TPEBOXKHOCTh. JIeueHue: cenarb MpoMbIBaHHUE JKETYAKa, a TAK)KE AaTh
a/1copOMpYyIOIIe CPEICTBA U COJIEBbIE CIa0UTENbHBIE, 3aTEM HAJIOKCOH (SBIISIOTCS
crenupuYecKMMH aHTaroHucTamMu npenapara). [Ipu erkoil creneHu OTpaBlIeHUU TPUMEHSIOT
JIbIXaTEIbHbIE AHAJICTITUKH.

5. Ilpukaz M3 PO ot 26 okts0pst 2015 1. Ne7511 «O0 yTBepkKI€HUH MPaBUI U3TOTOBICHUS U
OTITYCKa JIEKApPCTBEHHBIX MIPENapaToB ISl MEJUIIMHCKOTO MPUMEHEHHS allTeYHBIMU OPraHU3aIUSIMH,
WHAVBUAYAIbHBIMH MPEANPUHUMATENSIMU, UMEIOIIMMHU JTUICH3UIO Ha apMalleBTUIECKYIO
JESTEIIbHOCTh.

ITocranoBnenue I 1aBHOTO rocynapcTBeHHOro canutapHoro Bpaua P® ot 24 nekabps 2020 r. Ne 44
«O06 yrBepxaernu canuTapubpix mpasmwi CI1 2.1.3678 - 20 "CaHutapHO-3MHIEMHOIOTUUECKHE
TpeOOBaHUS K SKCILTyaTallud OMEIIEHUH, 31TaHHi, COOpYKEHHH, 000PYA0BaHUS U TPAHCIIOPTA, a
TaK)K€ YCIOBHSIM JIEATEIBHOCTH X03IUCTBYIOIINUX CYObEKTOB, OCYIIECTBISIONINX POAAXKY TOBApOB,
BBINOJIHEHHE Pa0OT MIIM OKAa3aHUE YCIIYT».

JlexapcTBEHHBIE BEILIECTBA, UCOIb3yEMbI€ MPU N3TOTOBJICHUH HECTEPUIIbHBIX JIEKAPCTBEHHBIX



¢dbopM, TOIKHBI XPAHUTHCS B TUIOTHO 3aKPBITHIX IITAHTIACaX B YCIOBUSX, HCKITIOYAIOIINX UX
3arpsisHeHue. llITanrnacel, HCHOIb3yeMble TPU XPAHEHUU JIEKAPCTBEHHBIX BEIIECTB, MEPET
HaIlOJIHEHUEM MOIOT M CTEpUIIN3YIOT. BcnoMoraTenbHbli MaTepran U YKYIIOPOUYHBIE CPEJCTBA,
HEOOXOUMBIC TIPH U3TOTOBJICHUH U (DaCOBKE JICKAPCTBEHHBIX CPEJICTB, MOArOTABIUBAOT,
CTEPWIN3YIOT. ANITEUHYIO MOCYAY IIEpEe] UCIOIb30BaHUEM MOIOT, CYIIAT U CTEPHIN3YIOT. B Havaie
Y B KOHIIE KaXJ0W CMEHBI BECHI, IITNIATEIIN, HOXKHULIBI U IPYTOM MEJIKUW allTeYHbI HHBEHTaph
npoTuparoT 3% pacTBOPOM NEPEKHCH BOJAOPOJIa MK cupT - 3gupHoit cMmeckio (1:1). [Tocne
K2)KJ0T0 OTMEPUBAHUS WIH OTBEIINBAHUS JICKAPCTBEHHOTO BEIIECTBA TOPJIOBUHY U MTPOOKY
HITAHIJIaca, a TAK)KE PYYHbIE BEChI BHITHPaIOT canderkoii u3 Mapiu. Canderka ynorpedisercs
TOJIKO OJIMH pa3. BOPOHKY Mpu GHIIBTpAIMK WU MPOIICKUBAHUH KHUJIKUX JIGKAPCTBEHHBIX CPEJICTB,
a TaK)Ke CTYIKHU C OPOIIKOBOM WIJIM Ma3€BOM MacCO /10 pa3BECKHU U BBIKJIA/IBIBAHUS B Tapy
HaKPBIBAIOT IJIACTMACCOBBIMU MJIM METAINTMYECKUMH TJIACTUHKAMU, KOTOPBIE MPEIBAPUTEIHHO
ne3nHpuuupyrot. J{ns BBIOOPKH U3 CTYMOK Ma3eil v MOPOIIKOB UCIIOJIb3YIOT MJIaCTMAaCCOBBIE
mactTuHku. [IpuMenenue kaprona He aomnyckaercs. [locie u3roropieHus Ma3eil OCTaTKu KUpa
YIAJISI0T IPU MOMOILIY KapToOHa, OyMaru, TMTHUHA, 3aTEM CTYIKU MOIOT U CTEPUIIU3YIOT.
Hcnonb3yemsbie 1uist paboThl OyMaXKHBIC U BOIAHBIC KAMCYIIbI, MTATENINA, HUTKH, PE3HHKH
00XBaTOYHBIC U JP. XPAHAT B AIIUKAX aCCUCTEHTCKOTO ((pacoBOUHOTr0) cToa (SIIUKH €KETHEBHO
MOIOT). BermomoraTenbHbIe MaTepralibl XpAHAT B 3aKPBITHIX IMKa(ax B yCIOBUIX, UCKITIOYAFOIINX HX
3arpsi3HEHUE.

3amanue 78. CuTyalinoHHas 3agaqa

B anteky moctynui perent, BBITUCAHHBIN Ha penentypaoM Omanke Ne 107-1/y:

Bosvmu: Puboghnasuna 0,002

Kucrnomet ackopournosoii 0,02

Trokoser 0,2

Boowt ouuwennoti 10 mn

Cumewaii. ]au makux 003 yuciom 20603naus. I nasmsie kaniu.

®dapMareBT U3roTOBUIJI PACTBOP B ACENITHYECKUX YCIIOBHSX, 3aMIOJHUI IMACTIOPT MTUCHMEHHOTO
KOHTPOJISI, TTOCIIe KOHTPOJIS KauecTBa MpodUIbTPOBa, TPOBEPHI OTCYTCTBUE MEXAHUYECKUX
BKITFOUCHUH B KAIUISIX, YKYIIOPHJI ITOJ] OOKATKY, MMPOCTEPIIIN30BAT i 0()OPMHUIT ITUKETKY.

6. [Tepeuncnure TpeboBaHus K OPOPMIICHUIO pEIIeTITa.

7. KakoB cpok xpaHeHus macmopTa MHUCHbMEHHOTO KOHTPOJS B alTeKe Ha M3TOTOBICHHYIO

JIEKapCTBEHHYIO (opMy?

8. B kakux ycrmoBUSX M KaKOM MOMEIIEHHH alTeKH OCYIIECTBISIOT MPOIECC M3TOTOBICHUS

IJIa3HBIX Karelb B anTeke?

9. [To xakuM TOKa3aTeNsiM MPOBOASAT MPUEMOYHBIM KOHTPOJb JIEKAPCTBEHHBIX
CPEJICTB,UCIIOIB3YEMBIX JUISl H3TOTOBIICHUS JIGKAPCTBEHHBIX MPENApaToOB B alTeKe?

10. Kakmne KOMIOHEHTHI B COCTaBe M3TOTOBJICHHBIX TJAa3HBIX Karelb OKa3bIBalOT OCHOBHOE

(dapmakoTepaneBTHUECKOE IeHCTBUE IPU TPUMEHEHNH JIEKapCTBEHHOT 0 Ipernapara’?
Ipasunvuviti omeem:

1. TpeGoBanust k 0pOpMIICHHIO PELENITOB MpHBeeHbI B [Iprkaze MUHUCTEPCTBA 3/IpaBOOXPAHEHHS
Poccuiickoit @enepanuu ot 24.11.2021 Ne 1094n "OG6 yrBepxaenuu [lopsaka HazHaueHUS
JIeKapCTBEHHBIX IpenapaToB, GOpPM peLeNTypHbIX OJIAaHKOB Ha JIEKapCTBEHHBIE MpenapaTsl, [lopsaka
oopMIIeHHS yKa3aHHBIX OJIaHKOB, UX y4eTa U XpaHeHus, GopM OJIaHKOB PELIENITOB, COAEPKAIIUX
Ha3Ha4Y€HHE HApKOTHUUYECKUX CPEACTB MJIU IICUXOTPOIHBIX BelecTB, [lopsiika UX U3roTOBIEHNS,
pacnpenenenus, perucTpaluy, yueta u XpaHeHus, a Takxe [IpaBun odhopmieHus 6J1aHKOB peLENTOB,
B TOM 4HCJIe B OPME IEKTPOHHBIX TOKYyMeHTOB". PerientypHslit 01ank gopmel 107-1/y nomken
COJIeprKaTh CIIEYIOIINe OCHOBHBIE (00s3aTeNbHbIE) PEKBU3UTHI: -IITAMI METUIIMHCKOIN OpraHu3aiun



(c ykazanueM e€ HaMMEHOBaHMs, ajipeca u Tenedona); -naty Beimucku penenta; -OHUO manuenTa
(mosHOCTRIO) U ero Bo3pacT; - PO MeaunmuHCcKoro paboTHHUKA (TIOJTHOCTHIO); ~-HAMMEHOBaHUE (Ha
JATUHCKOM $I3bIKE) JIEKQpPCTBEHHOTO Mpernapara, ero 103MPOBKY U KOJIMYECTBO; -MTOAPOOHBIH cr1ocod
IPUMEHEHHUS HA PyCCKOM WJIM PYCCKOM U HAIllMOHAJIbHOM SI3bIKAX -MIOJIHUCH U JIUYHYIO [I€YaTh
MeauIHuHCKoro pabotHuka. Ha onHom O1aHke MoskeT ObITh BhilucaHo He 6onee 3 JIIT

2. B cootBercTBuH ¢ ipukazoM M3 P® ot 26.10.2015 r. Ne 7511 «O0 yTBEepKaAeHUN TPaBUIT
U3TOTOBJICHUS U OTITYCKa JICKApPCTBEHHBIX MPENapaToB Uil MEJUIIMHCKOTO IPUMEHEHHS allTeYHbIMU
OpraHu3aIUsIMU, UHAUBUYATbHBIMU MPEANPUHUMATEISIMUA, UMEIOIIUMU JIMIICH3UIO HA
(apMaleBTUYECKYIO IEATEIbHOCTDY MACIOPT MUCEMEHHOTO KOHTPOJISI COXPAHSIOTCS B allTeKe B
TE€YEHUE JBYX MECSIIEB C MOMEHTA U3TOTOBJICHUS JIEKAPCTBEHHOI'O CPEACTBA.

3. B anTeke U3roToBI€HUE JIEKAPCTBEHHBIX (DOPM B YCIIOBUSX ACENITUKU OCYIIECTBISETCS B
COOTBETCTBUH C CAHUTAPHBIMU TPeOOBaHUSAMHU, U310KeHHBIMU B [Ipukaze M3 PD ot 26 okta0ps
2015 r. Ne7511 «OO6 yTBEep>KI€HUHU TTPaBUJI U3TOTOBJICHUS U OTIYCKa JICKAPCTBEHHBIX MTPENapaToB
JUTSL MEAMITUHCKOTO MPUMEHEHHUS allT€YHBIMU OPTaHU3alUsIMU, HHAUBUIYaTbHBIMU
IpeIpUHUMATEISIMU, UMEIOLIUMU JIMLIEH3UIO Ha (hapMalleBTUUECKYIO ACSITEIbHOCTDY U
[TocranoBnenuu ['maBHOTO rocyiapcTBEHHOr0 caHUTApHOTO Bpaua PO ot 24 nexabps 2020 r. Ne 44
«O0 ytBepxaenuu canuTapusix npasui CII2.1.3678 - 20 "CanuTtapHO-31HUIEMHUOIOTHIECKIE
TpeOOBaHUS K IKCIUTyaTAI[MH IOMEIICHUHN, 3JaHHi, COOPYKCHHI, 000PYAOBaHHS U TPAHCIIOPTA, &
TaK)Ke YCIOBHSIM JICATEIHHOCTH XO3UCTBYIOIINX CYObEKTOB, OCYIIECTBISIONINX MPOIaXKy TOBApOB,
BBINIOJIHEHHE pabOT WM OKa3aHUE YCIyr». [l U3roTOBIEHUS [Ia3HbIX U JPYTUX CTEPHIIbHBIX
JIEKapPCTBEHHBIX (DOPM B aCENTUUECKUX YCIOBUSIX B anTeke 000pyayeTcs acenTUYECKUil OII0K,
KOTOPBIN BKJIFOUAET MOMELIEHMS ISl U3TOTOBJIEHUS, (PACOBKHM U CTEPUIIM3ALIMH, a TAKXKE MOJTy4YEHUs
BOJIBI 111 UHBEKIIMH U OTZIEICH OT IPYTUX MOMEIIEHUH anTeKH UTI030M. ACENTHKA — 3TO KOMILIEKC
MEPONPUITUIA, TO3BOJIAIOIIMI CBECTH K MUHUMYMY BO3MOKHOCTh IIONIaJaHUsI MUKPOOPTraHU3MOB B
JIEeKapCTBEHHBIE MpenapaThl Ha BCEX 3Tanax TeXHOJIOrH4eckoro npouecca. [Ipu atom ucxonsar u3
TOT'0, YTO OCHOBHBIMHM MCTOUYHHUKAMHU 3arpsi3HEHUS JIEKAPCTBEHHBIX IIPENapaToB SBISIOTCSA: -
MOMEIEHUS, - TEXHOJIOTHYECKOe 000pYyI0BaHKE, - BO3AYX, - O0CIY>KMBAIOIIHHA ITePCOHA, -
BCIIOMOTaTeJIbHbIM MaTepual, - MOCyAa, - JIEKAPCTBEHHbIE U BCIIOMOIaTeIbHbIE BEIIECTBA,
pacTBOpHUTeNU. B moMenieHnu 115l MpUrOTOBIJICHUS JIEKAPCTBEHHBIX MPENapaToB B aCENTHUECKUX
YCIIOBUSIX CTE€HBI IOJIKHBI OBITh OKPAILLIEHBI MACJISIHON 0O€10M KpacKOM WJIM OKPBITHI CBETIION
kadenpHOM MmIuTKOM. He momKHO OBITh KApHU30B, BRICTYNOB, TpeuuH. [Ton nokpriBaeTcs
JIMHOJIEYMOM C 3aBape€HHBIMU 1IBaMU. J[BepH 1 OKHA JOJKHBI OBITh TIIATEBHO MOJAOTHAHBI U HE
UMETH Ieei. AcenTuieckuii 010K 000pyAyeTCcss IPUTOYHO-BBITSXKHOM BEHTUJISINEH ¢
PEUMYIIECTBOM IPUTOYHOTO Bo3AyXa. i CHUKEHHUSI [ToNalaHusi MUKPOOPTraHU3MOB
PEKOMEH]IyeTCs YCTaHOBKa (PUIIBTPOB ISl OYMCTKU BO3/lyXa M yibTpaduoneroBoe obmyuenue. s
00e3BpeXUBaHUs BO3yXa B aCENITUYECKOM OJIOKE yCTaHABIMBAIOT HEAKPAHUPOBAHHbBIE
OaxTepuniuaabie gammbl: HacTeHHble (OBH-150), 6akrepununnsie nammnsl BYB — 25, BYB-30, BYB -
60 u3 pacuyera MoutHOCTH 2-2,5 BT Ha 1M3 00BbEMa momernieHus, KOTOPYrO BKJIFOYArOT Ha 1-2 yaca
nepesa HadyajaoM paboTsl IpU OTCYTCTBUH Jrosiel. [lepen BX01oM B acenTUYECKH OJIOK Ha 3TOT
NepUOJ BEIIAIOT TaOJUUKY «HE BXOJUTh, BKIIOUEHa OaKkTepHUIMIHas JaMia». Bxosa B momeneHue,
/i€ BKJIIOUEHA HEOKpaHWPOBAaHHAs OaKTEpUIIMIHAS JIaMIIa, pa3peliaeTcs: TOIbKO Mocie e
OTKJIIOUEHUS, a JUIMTEIbHOE peObIBaHUE B YKa3aHHOM IOMEILEHUH — TOJIBKO Yepe3 15 MuHyT nocie
€€ OTKJII0YEHUs. B pucyTCTBUU nepcoHana MOTYT 3KCILTyaTUPOBAThCS SKPAHUPOBAHHbIE
OaKTEepUIIUTHBIC JIAMITBI, KOTOPhIE YCTaHABIUBAIOTCS HA BbicoTe 1,8 - 2 M ¢ MomHOCThIO B 1 BT Ha
1M3 momenieHus npu yCIOBHH, YTO U3TyUEHHE HE HAIPaBJIEHO Ha JII0/IeH, KOTOpbIe HaXOIATCS B
nomerieHuu. [Tockoabpky npu paboTe OaKTEPUIIUAHON JaMITbl 00pa3yrTCsl OKUCIBI a30Ta U 030H, TO
B MIOMEIIEHUU HeoOxoauMa padoTa BeHTUsiuu. Bee 06opynoBanue u Mmedenb KOTOpble BHOCSTCS B
aCeNTHYECKUN OJIOK, IPEBAPUTETHHO MPOTHUPAIOT BIAXKHOU TPSIIIKOW CMOYEHHOM
Ne3nHGUIMPYIOIIMM pacTBOPOM (HampuMmep, pactBop xyopamuHa b 1 %, pactBop xmopamuna b 0,75
% ¢ 0,5 % Moroliero cpeacTsa, pacTBop nepekucu Bojgopoaa 3 % c 0,5% moromiero cpeacTsa u ap.).
Hcnonp3oBaHue B acENTUYECKOM OJI0KE MOCTOPOHHET0 000pyI0BaHUs CTPOTO 3ampelieHo. Y 6opka
MIOMEIIEHUS IPOBOJMTCS HE PEKE OJHOTO pa3a 3a CMEHY C MCIOJIb30BaHUEM JI€3UH(DUITUPYIOIIUX
CPEJICTB C MOCIEAYIOMNUM YIbTpapuoieTOBEIM o0ydeHneM. OJIMH pa3 B HENIEIIO B IOMEIIEHUHN



MPOBOJST reHepaibHyto yoopky. [lepen BXxoqoM B acenTHUeCKHit 010K TOJKEH JIeKaTh PE3UNHOBBIN
KOBPHK, CMOYECHHBIN AE3MH(DULIUPYIOIINM pacTBOPOM. ACENTHUECKUI OJIOK OTAENsAeTCsS OT APYTruxX
noMeleHui nuto3omM. Jluna, Koropble NPUHUMAIOT Y4acTHe B IPUTOTOBJICHUH JIEKAPCTB B
ACENTHUYECKUX YCIOBUAX, IPUIEPKUBAIOTCS CTPOTUX MPABUJ IMYHON TUTUEHBI: IPU BXOJIE B IILIIO3
0JIEBAIOT CIIEUAIBbHYIO0 00YBb, MOIOT PYKH C MBLIOM U LIETKOM, TOTOM JA€3UH(PUIUPYIOT UX,
POTUPAs CATPETKON, CMOUECHHOM STHIIOBBIM criupToM 80 % KOHIICHTpAIUH, PaCTBOPOM
xJioprekcuuHa ourintokonara B 70 % cnupre 3tusoBoM mwiu 0,5 % pactBop xsopamuna b mpu
OTCYTCTBUM BBILIETIEPEUUCIEHHBIX CPEJCTB, O€BAIOT CTEPUIIbHBIN Xajiar, 4-CJI0HHYI0 MapJeBYIO
MOBSI3KY, MIAMOYKY (MPU ATOM BOJIOCHI TIIATEIHHO 3aMpaBIsioT), 6axuisl. MapieBas moBs3ka
JIOJKHA 3aMEHSIThCs uepe3 Kaxple 4 yaca. CaHUTapHYIO OJEXK]Yy, XaJIaThbl, MapJIt0, U3JENHS U3
TEKCTHUJIS, BaTa CTEPUIIN3YIOTCS B OMKCax B MapOBbIX cTepuin3aTopax mnpu temieparype 132 °C Ha
npotspkeHnn 20 muryT win ripu 120 °C Ha npoTsokeHnn 45 MUHYT U XpaHAT B 3aKPBITHIX OMKCax He
6onee 3 cyrok. OOyBb nepes Ha4YalIoOM U OKOHYaHHEM paboThl Ae3UH(GUIUPYIOT BHEIIHE U XPAHSAT B
nuto3ax. CoznaHue acenTUYECKUX YCIOBUH B allTEKe MPEATIONAracT TaK)Ke NCI0JIb30BaHNE
CTEpUJILHOTO BCIIOMOTaTEeIbHOTO MaTepuaa, CpeCTB YKYIMOPKH U YIIAKOBKHU, CTEPUIIU3ALINIO
BCIIOMOTATENbHBIX U JIEKAPCTBEHHBIX CPEJICTB, €CIIM OHU MOTYT OBITh IPOCTEPHIN30BAHBEI.

