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1. Ilepeyenb KoMIeTeHI M, (POPMHUPYEMBIX IHCHUIITHHOM

npogeccuonanvnuie (I1K)

Kon nu HanmeHoBanue npodeccnoHAILHOM
KOMIIeTeHIHH

HNuaukaTopbl 10CTHKeHUS POdeCcCHOHATBLHOM
KOMIIeTeHIHH

IIK-5. Crocoben HW3roTaBJIMBaTh
JIEKapCTBEHHbIE TMpernapaTl W MPUHUMATH
ydacTie B  TEXHOJOTMH  TIPOU3BOCTBA
TOTOBBIX JICKAPCTBEHHBIX CPEICTB

N nk-s-1. [IpoBoaut MEpONPUATHS o
MOJTrOTOBKE pabovero MecTa, TEXHOJIOTHYECKOTO
o0opyoBaHus, JICKapPCTBEHHBIX u
BCIIOMOTaTENbHbIX BEIIECTB K H3TOTOBJICHUIO
JIEKapCTBEHHBIX IIPENapaToB B COOTBETCTBUU C
penentaMuu (WIM) TpeOOBaAHUSIMU

N /nks-2. H3roraBnuBaet JIEKApCTBEHHBIE
permapoToB, B  TOM  4YHCIE,  OCYIIECTBISSA
BHYTPHANTEUHY0  3arOTOBKY M CEpHUHHOE
U3rOTOBJIEHHE B COOTBETCTBUU C YCTAHOBJIECHHBIMU
IIpaBUWJIaMUU C y4ETOM COBMECTUMOCTH
JIEKapCTBEHHBIX M BCIIOMOTATENIbHBIX BEILECTB,
KOHTPOJIMpPYs ~ KauyecTBO Ha  BCEX  CTaauAX
TEXHOJIOTUYECKOIO

mporecca.

N /Ink-5-3. YIakoBbIBaeT, MapKUPYyeT U (WIIH)
o(GOpMIISIET M3TOTOBJIECHHBIE JIEKAPCTBEHHBIE
IpenapaTsl K OTIYCKY.

N Ank-s-4. Perucrpupyer JTaHHbBIE 00
U3TOTOBJIEHUM JIEKapCTBEHHBIX IPENaparoB B
YCTAaHOBJIEHHOM IIOpPSIIKE, B TOM 4YHCIIE€ BEIET
IIPEIMETHO-KOJINYECTBEHHBIN y4der rpynn
JEKapCTBEHHBIX CPEACTB W JPYI'HX BELIECTB,
MOJJIEKALUX TAKOMY YUETY.

N qnk-s-5. N3rorasinuBaer JIEKapCTBEHHBIE
Ipenaparsl, BKJIKOYas CEpUHHOE H3TOTOBIHEHUE, B
IIOJIEBBIX  YCJOBMSIX TIPU  OKa3aHUM  ITOMOIIU
HACEJICHUIO NP Ype3BbIYaiHbIX CUTYAIUsX.

N/ nk-s-6. IlpoBoautr moabop BCIOMOTaTENbHBIX
BEIIIECTB JIEKAPCTBEHHBIX ()OPM C YUETOM BIUSHHS
O6uodapmanieBTHUECKUX (PaKTOPOB.

M /nk-s-7. IIpoBomauT  pacdyersl  KOJUYECTBA
JIEKapCTBEHHBIX CPEICTB "
BCIIOMOTaTeNIbHOTaTEIbHbIX BEIIECTB JUTSE
IIPOM3BOJICTBA  BCEX  BHUJOB  COBPEMEHHBIX
JIEKapCTBEHHBIX (hOpM.

2. Buapl OLEHOYHBIX MATEPHAJIOB

B COOTBeTCTBHM ¢ (opmupyemMbiMu

KOMIIeTEeHIIUSIMH
HaumenoBanue Bupl OLIEHOUHBIX MAaTEpUAIIOB KOJIMYECTBO 3aaHuN
KOMIIETEHITHH Ha 1 KoMIIeTEeHIINIO
3ajaHus 3aKpHITOTO TUIA 25 ¢ pTamoHaMu OTBETOB
IIK-5 3agaHus OTKPBITOrO TUNA: 3aJaHusl Ha
75 ¢ aTaTOHaMH OTBETOB
JnonosiHeHust, CUTyallMOHHbIE 33]1a41




IIK-5:
3adanus 3aKkpeimozo muna:
3anmanue 1. MacTpykuus: BeiGepuTe oauH NpaBUIIbHBIA OTBET.