4. B cootBerctBUH ¢ ipukazoM M3 P® ot 26.10.2015 r. Ne 7511 «O0 yTBep>KACHUH MTPaBUII
M3TOTOBJIEHUSI U OTITYCKA JIEKAPCTBEHHBIX MIPENapaToB Ul MEJUIIMHCKOTO IPUMEHEHUS allTeYHbIMU
OpraHU3aUsIMH, UHIUBUAYAIbHBIMU TPEIPUHUMATEISIMH, UMEIOLUTUMHE JIUIEH3UIO Ha
(apMaleBTUYECKYIO AEATEIbHOCTD) PUEMOUYHBIN KOHTPOJIb 3aKJII0YAETCs B IPOBEPKE
MOCTYMAIOIINX JIEKAPCTBEHHBIX CPEJCTB HA COOTBETCTBUE TPEOOBAHUSIM I10 TIOKA3ATEIIAM:
«Onucanuey, «YmnakoBkay, «MapkupoBKay, a TAaKkKe B IPOBEPKE NMPABUIBHOCTU O(POPMIIEHUS
COTMPOBOUTENBHBIX JOKYMEHTOB, BKJIIOUask JOKYMEHTHI, TOATBEPKIAIOIINE KAYECTBO
JIEKapCTBEHHBIX CPEJICTB.

5. J1eiCTBYIOLIMMU BEIIECTBAMU B COCTaBE M3TOTOBIECHHBIX IIa3HBIX Kallelb SABIAIOTCS pudbodIaBuH
(mpemapar ButamuHa B2) u kucnora ackopOuHoBas (npenapart Butamunaa C). OCHOBHas 11e7b
NPUMEHEHUS «BUTAMUHHBIX) IJ1a3HBIX Kalleldb HOpMalu3alus 0OMeHa BEIIeCTB POTOBHIIBI
(Hapy>XHOM 000JIOUKH TJIA3HOTO sI0JI0KA) U BHYTPEHHUX CPEJI ri1a3a, MPEkKIie BCEro — Xpycraanka.
[TokazaHusAMHU K IPUMEHEHHUIO U3TOTOBIEHHOTO JIEKAPCTBEHHOT'O IIperapara sBIsSiOTCS: a)
IpeIyNpexIeHNEe HapyILIEHNsl OTUYECKUX CBOMCTB POrOBUIIBI M XPYCTAJIMKA IJ1a3a B Ipoliecce
CTapeHus, a TAK)Ke MPU COMATHUECKUX 3a00JIeBaHHIX, COMTPOBOXKAAIOIINUXCS TPYOBIMU
HapyIIEHUSIMH CUCTEMHOTO MEeTabO0IM3Ma, HallpuMep, MPU CaxapHOM JuadeTe/MeTaboInIeCKOM
CHUHJIpOME; 0) KOPPEKIHUs YK€ COCTOSBIINXCS HAPYIICHUH ONTHYECKUX CBOMCTB POTOBUIIBI U
XpyCTajluKa MpH KaTapakTe

3amanue 79. CuTyarioHHas 3aa4a

B anTexy roposa B. oOpaTuiiace jkeHIIMHA ¢ PEeNTOM Ha Masb, BBITUCAHHBIM Ha PEHENTYPHOM
6nanke Gopmbl Ne 107-1/y, opopMIIEHHBIM B COOTBETCTBUHU C TPEOOBAaHUSAMU HOPMATUBHBIX
JIOKYMEHTOB.

Bosomu.: Cynvpayuna-nampus 1,8 Boowt ouuwennoi 1 ma Jlanonuna 6e3soonoeo 1,2
Bazenuna 1,4

Macna eazenunosozo 0,6

Cmewai. /lau. Obosnaus. I nasnas maso.

dapmarieBT B aCENITUICCKUX YCIOBHUIX B CTEPHIILHON CTYIKE M3MeNb4rI cynbdanmn-natpus ¢ 0,6
CTEPHJIBHOTO Ba3€JIMHOBOTO Maciia, 100aBWIJI YacTAMHU CTEPUIIbHBIN CIIJIaB Ba3elnHa C JJaHOJUHOM. B
KOHIIE 100aBHJI MOPIUSAMHU | MJI CTEpHIIBHOM BOJIbI, TIIATEIBHO AMYIBIHpYs. Ma3b nepeHéc B
HIMPOKOTOPIIYIO CKIISIHKY JUI OTITYCKA, 3aKPBLI INIACTMACCOBOM KPBIIIKON. DTUKETKU: «l na3Has
Ma3b», «XpaHUTh B IPOXJIATHOM MecTe», « [ [pUroToBIEHO B aCENTUYECKUX YCIOBUAXY.

6. [Tepeuncnure TpeboBanus K OPOPMIICHHUIO PEIIeTITA.



7. VYKaxuTte CpoK XpaHEeHHS II1a3HON Ma3H.

8. OrneHure MpaBWIBHOCTh TEXHOJIOTHU U OCOOCHHOCTH O(POPMIICHHS JICKAPCTBEHHON (OPMBI.
Onpenenure T ocHOBBL. OTBET 00OCHYHTE.

9. KaxoB nopsiiok opranuzai KOHTPOJIS IPU OTITYCKe?

10. KakoBa ocHOBHas 11€J1b IPUMEHEHUS U3TOTOBJICHHOU ri1a3HoM Ma3u? Kakoi u3

MEPEYUCIICHHBIX KOMIIOHEHTOB U3TOTOBJICHHON TTIa3HOM Ma3u 00eCIeunBaeT OCHOBHOE
dbapmakoTepaneBTHYeCKOe AeiicTBrE?

Ilpasunvroiii omeem:

1. B cootBercTBuu ¢ [Ipuka3 Munucrepctsa 3apaBooxpanenus Poccuiickoit @enepanuu ot
24.11.2021 Ne 10941 "O6 yrBepxkaennu [lopsinka Ha3HAYSHUS JICKAPCTBEHHBIX MpenapaTos, Gopm
pelenTypHbIX OJIaHKOB Ha JIEKapCTBEHHBIE NpenapaTthl, [lopsaka opopmieHns yka3aHHbIX OJaHKOB,
UX ydera ¥ XpaHeHusl, GopM OJIaHKOB PEIeNTOB, COJEPKAINX Ha3HAYCHHE HAPKOTHUECKUX CPEICTB
WIM [ICUXOTPOIIHBIX BelleCTB, [Topsiaka ux U3roToBieHus, pacupeaesIeHus, peTUCTpallui, y4eTa u
XpaHeHus, a Takke [IpaBuin opopmiieHns G1aHKOB PELENITOB, B TOM YHCIE B (pOpMeE SIEKTPOHHBIX
JIOKYMEHTOB"

yKa3aHHas pelenTypHas MPOIUCH BHIMUCHIBACTCS Ha OJIaHKe

dopmer Ne 107-1/y. Ha penenTypHOM OJIaHKE CTABUTCS IITAMIT MEIUIIMHCKON OPTaHHU3AINH C
yKa3aHHeM e¢ HaMMEHOBaHus, ajipeca u Tenedona, narta seinucku, O.1.0. nanuenTa u
MEAMIMHCKOT0 pabOTHUKA YKa3bIBAE€TCA MOJIHOCTHIO, B rpade BO3pacT YKa3bIBA€TCSA KOJIUYECTBO
MOJIHBIX JIET.

B rpade «Rp» ykazpiBaeTcs: Ha JATUHCKOM SI3bIKE HaUMEHOBaHHE (papMalieBTUUECKUX CyOCTaHIIHH,
KOJIMYECTBO; Ha PYCCKOM HJIM PYCCKOM M HallMOHAJILHOM SI3bIKaX CIOCOO MPUMEHEHHS
JIEKapCTBEHHOTI' O Ipernapara. Penent, noAnuchBacTCsl MEAUIUHCKUM PAOOTHUKOM U 3aBEPSETCS €ro
JUYHOM MeYaThIO.

2.B cootBerctBuu ¢ npukazoM M3 PO ot 26.10.2015 r. Ne 7511 «O0 yrBepx)aeHuu

MPAaBUJI U3TOTOBJICHUSI U OTITYCKa JICKAPCTBEHHBIX MIPENapaToB Ui MEIUIITHCKOTO PUMEHEHHS
anTEeYHbIMHM OPraHU3aLUsAMU, UHANBUIYaJIbHBIMU [IPEANPUHUMATENAMHU, UMEIOIIUMHU JTULEH3UIO

Ha (papMaleBTUYECKYIO IeATEIbHOCThY» MPOJOIKUTEILHOCTh XpaHEHUs TNIa3Hol Ma3u He 6onee 10
CYTOK.

3.Cynbganun Hatpus, corsiacHo I'®, nerko pactBopuM B Bojie. B mponucu ykazana 30% ma3b
(o6mrast Mmacca Ma3u, COTJIACHO MPOIUCH,OT., CIIeI0BaTEILHO, €clid, 1.8 T cocTaBiseT KOJTUIECTBO
cynbdanuna-HaTpusi, Mazb 30%-as), H03TOMY Cyiab(aluia HaTpus B KomdecTBe 1.8 T pacTBOPSAIOT B
1 M1 ropsueil cTepriIbHON OYMILIEHHOM BOJBbI. 3aT€M pacTBOP AIMYJIBIHUPYIOT JIAHOJIMHOM 0€3BOHBIM
1.2 r, mobaBistroT BazenuHoBoe Maciio 0.6 r u Basenud 1.4 T

OcHoBa- YMyJIbCUOHHAS.

®dapmarneBT He co0Ir0/1a]1 JaHHYIO TOCIIEA0BaTENIbHOCTD, 103TOMY JID MpUroToBieHa HEBEPHO.
OcHoBHast aTUKeTKa «l 1a3Has Ma3by, JOMOIHUTEIbHBIE ITUKETKU « XPAHUTh B HEJJOCTYITHOM /ISt
JeTel MecTey, «XpaHUTh B 3aIIMILEHHOM OT CBETa MECTE», « XPAHUTD B IMPOXJIAJHOM MECTEN,
«IIpUroTOBIIEHO ACENITUYECKH.

4. B cootBercTBUM ¢ puka3zoM M3 P® ot 26.10.2015 1. Ne 7511 «O06 yTBepkKI€HUH MTPABUI
M3TOTOBJIEHUS U OTITYCKa JIEKApPCTBEHHBIX MPENapaToB Il MEJUIIMHCKOTO IPUMEHEHHS allT€YHbIMU
OpraHu3alUsAMHI, HHIUBUAYAIbHBIMU IPEAIPUHUMATEISIMHI, UMEIOIMMU JINLIEH3HIO HA
(bapMaleBTUYECKYIO AEATEIbHOCTHY» KOHTPOJIIO MIPU OTITYCKE JIEKapCTBEHHBIX IPenapaTos,
MOJIBEPIaloTCsl BCE M3TOTOBJICHHBIE JIEKAPCTBEHHBIE MTpernapaThl, B paMKax KOTOPOTo

IIPOBEPSIETCS] COOTBETCTBUE:

a) YIaKOBKHU JIEKapCTBEHHOT'O Ipernapara GU3nKo-XUMUYECKIM CBOMCTBAM, BXOSIINX B HETO
JIEKapCTBEHHBIX CPE/ICTB;

0) yKa3aHHBIX B pellenTe Wik TpeOOBaHUH /103 HAPKOTUUYECKUX CPEJCTB, ICUXOTPOIHBIX,
CHJIBHOJEMCTBYIOLIUX BELECTB BO3PACTY MALIUEHTA;

B) PEKBU3UTOB pelenTa, TpeOOBaHMs CBEIEHUSIM, YKa3aHHBIM Ha YIIaKOBKE U3TOTOBJIEHHOTO
JIEKapCTBEHHOI'O IIPEnapara;

') MapKUPOBKH JIEKAPCTBEHHOTO IIpernapaTa TpeOOBaHUSIM.



[Ipu BBISIBJIEHUH OJTHOTO M3 YKa3aHHBIX HECOOTBETCTBUI M3TOTOBJICHHBIN JICKAPCTBEHHBIN Mpenapar
HE MOJJICIKUT OTITYCKY.

5. OcHOBHasl LiesIb IPUMEHEHHS N3TOTOBJICHHOTO JIEKApCTBEHHOT'O TperapaTa — MECTHOE
aHTHOaKTepUaIbHOE (AHTUCETITUYECKOE) BO3ICHCTBIE HA MMATOTEHHYIO (IIOpPY, TAPa3UTUPYIOIIYIO B
KOHBIOHKTHBAJIbHOMH 10JIOCTH, OTYACTH — HOCO-CIC3HOM KaHaJle.

AnTHcenTHueckuit 3 (HeKT NU3roTOBICHHOM IN1a3HOM Ma3u 00ecTeYnBaeTCs CyNb(aMIOMHATPUS B
e¢ cocraBe. Cynb(anuia-HaTpus — CHHTETHYECKOE aHTHOAKTEPUATIbHOE CPEJICTBO I'PYIIIIBI
Cyib(paHUIaMUIOB C YMEPEHHOU BBIPAKEHHOCTHIO AaHTUOAKTEPHAIIbHON aKTUBHOCTHIO.

OCHOBHBIM IIOKa3aHHUEM K IPUMEHEHUIO U3TOTOBJIEHHOIO JIEKapCTBa ABJSETCA OaKTepHaIbHbIN
(THOMHBIN) KOHBIOHKTHUBHT.

3ananue 80. CuTyalimoHHas 3aga4a

B anteky moctynui perent, BHITUCAHHBIN Ha penentypHoM Omanke Ne 107-1/y:
Boszbmu: Hacmos mpasol nycmuoipruxa 200 mn

Ananveuna 5,0

Hampus 6pomuoa

Maeznus cynvgpama nopogmy no 4,0

Hacmouixu sanepuanst 6 ml

Cmewaii. /laii. Ob6o3nauw. Ilo 1 cm. noswcke 3 paza 6 Oenv.

®dapmaneBT NOMECTHII B IepGOopHUpOBaHHbIN HMHAP dapdhopoBoro HHPyHAUPHOTO cTakana 20,0
U3MEJIbYCHHOM TPaBbl MMyCThIpHUKA, 3a)11 200 MJI BO/IBI OUMIIIEHHOM 1 HacTauBall: B UHPYHAUPHOM
annapare — 15 MuHyT (IeproANYEeCcKy IOMEIINBAs), B YCIIOBUSAX KOMHATHOM TeMIepaTypsl — 45
MUHYT. V3roToB/I€HHBIN HACTON OTXaJl ¥ MPO(UIBTPOBAI B IOJCTaBKY. B noiayyeHHOM BOHOM
U3BJICUCHUH PACTBOPHII JICKAPCTBEHHBIE BEIIECTBA, BHOBb MPO(PHUIBTPOBAIIB OTITYCKHOHN ()IIaKOH U
no6aBuI1 6 M1 HACTOMKM BasiepuaHbl. PIAKOH YKYHOPHII IJIACTMACCOBOMITPOOKOH €
HaBUHYMBArOIIEHcs KpbIKoi. OQopMuil mpenapar K OTIyCKy, CHaOJIUB TUKETKaMU:
«BuyTpennee» ¢ Haanuceio «Mukctypay, «llepen ynorpebienuem B30anteiBathy». [IpukonTposne
IPOBU30P-AHATUTUK  OLIEHWJ  KayecTBO JIEKapCTBEHHOT'O npenapara
«HeynoBineTBOpUTENBHOY.

Ilpumeuanue: Keé mpasvl nycmoipnuxa = 2 mi/e.

6. [Tepeuncnure TpeboBaHus K OPOPMIICHUIO pEIIeTITa.

7. YKaxkuTe CpoK IEHCTBUSA U CPOK XPAaHEHUsI PELIETITA B AlITEKE.

8. UTto nocmyKuino NpUYMHON HEyIOBIETBOpUTENbHOM onleHKn? [Ipoananusupyiite cuTyanuio,
JIanTe 3aKII0UYCHUE.

9. ITo xakuM nokazaresnsiM MPOBOIAT NPUEMOYHBIN KOHTPOJIb JIEKAPCTBEHHBIX CPEJICTB B
anTeke?
10. ITopexomMeHaAyHTE KIIMEHTY allTEKH TOTOBBIE JIEKAPCTBEHHBIE CPEACTBA C LIENBIO

(bapmakoTepaneBTH4ECKOil 3aMEHbI BEIMMCAHHON MUKCTYphl. OG0CHYITE CBOE MpeIokKeHNE,
COIOCTaBUB HanboJiee BEPOSITHYIO 11€JIb Ha3HAUEHUS BBIIMMCAHHON MUKCTYpPHI U (hapMaKoJIOTHYECKUe
3¢ deKThI MpeUI0KEeHHBIX BaMu JIekapCTBEHHBIX CPEJICTB.