[Tpu opopmieHnn Ma3u, U3rOTOBICHHOH 110 PEIETITY:
Amnecre3nna 0,5

Hosokauna 0,5

Jlanonwnna 2,0

Bazenuna 10,0

CrnenyeT 0)OpMUTH ITUKETKY C CUTHAIILHOM MOJIOCOM I1BETA!
1) opanxeBOro

2) po30BOrO

3) cuHero

4) 3e€eHoro

Omanon omeema: 1. opaHxkeBoro

3ananue 2. Unctpykius: Beibepute oauH MpaBUIIbHBIN OTBET

[Ipu opopmiennn Mas3u, U3rOTOBICHHOM MO PEIEnTy
Amnecresuna 0,5

Hosoxkaunna 0,5

Jlanonuna 2,0

Bazenuna 10,0

Cpok rOIHOCTH Ma3H COCTABHT:

1) 2 cyrok

2) 30 cyTok

3) 10 cyrox

4) 3 cyTok

Omanon omeema: 3. 10 cyTox

3ananue 3. UncTpykuus: Beibepute ouH npaBUIbHbIA OTBET

KoHuenTprpoBaHHbIE pacTBOPBI N3TOTABINBAKOTC:

1) B acenTUueCKUX yCIOBHSIX Ha BOJIE OYMILEHHOU

2) B aCeNTHYECCKUX YCIOBHUAX HA BOJE ISl HHBEKIUI

3) B acenTHYECKHX YCIOBHUSIX Ha BOJE BOJOIMPOBOIHOM

4) B MOMEIIEHHUSX OOIIIEero Ha3HAUCHHUS Ha BOJIC JIJISl MHBEKIHIA

Omanon omeema: 1. B acCENTUYECKUX YCIOBUSIX HA BOJEC OUUIIICHHOU

3ananue 4. UacTpykuus: BeiGepure oauH MpaBUIbHBIN OTBET

ITpu M3roToBIEHUH MUKCTYP B IIEPBYIO OY€PEb K BOJIE OUMILICHHONBBOAAT
1) TpuTypauuu

2) HaCTOMKH

3) KOHLIECHTPUPOBAHHBIE PACTBOPBI

4) BeecTBa, HaXOAALIMECS HA IPEAMETHO-KOJINYECTBEHHOM y4eTe

Omanon omeema: 4. BCIICCTBA, HAXOAAMIMUECCA HA MPECAMCTHO-KOJIMYCCTBCHHOM Y4YCTC



3anmanue 5. UHcTpykuus: BeiGepuTe oauH NpaBUIIbHBIA OTBET

Kakoe xommdecTBO ChIpbA HCO6XO,I[I/IMO B34ATb IJId IOJYUCHUA 200 MIHACTOS JTUCTHLEB

Kpanusbl?
1) 40,0r
2) 200r
3) 05r

4) 10,0r

Omanon omeema: 2. 20,0 v
3ananue 6. UHCcTpyKIuMs: BeiOepuTe 0MH NpaBUIIbHBIA OTBET

K cymnmo3uTopHbIM OCHOBaM MPEIBSIBISIOTCS CIEAYIONINE TPeOOBaHUS
1) 1oyKHBI OBITH JOCTATOYHO TBEPBIMU NPH XPaHEHUU

2) DOJDKHBI TIPOSIBIIATH TEPAIEBTUIECKUN YPPEKT

3) 1OJKHBI UIMETh TeMIlepaTypy IuiaBieHus 36,6°C

4) He NOJKHBI B3aUMOJIEHCTBOBAThH C JIEKaPCTBEHHBIMU BEILIECTBAMU

Omanon omeema: 4. He JOJIXKHBI B3aI/IM0IleI\/JICTBOBaTI) C JICKaPCTBCHHBIMHM BCIICCTBAMU

3ananue 7. Unctpykius: Beibepute oauH MpaBUIIbHBIN OTBET

VYkaxure 0cCOOEHHOCTH BHYTPHUANTEUHOTO KOHTPOJIS KAUeCTBa JIETCKUX JIEKAPCTBEHHBIX GOpPM
(Bo3pact 5o 1 rozga)