IIpasunvroiti omeem:

1. TpeGoBanus k 0pOPMIICHHIO PELIETITOB MpHBeIeHbI B [Iprka3 MuHHCTEpCTBa 31paBOOXpaHEHUS
Poccuiickoit @enepanuu ot 24.11.2021 Ne 1094n "O0 yrBepxaenuu [lopsaka HazHaueHUS
JIeKapCTBEHHBIX IpenapaToB, GOpPM peLeNTypHbIX OJIAaHKOB Ha JIEKapCTBEHHBIE MpenapaTsl, [lopsaka
oopMIIeHHS YKa3aHHBIX OJIaHKOB, UX yueTa U XpaHeHHus, (JopM OJIaHKOB PELIETITOB, COAEPKAIIUX
Ha3Ha4YeHHE HApKOTUUYECKUX CPEACTB MJIM IICUXOTPOIHBIX BelecTs, [lopsika UX U3roTOBIIEHNUS,
pacnpenenenus, perucTpaluy, yueta u XpaHeHus, a Takxe [IpaBun odhopmieHus 6J1aHKOB peLENTOB,
B TOM 4HCJIE B (JOPME IEKTPOHHBIX TOKyMeHTOB'"PenienTypHslil 6iank popmsl 107-1/y nomxen
COJIepXkaTh CJIETYIONINE OCHOBHBIC (00513aTeNbHbBIE) PEKBU3HTHI:



-IITaMIT METUIIMHCKOW OpraHu3aiuu (C ykazaHueMm e€ HauMEHOBaHMs, ajipeca U Teyieona);

-nary Beinucku penenta; MO nanuenTta (MOJIHOCTHIO) U €0 BO3PACT;

- ®NO menunuHCKOTO paboTHUKA (TTOTHOCTHIO);

-HaUMEHOBaHUE (Ha JIATUHCKOM $SI3bIKE) JIEKAPCTBEHHOTO Ipenapara, €ro J03UpoBKY U KOJIMYECTBO;
-oAPOOHBIN c1oco0 MPUMEHEHUsI Ha PYCCKOM MJIM PYCCKOM U HAIIMOHAJIBHOM SI3bIKAaX

-[IOAIUCH U JTUYHYIO IeYaThbMETUIIMHCKOTO paOOTHHKA.

Ha omgHowm OstaHke MoeT OBITh BeInrcano He Oosee 3 JIIT.

2. PeneniThl Ha JIeKapCTBEHHBIE TIPEMapaThl, BHIIMCAHHBIC HA PELIENITYPHBIX OJIaHKAX

dbopmbl Ne 107-1/y, nerictBuTenbHBI B TeueHUEe 60 HEH CO JTHS BBHITUCHIBAHUSA.

Penentypusiii 6mank ¢popmbl Ne 107-1/y He XpaHUTCS B anTeKe

3.JlanHast MUKCTYpa U3rOTOBJIEHA HEYAOBIETBOPUTENIBHO. JlomyIieHa ommbka mpu pacuere
KOJIMYECTBA BOJbI, TaK Kak KB. TpaBbl mycteipHuka = 2,0 MII/T, C1€10BaTEIBHO, BOABI HEOOXOIMMO
B3ATh 240 M.

Kpowme Toro, 1o craguu HacTauBaHust He0OxoauMo haphopoBbIit

uHGYHIUPHBIN cTakaH nojorpeThb. [locne pacTBopeHus geKapCTBEHHBIX BEIIECTB B HACTOE
MHUKCTYPY HEOOXOMMO (HIBTPOBATh B MEPHBINA MJIMHAP U MIPU HEOOXOAUMOCTH JIOBECTH BOJON
ountieHHOH 10 200 M. 3aTeM MUKCTYpPY HEepeIUTh B OTIYCKHON (hJIaKOH TEMHOTO

CTEKJIa, ITO0CJIe Yero J00aBUTh B MOCIEAHIOK ouepeb 6 M1 HacToiKu Banepuansl. [Ipu opopmienun
cienyer J00aBUTh IPEayNPEAUTENbHYIO HAMUCh: «XPaHUTh B MPOXIIAJTHOM MecTe»; U «XPaHUTh B
3alMIICHHOM OT CBETa MeCTe», «XpaHUTh B HEJAOCTYIIHOM JUIS IETEH MECTE».

4. B cootBerctBuH ¢ ipukazoM M3 P® ot 26.10.2015 r. Ne 7511 «O0 yTBEepkKACHUU TPABHI
M3TOTOBJIEHUSI U OTITYCKA JIEKAPCTBEHHBIX IIPENapaToB Jil MEAUIIMHCKOTO IPUMEHEHUS allTe€YHbIMU
OpraHU3aIUsIMHI, UHIUBUAYAIbHBIMU TPEIIPUHUMATEISIMH, UMEIOLTUMHE JIUIEH3UIO Ha
(apMalLeBTUYECKYIO IE€ATEIbHOCT) IPUEMOYHBIM KOHTPOJIb 3aKI0YaeTCs B IPOBEPKE
MOCTYMAIONINX JIEKAPCTBEHHBIX CPEJCTB HA COOTBETCTBUE TPEOOBAHUSIM I10 TIOKA3ATEIIAM:
«Onucanuey, «YnakoBkay, «MapKHpOBKa», a TAK)Ke B IPOBEPKE MPAaBUIBHOCTH OPOPMIICHHS
COTMPOBOUTENBHBIX JOKYMEHTOB, BKJIIOUask JOKYMEHTBI, TOATBEPKIAIOIINE KAYECTBO
JIEKapCTBEHHBIX CPEJICTB.

5. Bxopsuie B cOCTaB BBIMUCAHHOW MUKCTYpPbI HHTPEIUEHTHI 00€CIIeYNBAIOT BBIPAKEHHBIN
CelaTHBHBIIN/yCIIOKaUBAIOIINI U aHATIbT€THYECKUI/00e300mmBatonuii 3¢ pexTsl. JJoOuThCs
aHAJIOTHYHOTO (hapMaKOTepareBTUYECKOT0 IEHCTBUS MOKHO COUETAaHUEM T'OTOBBIX JIEKAPCTBEHHBIX
IIpenapaToB, pa3pelICHHBIX K OTIYCKY B anTeke O0e3 peuenta Bpaya. Hanpumep, bpomensan +
Mertamu3oin; Marue-B6 (unu ananoru) + MeraMuson u mp.

[Tepcen, Adobazon- 0651a1a10T YCIIOKOUTEIHHBIM U CETATUBHBIM JICHCTBUEM.

BAJIOKOPMU/I- ycriokanBaroliee 1 Cra3MOJIUTHUECKOE (CHUMAIOIIEE CIIa3Mbl) CPEACTBO.
[IpumeHsIOT npu cepaeYHOCOCYAUCTHIX HEBPO3aX, COIPOBOXKAAIOIINXCS OpaauKapauei.
BAJIOKOP/IMH- npu HeBpo3ax ¢ NOBBILIEHHON pa3IpakUTEIbHOCTBIO, HEPE3KO BBIPAKEHHBIX
cna3zMax (CyKeHUHU IIPOCBETa) KOPOHAPHBIX (CEPIEYHBIX) COCYAOB, TaXUKAPIUU (YHaLIEHHBIX
cepAuneOneHnsx ), 6eCCOHHUIIE, PAHHUX CTAIUSAX THIIEPTOHUYECKON 00JIe3HU (CTOWKOM MOBBILICHUN
apTepHaJIbHOTO JaBJIEHUS) U ClIa3Max KUIIEUYHUKA.

HOBO-ITACCHUT - koMOMHMPOBAaHHBIN MpenapaT, COCTOALINHN U3 KOMIUIEKCa SKCTPAKTOB U3
JIEKapCTBEHHBIX pacTeHUH U rBaiipenesnHa. Oka3pIBaeT ceaTUBHOE (YCIIOKAUBAIOLIEe) U
AHKCHOJIMTHYECKOE (IPOTUBOTPEBOXKHOE) JieicTBHE. Jlerkue (hopMbl HEBPaCTECHUH,
COIPOBOKAAIOIINECS PA3APAKUTEIBHOCTBIO, TPEBOIOM, CTPAXOM, YCTAJIOCThIO, PACCESIHHOCTBIO,
HapylIeHUEM NaMsITH, ICUXUYECKUM UCTOIIEHUEM; JIeTKHe ()OPMbI pacCTPOICTB CHA; TOJIOBHbIE
60111, 00YyCIIOBIEHHBIE HEPBHBIM HANpPs)KEHUEM; MUTPEHb; MIOBBIILICHHAs HEPBHOMBIILICUHAS
B0O30yIMMOCTD; KIIMMAaKTEPUUECKUI CUHIPOM; (YHKIIMOHATIbHBIE 3a00JI€BaHUS KETyJ0UHO-
KHIIEYHOT'O TPaKTa (JUCIENCUYECKUI CHHAPOM, CUHAPOM "pa3paKeHHOr0 KUIIeYHUKa").

3amanne §1. CuTyarnoHHast 3aa4a

B penentypHO-nipon3BOACTBEHHBIN OT/IEN allTeKU MOCTYNUI pelenTypHbId OJ1aHK (HOpPMBbI



Ne 148-1/y-88:

Rp.: Amyli

Zinci oxydi Talciana 1,5

Aquae purificatae 25 ml

Glycerini 5,0

Spiritusa ethylici 5 ml

Misce. Da. Signa. Bmupamu 6 kooicy cmon.

ACCHUCTEHT W3rOTOBWJI JIEKAPCTBEHHYIO (GOpMY, YKYIMOpPUI U OGOPMUI K OTITYCKY,COONIOIast
TpeOOBaHUsI HOPMATUBHOMN MPABOBOM JTOKYMEHTAIIHH.

6. [Tepeuncnure TpeOboBaHus K OPOPMIICHHUIO PEIICTITA.
7. KakoB mops1ok mpeaMeTHO-KOJIMYECTBEHHOTO yu&Ta TUIIOBOTO CiHpTa?
8. Jaiite onpeneneHue u AUCIEPCOIOTHUECKYIO XapaKTEPUCTHKY U3TOTOBICHHON

JeKapcTBeHHOU (opMbl. Kakoii 3aK0H JISKUT B OCHOBE TEOPETHUECKOTO OOOCHOBAHUS TEXHOJIOTHH?
Ha3zoBute MeTO U3rOTOBIEHHUS.
9. Hopmupyercs 11 0TIyck MHTPEIMEHTOB, BXOASIIUX B COCTaB PELENTYPHOU MPONNCH, U3
anTeKku?
10. Kakue dapmakonorndeckne 3pPeKTsl XapaKTEpPHbI [UII BXOSAIINX B COCTAB H3TOTOBJICHHOTO
JIEKapCTBEHHOT O Npenapara HHrpeaueHToB? C Kakoi 1eJIbI0 U3TOTOBJIEHHOE JIEKapCTBO MOXKET OBbITh
IPUMEHEHO?
IIpasunvhwviii omeem.:
1. B cootBercTBUU ¢ [Ipuka3 Munucrepctsa 3npaBooxpanenust Poccuiickoit @enepauuu ot
24.11.2021 Ne 10941 "O6 yrBepxaenuu [lopska Ha3HaYeHHS JIEKAPCTBEHHBIX MpeEnaparos, GopM
peuenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Npenapartsl, [lopsaka opopmieHus yka3aHHbIX OJIaHKOB,
UX y4yeTa U XpaHeHus, HopM OJaHKOB PeLENTOB, COACPXKAIMX HA3HAYCHUE HAPKOTHUUYECKUX CPEICTB
WJIM [ICUXOTPOIHBIX BellecTs, [lopsiaka ux u3roToBiaeHus, pacupeesieHus, perucTpaluu, y4eTa u
XpaHeHus, a Takxe [IpaBun ohopmiieHus 6J1aHKOB PELENTOB, B TOM YKCie B (hopMe IJIEKTPOHHBIX
JIOKYMEHTOB"3TUIJIOBBII CIUPT (MOAJIEKUT MIPEAMETHO-KOJINYECTBEHHOMY YUETy B COOTBETCTBUU C
npukazoM M3 PO ot 22.04.2014 r. Ne 183H) BeInuchIBaeTCs Ha perienTypHoM Onanke Gpopmbl N
148-1/y-88, KOTOPBIi TOIKEH UMETh HOMEP U CEPUIO.
Penentypusrii 6mank Gpopmsr 148-1/y-88
OO6s3aTenbHbIE PEKBU3UTHI:
1.Itamn MO ¢ ykazaHueM HaMMEHOBaHUs, apeca U TesedoHa
2.®.1.0 men.paboTHuKa (TTOJTHOCTHIO)
3.0.1.0 nanuenTa (MOJIHOCTHIO)
4.Bo3pact namuenTa (Koi-BO IOJHBIX JIET)
5./laTa BBIIUCKH perenta
6.Haumenosanue JII1 Ha 1aTUHCKOM f3BIKE
7.o3upoBka, kon-so JII1
8.Croco0 npuMeHeHus
9.Ilonnuck 1 NMMYHAsA NeJaTh MeJ.pabOTHUKA
JlononHuTENbHBIE PEKBU3UTHI:
1.Cepust 1 HOMep Os1aHKa
2.Homep kapThl (MCTOpHH MAIMEHTA)
3.Ilevats a1t perienToB
Cpoxk nelictBuda-15 queit. Cpok xpaHeHHs-3 roaa
2. Cnupt 31unoBbli cornacHo 964 Ilocranosnenuto [IpaButensctBa PO «OO0 yTBepKI€HUN CIUCKOB
CHJIBHOJEMCTBYIOIIUX U SAOBUTHIX BELIECTB, a TAKKE KPYITHOTO pa3Mepa CUIbHOAEHCTBYIOINX
BEIIECTB» OTHOCHUTCS K SIZIOBUTHIM BEILLIECTBAM.

Cornacho I[Ipukazy M3 P® Nel83n «Ilepeuens JIC s MEAMIIMHCKOTO IPUMEHEHUS,
nojexanmx [TKY» Bxonur Bo 2 pasaenn.

VY4ér BenyT B XKypHaje, yrBepKIeHHbIM pukazoM M3 PO Ne378H «O0 yTBepKIeHUN PaBUII
perucTpanuy onepaunii, CBI3aHHbIX ¢ 0OpalllEeHUEM JIEKAPCTBEHHBIX CPEACTB JIsI MEAULIUHCKOTO



IIPUMEHEHNS, BKIFOYEHHBIX B [IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB JJI1 MEAULIUHCKOTO MPUMEHEHMUS,
HOJJIEKALIUX TPEIMETHO-KOJINYECTBEHHOMY yueTy».COracHO JaHHOMY IIPUKa3y, )KypHal ydyera
JOJIKEeH OBITH COPOIIIOPOBAH, IPOHYMEPOBAH M CKPEILJICH MOANUCHIO PYKOBOIUTEINS FOPUINIECKOTO
JMIA U [I€YaThi0 FOPUIMYECKOI0 JIMILA. 3allUCH B KypHaJIE yueTa POU3BOAATCS JIUIIOM,
OTBETCTBEHHBIM 32 UX BEJCHHE U XpaHEHHUE, IAPUKOBOM pydKoH (UepHHIIIaMH) B KOHIIE pabodero
JTHSl HA OCHOBAHMHU JJOKYMEHTOB, ITOATBEPKAAIOIINX COBEPIIECHUE 3TUX ONEepaluii (B JAHHOM cllydae
— peuenTa). JIOKyMEHTBI WM UX KOMHH, 3aBEPEHHbIEC B YCTAHOBICHHOM MOPSAKE, MOAIINBAIOTCS B
OTJIEJIbHYIO NAIIKY, KOTOPast XpaHUTCSL BMECTE C COOTBETCTBYIOIIMM XypHaIoM yueTa. McripaBienus
B )KypHaJlaX pErucTpaly 3aBepsrOTCs MOANKCHIO JIMIA, OTBETCTBEHHOIO 32 UX BEJACHUE U XPaHEHUE.
[TopuucTKy ¥ HE3aBEPEHHBIE UCIIPABIICHUS B XKypHaJlax perucTpauuu He Jonyckatorcs. Ha
MIOCJIETHEE YUCIIO KAKJIOTO MECsLa U0, YIOJHOMOYEHHOE Ha BEJICHUE U XPAHEHHE KYPHAJIOB
y4€Ta, IPOBOIUT CBEPKY (PAaKTUUECKOTO HATHYUS JICKAPCTBEHHBIX CPEJCTB C MX OCTATKOM IO
JKypHaJly y4€Ta U BHOCUT COOTBETCTBYIOIIME 3AMMCH B )KypHa yueTa. JKypHan XpaHUTCS B
MeTaJuIn4eckoM mKady (ceide), KIIF0YN OT KOTOPOTO HAXOAATCS Y JIUIA, YIIOJIHOMOYEHHOTO Ha
BEJICHNE U XPAHECHHE KypHAJIa y4eTa.

3amanue 82. CuTyallmoHHas 3a7a4a

B anrexky 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 nopowky 3 pasza é Oeno.

6. JlaiiTe xapaKTepuCTHKY JIEKapCTBEHHOI'O MperapaTa, BHITUCAHHOTO B PEIENTe, IPEIIOKITE
MOKa3aHMUs K €ro MPUMEHEHUIO ¥ 0XapaKTepU3yuTe JIEKAPCTBECHHYIO (OpMY.
7. VYkaxuTe nopsa0K U MOCIE0BAaTENbHOCTD IEUCTBUI IPH MPUTOTOBIEHUN JAHHOTO

JeKapcTBEHHOTO npenapata. O0ocHyiTe mpuunHy Barero BpiOopa TEXHOIOTUH U3TOTOBICHUS
nopouika. KakoBbl mpaBuiia 3anoJHEHUs MacnopTa MUCbMEHHOTO KOHTPOJIS: AJI YEro OH HYKEH,
KOT/Ia ¥ KEM 3aIOJTHSAETCS, KEM MPOBEPSETCs, CKOJIBKO XPAHUTCS?

8. Onpenenure 1ienecoo0Opa3Hble BUbl BHYTPUANTEYHOI0 KOHTPOJIs. B uéMm oHM 3akmouatoTcs?
9. Kakum 06pa3zoM oopmiisitoTes: pe3yabTaThl 0053aT€IbHOTO BHYTPHUAIITEYHOTO KOHTPOIIS?
10.  Kakxum oOpa3oM ynakoBbIBaeTcs U 0pOpMIIsieTCs JaHHBIN JIeKapCTBEHHBIN npenapat?