1) 100 % xumMHuYeCKni aHATU3

2) 50 % opraHonenTUYeCKU KOHTPOJIb JIEKAPCTBEHHBIX (POPM ISl BHYTPEHHETO TPUMEHEHHUSI
3) BBIOOPOYHBIM XUMUUYECKHI aHAIN3

4) TONBKO Ka4eCTBEHHBIN aHATIN3

Omanon omeema: 1. 100 % XuMHAYECKUN aHAINA3
3ananue 8. MucTpykius: Beibepute ouH npaBUibHBIA OTBET
K MsTKHM JIekapcTBEHHBIM (hOpMaM HE OTHOCSATCS

1) Ilnacteipu

2) [MacTunku

3) [Tacter

4) XeBatenbHble pe3UHKI

Omanon omeema: 2. [lactunku

3ananue 9. UncTpykuus: Beibepute ouH npaBuibHbIA OTBET

[To THIy cycrieH3un B Ma3e€BYIO OCHOBY BBOJISIT
1) Cepebpa Hutpar

2) HoBokann

3) BucMyTta HUTpaT OCHOBHOM

4) IndenruapaMuHa THIPOXIOPHT

Omanon omeema: 3. Bucmyta HUTpaT OCHOBHOU



3anmanue 10. MucTpykus: Beibepure onuH NpaBUIIbHBINA OTBET

[Tpu u3rorosnenuu 500 M1 pacTBOpa-KOHIICHTpaTa MarHus cynbdata 25% B MepHOIi Kobe, B
MIEPBYIO OYepelb B KOJIOY

1) oTBemIMBAIOT MarHust CyabhaT

2) OTMEPUBAIOT BOJY

3) ormepuBaioT 1/2 yacTh BOJIBI

4) ormepuBarot 1/10 gacts BOIbI

Omanon omeéema: 1. OTBEMINBAIOT MarHus cyiabdaT

3amanue 11. UacTpykuus: Beibepure oauH nmpaBUiIbHBIA OTBET
N3rotoBneHHBIN KOHIICHTPUPOBAHHBIN pacTBOpa Kanus OpoMua MOABEPraroT aHAIU3Y:

1) opraHoJenTHYECKOMY

2) TOJBKO Ka4eCTBEHHOMY KOJIUYECTBEHHOMY
3) MOJHOMY XUMHUYECKOMY

4) TIOTHOCTH pacTBOpa

Omanon omeema: 3. MOJIHOMY XUMUYECKOMY

3amanue 12. MncTpyknus: Beibepure onnH MpaBUIIbHBINA OTBET
CpoK roHOCTH KOHLIEHTPUPOBAHHBIX PACTBOPOB, PEKOMEHIYEMBIX /Il OTMEPUBAHUS U3

OIOpPETOYHOMN YCTAaHOBKH, PErJIaMEHTHPYET

1) npuxa3 Ne308 M3 PD

2) npuka3 Ne249u M3 PO

3) npukaz Nel83 M3 PD

4) I'ocynapcrBennas @apmaxones PO XIV uznanus

Omanon omeema: 2. npukas Ne249ua M3 PO

3ananue 13. Mnctpykuus: BeiOGepure oauH MpaBUIIbHBIN OTBET

KonneHTpaius pacTBOPOB - KOHIIEHTPATOB, PEKOMEHAYEMBbIX JJIi OTMEPHBAHUS U3 OIOPETOUHOI
YCTaHOBKH, PETJIAMEHTHPYET

1) npukaz Ne2491 M3 PO

2) mpuka3 Ne308 M3 PO

3) mpuka3z Nel83 M3 P®

4) TocynapctBennas @apmakones PO X1V uznanus

Omanon omeema: 1. npukasz Ne249u M3 PO

3ananue 14. Unctpykuus: BeiGepute o1H MpaBUIIbHBIN OTBET
KoHueHTprpoBaHHbIE pacTBOPEI HE PEKOMEHIYETCS U3TOTABIINBATH N3BEIIECTB:
1) rurpoCKOMMYHBIX