Ilpasunvhuiti omeem:

1. Beimucana TJI® pacnpenenuTebHBIM CIIOCOOOM, TIPEICTABIIAIONIAs COOOM CIOMKHBIHN
JIO3UPOBAHHBIN MTOPOIIOK AJI1 BHYTPEHHETO IPUMEHEHUs. JlaHHBIN JIeKapCTBEHHBIN Npenapar
oOmen3BecTeH Kak AHTUTpUNIuH. PapMaKkoJIOTHIECKOE ICUCTBUE — KapOTIOHIDKATOIIIEE,
aHaJpresupytoliee, npoTuBoasieprudeckoe. [lokazanus — MHPEKIMOHHO-BOCHIAIUTENbHBIE
3aboneBanus (OPBU, rpunm), conpoBoskaarouecs NOBHIIIEHHON TeMIIepaTypoi, 03HOO0M,
rOJIOBHOM 00J1b10, OOJISIMU B CyCTaBax M MBIIIIAX, 3JI0)KEHHOCTBIO HOCA U OOJISIMU B TopJie U
nasyxax Hoca.

2. B cootBerctBUE ¢ npukazom Munzapasa Poccun ot 26.10.2015 Ne 7511 uzmenenue u
CMEIIMBaHKHEe MOPOIIKOB OCYIIECTBIIAETCS IMyTeM J00aBIEHHs MTOCIEI0BaTEIbHO HHIPEJUEHTOB OT
MEHBIIMX KOJIUYECTB K OOJBIINM KOJIMYECTBAM B MPEABAPUTEIHHO 3aTEPTOM CTYIKE
uHM(pHepeHTHBIM B (hapMaKOJIOTHUECKOM OTHOIIEHUH BCIIOMOraTenbHbIM BerecTBoM i JIC ¢
coOiroieHreM MoTepb. [IepBbIM B CTYNKY 100aBIISIOT alleTUIICATUIMIIOBYIO KUCIIOTY, UM 3aTHPAIOT
HOpPBI CTYIIKY, TIOCJIE TIepeMelaloT Ha OyMakHy1o Karcyiny. Jlanee BemecTBa 100aBiIsIOT 11O
MPUHIINITY OT «MEHBIIET0 K O0bllieMy». B peBapuTebHO 3aTEPTYIO CTYNKY 100aBIsIOT PYTUH



0,2, xucmoTy ackopOorMHOBYIO 3,0, KUCIIOTY alleTHIICATAIIMIIOBYIO OCTABIIIEECs KOIMYeCTBO. B
OTJENIbHON CTYIKE 3aTUPAIOT MOPHI CTYNKHU KanblueM rimokonata 0,1 u nobasinstor aumenpon 0,02,
M3MeIb4aroT. [Ipy U3roTOBIIEHNY JIEKAPCTBEHHBIX MIPENapaToB, B TOM YHCIIE 10 PELENTaM U
TpeOOBaHUAM, a TAK)KE B BUJE BHYTPUAIITEYHON 3arOTOBKH, 3aII0JIHAETCS ACIOPT NHCbMEHHOTO
KOHTPOJIS, B KOTOPOM YKa3bIBalOTCS: a) JaTa U3rOTOBJICHUS JIEKapCTBEHHOT'O Ipenapara; 6) Homep
perenta uiy TpeOOBaHUs; B) HAMMEHOBAaHHE MEIMIIMHCKOM OpraHn3aluy, Ha3BaHUE OTIEICHUs (TIpH
HAJIMYMUK); HOMEP CEpHUH, KOJIMYECTBO B CEPUU - JJIs1 JIEKAPCTBEHHBIX NPENapaToB B BUJIE
BHYTPUANTEYHOM 3arOTOBKH; I') HAMMEHOBAHHUS B3SIThIX JIEKAPCTBEHHBIX CPEACTB U UX KOJIMYECTBA,
CTEIEHb B3AThIX TOMEONATUYECKUX Pa3BEACHUIN UM TOMEONATHYECKUX CYOCTaHIIMM, YUCIIO 103,
HOJIKCH JIUL, U3TOTOBUBILETO, pac(acoBaBIIEro U MPOBEPHUBILETO JIeKapcTBEHHYIO dopmy. TTTTK
3aIlOJIHAETCA Cpa3y MOCIIE U3rOTOBJICHUS JIEKaPCTBEHHOTO MPENapara, ¢ yKka3aHueM JIEKapCTBEHHBIX
CPEJICTB Ha JJATUHCKOM SI3BbIKE, B COOTBETCTBUU C I10CJIEI0BATEIILHOCTHIO TEXHOJIOTUUECKUX
onepauuil. [ITIIK xpassTcsa B Te4eHHE IBYX MECSLEB CO JHS U3TOTOBIICHUS JIEKAPCTBEHHBIX
npenapatoB. Bece pacueTsl U1 H3roTOBIEHUS JIEKAPCTBEHHOIO IIpenapaTa Npou3BOAITCS 10
M3TOTOBJICHMS JIEKAPCTBEHHOIO IIPENapaTa U 3alliChIBAIOTCS B ACIIOPTE IUCBMEHHOTO KOHTPOJIS.
W3roroBrieHHbBIE IEKapCTBEHHBIE MPEMapaThl, PeenThl U TPeOOBaHUS, IO KOTOPHIM U3TOTOBIICHBI
JIEKapCTBEHHBIE NPENapaThl, 3all0JHEHHBIE 1ACTIOPTA IMCbMEHHOTO KOHTPOJIS IEPEAAIOTCS Ha
IIPOBEPKY NMPOBU30PY, BHIIOIHAIOIIEMY KOHTPOJIbHbIE (YHKIIMH IIPU U3TOTOBJIEHUU U OTITYCKE
JIEKapCTBEHHBIX IpenapaToB. KOHTpob 3aKi04aeTcs B IPOBEPKE COOTBETCTBUS 3aIIUCEH B
[acropTe MUCbMEHHOTO KOHTPOJIS Ha3HAUYEHHSM B peLenTe Wik TpeOOBaHUH, TPABUIHHOCTH
IIPOU3BEIEHHBIX pacyeToB. Eciiu NpOBU30pOM-aHAIIMTUKOM IIPOBEJEH MOJIHBIA XUMUYECKUI
KOHTPOJIb KaueCTBA U3rOTOBJIEHHOI'O JIEKAPCTBEHHOIO Npenapara, TO Ha aclopTe MMCbMEHHOIO
KOHTPOJISI IPOCTABIISETCSI HOMEP XMMUYECKOI0 aHAJIM3a U MOAINNCH IPOBU30PA-aHATIUTHKA.
XpaHHUTCS B TEUEHHE 2X MECSILIEB.

3. IIpuxa3z Munszapasa Poccun ot 26.10.2015 r. N 7511 «O0 yTBep:KI€HUU MTPABUI U3TOTOBJICHUS U
OTITYCKa JIEKApCTBEHHBIX IIPENAapaToOB ISl MEJUIIMHCKOTO IPUMEHEHHS allTeYHbIMU OPraHU3aIUSIMH,
UH/IMBUYaJIbHBIMU TPEANPUHUMATENIIMHU, UMEIOIIUMU JIMLEH3HUIO Ha (hapMalleBTUYECKYIO
JeSATENIbHOCTBY. KOHTPOJIb KauecTBa U3rOTaBIMBAEMbIX U U3TOTOBJIEHHBIX JIEKAPCTBEHHBIX
IIPENnapaToB OCYUIECTBIIAETCS IOCPEACTBOM: IPUEMOYHOIO KOHTPOJISL, TUCbMEHHOT'O KOHTPOJIS,
OIIPOCHOTO KOHTPOJISI, OPraHOJIENTHYECKOTO KOHTPOJIS, (PU3NIECKOTO KOHTPOJISI, XUMUYECKOTO
KOHTPOJISI, KOHTPOJISI IIPU OTITYCKE JIEKAPCTBEHHBIX NpenaparoB. Bce H3roToBieHHbIE
JIEKapCTBEHHBIE MpPEenapaThl MOJIekKaT 00513aTEIIbBHOMY TUCbMEHHOMY, OPTraHOJIENITHYECKOMY
KOHTPOJIIO NpH OTITycKe. [IMCbMEHHBIN KOHTPOJIb: MI3roTOBIIEHHBIE IEKAPCTBEHHBIE IPENapaThl,
peuents! ¥ TpeOOBaHU, IO KOTOPHIM U3TOTOBJIEHBI JIEKAPCTBEHHBIE MTpenapaThl, 3al10JIHEHHbIE
[acropTa MUCbMEHHOTO KOHTPOJIS IEPEJAIOTCS Ha IPOBEPKY IPOBU30PY, BHINOIHAIOLIEMY
KOHTPOJIbHBIE (PYHKIIMH ITPH U3TOTOBJIEHUU U OTIIYCKE JIEKapCTBEHHbIX NpenapaToB. KoHTpoab
3aKJIF0YAETCS B IPOBEPKE COOTBETCTBUS 3aIIMCEH B MACIIOPTE NUCbMEHHOTO KOHTPOJISI HA3HAYEHUSAM
B pelenTe Wih TpeOOBaHUH, TPABUIBHOCTH MPOU3BEACHHBIX pacueToB. ONPOCHBII KOHTPOJIb!
OnpocHBIM KOHTPOJIb OCYIIECTBISETCS BEBIOOPOYHO U MPOBOAUTCS MOCIIE U3TOTOBICHHUS
(dapmaiieBTOM (IIPOBU30POM) He OoJIee MATH JieKapcTBEHHBIX (opM. [Ipu mpoBeneHnn onpocHoro
KOHTPOJISI IPOBU30POM, OCYILECTBIISIOLUIMM KOHTPOJIbHYIO (DYHKIIHIO, HA3bIBAETCS IIEPBOE BXOSIIEE
B COCTaB JIEKaPCTBEHHOTI'O IIperapara JeKapCTBEHHOE CPECTBO, a B JIGKAPCTBEHHBIX Mperaparax
CJIO’KHOT'O COCTaBa YKa3bIBACTCS TAK)KE €ro KOJIMUYECTBO, IOCIIE Yero papmMareBToM (IpoOBU30POM)
YKa3bIBAIOTCSl BCE MHBIE UCIIOJIb3YEMBIE JIEKAPCTBEHHBIE CPEACTBA U UX KOJIUYECTBA.
OpranosenTH4ecKUil KOHTPOJIb: OpraHoJeNTUYECKUN KOHTPOJIb SBISETCS 0053aTeIbHBIM BUIOM
KOHTPOJISI ¥ 3aKJIF0YAETCS B IIPOBEPKE JIEKAPCTBEHHOTO NIpeNnapaTa 1o BHEIIHEMY BUAY, 3anaxy,
OJIHOPOJAHOCTH CMELINBAHUS, OTCYTCTBUIO MEXaHNUECKHUX BKIFOUEHUH B )KUJKHUX JIEKAPCTBEHHBIX
dopmax. Ha Bkyc mpoBepstoTcs BBIOOPOYHO JIEKapCTBEHHBIE (POPMBI, NTPeIHA3HAYEHHBIE /TSl IETEH.
Ouznyeckuii KOHTPOJIb: OU3NYECKUI KOHTPOJIb 3aKII0YaeTCs B IPOBEpKe 00MIEi MacChl UIU
00BEMa JIEKAPCTBEHHOTO ITpernapara, KOJIMYECTBA U MacChl OTJENBHBIX /103 (HE MeHee TPEX J03),
BXOJISIIIMX B JIEKAPCTBEHHBIN IIpenapar. XUMHUYECKUI KOHTPOJIb: XUMHUYECKHI KOHTPOJIb
3aKJIF0YAETCs B OL[EHKE KaueCTBa M3TOTOBIICHUS JICKAPCTBEHHBIX MPENapaToB Mo MoKa3aTesnsam: *
KayeCTBEHHBIN aHaJIN3: MOAJIMHHOCTD JIEKAPCTBEHHBIX CPEJICTB; * KOJTMUECTBEHHBIN aHAU3:



KOJIMYECTBEHHOE ONPECIICHUE JIEKAPCTBEHHBIX CPeACTB. /I MpOBeIeHUs XMMHYECKOTO KOHTPOJIS
obopyayeTcs crenuanbHoe pabodee MECTO, OCHAIICHHOE HEOOXOMMBIM 000pYIOBaHUEM,
npubopaMy U peakTUBaMH, 00ecIIe4eHHOE JOKYMEHTaMH B 00JacTH KOHTPOJI KayecTBa U
CIpaBOYHOM auTeparypoi. KoHTpoub npu otnycke: KoHTpoIto Ipu OTITyCKe JI€KapCTBEHHBIX
IIPENapaToB MOABEPratOTCs BCE U3TOTOBJICHHBIE JIEKaPCTBEHHBIC NIPENapaThl, B paMKax KOTOPOIO
IPOBEPSETCS] COOTBETCTBUE: @) YIIAKOBKHU JIEKAPCTBEHHOTO Mpenapara GU3NKO-XUMHUECKUM
CBOWCTBaM, BXOJSIIUX B HETO JICKAPCTBEHHBIX CPEJCTB 0) yKa3aHHbBIX B PELENTe WK TPeOOBaHUU
7103 HAPKOTUYECKUX CPEJCTB, [ICUXOTPOIHBIX, CUIbHOAEHCTBYIOLINX BELIECTB BO3PACTY MALUEHTA;
B) PEKBU3UTOB pellerTa, TPeOOBaHUS CBEICHUSM, YKa3aHHBIM Ha YIIaKOBKE M3TOTOBJIEHHOIO
JIEKapCTBEHHOI'O IIperapara; I') MapKUpPOBKH JIEKAPCTBEHHOTO IIpenapara.

4. CornacHo npuka3zy Munzapasa Poccun ot 26.10.2015 Ne 7511 pe3ynbTaThl OpraHoJI€NTHYECKOTO,
(U3UIECKOr0 U XUMUYECKOTO KOHTPOJISI U3TOTOBJICHHBIX JIEKAPCTBEHHBIX MPETApaTOB
PETUCTPUPYIOTCA B )KypHaJle PErUCTPALlUU PE3YJIbTaTOB OPraHOJIENTHYECKOr0, (PU3NUECKOr0 U
XUMHUYECKOTI'0 KOHTPOJISI JIEKAPCTBEHHBIX IIPENapaToB, N3rOTOBIEHHBIX 110 peLenTam, TpeOOBaHUAM U
B BUJIC BHYTPUANITEYHON 3arOTOBKH, KOHLIEHTPUPOBAHHBIX PACTBOPOB, TPUTYpALUi, CIIUPTa
3TUIIOBOTO U (haCOBKH JIEKAPCTBEHHBIX cpeAcTB. JKypHai JoKeH ObITh MPOHYMEPOBaH,
IPOIIHYPOBAH U CKPEIUIEH MOANUCHI0 PYKOBOAUTEINS allTEYHON OpraHu3aluy (MHIMBU1YaIbHOTO
IpeIIpUHUMATENS) U NIe4aThio (IPU HAJIM4YMU 1edaTu). B taHHOM *KypHase yKa3bIBaloTCs
CJIEYIOINE CBEICHMS:

a) JlaTa OCYILLECTBJICHUS KOHTPOJIS U HOMED IO MOPSIKY;

6) HOMep peLenTa, TpeOOBaHUs, HAMMEHOBaHUE MEIMIIMHCKON OpraHu3alvy, BeIAaBIei ux (mpu
HaJIUYHH);

B) HOMEp CEpHUH JICKAPCTBEHHOI'O CPE/ICTBA IPOMBIIIIEHHOTO IPOU3BOJICTBA;

') COCTaB JIEKAPCTBEHHOI'O CPEJICTBA: ONPEAEIIAEMOE BELLIECTBO WU HOH (YKa3bIBa€TCs IPU
(GU3NUECKOM UM XMMHYECKOM KOHTPOJIE JIEKAPCTBEHHBIX (POPM, U3TOTOBJICHHBIX IO PELENTaM);

1) pe3ybTaThl PU3NYECKOTO, OPTaHOJICITHIECKOT0, KaYeCTBEHHOTO KOHTPOJIS (KaXK bl 1O TIKAJIe:
HOJIOKHUTEBHBIN UM OTPULATENbHBIN), XUMHUUECKOT0 KOHTPOJIS (KaYECTBEHHOE U KOJIMYECTBEHHOE
onpexaenenue); ¢) ©.1.0. nuia, n3roToBUBIIETO, pac(acoBaBIIEro JEKapCTBEHHBIN Mpenapar;

) MOJIKUCH JIMLIA, IPOBEPUBILET0 U3rOTOBJIEHHBIN JIEKAPCTBEHHBIN Ipenapar;

3) 3aKJIFOUYEHHUE 0 Pe3yIbTaTaM MHUCbMEHHOTO KOHTPOJIS: YIOBJIETBOPUTEIBHO WU
HEYJO0BJIETBOPUTENIbHO. JKypHal perucTpauu pe3yabTaToB OpraHoJeNTHUYECKOro, (PU3NYECKOT0 U
XUMHYECKOT0 KOHTPOJISI JIEKaPCTBEHHBIX MTPENapaToB, M3rOTOBJIEHHBIX 110 pelenTam, TpeOOBaHUSAM U
B BUJIE BHYTPHANITEYHON 3arOTOBKH, KOHLEHTPUPOBAHHBIX PACTBOPOB, TPUTYpaLlUi, CIIUpPTa
STUIJIOBOTO U (PACOBKH JIEKAPCTBEHHBIX CPEACTB JOJIKEH OBITh IPOHYMEPOBAH, MPOIIHYPOBAH U
CKpPETIJICH MOJIMUChIO PYKOBOJIUTENS allTeYHOM opraHn3auuy (MHAUBUIYAIbHOTO MPpeIpUHUMATES)
Y TIeYaThio (IpY HAJIMYUH T1eYaTH).

5. Ilpukas Munsapasa Poccun ot 26.10.2015 r. Ne 7511 «O0 yTBEepKI€HUH MPABUI U3TOTOBICHUS U
OTITYCKa JIEKQpCTBEHHBIX MIPENapaToB sl MEJUIIMHCKOTO IPUMEHEHHS allTeYHbIMU OpraHU3aIUsIMH,
WH/IMBUYaJIbHBIMU TIPEANPUHUMATENIIMHU, UMEIOIIUMU JIMIEH3HUIO Ha (hapMaIleBTUYECKYIO
nesTeNbHOCThY: Kaxkaast 103a mopoliika 3aBOpaunBaeTcs B KaIcylly, KarncyJsbl IOMEIAIoTCs B
OyMakHBIN akeT. Y TaKOBKa N3TOTOBJIEHHBIX JIEKAPCTBEHHBIX NMPENapaToB OCYIIECTBISETCS B
3aBUCUMOCTH OT ()OpMBI U criocoba MpUMEHEHMsI JIEKapCTBEHHOT 0 IIpenaparta. B mpoliecce yrakoBku
U3TOTOBJICHHBIX JIEKAPCTBEHHBIX MPENapaToB OCYLIECTBISETCS MPOBEpKa OOIIEro BUAa yIaKOBKH,
IIPABWJIBHOCTH UCIIOJI30BAHUS YIIAKOBOYHBIX MaTepUaJIOB, MApKUPOBKH yaKOBKU. MapKkupoBKa:

1. Bece nexapcTBeHHbIe NTpenapaThl, U3TOTOBJICHHbBIE U pachacOBaHHbIE B alITEYHOW OpraHU3aluu
WIN MHIUBUAYATbHBIM MPEANPHHUMATENEM, UMEIOIINM JIMIEH3UI0 Ha (hapMaIleBTUYECKYIO
JeSITeNIbHOCTD, 0(OPMIISIFOTCSI COOTBETCTBYIOIIUMU 3TUKETKAMHU.