2) BBIBETPHBAIOIINXCS

3) coaepKalKX 3HAUYMTEIFHOE KOJHYESCTBO KPHCTAIUTM3ALOHHON BOJIBI

4) moanekalmx MpeIMeTHO-KOJTHYECTBEHHOMY YUETY

Omanon omeema: 4. nojyeKalMX MPeIMETHO-KOJIMYECTBEHHOMY YUETY

3amanue 15. UacTpykuus: Beibepure oauH nmpaBUiIbHBIA OTBET



Omnpenenure 00BEM BOJIbI, HEOOXOIUMBII [T MPUTOTOBIEHUS 180 MIT HACTOSI KOPHEBUIIL C
KOPHSIMH BaJICpUAHBI, €ClTi KOA(DPHUITMEHT BOAOIIOTIIONICHHS ChIPbs paBeH 2,9

1) 232.2mn

2) 206,1mn

3) 185.2mn

4) 197,4mn

Omanon omeema: 4. 197 4mn
3amanue 16. UacTpykuus: Beibepure ouH npaBUiIbHBIA OTBET

JlucriepcnoHHO# cpeloii SBJIsIeTCsl BOJa, CYCIIEH3UI0 00pas3yeT
1) xamdopa

2) nmpoTaproi

3) nericun

4) riroko3a

Omanon omeema: 1. xampopa
3ananue 17. Unctpykuus: Beibepure ouH NpaBUIbHBIA OTBET

B Mazsx-cycreH3usx JekapCcTBEHHbIE BEIECTBA B KOHIIEHTpauu 5% u 60s1ee n3Menp4aroT ¢
MTOMOIIBIO

1) rmunepuna

2) BoAbBI

3) yacThl0 Macia

4) 4yacThIO pacIyIaBJIEHHON OCHOBBI

Omanon omeema: 4. 4aCThIO PACIUIABICHHOU OCHOBBI
3ananue 18. MHcTpykuus: BeiOepure oauH MpaBUIIbHBIN OTBET

st msmenpuenus 3,0 heHuncanuiiaTa caeayeT B3sTh CIIMPTa dTHIOBOTO
a) 10 kamenn
0) 15 xanenn
B) 20 Kamesnb
r) 30 kanenb

Omanon omeema: 4. 30 xanens
3ananue 19. Unctpykuus: BeiGepure o1uH MpaBUIIbHBIN OTBET

[Topouiku, conepskaine KkamQopy, YIaKoBbIBAIOT B KarcyJibl U3
a) mepraMeHTHoi Oymaru

6) napaguHUpOBaHHON Oymaru

B) nucyel Oymaru

T') BOIIIEHOH Oymaru

Omanon omeema: 1. mepraMeHTHON Oymaru

3ananue 20. MncTpykus: Beibepure on1uH NpaBUIIbHBINA OTBET



[Ipu U3roTOBIEHUH CIIOKHBIX MOPOIIKOB KPACAILIUE BEIIECTBA U3MENIbUAIOT
1) co cnupTom

2) B IepBYIO OYepeab

3) MEeX]ly CIOSIMH HEKPACSAIINX BEUIECTB

4) co cnupTO-BOJHO-TIIUIIEPUHOBOM CMECHIO

Omanon omeema: 3. MEXIy CIOSIMH HEKPACSIIUX BEIIECTB
3amanue 21. UacTpykuus: Beidepure oauH nMpaBUiIbHBIA OTBET

[Tpu U3rOTOBIEHUHU HACTOEB U3 CHIPHS, COACPKAILETO ATKAIOUIBI, K BOJIE JOOABIISIIOT KUCIIOTY:
1) cepnyto

2) bocopryro

3) XJIOPUCTOBOIOPOTHYIO

4) yKCyCHYIO.

Omanon omeema: 3. XJIOPUCTOBOJIOPOIHYIO
3amanue 22. UncTpyknus: Beibepure o1uH MpaBUIIbHBINA OTBET

Hacroit TpaBbl MTYCTBIPHUKA TP OTCYTCTBUH YKa3aHUS B PCUCIITC U3TOTABJIMBAIOT B
COOTHOILIICHNHU

1) 1: 30

2) 1: 10

3)1:5

4) 1: 400

Omanon omeema: 2. 1.10
3ananue 23. MHcTpyKIus: BeiOepute oMH MpaBUIbHBINA OTBET
B acenTu4eckux ycIOBHIX U3rOTaBIMBAIOT Ma3b
1) Ha3anbHYIO
2) ¢ IeKapCTBEHHBIM BEIIECTBOM, MOJUICKAIIUM MPEAMETHO-KOJINISCTBEHHOMY yUYETY
3) ¢ aHTHOMOTUKOM
4) pe30pOTUBHOTO IEHCTBUS