2. DtukeTka Juist opopMIICHHS JIEKapCTBEHHBIX IIPENapaToB B 3aBUCUMOCTH OT crloco0a ux
npuMeHeHus. JtukeTka 1 nandoro JIIT — kak quis JIIT ayist BHyTpeHHEro npuMeHeHus — ¢
HaaAnuchlo: «BHyTpeHHEe».

3. DTukeTka uMeeT Ha 0esioM (oHE CeyIoIIe CUTHAIbHBIE 1IBETa B BUJIE TOJIS: TaK KaK JUIs
BHYTPEHHETO IPUMEHEHUS — 3€JICHBIN 1[BET.



4. Ha Bcex aTukKeTKax 1isi 0OpMIICHHUST M3TOTOBJICHHBIX JIGKAPCTBEHHBIX MPETIapaTOB OJKHBI OBITh
OTIIeYaTaHbl MPEAYNPEAUTEIbHbBIE HAAMNUCH, COOTBETCTBYIOIINE KaXKIOH JIEKApCTBEHHO! (hopme, HO
JUTSL JAHHOT'O TTOPOIIKA HE TPEAYCMOTPEHBI.

5. DTHKeTKa 0053aTeNbHO JTOJHKHA COJECPKATh NPEAYIPEAUTEIbHYIO HAIUCh: «XpaHHUTD B
HEJIOCTYITHOM JUIS JICTeH MECTe.

8. Pa3mep 3TuUKETKH OIpeesnsieTcss B COOTBETCTBUU C pa3MepaMHu MOCYAbI U IPYTrOi YIIaKOBKH, B
KOTOPOH OTITYCKAIOTCSI U3TOTOBJICHHBIC JIEKAPCTBEHHBIC TIPEIapaThl.

9. JlekapcTBeHHBIE TIpenapaThl B 3aBUCHMOCTH OT JIEKAPCTBEHHOM (DOPMBI M HA3HAYCHHS CIIETYET
0(OpPMIISATh COOTBETCTBYIOIIMMH BHIaMH STHKETOK: JaHHYIO — «[Topomkmy.

10. Ha stukerkax /it opopMIIeHHUs JIEKAPCTBEHHBIX MPENapaToB, H3TOTOBICHHBIX JIJIsl HACEJICHUS,
JIOJDKHO OBITh YKa3aHO: a) HaMMEHOBaHUe anTeuHon opranuzanuu, ©.1.0. nHAUBHyaTbHOTO
peANPUHIMATEINS, IMEIOLIETO JTUIICH3UIO Ha (papMalleBTUYECKYIO IeATEIbHOCTD; 0)
MECTOHAXO0KICHUE allTEYHON OPraHU3alluH UK MECTO (papMaIleBTUICCKOMN JIEATEIILHOCTH
MHAMBUYaJIbHOTO MPEAIPUHUMATEINS; B) HOMEp peLenTa (mpucBauBaercs B anreke); 1) ©.J1.0.
NAIMEHTA; /1) HAMMCHOBAHKE WJIM COCTAB JICKAPCTBEHHOTO TIpenapaTra; €) Crocod mpuMeHEHHS
JIEKapCTBEHHOTO Iperapara (BHyTpeHHee, Hapy»KHOE, JUIsl UHBEKIIHA), BU]T JIEKAPCTBEHHON (hOPMBI
(rmasHbple KA, Masb | T.J.); JK) TOJApOoOHOE OMHMCaHUE CrIoco0a MPUMEHEHUS; 3) JaTa U3rOTOBJICHHUS
JIEKapCTBEHHOTO Tperapara; u) CpOK TOJAHOCTH JIeKapcTBeHHOro npenapara («['ofeH 10 »); K)
IICHA JICKAPCTBEHHOTO MPEeTapara; Ji) MpeloCTePeIKeHHE «XPAHUTh B HEOCTYITHOM JUIS JeTeH
MecTe.

12. TekcT 3TUKETKH JOJHKEH OBITh HareyaTaH TUIOrpadCKUM ciocoOOM Ha pyccKoM si3bike. CocTaB
JIEKapCTBEHHOTO Mperapara MUIIEeTCs OT PYKU MIIM HAHOCHTCS ITamrioM. HaumeHoBaHust
JICKapCTBEHHBIX MPENapaToB, YaCTO BCTPEUAIOIIMXCS B PEICTITYPE, TAKUX KaK AHTUTPHIIINH, UITH
U3TOTOBIISIEMBIX B BUJIE BHYTPHAIITEYHOM 3arOTOBKH, MOTYT OBITh HalleYaTaHbl TUMIOTPA()CKUM
CIocoooM.

3ananue 83. CuTyallMoHHas 3a7a4a

B allITCKYy NOCTYITUIIO Tpe60BaHI/Ie Ha U3TOTOBJICHHUEC U30TOHUYCCKOI'O PACTBOPA HATPUAXJIOPHUOA:
Rp: Sol. Natrii chloride isotonica 1000 ml

Sterilisetur!

D.S. pro injectionibus.

6. KakoBbl moOKazaHusi K TPUMEHEHHUIO JIaHHOTO JIEKAPCTBEHHOro Tpemapara?
JlaiiTexapakTepuCcTUKY JeKapCTBEHHOM (opme.

KakoBbl 0cOOEHHOCTH U3TOTOBJIEHUSI CTEPHIIBHBIX PACTBOPOB?

Onpenenure 1ienecooOpa3Hble BUIbl BHYTPUANTEYHOTO KOHTPOJIs. B uéM oHu 3akimrouaroTcs?
Kakum 06pazom opopMIISIIOTCS pe3yIbTaThl 0053aTeIbHOTO0 KOHTPOJIS?

0. Kakum o0pa3om ymakoBbIBaeTcst M 0popMIIsieTcs JaHHBIN JIeKapCTBEHHBIN npenapat?

B2 oo~

Ilpasunvuviti omeem:

1. Beimucana xuakas JiekapcTBeHHas: popMa /i1l BHYTPUBEHHOTO IPUMEHEHUS] — UCTUHHBIN
pacTBOp, TpeOyrolas aCeNTUYECKOr0 YCIOBUS N3rOTOBIEHHs. PacTBOp U1 MHBEKLUI MpeACTaBIsIeT
co00i PO3paYHyIo KUIKOCTH COlIOHOBaToro Bkyca, pH 5,0 — 7,0.

dapmMakoJI0ruuecKkoe AeHCTBUE — TUAPATUPYIOLIee, 1e3UHTOKCUKAIMOHHOE, TUIa3M03aMeIIatoliee,
Hopmanu3ymomee KIIC. [Ipumenenue: Gombime noTepu BHEKJICTOYHOM KUAKOCTH (B TOM YHUCIIE
TOKCHYecKasi IUCIIENCHs, X0Jiepa, Auapesi, HeYKpoTUMas pBOTa, OOLIHPHBIE 0KOTH C CUIIbHON
9KCCyanueit), TMIIOXJI0pEeMUs U TUIIOHATPUEMHUS C 00€3BOKMBAHUEM, KHILIEUHAS HEITPOXOAUMOCTD,
B KQ4eCTBE JI3MHTOKCUKALIMOHHOTO CPEJCTBA; IPOMBIBAHUE PaH, IJ1a3, IOJIOCTU HOCA, [UIs
pacTBOPEHMS U pa3BEICHUS Pa3INYHbIX JIEKAPCTBEHHBIX BEILIECTB U YBIA)KHEHHUS [IEPEBI30UHOTO
MmaTepuana. JlekapcTBeHHas popma — CTEpUIIbHBIN pacTBOP AJI MHBEKIUH.

2. Ilpuka3 Munsapasa Poccun ot 26.10.2015 1. Ne 7511 «O0 yTBep:KI€HUH MTPaBUII U3TOTOBJICHUS U
OTITYCKa JIEKApPCTBEHHBIX MPENapaToB sl MEJUIIMHCKOTO IPUMEHEHHS allTeYHbIMU OpraHU3aIUSIMH,



VH/MBUYaJIbHBIMU TPEANPUHUMATENIMHU, UMEIOIIMMU JIMLEH3HUIO Ha (apMalieBTUUECKYIO
NesITebHOCTHY. VI3roToBIEeHHBIE MHBEKIIMOHHBIE U MH(Y3UOHHBIE PACTBOPHI JOJKHBI OBITH
CBOOOJHBIMHU OT BUIUMBIX MEXAaHUYECKUX BKIIOUEHHH, CTEPHIbHBIMU, CTAOUIbHBIMU, BBIICPKHUBATh
UCTIBITAHNE HAa TUPOTEHHOCTH. JlONOTHUTEIBHBIMHA TPEOOBAHUSMHE IS M3TOTOBJICHHBIX
UH(Y3MOHHBIX PACTBOPOB SIBJISIFOTCA UX U30TOHUYHOCTh, U30IMIPUYHOCTD, HU30MOHUYHOCTD,
U30BSA3KOCTh. IHbEeKIIMOHHBIE U HH(Y3HOHHBIE PACTBOPHI M3TOTABIMBAIOTCS B aCEMTUYECKIX
YCIOBHAX MacCO-00BEMHBIM METOJIOM Ha BOJIE AJIs MHBEKLUH. 3anpemaercs 0JHOBPEMEHHOE
U3TOTOBJICHHE HAa OJIHOM paboueM MeCTe HECKOJIbKUX MHBEKIIMOHHBIX U HH(PY3UOHHBIX PACTBOPOB,
COJIepKALMX JIEKAPCTBEHHBIE CPECTBA C Pa3IMYHBIMU HAUMEHOBAHUSMH WM JIEKapCTBEHHbIE
CpeACTBa OJJHOT'O HAMMEHOBAHUS B PAa3HBIX KOHLIEHTpAIMIX. IHBEKIIMOHHBIE U HH(PY3UOHHbIE
pacTBOPH! (PUIBTPYIOTCS C UCIIOIb30BAHUEM PA3PELICHHBIX K IPUMEHEHUIO (QHIIBTPOBAJIbHBIX
MaTepuaioB U ycTaHOBOK. DUIbTpoBaHUE pacTBOpa COYETAETCS C OJJHOBPEMEHHBIM PO3JIMBOM €I0 B
HIOJrOTOBJIEHHBIE CTEPHIIbHBIE ()JIAKOHBI, KOTOPBIE YKYIIOPUBAIOTCS CTEPHIIBHBIMU IIPOOKaMHU.
WuTepBan BpeMeHU OT Hayaljla M3rOTOBJICHUSI MHbEKLIIMOHHOTO U HH(Y3MOHHOTO pacTBOpa J10
CTEpHJIN3ALUH HE JI0JKEH MPEBbILATh 3 4acoB. IHbeKIIMOHHBIE U MH(Y3UOHHBIE PACTBOPHI
CTEPHIIN3YIOTCS B COOTBETCTBUU C TPEOOBAHUSMH K PEKUMaM CTEPUIIM3AINY, YKa3aHHBIMU B
tabnuue Ne 1 mpunoxenus Ne 15 k npuka3zy Munznpasa Poccuu ot 26.10.2015 . Ne 7511. He
JIOITYCKAIOTCS CTEPUITU3ALINS PACTBOPOB 00bEMOM Oostee | TUTpa U IOBTOPHAS CTEPUITU3ALIUS
MHBEKLHMOHHBIX ¥ HH(Y3MOHHBIX pacTBOpoOB. [Iponece crepminzanuu 10/KeH o0ecreunBaTh

3P PEKTUBHOCTH CTEPUIIM3ALINN Bcero 00beMa 3arpy3ku. KonTposs napameTpoB u 3ppekTuBHOCTH
TEPMUYECKHUX METOJIOB CTEPUIIM3ALMN OCYLECTBISAETCS C TIOMOLIbIO KOHTPOJIbHO-U3MEPUTEIbHBIX
npuOOpPOB, XUMUYECKUX U OMOJIOTMYECKUX TECTOB. PEXXMMBI CTEpUIIM3ALIMHI UCXOIHBIX
JIEKapCTBEHHBIX CPEACTB, U3TOTOBJIEHHBIX MHBEKIIMOHHBIX U UH(PY3UOHHBIX PAaCTBOPOB, a TAKXKe
BCIIOMOTaTeJIbHbIX MaTEPUAIOB U NOCY/bl PETUCTPUPYIOTCS B KYpPHAJIE PETUCTPALIMU PEXUMA
CTEpHJIN3ALUHN UCXOHBIX JIEKAPCTBEHHBIX CPEJICTB, H3TOTOBJICHHBIX JIEKAPCTBEHHBIX MpPENapaTos,
BCIIOMOTaTeJIbHBIX MaTepUaoB, IOCY/bl U IPOUUX MAaTepHalloB. B jxypHase perucrpanuu pexuma
CTEpHIIN3ALUHN UCXOIHBIX JIEKAPCTBEHHBIX CPEJICTB, U3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB,
BCIIOMOTaTeJIbHbIX MaTEPUaoOB, IOCY/Abl U IPOUYNX MATEPUAIIOB YKA3bIBAIOTCS CIAEAYIOLINE
CBEJICHUS: a) /1aTa U NOPSAKOBbIM HOMEp NMPOBEJCHUS CTEpUIIN3aLuK; 0) HOMEp pelenTa Uiu
TpeOOBaHUs; B) HAUMEHOBAHUE MaTepHalla, MOJUIEKAIIET0 CTEPUIIN3aLMK; I') KOJTUYECTBO UCXOIHbBIX
JIEKapCTBEHHBIX CPENICTB, U3TOTOBJICHHBIX JIEKAPCTBEHHBIX MTPENAPATOB, BCIIOMOTaTEIbHBIX
MaTepuasoB, HOCYAbl U MPOUYNX MAaTEPUAIIOB; 1) YCIOBUS CTEPUIIM3AIMY (TEMIIepaTypa, BpeMs); €)
TEPMOTECT; K) MOAINUCH JIUIA, TIPOBOJUBILErO CTEPUIN3ALMIO MaTepuainoB. JKypHall perucTpauun
peXrMa CTEPUIIU3ALUN UCXOAHBIX JIEKAPCTBEHHBIX CPEJICTB, M3TOTOBJICHHBIX JIE€KapPCTBEHHBIX
IpenapaToB, BCIOMOTraTeIbHbIX MAaTEPUAIIOB, ITOCY bl U IPOUNX MAaTEPUAIIOB JIOJIKEH OBbITh
IIPOHYMEPOBaH, MPOLIHYPOBAH U CKPEIUIEH MOJAMUCHI0 PYKOBOAUTENS allT€YHONW OpraHu3alun
(MHIMBHTyaIbHOTO MPEANIPUHUMATENS) U TIeuaThio (Ipy Hanuuuu neyatu). OLeHKa KauecTBa
MHBEKIMOHHBIX U MHPY3MOHHBIX PACTBOPOB JI0 CTEPUIIN3ALIUU IIPOBOJINUTCS IO BHELTHEMY BUTY,
OTCYTCTBHIO MEXaHUYECKUX BKJIFOUEHUH, 3HaU€HNIO pH, NOAIMHHOCTU U KOJIMYECTBEHHOMY
COJIEP’KaHUIO JIEKAPCTBEHHBIX CPENICTB, COAEPKAHUIO U30TOHUPYIOLIUX U CTAOUIN3UPYIOLINX
BeecTB. OlLeHKa KauecTBa HUHBEKIIMOHHBIX U MH(PY3MOHHBIX paCTBOPOB MOCIIE CTEPUIIN3ALIUU
IPOBOAMTCS 10 BHEIIHEMY BH]Y, OTCYTCTBUIO MEXaHUUYECKUX BKIOYEHHN, IPOBEPKE HOMUHAIBHOIO
0o0BbeMa Ipu po3JMBe BO (pi1akoHbI, 3HaYeHUI0 pH, 10omycTHMbIe MOTPEIIHOCTH IPU U3MEPEHUH
KOTOpO# npuBeneHs! B Tabnuie Ne 9 npunoxenus Ne 3 k HactosiuM [IpaBuiiam, MoAIMHHOCTH U
KOJIMYECTBEHHOMY COZEPKAHUIO JIEKAPCTBEHHBIX CPEACTB, OTKIOHEHUIO OT HOMUHAJIBHOTO 00beMa,
(UKCUPOBAHHOCTH YKYIOPKH, CTEPUIBHOCTH, TUPOTEHHOCTH WIIM COJIEPKAHUIO OAKTepHAIIbHBIX
SHAO0TOKCUHOB. [Ipr HECOOTBETCTBUHU OJTHOMY M3 NEPEUNCIEHHBIX TPEOOBaHHUM paCTBOPHI ABISAIOTCA
HEe100pOKaYeCTBEHHBIMHU.

3. Ilpuxa3 Munszapasa Poccun ot 26.10.2015 r. Ne 7511 «O0 yTBepkA€HUH MPaBUI U3TOTOBJICHUS U
OTIIYCKa JIEKApCTBEHHBIX IIPENAPATOB ISl MEAUIIMHCKOTO IPUMEHEHHS alITEYHBIMU OPraHU3aLUSAMM,
VHAMBUAYaJIbHBIMU NPEANPUHUMATENIMU, UMEIOIIMMHU JIUIEH3UI0 Ha (JapMalleBTUYECKYIO
JEATENBHOCTBY. KOHTPOIIb KauecTBa U3roTaBIMBAEMbIX U U3TOTOBJIEHHBIX JIEKAPCTBEHHBIX
IIPEnapaToB OCYUIECTBIIAETCS MOCPEACTBOM: TPUEMOYHOIO KOHTPOJISI; MUCbMEHHOTO KOHTPOJIS;



OTPOCHOTO KOHTPOJISI; OPraHOJENTHYECKOT0 KOHTPOJIS; (PU3NUECKOT0 KOHTPOJIST; XUMHUYECKOTO
KOHTPOJISI; KOHTPOJIS IPU OTIIYCKE JIEKAPCTBEHHBIX IpenapaTroB. Bce U3roToBieHHbIE
JIEeKapCTBEHHBIE MpenapaThl MOAJIeKAT 00513aTEIbHOMY TMCbMEHHOMY, OPTaHOJICTITUYECKOMY
KOHTPOJIIO IpH OTITycKe. PacTBOp [U1sl HHbEKLIMK KOHTPOJIMPYETCS HA MEXaHUYECKUE BKIFOUECHHUS.
[TuceMeHHBINH KOHTPOJIb. VI3roTOBICHHBIE JIEKAPCTBEHHBIE MTPEMapaThl, pelenThl U TpeOoBaHuUs, MO
KOTOPBIM M3TOTOBJIEHBI JIEKAPCTBEHHBIE ITPENAapaThl, 3aII0JIHEHHBIE [1aCIIOPTa TUCbMEHHOIO
KOHTPOJISI [IepelatoTCs Ha POBEPKY MIPOBU30PY, BHIOIHSIOIEMY KOHTPOJIbHbIE (GYHKIIUH ITPU
M3TOTOBJIEHUM U OTITYCKE JIEKAPCTBEHHBIX IpenaparoB. KoHTpoub 3aKiItodaeTcs B IpOBEpKe
COOTBETCTBHUS 3aIlMCEll B MAcIOPTe MUCbMEHHOTO KOHTPOJIS HA3HAYCHUSIM B PELIeTITe WU
TpeOOBaHUU, IPABUIBLHOCTH MPOU3BEIEHHBIX pacueToB. [Ipu N3roToBIeHUN J€KaPCTBEHHBIX
IpenapaToB /Uil UHEKUUN U MH(Y3Uii Bce CTaluU U3TOTOBJICHHS PETUCTPUPYIOTCS B )KypHaJe
perucTpanuu pe3yJbTaToB KOHTPOJIS OTJAENbHBIX CTaANM NU3rOTOBIEHUS JIEKAPCTBEHHBIX IIPENapaToB
JUIS. MHBEKIMA 1 UHQY3Hi.