DOmanon omeema: 3. ¢ aHTUOMOTUKOM

3ananue 24. Unctpykuus: BeiGepute o11uH MpaBUIIbHBIN OTBET

B pernenite He ykazana koHIeHTparus Ma3u. 3 BemecTB 00IIero cnucka Ma3b TOTOBAT B
KOHICHTpAaluH

1) 1%

2) 3%

3) 5%

4) 10%

Omanon omeema: 4. 10%
3ananue 25. UncTpyknus: Beibepure on1uH NpaBUIIbHBINA OTBET

[Ipu M3roTOBIECHUH CYNTIO3UTOPUEB METOIOM PYYHOTO ()OPMHUPOBAHUS IPUMEHSIOT OCHOBBI



1) Butencon

2) KeJIaTUHO-TIIUIIEPHUHOBYIO

3) maciio Kakao

4) crasel 11217

Omanon omeema. 3. Macio KaKkao
3a0anus omKpslmoz0 muna:

3aganue 26. Muctpykuus. BMecTo mpouepka BIMIIKUTE CIOBA:
Pexxum crepwinzanuu  TEXHOJOTHYECKOM OJEKAbl B IMAPOBBIX CTEPWIM3ATOPAX U BpeMs
XpaHeHUs ?

Omanon omeema: 120°C B TeueHue 45 MUHYT He OoJiee 3 CYTOK.

3ananue 27. UncTpykuus. Bmecto npoyepka BOUIIUTE CIOBA:
CMmeHa caHUTapHOM 0K/ 1bl pAOOTHUKOB alTeK JI0JIKHA IPOBOJUTCS HE PEXKE_B CMEHY.

Omanon omeema: 1 paza.

3ananue 28. UHcTpykuus. BMecto npouepka BOUIINUTE CIIOBA:
Bopa ouniiieHHas MOKeT XpaHUTCS B aliTeke He Ooiee CYTOK.

Omanon omeema: 3 CyTok
3ananue 29. UncTpykuus. BMecTo mpouepka BIUIINTE CIIOBA:

Jliia oOpa®oTKu pyK BbI OyJieTe UCIIOJIb30BaTh MEPE] HayaloM M3rOTOBIICHHUS MpEnaparoB, MpU
OTCYTCTBUM JPYTUX I€3UHPUIHUPYIOLINE CPEJICTB

Omanon omeema: 0,5% pactBop xsopamuna b

3ananue 30. MHCcTpyKms. BmecTo npodepka BIUIINTE CI0BA:
Y60pKy Npou3BOACTBEHHBIX MTOMEIIEHNH (UKCUPYIOT B )KypHaJe yuyeTa

Omanon omeema: IlpoBeneHus: yoopok

3ananue 31. UHcTpykuus. BMecto npouepka BOUIINTE CIIOBA:
IIpoctepunu3oBaHHbIe: BaTa, Mapisi, nepraMeHTHas Oymara, QUIBTPbI JI0 BCKpBITUS OHKCOB
XpaHATCS B alTeKe B TEYEHUE 4acoB.

Omanon omeema: 12 4acoB

3aganue 32. MucTtpykuus. BMecTo npoyepka BIUIINATE CJIOBA:
Ykaxure MaTepuasl Jjs1 KOTOPBIX Bbl HCIIOJIB3YETE XUMHUECKYIO CTEPUIIN3ALIUIO PACTBOPAMM_.

Omanon omeema: IlonnMepHsle MaTepUabl

3ananue 33. MHcTpykums. Bmecto npodepka BIUIINTE CI0BA:

WuTepBan BpeMeHHM OT Hayalla U3TOTOBJICHHS MHBEKIMOHHBIX M MH(Y3MOHHBIX PAacTBOPOB J10
Hayaja CTepUIIM3alUU He JJOJKEH MPEBBIIIaTh

Omanon omeema: 3 yaca

3ananue 34. Mucrpykuus. Bmecto npodepka BIULINTE CI0BA:



s mpurotoBnenus 100,0 2% ma3u ¢ MEHTOJIOM CTYACHT JOJKCH B35Th:Ba3elMHA u
MEHTOJIA