B xypHane peructpanuu pe3yabTaToB KOHTPOJIS OTAENIBbHBIX CTaJANN N3TOTOBJIEHUS pAaCTBOPOB [
UHDBEKIUN 1 UH(Y3UH yKa3bIBAIOTCS CIIEAYIOIINE CBEACHMUS:

a) JlaTa U MOPSIKOBBII HOMED MIPOBEIEHUS KOHTPOJIS;

0) HOMep pelenTa Wik TpeOOBaHMS;

B) HAMEHOBAHUE U B3ATOE KOJUYECTBO UCXOIHBIX CPEJICTB (B TOM UHCIIE BOJBI);

I') HAMMEHOBaHKE U 00BEM M3TOTOBIIEHHOTO PAaCTBOPA;

1) IOANMKCH JIMIIA, U3TOTOBUBILIETO PacTBOP;

e) punpTpoBaHue u dacoBka (po3nuB) (Yka3bpiBaeTcs 00bEM B MIUITHIIUTPAX U KOJIUYECTBO OYTHUIOK
(rakoHOB); ) MOAMKCH JTUIIA, pacPhacoOBABIIETO PACTBOD;

3) MOJIKUCH JIULIA, TPOBOJIMBIIETO MEPBUYHBIA KOHTPOJIb PACTBOPA HA MEXAaHUYECKUE BKITFOUCHUS; 1)
cTepuiamn3anus (yKa3blBaeTcsl TEMIIEPATypa, BpEMS «OT» U «10», TEPMOTECT, OAINUCH JIMLIA,
MPOBOAMBILIETO CTEPUITU3ALIMIO PACTBOPA HA MEXaHHUECKHUE BKIIFOUCHUS );

K) HOJIKUCH JINLA, IPOBOJMBIIETO BTOPUYHBIN KOHTPOJIb PACTBOPA HA MEXAHUYECKUE BKIIOUECHMUS;
J) HOMepa aHaJIM30B JI0 U TocTe cTepriin3aiuy (YKa3plBaroTCs uepes3 ApoOb);

M) KOJIMYECTBO €MKOCTEN FOTOBOM MPOTYKIIMH, IOCTYIUBIIEH JJIs1 OTITyCKa;

H) MOATMHKCH JIUIIA, JOMYCTHBIIETO U3TOTOBICHHBIE JIGKAPCTBEHHBIE MTPerapaThl K OTIIYCKY (IOIYCK
M3TOTOBJICHHBIX PACTBOPOB Il MHBEKINH 1 MHPY3UH K OTITYCKY OCYIIECTBIISIET OTBETCTBEHHOE
JIMI10, HA3HAYEHHOE PYKOBOAMTENIEM alTeYHON OpraHu3alyy, Ui UHIUBHUyalbHbIH
peapUHUMATENb, UMEIOIIUH JIMLIEH3UIO Ha (DapMalleBTUUECKYIO AESITEbHOCTD).

XKypHan peructpaiiuu pe3yabTaToB KOHTPOJIS OTJEIbHBIX CTaAUN U3rOTOBJICHUS PACTBOPOB IS
UHBEKIUH 1 UH]Y3Ul JOKEH ObITh IPOHYMEPOBaH, MPOLUTHYPOBAH U CKPEIIEH MOIIUCHIO
PYKOBOJUTENS allTeYHOM opraHu3anuu (MHAUBHUYaIbHOTO NMPEANPUHUMATENS) U TleYaTbio (Ipu
HaJUYHH TIeYaTH).

OnpocHbIif KOHTPOJIb. ONMPOCHBIN KOHTPOJIb OCYIIECTBISAETCS BHIOOPOUHO U MPOBOJUTCS TOCIIE
W3TOTOBJICHHS (hapMaIieBTOM (MpOBU30pOM) He Oosiee msTH JiekapcTBeHHBIX (hopm. [Ipu mpoBeaeHnmn
OINIPOCHOTO KOHTPOJISI IPOBU30POM, OCYIIECTBIISIOIIUM KOHTPOJIbHYIO (DYHKIIMIO, HA3bIBAECTCS
IepBOE BXOJAIIEE B COCTAB JIEKAPCTBEHHOIO MpenapaTa JEKapCTBEHHOE CPEJCTBO, a B
JIEKapCTBEHHBIX NIpenapaTax CI0XKHOTO COCTaBa YKa3bIBAETCS TAKXKE €r0 KOJIUYECTBO, I10CIIE YETO
dapmareBTOM (IPOBU30POM) YKA3BIBAKOTCSI BCE MHBIE UCIOJIb3yeMbI€ JIEKapCTBEHHBIE CPEJICTBA U UX
KOJINYECTBA.

Oprasonentiuueckuit KOHTPoJib. OpraHoNeNTUYECKH KOHTPOJIb SABIsAETCS 0053aTeNbHBIM BUIOM
KOHTPOJISI ¥ 3aKJIF0UAETCs B IPOBEPKE JIEKAPCTBEHHOTO MpenapaTa 1o BHEIIHEMY BUAY, 3amaxy,
OJIHOPOAHOCTH CMEIINBAHUS, OTCYTCTBUIO MEXaHMYECKHUX BKIIIOUEHUH B JKUJKHX JIEKAPCTBEHHBIX
dopmax. Ha Bkyc npoBepsitoTcsi BBIOOPOUHO JIeKapCTBEHHbIE ()OPMBI, ITpeIHa3HAYEHHBbIE JJIs AETEH.
dusnueckuii KOHTPoIb. PU3NYECKH KOHTPOJIb 3aKIII0YAEeTCs B IPOBEPKE OOIIEH MacChl WK
00BEMa JIEKapCTBEHHOTO MpenapaTa, KOJIM4ecTBa U Macchl OTJENbHBIX /103 (HE MEHee TPEX J103),
BXOJSILMX B JIEKAPCTBEHHBIN IIpenapar. XUMUUECKUI KOHTPOJIb. XUMUYECKUNW KOHTPOJIb
3aKJIF0YAETCs B OLIEHKE KaueCTBa U3rOTOBJICHUS JIEKAPCTBEHHBIX MIPEMapaToB M0 MOKa3aTeIsIM:
KaueCTBEHHBIN aHaJIN3: MOAJMHHOCTD JIEKAPCTBEHHBIX CPE/ICTB; KOJIMUYECTBEHHBIN aHAIN3!
KOJIMYECTBEHHOE OTpeieNieHUE JIEKApCTBEHHBIX CpeAcTB. [l MpoBeIeHus XMMUYECKOTO KOHTPOJIS



obopyayeTcs cnenuaibHoe pabouee MeCcTo, OCHAIEHHOE HEOOXOIMMBIM 000PYyI0BaHUEM,
npubopaMu U peakTUBaMH, 00ECIICUCHHOE TOKYMEHTAMH B 00JIACTH KOHTPOJISl Ka4ecTBa U
crpaBo4yHOU nuTeparypoil. KoHTponb Ha MexaHuveckue BKiIoueHus. J[o u rmocie crepuin3anuu
CTEpPHJIBHBIX PACTBOPOB BBIMIOTHACTCSA UX KOHTPOJIb Ha MEXaHHMUYECKUE BKIIOYCHUS. MeXaHUYeCKIMHU
BKJIFOUEHUSIMU SIBJISIIOTCS] IOCTOPOHHKE MO/IBHKHBIE HEPACTBOPUMBIE BELIECTBA, KPOME MTY3bIPHKOB
rasa, CJIy4aifHO IPUCYTCTBYIOIIME B PACTBOPAX JEKAPCTBEHHBIX NpenapaToB. OTHOBPEMEHHO
JIOJIKHBI IPOBEPSITHCS 00bEM PACTBOPOB B EMKOCTSIX M KaUeCTBO UX YKYHNOpKH. B mporuecce
U3TOTOBIICHHS CTEPUIIbHBIE PACTBOPHI JOJDKHBI TIOJBEPraThCsl IEPBUYHOMY M BTOPUIHOMY
KOHTPOJIIO Ha MEXaHUUYECKHEe BKIIIOUeHUs. [lepBUYHBINA KOHTPOJIb OCYIIIECTBIIAETCS OCTIE
¢mbTpoBaHus U (PaCOBKM U3TOTOBICHHOTO pacTBopa. [Ipu 0OHapyKEeHUN MEXaHHYECKUX
BKJIFOUEHUH pacTBOP MOBTOPHO (UIBTPYETCS, BHOBb IPOCMATPUBACTCS, YKYIIOPUBAETCH,
MapKHUPYETCs U CTEPHIIN3YeTCs. PacTBOPBI, M3rOTOBICHHBIE ACENTHYECKH, TPOCMATPUBAIOTCS OJIUH
pa3 mocie (pacoBKH WK CTEPUIIH3YIONIEro GuiabTpoBaHus. [lepBuyHOMY 1 BTOPHUYHOMY KOHTPOJIIO
nojnexar 100% emkocreli ¢ pactBopaMu. KOHTpoJIb pacTBOPOB HA OTCYTCTBHE MEXAaHUUECKUX
BKJIFOUEHU I OCYILIECTBIISIETCS IPOBU30POM - TEXHOJIOIOM C COOJIFOJIEHUEM YCIOBHM U TEXHUKH
KOHTpOJIs. i1 mpocMOTpa €MKOCTEH JOIKHO OBITh CIIEIMaIbHO 000pYyA0BaHHOE pabodyee MecTo,
3alIUIICHHOE OT MOMAaJaHus MPSAMbIX COTHEYHBIX Jy4eil, TOMyCKaeTcsl MpUMEHEHUE YEPHOOEI0ro
HKpaHa U CHeluaIbHbIX YCTPOUCTB. B 3aBUCHMOCTH OT 00BEMa EMKOCTH MTPOCMATPUBAIOTCS
OJIHOBPEMEHHO OT OJIHOM 710 nATH WTYK. KoHTpons mpu otmycke. KoHTpoto npu oTmycke
JIEKapCTBEHHBIX IPEnapaToB MOBEPraOTCs BCE H3TOTOBJICHHBIC JICKAPCTBEHHBIC TIPENapaThl, B
paMKax KOTOpOro MpoBepsieTcss COOTBETCTBUE:

a) YIaKOBKH JIEKAPCTBEHHOTO Ipernapara GU3NKO-XUMHYECKIM CBOMCTBAM, BXOJISIINX B HErO
JICKapCTBEHHBIX CPEJICTB;

0) yKa3aHHBIX B pelenTe WiIu TpeOOBaHUHU 103 HAPKOTHYECKHX CPE/ICTB, IICUXOTPOIHBIX,
CUWJIBHOJICHCTBYIOILIUX BEIIECTB BO3PACTY MALUCHTA;

B) PEKBU3UTOB pEIIETITa, TPEOOBAHUS CBEICHHSIM, YKa3aHHBIM Ha YIIAKOBKE M3TOTOBJICHHOTO
JIEKapCTBEHHOT'O IIperapara;

4. Pe3ynbTaThl OPraHoJIeNTHIECKOTO, (PU3UYECKOTO M XUMHYECKOTO KOHTPOJISI U3TOTOBIICHHBIX
JICKapPCTBEHHBIX MPENapaToOB PETUCTPUPYIOTCS B JKypHAJIE pErucTpalii pe3yibTaToB
OPraHOJIENTHYECKOTO, PU3MUECKOTO U XUMHUUECKOTO KOHTPOJIS JIEKAPCTBEHHBIX MTPETIapaToB,
M3TOTOBJICHHBIX I10 pelenTam, TpeOOBaHUSAM U B BHJI€ BHYTPHUANITEUHOM 3aTOTOBKH,
KOHIICHTPUPOBAaHHBIX PACTBOPOB, TPUTYPAIIHIA, CIIUPTA ATHIIOBOTO U (PaCOBKH JICKAPCTBEHHBIX
cpeAcTB. B m1aHHOM KypHase yKa3bIBalOTCs CIIEAYIOIINE CBEICHUS:

a) J1aTa OCYIIECTBIICHHSI KOHTPOJISI M HOMEP TI0 TIOPSIIKY;

0) HoMep pelienTa, TpeOOBaHUs, HANMEHOBAHNE MEAUIIMHCKOW OpraHU3alliy, BbIIaBIIeH UX (TIpu
HaJIM4uN);

B) HOMEp CEpHH JIEKApCTBEHHOT'O CPE/ICTBA MPOMBIIIEHHOTO IPOU3BOJICTBA;

T') COCTaB JIEKaPCTBEHHOT'O CPEICTBA: OIPEIENIIEMOE BEIIECTBO WM MOH (YKa3bIBACTCS IPU
(GU3NUECKOM UM XMMHYECKOM KOHTPOJIE JIEKAPCTBEHHBIX (POPM, U3TOTOBJICHHBIX MO PELENTaMm);
1) pe3ybTaThl GU3NIECKOTO, OPTaHOJICTITHIECKOT0, KaYeCTBEHHOTO KOHTPOJIS (KaXKIbIi IO TIKAaJIe:
MOJIOKUTEIBHBINA WIIH OTPUIIATENBHBIN ), XUMHUUYECKOTO KOHTPOJIS (KAYECTBEHHOE M KOJTMYECTBEHHOE
onpenenenue); ) ®.MN.0. numa, U3roToBUBIIETO, pachacoBaBIIETo JIEKAPCTBEHHBIN Mpernapar;

K) TOATHKCH JIUIA, TPOBEPUBIIIETO U3TOTOBIEHHBIN JI€KapCTBEHHBIH Mpenapar;

3) 3aKJII0YEHUE 10 pe3yabTaTaM MHUCbMEHHOT'O KOHTPOJIS: YIOBJIETBOPUTEIHHO HITH
HEYIOBJICTBOPUTEIBHO.

XKypHan peructpanuu pe3yabTaToB OPraHOJIENTHYECKOT0, (PU3MYECKOT0 M XUMHUYECKOTO KOHTPOJIIS
JIEKapCTBEHHBIX NPEnapaToB, H3TOTOBJICHHBIX 110 perenTaM, TpeOOBaHUSIM U B BUJIE
BHYTPUANITEUHOU 3arOTOBKH, KOHIICHTPUPOBAHHBIX PACTBOPOB, TPUTYPAIIHi, CIUPTA STHIOBOTO
(acoBKHM JIEKAPCTBEHHBIX CPEJICTB JIOJDKEH OBITh IIPOHYMEPOBaH, MPOITHYPOBAH U CKPETIJICH
MOJIMUCKHI0 PYKOBOAUTENS alITEUHOM OpraHU3aluil (MHIUBUIYATBHOTO IPEIPHHUMATENS) U
neyvaTpio (MIpU HaJIMYUU NIeYaTn).

5. Ilpuxa3z Munszapasa Poccun o1 26.10.2015 r. Ne 7511 «O0 yTBep»)A€HUH MTPaBUI U3TOTOBJICHUS U



OTITYCKa JIEKQpPCTBEHHBIX MPENapaToB sl METUIIMHCKOTO MPUMEHEHHS allTeYHbIMU OpraHU3aIUsIMH,
WHAUBUIYAIbHBIME MPEAMPUHUMATEIISIMA, UMEIOIIMMH JTUICH3UIO Ha apMalieBTHIECKYIO
JESITEIbHOCTb:

DTUKETKU Ha JIEKAPCTBEHHbIE MTPEeNapaThl AJIs MapEeHTEPATILHOTO BBEACHUS C HAAMUCHIO: «JlJis
UHDBEKIIUNY.

DTHUKETKH UMEIOT Ha 6ertoM (poHe ClieyomIe CUTHAIbHBIC I[BETA B BUJIC MOJIS: JUISI UHBEKIIUN 1
uH(y3ull — cunuii uBer. Ha Bcex sTukeTkax A ohopmiieHUs! U3rOTOBJICHHBIX JE€KapCTBEHHbBIX
IpernapaToB JOJKHBI OBITh OTIIEYATAHBI MPEAYIPEIUTEIBHBIC HAITUCH, COOTBETCTBYIOIINE KaXKIOM
JIEKapCTBEHHOU (hopme: p-p AT UHbEKIUH U nHQY3ui — «CTepriibHOY». Pa3zMepbl 3STUKETOK
OMPEIETSAIOTCS B COOTBETCTBUU C pa3MEPaMHU MOCYAbl WU APYTrOM yIIaKOBKH, B KOTOPOIt
OTITYCKalOTCS U3TOTOBJICHHbBIE JIEKAPCTBEHHBIE MTPENapaThl.

Ha Bcex sTtukerkax aist opopMIIeHUs JIEKapCTBEHHBIX MIPEMapaToB, U3TOTOBICHHBIX IS
MEAMIMHCKUX OpTaHU3allHii, JOHKHO ObITh YKa3aHO:

a) HAMMEHOBAaHUE MEUIIMHCKOM OpraHU3aluu U €€ CTPYKTYPHOE MojApasaesieHue (mpu
HEOOXOUMOCTH ),

0) HauMeHoBaHHe anTedHol opranu3anun/d.1N.0. HAMBUAYATBHOTO TIPS IITPUHUMATEIS,
UMEIOIIETO JUIEH3UIO Ha (hapMalleBTUUECKYIO AESITEIbHOCTD; B) MECTOHAXOXKACHHUE allTeYHOMN
opranmu3anuu/GpapManeBTUYCCKON e TSIEHOCTH HHIUBUYATBHOTO IPEITPHHUMATEIS, HMEIOIIETO
JUIEH3UIO Ha (papMalleBTUYECKYIO IeATeNbHOCTh; T) @.M.O. nanuenra, s KOTOPOro
WHMBUIYAJILHO H3TOTOBIICH JICKAPCTBEHHBIN ITpemapaT (P HEOOXOUMOCTH);

) crioco0 MpUMEHEHUs JIGKApCTBEHHOT O Mpenapara (BHyTpeHHee, Hapy:KHOE, JIJIsl HHbEKIIHiA), BUA
JIeKapCTBEHHOU (DOpMBI (TJIa3HbIE KAIlIM, Ma3b U T.J.); €) 1aTa U3TOTOBJICHHS JICKAPCTBEHHOTO

mpernapara; ) CpoK TOJAHOCTH JIeKapcTBEeHHOTo npenapata («["oxen 1o »);
3) MOJINKCH U3rOTOBUBLIETO, IPOBEPUBLIETO U OTIIYCTUBLIETO JIEKAPCTBEHHBIN IIpenapaT
(«M3roroBun , IPOBEpUI , OTITYCTHII »);

1) HOMEp aHaJIM3a MPOBEPKH JIEKAPCTBEHHOTO IMperapaTa; K) COCTaB JICKAPCTBEHHOTO Mpernapara
(mpeycMaTpuBaeTCs IMMyCTOe MECTO JIJISl YKa3aHusi COCTaBa). Ha 3THKeTKax JiekapCTBEHHBIX
IpenapaToB /Uil UHbEKIUH 1 WHPY3HUH JOIDKEH OBITh YKa3aH CIIOCO0 MPUMEHEHUS JIEKap CTBEHHOTO
npenapara: «BHyTpHBEHHOY.

VYmnakoBsiBaeTcs pactBop HaTpus xsopunaa 0,9% Bo drakonax emkoctsio o 50, 100, 200, 400.
Odopmasitor «PacTBop 17151 HHBEKIHIT, «CTepUIIbHOY, «XPaHUTh B MPOXJIAJTHOM MecTe», «XpaHUTh
B HEJIOCTYITHOM Jis ieTel Mecte». Cpok rogHoct 90 CyToK.

3ananue 84. CuTyallmoHHas 3aa4a

B anrteky oOparuiack eBylika ¢ Mpoch00il M3roTOBUTH JEKapCTBEHHBIMIIpenapar no penenty
Bpaya:

Recipe: Infusi foliorum Menthae piperitae ex 3,0 — 80 ml

Sirupi simplicis 5 ml

Misce. Da. Signa. Ilo 1 cm. noocke 3 paza 6 denb

[Tpumeuanue: KB nucTheB MATHI - 2,4.

6. [TpoBenuTe papManeBTHUECKYIO SKCIIEPTU3Y IPOMUCH PELEITa.

7. Odopmute macnopT MUCbMEHHOTO KOHTPOJIS, PACCUUTANTE KOJIMYECTBA MHIPEAUEHTOB.

8. [TpennoxuTe BapuaHT TEXHOJIOTHH U3TOTOBJICHHUS JIEKApPCTBEHHOM (POPMBI C MCITOJIB30BAHUEM
JIEKaPCTBEHHOI'O PACTUTEIBHOTO ChIPbS.

9. Odopmure s1ekapcTBEHHYIO (POPMY K OTIYCKY.

10.  IIpoBeaure OlEHKY KauecTBa M3TOTOBIEHHOTO JIEKAPCTBEHHOTO Ipenapara.

IlpasunvHuiti omeem:
1. AHanu3 MoKa3bpIBacT:



- KOMITOHEHTHI POTHCH COBMECTHUMBI;
- mpernapar J10JKeH ObITh BhINKCaH Ha Oianke perenta ¢popmsl Ne 107-1/y;
- BemecTs, momiexkamux [IKY u HEO Her;
- poBepKa 7103 He Tpedyercs. [Ipenapar n3roraBiIMBaTh MOXKHO.
2. O6opoTtHas ctopona ITITK
JIucteeB MaTHI 3,0
KBII nmucteeB msater —2,4
Bonapr ouniiennoi 80 + 3,0x2,4=87,2 ma
Cupona caxapHoro 5 mi
JInuesas cropona 111K
Hara No penenra
Foliorum Menthae piperitae 3,0
Aquae purificatae 87,2
Sirupi simplicis 5 ml
Voo —85 mit
[IpuroroBui (moamnucse)
[TpoBepu (TIOAITHUCH)
3.JIucThst MATHI U3METBYAIOT JI0 pazMepa He Oosee 5 MM, OTCEMBAIOT OT MBUIH, OTBEIUBAIOT 3,0.
[TomematoT B mporpeTyro HHPYHIUPKY, 3aTUBAIOT 87,2 MIJI BOABI OUYUIIIEHHOHN, HAKPHIBAIOT KPBILIKOM
Y HacTauWBaIOT Ha KUMALLEH BoAsAHOM OaHe 15 MuHyT He nepemenuBas. HactauBaroT npu KOMHaTHON
Temneparype 45 MUHYT.
Hacrolt npouexxuBaroT yepe3 IBOWHON CI0W MAPJIM C IOUI0KEHHBIM KOMOYKOM BaThl, IEPEHOCAT B
MEpHBIN HWJIMHAP, TOBOJAT BOJOH 10 80 MII.
[TonydeHHbI HACTOM MEpEeHOCAT BO (JIAKOH AJIs OTITYCKA, 100aBIISAIOT 5 MJI CUPOIIA CaXapHOTo.
4. @dakoH yKYMOPUBAIOT IJIOTHO MJIACTMACCOBOM MPOOKOI ¢ HABUHYUBAIOIIEHCS KPBIIIKOH.
HakneuBarotr HoMep peLenTa U 3TUKETKY.
Ha stuxerkax m1st ohopMieHus IeKapCTBEHHBIX MPENapaToB, U3TOTOBIEHHBIX JJIsi HACeNEeHUS,
JIOJKHO OBITh YKAa3aHO:
a) HauMeHoBaHue ante4yHor opranuzanuu, O.J1.0. uHANBUAYAIBHOTO IPEIIPUHUMATES,
MMEIOILETO JIMICH3HUIO Ha (hapMaIleBTHYECKYIO JeSITeITbHOCTD;
0) MECTOHAXO0X/IEHUE Al TEUHOM OpraHu3ali WM MECTO (apMalleBTUYECKON JesTeIbHOCTH
VHAMBUAYaJIbHOTO NPEAIpUHUMATENS;
B) HOMep perenTa (mpucBauBaercs B anteke); 1) @.M.0. nanuenra;
n) «BryTtpennee», Mukcrtypa»
€) MoJIpoOHOE OMKMCcaHue crocoda MPUMEHEHUS ([T MUKCTYP: «I10 JIO’KKE pa3 B ICHb

epl»);
K) JlaTa U3TOTOBIICHUS JIEKAPCTBEHHOTO Mpenapara;
3) CPOK TOJTHOCTH JIeKapCTBEHHOTO Tipenapara («['oeH 10 »); 1) 1leHa JIEKapCTBEHHOTO Mperapara;
K) IpeiocTepekeHre «XpaHUTh B HEJOCTYITHOM IS AETEH MecTe».

Jli1a MuKCTyp 00s3aTeNbHbI TONOIHUTENbHBIE ATUKETKU «Ilepen ynorpedbnenuem
B30aTHIBaThY», «XPaHUTh B MPOXJIATHOM U 3AMIUIIEHHOM OT CBETa MECTEM.
TeKcT 3TUKETOK JJOJKEH OBbITh HanevaTaH TUIOrpad)CKUM CIIOCOOOM Ha PYCCKOM si3bike. Cpok
XpaHeHUs — He OoJiee 2 CyTOK.
Odopmnenue cornacHo TpeboBaHusAM npukaza M3 PO ot 26.10.2015 r. Ne 7511
5. AHanu3 1okyMeHTanuu. Meromuiicst petent, nacnopT MUCbMEHHOTO KOHTPOJISI U HOMEP
JIEKapCTBEHHOM (POPMBI COOTBETCTBYIOT.
WHrpeareHTsl COBMECTUMBI, PACUEThI ciesaHbl BepHO. O0beM (hi1akoHa COOTBETCTBYET 00BEMY
JeKapcTBeHHOH (popMbl. DIIaKOH YKYIOPEH repueTH4HO. ITUKETKA COOTBETCTBYET CIIOCOOY
MIPUMEHEHUS.
OpranonenTU4eckuii KOHTPOJb. CBETIIO-KENTAs! JKUIKOCTh C XapaKTEPHBIM 3aIIaXOM.
MexaHnueckre BKIIIOUEHUS! OTCYTCTBYIOT.
O06BeM nexkapcTBeHHON GopMbI 85+2,5 MII, UTO COOTBETCTBYET HOPMAaM JOMYCTUMBIX OTKJIOHEHUH
(£3%) mo mpukazy M3 P® ot 26.10.2015 r. Ne 751H.



3ananue 85. CuTyallMoHHas 3a7a4a
B antexy oOpatuiics MyK4uHa ¢ TPOCKOON U3rOTOBUTH JIEKAPCTBEHHBIN Mpenapar MoperenTy 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 cTos0Boii j10kKe 3 pa3a B IeHb

[Mpumeuanue: Kodenna-6enszoar narpus BP/[ = 0,5, BCIl = 1,5; KB TpaBsl mycteipHuka - 2,0.

1. [TpoBenuTe hapmMarneBTUIECKYIO IKCIIEPTH3Y MPOMUCH pPeIenTa.

2. Odopmure nacnopT NMCbMEHHOI'O KOHTPOJISL U paCCUUTANTE KOJIUYECTBA

3. [TpenyioxxuTe BapuaHT TEXHOJIOTUH U3TOTOBJICHUS JICKAPCTBEHHON (POPMBI €
MCII0JIb30BaHUEMJIEKAPCTBEHHOT'O PACTUTEIBHOTO CBIPBSI.

4. Odopmure s1ekapcTBEHHYIO (POPMY K OTITYCKY.

5. ITpoBenuTe OLICHKY KauecTBa U3rOTOBJIEHHOIO JIEKaPCTBEHHOTO IIpenapara.

IIpasunvuviti omeem:

1. Ananu3 nokas3bIBaeT:

- KOMIIOHEHTBHI IPOITUCH COBMECTUMBI;

- Ipenapart J0JDKEH OBITh BINTMCAH Ha Oanke penenta Gopmer Ne 107-1/y;

- BemecTs, noiexkamux 1KY u HEO nerT;

- [IPOBEpKaA 03!

Kodenna-6enzoara Hatpus

BPJ1 = 0,5; Yucno npuemon: 75/15=5; P = 0,1/15=0,007

BCJ=1,5; CZ1=0,007x3=0,02

J103b1 HE 3aBBIIICHBI

[TpenapaT U3roTaBIMBaTh MOKHO

2.. [ITIK (yiuiieBasi cTopoHa):

Jara  Nepem. _

Aq. purificatae 84 ml

Herbae Leonuri 7,0

Coffeini- natrii benzoatis 0,1

Natrii bromidi 0,2

Tincturae Valerianae 5 ml

V=75 ml

[Ipurorosui:

IIposepuir:

[IIK (o6opoTHas cTopoHa):

Ob6opotHas cropona [1I1K: Tpassl mycteipauka 70/10=7,0. KBII TpaBs! nycteipauka — 2,0.
Bonpr ounmiennon 70 + 7,0x2,0=84 mur.

Ko¢enna-6ensoara narpus 0,1.

Hatpus 6pomuaa 0,2.

Pacuer conepxanust B MUKCTYype TBepAbIX nB: 0,1+0,2=0,3

0,3-75 M

X -100 M

x= 0,4% (menb1ie 3%, npupoct 06bEMa He yunTbiBaeM) Hacroiiku BanepuaHsl 5 mi
3. TpaBy mycThIpHHKA H3MEJBYAIOT JI0 YACTHUI] HE O0Jiee 5 MM, OTCEHNBAIOT OT ITBUIN, OTBEIINBAIOT
7,0. IloMemaroT B mporpeTyo HHGYHIUPKY, 3aTUBAIOT 84 MII BOJIbI OUMIIIEHHOM, HAKPHIBAIOT



KPBIIIKON ¥ HACTAWBAIOT HA KHUIISAIICH BOISIHON OaHe 15 MUHYT HE IepeMennBasi, HaCTauBarOT IIPH
KOMHaTHOU Temneparype 45 MUHYT.

HacToii mpornexuBaroT uepe3 ABOMHOM CIIOM Mapiu ¢ MOJJI0KEHHBIM KOMOYKOM BaThl, IEPEHOCAT B
MEPHBIN HWINHAP, AOBOAIT BOAOK 10 70 M.

[TomydeHHBIN HACTON MTEPEHOCST B MOJICTABKY U pacTBOpsitoT B HEM 0,1 koenmnabeH30aTa HATpUSI U
0,2 Harpus 6pomuaa, GUIBTPYIOT BO (hJIAKOH IS OTIYCKA, JOOABIISIFOT 5 MJI HACTOMKH BaJepUAHBI.
VYKynopuBaror.

4. ®nakoH cBeTo3amUTHOTO cTekiaa V 100 mil, yKymopHuBaroT NOJUMITUIIEHOBOM MPOOKOM 1
HAaBUHYMBAIOIIEHCS KPBIIIKON, MPOBOAAT KOHTPOJIb HA MeXaHW4yeckue npumecH. Hakinensaiot Homep
peuenta u 3anonsstoT [ITIK nuneByro cropony. [Ipenapat otmyckaror ¢ aTukeTkamu «BHyTpeHHeey,
«[lepen ynorpebiaeHrneM B30aITHIBaThY, «XPaHUTh B IPOXJIaTHOM, 3AIIMIIICHHOM OT CBETa MECTE» U
«XpaHUTh B HENOCTYITHOM JUIsl ieTeil mecte». Cpok xpaHeHus 2 cytok. Ha aTukerke orpakeHa
dbaMuus 60JILHOTO, HOMED pelenTa, Coco0 MPUMEHEHUS.

5. Ananu3 noxkymeHrtauuu. Mmeromuiica penent, nacnopT NUCbMEHHOTO KOHTPOJISL U HOMED
JIEKapCTBEHHOM ()OPMBI COOTBETCTBYIOT.

WHrpenneHTs COBMECTUMBI, 1035l HE MPEBBILICHBI, PACYETHI cAeIaHbl BepHO. O0BEM (prakona
COOTBETCTBYET 00BEMY JieKapcTBeHHOU (hopMbl. DIAKOH YKYIOPEH FrepMETUYHO. DTUKETKA
COOTBETCTBYET CIIOCO0Y MPUMEHEHUSI.

OpranonenTU4eckuii KOHTPOJIb. CBETIIO-KOPUYHEBAS KUJKOCTh C XapaKTEPHBIM 3aI1aXOM.
MexaHuueckre BKIIOUEHUS! OTCYTCTBYIOT.

O0beM nekapcTBeHHOM popMBbl 7542,3 MII, YTO COOTBETCTBYET HOPMaM JOMYCTUMBIX OTKIOHEHUI
(£3%) o mpukazy M3 P® ot 26.10.2015 r. Ne 751H.

3ananue 86. CuTyalmoHHast 3aa4a

B anTexy oOpaTuiics MyX4nHa ¢ MPOCKOOI M3TOTOBUTH JIEKAPCTBEHHBIMIIPETIapaT Mo PEIenTy
Bpaya:

Rp.: Infusi radicis Althaeae 180 ml

Natrii benzoatis 4,0

Misce. Da.

Signa. 1o 1 cmonoeoii noscke 3 pasza 6 OeHo.

[Ipumeuanue: KYO natpus 6enzoara = 0,6 Mui/r; 1onycTuMble OTKIOHEHHUS 11 o0bema ot 150 1o
200 M = 3%.

6. IlpoBeauTte hapmMareBTHUECKYIO SKCIIEPTU3Y MPOMHCH pelenTa.

7. IlpoBeauTte pacy€Tsl U 0OPMHUTE JTUIEBYIO CTOPOHY MACMIOPTA MUCHbMEHHOTO KOHTPOJIS.

8. Ilpemnoxure TEXHOJOTHUIO U3TOTOBJIEHU JIEKAPCTBEHHOIO Mpenapara 13 JeKapCTBEHHOTO
PaCTUTENBHOTO CHIPBSI.

9. OdopmuTe NEeKapCTBEHHBIN Mpemnapar K OTIIYCKY.

10. [IpoBenuTe OLIEHKY KauyeCcTBa U3rOTOBICHHOTO JICKAPCTBEHHOTO IIpenapara

Ilpasunvrwviii omeem:

1. AHanu3 noKa3bIBaeT:

- KOMITOHEHTHI IPOIMUCH COBMECTUMBI;

- npenapar J0JbKeH ObITh BRIMHCAH Ha OaHke perenta hopmel Ne 107-1/y;
- BemiecTs, nogiekamux IIKY nu HEO ner;
- MIPOBEPKa 103 He TpedyeTcs.

[Ipenapat u3roraBiIuBaTh MOKHO.

2. O6opoTHast CTOpOHA:

Pacuer xopneit antes: 180: 20=9,0.

Kpacx=1,3

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

Bonsr ounmennoii: 180x1,3 =234 mn



Hatpus 6enzoara: 4,0 T

Ipupoct o6bema (KYO = 0,6 mu/T) = 0,6 M/t x 4,0 =2.4 mn

Jomnyctumble oTkiIoHeHHs B 00beMe (/- 2%) = 180 mnx2%/100% = 3,6 mu 6ombiie 2,4 mi
CrnenoBaTebHO, MIPUPOCT 00bEMA YKIIAIBIBACTCS B JOIMYCTUMBIE OTKJIOHEHUS

Jlunesas cropoHa:

[ara Ne penenra

Radicis Althaeae 11,7

Aquae purificatae 234 ml

Natrii benzoatis 4,0

Voo — 180 miu

[TpuroroBu (MOaIUCH)

[IpoBepuin (moanuce)

3. [TockonbKy B peLienTe He YKa3aHO KOJIMYECTBO KOPHSI alnTesl, HACTOM rotoBAT 5%
KOHILIEHTpAI1H.

YuuThIBasi 0COOEHHOCTH ChIPbS U TO YTO CJIM3b aliTes He OT)KUMAIOT U3 ChIPbS, IPH U3TOTOBICHUU
UCTIOJNIB3YIOT PACXOIHBIN KO (MUIIMEHT TSl CHIPBS ¥ BOJBI, paBHBIH 1,3.

bepyt 11,7 r ceipbs u 234 M Boabl ouniieHHOH. HactanBanue npoBoadat B TedyeHue 30 MUHYT npu
KOMHATHOMW TeMIIepaType IpH NepUoOINIECKOM MePEeMEIIMBaAHIH.

[Tocne HacTanBaHus U3BJIEYEHHE (PUIBTPYIOT, HE OT)KUMAs ChIPbS, Yepe3 ABOMHOMN CIIO Mapiu ¢
MO/JIOKEHHBIM BaTHBIM TAMIIOHOM B MEPHBIN LIHJIMHJIP U MIPOMBIBAIOT CHIPhE BOJION OUHIIIEHHOM,
IOBOAA 00BEM u3BieueHns 10 180 mur.

OteemmBaroT 4,0 T HaTpuUsi OEH30aTa, PACTBOPSIOT B MPOQIILTPOBAHHOM HACTOE, XOPOIIIO
MEePEeMEeNINBAIOT, MTOCJE YEro elle pa3 GMIbTPYIOT BO (IIAKOH Ui OTITYCKA.

4. ®1aKoH OPaHKEBOTO CTEKJIa YKYNOPUBAIOT IJIOTHO TJIACTMACCOBOM MPOOKOI €
HABUHYMBAIOIIEHCS KPIIKON. HakienBaroT OTAETbHBIN PELENTYPHBIN HOMED U ITHUKETKY.

Ha stukerkax ams odpopmiieHus JEKapCTBEHHBIX MPENapaToOB, M3rOTOBJICHHBIX JIJIsl HACEJICHHUS,
JOJIKHO OBITH YKa3aHO:

a) HalMEHOBAaHUE anTeYyHOU opranusanuu, ©.1.0. VHJUBULYAIBHOTO
HpeANpUHUMATEIS, UMEIOLIEro JUIEH3UI0 Ha (papMalleBTHYECKYIO 1eATeIbHOCT;
0) MECTOHAXO0XKICHUE allTeYHON OpraHM3alMy WM  MeCTo (hapMaleBTHUECKON

JEATENIBHOCTH UHIUBUAYAIbHOIO IPEATPUHUMATENS;
B) HOMep penenTa (nmpucauBaercd B anteke); T) @.1.0. nanuenra;
J1) HANMEHOBAaHME WJIN COCTAB JIEKApCTBEHHOT'O Mpernapara;

e) croco6 MIPUMEHEHUSI JIEKApCTBEHHOTO npernapata  («BHyTpeHHee»), BUJ
JekapcTBeHHOH (popmbl («MUKCTYpa»);
) MoApoOHOE ONUCcaHKUe crioco0a MPUMEHEHUS (JUIsl MUKCTYP: «I10 JIO)KKE pa3 B ICHb

e7IbI»);

3) Aata U3TOTOBJICHHUS JIGKAPCTBEHHOTO MPEeTapara;

1) CPOK T'OIHOCTH JIEKapcTBeHHOTo npemnapara («I'ojeH 10 »);

K) IICHa JIEKApCTBEHHOTO TIpernapara;

1) npefocTepexeHue «XpaHUTh B HEJIOCTYITHOM JUIsl IETel MecTe.

Jl1s MUKCTYp 00s13aTeNIbHBI TOMOIHUTENbHBIE ATUKETKU «Ilepen ynorpebieHuemM B30anThIBaTh»,
«XpaHUTh B MPOXJIAJHOM U 3aLIUIEHHOM OT CBETa MECTEY.

TekcT ATUKETOK J0JKEeH OBITh HalleyaTaH TUIOrPa)CKUM CIIOCOOOM Ha PYCCKOM SI3bIKE.

CocraB JIeKapCTBEHHOTO TTperapara IMUIIETCs OT PYKH MM HAHOCUTCS ITAMITOM.

Cpok xpaHeH#us — He Oolee 2 CyTOK.

Odopmnenne cormacao TpeboBanusm npukaza M3 P® ot 26.10.2015 r. Ne 751H.

5. AHanu3 noxkyMeHTauuu. MiMeronuiics petent, nacnopT MMCbMEHHOTO KOHTPOJISI U HOMEP
JIEKapCTBEHHOH (POPMBI COOTBETCTBYIOT.

WHrpenneHTs COBMECTUMBI, pacu€Thl C/IeTaHbl BepHO. [IpaBMIIBHOCTE YITAaKOBKU M 0(OpMIICHUS.
O6beM (h1akoHa OPaHKEBOTO CTEKJIa COOTBETCTBYET 00BEMY JIEKapCTBEHHON (OPMBI, TPOOKa
HYXXHOT'O KauecTBa 00eCIeunBaeT repMEeTHUYHOCTh YKYIOPKH.

OpraHoyienTHIecKuit KOHTPOIIb. MoII0UHO-0emast JKUAKOCTh CO CIa0bIM 3araXxoM.



O06nem sekapcTBeHHOM hopmbl 180 + 3,6 MiI, YTO COOTBETCTBYET HOPMaM JOMYCTUMBIX OTKJIOHEHUH
(+ 2%) no npuxazy M3 P® ot 26.10.2015 r. Ne 7518.

3aganue 87. CuryaulMoOHHas 3aj1a4a

B anTeky mocTymui penent caeIyroIIero cocTana;

Rp.: Riboflavini 0,02

Acidi ascorbinici 0,15

M.f. pulvis D.t.d Ne 6

S. Ilo I nopowky 3 paza 6 OeHv.
4. Cpenaiite HEOOXOAMMBIC pacyeTbl W  ONMINATE TEXHOJOTHIO H3TOTOBJICHUS
MOPOIIIKOBOW CMECH TIO MPOTIHCH PEIenTa
5. Odopmure 0OOPOTHYIO W JIMIEBYIO CTOPOHY IaclopTa MHCHMEHHOTO KOHTPOJISL.
Onpenenute 1enecooOpa3Hble BUABI  BHYTPHANITEYHOTO KOHTpoisi. Omnpenenure
TpeboBanus k opopmienuro JID.
6. VYkaxuTe CpOK M YCIOBHS XpaHEHUS U3TOTOBJICHHBIX IIOPOIITKOB B alTEKe.

Ilpasunvrwiii omeem:

Rp.: Riboflavini 0,02
Acidi ascorbinici 0,15 M.f,
pulvis D.t.d Ne 6
S. ITo 1 mopomiky 3 pa3a B JIeHb.

Hacnopm NUCObMEHHO20 KORMPOJiA

Jluuesas cropoHa O0opoTHas cTOpoHA

Iara Ne penenita Pu6odnasuna 0,02x6 = 0,12

Acidi ascorbinici 0,9 Kucnoter ackopobunosoii 0,15x6 = 0,9
Riboflavini 0,12 0,17 Ne6 O6mmast macca: 0,12+0,9 = 1,02
[TpuroroBui PazBecka: 1,02:6 = 0,17

PuGodiaBuH OTHOCUTCS K KpacsIllMM BelllecTBaM. DTH BEIIECTBA 3arpsi3HAIOT CTYIKY,
MECTUK TaKUM 0Opa3oM, YTO OKpacka He yJamsieTcss mpu OObIYHOM crocobe o0padoTKu
nocynel. /laHHbBIE IeKapCTBEHHBIE BellecTBa (CyOCTaHLIMN) XPaHAT B OTACIBHOM HIKady; A7
IPUTOTOBJIEHUSI TOPOIIKOB OPraHU3yIOT CIEeLUUadbHble MECTa, MCIONb3YIOT OTAENbHbIC
CTynKu W mnectuku (TpedoBanue HJI). M3roroBieHune MOpPOIIKOB C TaKUMHU BELIECTBAMU
OCYILECTBIISIIOT CIEAyIOIUM oOpa3oM. B cTynmke cHauyana pacTHpaioT HEOOJBIIYIO YacTh
HEOKPAILIEHHOTO BEUIECTBA, 00aBISIOT Kpacsllee BEIIeCTBO, 3aTEM OCTaBIIEeCs] KOJIMYECTBO
HEOKPAILIEHHOTO BELIECTBA M BCE CMEIIMBAIOT /0 MOJYyYEHHUsS] OJHOPOAHOM Macchl. [lpu
TAKOM TOpSJKE CMEIIMBAHMUS BEIIECTB YCTPAHSAETCS 3arpsA3HEHUE CTYNKH U IECTUKA U
JOCTUTAeTCsl Jiyullee cMemuBaHue. YToObl He 3arpsi3HUTh Jpyrue JeKapCTBEHHbIE
npernapaThl, U3TOTOBIIIEMbIE B allTeKe, KpacsIlhe BEeIlecTBa ClIeyeT OTBEUIMBATh HA OCOOBIX
BECOYKaX U U3TOTOBJICHUE TAKUX MOPOLUIKOB MPOBOAUTH OTACIBHO OT JPYIHX BEUIECTB.

Tax kak oOmas macca mopomka coctasiseT 1,02, To BeiOupaioT ctynky Ne3. B
ctynky Ha BP-1 orBemmBaror 0,9 KHCIOTBI acKOpOMHOBOHM, THIATEIBLHO PACTUPAIOT H
BBICBHINIAIOT Ha OyMary WM KamncyJaTypKy, OCTaBUB HEOOJbIIYIO YacTh (MPUOIU3UTENIBHO
0,3) B cTymnke. 3aTeM OTBELIMBAIOT HA CIIELUAIBHBIX BECOYKAX MU BBICHINAIOT B CTynkKy 0,12
pubodiaBuHa, CBEpPXy HACHIIAIOT CJION KUCIOTHl aCKOPOMHOBOW, CMEIIMBAIOT M TIOCTETICHHO
N00aBISIOT OCTaBIIEECs KOJTMYECTBO KUCIOTHI aCKOPOUHOBOM.



['0TOBBINM paBHOMEPHO OKpAIIEHHBIN CI0HBIN MOPOIIOK Pa3BEIMBAIOT HA 6 MOPLHIL IO
0,17.

[Topotiiky yrmakoBBIBAIOT B KEJIATUHOBBIE KAIICYJIBI (TaK KaK COACPIKUTCS KpacsIiee
BEIIIECTBO) MO0 B KAaIICYJIBI U3 BOIIEHON Oymaru (KMUCJI0Ta aCKOpOMHOBAsI MOYKET
agcopbupoBaTh Biary). CKIaIbIBAIOT MO TPHU KaICyJIbl BMECTE, TOMENIAIOT B OYMaXKHBIH
MaKeT.

OdopmitsitoT aTukeTkon «BHyTpenHeey. "[lopomkn", «XpaHuTh B 3alIUIIEHHOM OT
cBeTa MecTe», "' XpaHUTh B HEAOCTYITHOM JIs JeTel MecTe".

OneHKa KauecTBa U CPOKH XPAHEHUS B alITEKE OCYIIECTBIISIETCS B COOTBETCTBUM C
npukazoM M3 P® Ne 7511 ot 26.10 2015 .

AHanu3 1oKyMeHTauu: Penient BeinucaH npaBUiibHO. IHIpEeIMEHTHl COBMECTHMBI.
Pacuetsl cnenanbl NpaBUIbHO, HACIOPT MUCbMEHHOTO KOHTPOJISI BBIITUCAH, BEPHO.
JlonmycTrMbie OTKIIOHEHHUS B Macce OTAENbHBIX /103 MOPOIKOB. [IpaBUIBHOCTH YIIAKOBKHU U
odopMIICHHUS.

Cpok xpanenus— He 6osee 10 cyTok.

3ananue 88. CuTyaloHHas 3aa4a
B anTeky noctynui penent caeayromero cocTana:
Rp.: Talci
Zinci oxydi aa 4,0
Aguae purificatae 100 ml
M.D.S. HarocuTth Ha KOXKY.

. Caenaiite HEOOXOAMMBIE PACUETHI U OMUIITUTE TEXHOJIOTHIO U3TOTOBJICHUS JIEKAPCTBEHHOTO
npenapara mo MponucH, BEIOPAaB ONTUMAIBHBIN BapHaHT TEXHOJIOTHU.

. Odopmure 000pOTHYIO u JULEBYIO CTOPOHY nacropTa MUCbMEHHOTO

KOHTPOJIA. Onpenenure 1enecooopasHbie BU/IbI BHYTPHANITEYHOTO

KoHTpoJisg. Onpenenute TpedboBanus k opopmieHuto JIO.

. YKaXXuTe CpOK U yCIIOBUS XpaHEHHS U3roToBIIeHHOMN JID B anreke.

Ipasunvnwviii omeem:
Recipe:  Talci

Zinci oxydi aa 4,0

Aquae purificatae 100 ml
M.D.S. HarnocuTh Ha KOXY.

Ilacnopm nucomenHo20 KOHMPOJiA
Obopomnas cmopona
Konyenmpayus meepooii ghaswl 6onee 3 %, cycnensuio 20mosum no macce
Bona ounmennas 100 v

[uuk oxcup 4,0

Tanbk 4,0

Macca JI® = 100+4,0+4,0=108,0
JIuuesas ctopoHa

Harta Ne peuenta

Zinci oxydi 4,0

Talci 4,0

Aquae purificatae 100 ml




Oo6mas macca 108,0

[TpuroToBu (MOJIUCH)
[TpoBepwn (moamuce) OTIyCTHIT
(moamuck)

[{uHKa OKCHI M TalbK OTHOCATCA K TpyNIe T'MApO(UIBHBIX JEKAPCTBEHHBIX BELIECTB.
[ToaTOMy cTaOMIM3UPOBATH TAaHHYIO CYCIIEH3MIO HE TpeOyeTcs, T.K. Ha IOBEPXHOCTH YaCTHUIL
TaKUX  JICKAPCTBEHHBIX  BEIIECTB  00pa3yercs  CONbBaTHBIA  (THUApPATHBIN)  CIOM,
o0ecreynBarouil yCTOMYMBOCTD CUCTEMBI.

Jlnst mosydeHrss TOHKO M3MEIbYEHHBIX JEKAPCTBEHHBIX BEIECTB PEKOMEHIYETCS MpH

paCTHpPaHUM IPUMEHATH BOLY WIH IPYTyHO BCIOMOTATENbHYIO KHUIKOCTh B KOJIUYECTBE A OT
Macchl U3MEIHYaeMOoro JekapcTBeHHOro BemiecTBa (nmpasmio b.B. [epsruna). [Ipubasnenue
KUJKOCTH 3HAUUTEIBHO CHOCOOCTBYET Ipoleccy aucneprupoBaHus. OObsCHAETCS 3TO
NOHWKEHUEM TBEPJOCTH M3MEIbYaEMOI0 BEIIECTBA M PACKIMHHUBAIOLIUM JEHCTBUEM
XKUJKOCTEH, KOTOpBHIE MPOHUKAIOT B IOJYYMBIINECS NPU WU3MEIbYEHUU MHKPOTPEIIHUHBI,
pacHIMpsIIOT, PACKIMHUBAIOT WX M TEM CIOCOOCTBYIOT JajbHEHIIEMY HW3MEIbYEHUIO
(«3¢ddext Pebunnepar).
B crynky momemaroT IMHKA OKCHJ, W3MENIbYAIOT, JOOABISIOT U MPUMEMIMBAIOT TaibK. K
MOJIYYUEHHOMY TIOPOIIKY 00aBISIOT 4 MJI BOABl OYMINEHHON JUIsl TOJIYYEHUS TEPBHUYHOMN
nynbnbl. OcCTaBIIyIOCS BOJY, OYMINEHHYIO MCIONB3YIOT Jid pa30aBieHUss MEPBUYHOU
OyJbIbl, HUCHOJB3ySd NpPUEM B3MYYUMBaHHUA C LEIbl0 (PaKUMOHUPOBAHUS YaCTHULL.
B3MmyuunBaHue 3aKiII04aeTCsl B TOM, YTO IIPU CMELIMBAHUM TBEPAOTO BEIIECTBA C KUAKOCTHIO,
B 10-20 pa3 mo oObeMy MpeBBIMIAIONIEH €ro Maccy, MEJIKHE YacTHIbl HaXOIATCS BO
B3BCILIEHHOM COCTOSIHMM, KPYIIHBIE YacCTHIbl OCEHAal0T Ha JHO. TOHKYIO B3BECh CIIMBAIOT,
0CaJIOK TOBTOPHO M3MENBYAIOT W B3MYUMBAIOT C HOBOW mopruen kuakocTu. Onepanuto
MOBTOPSIIOT, IOKA BECh OCA/IOK HE MEPEUJIET B TOHKYIO B3BECH.

@®nakoH OECIBETHOIO CTEKJIa YKYMOPHBAIOT IUIOTHO IIJJACTMACCOBOM MPOOKOH ¢
HAaBUHYMBAIOIIECHUCS KPBIILIKOM.

OdopmisitoT sTHKeTKON «Hapyx)Hoey, MpeaynpeauTeIbHbIMA HAAMUCIMU: «XPAHUTh
B NPOXJaJHOM, 3alUIIEHHOM OT cBeTa Mecte», «llepen ymorpebieHuem B30anThIBaTHY,
«XpaHHUTh B HEAOCTYITHOM JUIs AeTeN MecTe». HaknenBaroT Homep penenra.

OneHka KadyecTBa M CPOKM XPAHEHUS B alTEKE OCYILECTBISIETCS B COOTBETCTBUM C
npuka3zom M3 PO Ne 7511 ot 26.10 2015 1.

AHanu3 nokymeHTauuu: Peuent BblmucaH MNpaBuWiIbHO. WHrpenneHThl COBMECTHMBI.
Pacyerbl cjenaHbl TpaBWIbHO, NACHOPT MHUCbMEHHOTO KOHTPOJS BBIIIUMCAH, BEPHO.
OTknOHEHHEe B  Macce JIeKapcTBEHHOM  ¢opmbl. OleHKa  pecyCHeHIUpPYyeMOCTH.
[IpaBuIBHOCTH YIAKOBKH U O(POPMIICHHUSI.

Cpok xpaHeHus 3 CyTOK.

3ananue 89. CuTyallMoHHas 3aa4a

B anrexy nmocTynui penent Ciaeayromero CocTana:
Rp.: Infusi herbae Leonuri ex 5,0 - 100 ml
Natrii bromidi 1,0
Glucosae 5,0
M.D.S. ITo 1 cTonmoBoii 10XxKKe 3 pa3a B JICHb.
4, CnenaiiTe = HEOOXONMMBIE  pacueThl M OMHUIIUTE  TEXHOJIOTHIO
HU3TOTOBJICHUS JICKAPCTBCHHOT'O IIpCIiapaTa Mo MpOIruCH € UCIIO0JIb30BAHUCM



KHUJKOTO  DKCTpaKTa-KOHLEHTpaTa  TpaBbl  IIyCTBIDHMKA,  BbIOpaB
ONTHMAJIbHBIM BAPUAHT TEXHOJIOTUH.

o. Odopmute 000POTHYIO M JHUIEBYIO CTOPOHY MAacHoOpTa MUCHbMEHHOTO
KoHTpois. Ompexnenute  1enecooOpasHble  BUIbl  BHYTPUANTEYHOTO
KOoHTpoJsi. Onpenenure TpeboBanus k opopmienuto JID.

6. YKaXHUTe CPOK U YCIOBUS XpaHeHUs N3rorosieHHou JID B anreke.

Ilpasunvhoiii omeem:

Rp.: Infusi herbae Leonuri ex 5,0 - 100 ml
Natrii bromidi 1,0

Glucosae 5,0

M.D.S. ITo 1 cTonmoBoii 10XKKe 3 pa3a B JICHb.

Hacnopm nucemennozo konmpoas (IIK)
Jluyesas