Omanon omeema: Basenuna 98,0 u menrona 2,0

3aganue 35. Uuctpykuus. Bmecto mpouepka BIMIIKMTE CIOBA:
[Ipu U3roToBIEHNH AEPMATOIOTMYECKON Ma3u C PE30PIIMHOM (papMaIeBT pacTBOPUII PE3OPIIMH B
BOJIE U CMEIIaJl PAaCTBOP C PACILIABJICHHBIM Ba3eJIMHOM. €ro JCHCTBHS CIENyeT OLICHUTh KaK

Omanon omeema. HEBCPHEBIC

3aganue 36. Muctpykuusi. BMmecto mpouepka BIMIIKMTE CIOBA:
KonnuecTBo xenato3bl 1715 U3roTOBJIEHUS [TPOIINCH

Rp.: Emulsii ex oleis 200,0

D.S. Ilo 1 yaiiHoii 10%Ke 3 pa3a B A€Hb

Omanon omeema: 10 rpamm

3amanue 37. UncTpykuus. BMecto mpoyepka BIUIIKTE CIOBA:
KonnuecTBo Macia Jij1st U3rOTOBJICHUS SMYIBCHH 110 MIPOITUCH
Bozbmu: Omynscun macisHoit 180,0

Kamdopsr 2,0

Hatpus 6pomuza 1,0

Cwmemaii. Beimaid.

O603Hnausb: 1o 1 cTonoBoii noxKe 3 pa3a B ICHb.

Omanon omeema: 18 rpamm

3amanue 38. UncTpykuus. BMecto mpoyepka BIUIIKTE CIOBA:
W3 nexapcTBEHHOTO CBHIPBS, TPAaBa TOPUIIBETA BOAHBIC U3BICUEHUATOTOBSIT B COOTHOIIICHUH

Omanon omeema: 1:30

3ananue 39. MHcTpykums. Bmecto npodepka BIULINTE CI0BA:
Bce sTukeTkn 0053aTeNIbHO JOKHBI COAEPKATh NPEAYIPEAUTEIbHYI0 HaJITUCh

Omanon omeema:. XpaHUTh B HEAOCTYITHOM JIJIsl IETEH MeECTe

3ananue 40. Mactpykuus. Bmecto npodepka BIUIINTE CI0BA:
Macca pekTaiabHOro Cynrno3UTOpHsl, €CIIM OHA HE yKa3aHa B PELENTE COCTABIISAET

Omanon omeema: 3,0

3amanue 41. CuryarnonHas 3ajgada

B anreky ropoga O. obpaTuiics My:KYHWHA C PEIENTOM, BHIMHCAHHBIM Ha PEIENTYPHOM OJaHKe
dbopmber Ne 148-1/y-88, odopMieHHBIM B COOTBETCTBHHU C TPEOOBAHUSIMH HOPMATHBHBIX
JIOKYMEHTOB.

Penent ObuT ¢ MOMETKOM «statimy, coaepIkall CIeIYIONIYIO TPOIHCH:

Rp.: Procaini hydrochloridi 1,0

Benzocaini 2,0

Spiritus aethylici 70%- 80 ml

M.D.S. Bruparts B KoJIeHO 2 pa3a B ICHb.



B antexke umeerca cnupt 3THioBeld 70%. IIpoBH30p-TEXHOJOr TMOCHE MpPENBAPUTEIBHON
(hapmaleBTUUECKON IKCIEPTHU3bl U TAKCUPOBKU COOOIIMI MAIMEHTY, YTO acCCHCTEHT 3aloied,
MO3TOMY JIEKapCTBEHHBIN MpemapaT OyJeT rOTOB TOIBKO depe3 aBa AHs. [locKoIbKy MalleHT He
3ax0TeNl KAAaTb TaK JOJTr0, IPOBHU30P-TEXHOJOr TMPEMJIONKUI OoOpaTuTbcs B OTHAEN
0e3perenTypHoro OTIyCcKa 3a JIEKapCTBEHHBIM MPENapaToM-aHAJIOTOM U TIOMOT C €r0 BBIOOPOM.
[Ipumeyanue:

[TnotHocte 95% cnupra stunoBoro = 00,8114 1/cm3. KYO HoBokamna 0,81 mu/r, KYO
aHecte3uHa - 0,85 mi/r.

1. [Tepeuncnure TpeOGoBaHUs K OPOPMIICHUIO PELIENTa U OTIMYCKY JaHHOTO JIEKAPCTBEHHOTO
npernapara.

2. Kak Bpl cunraere, mpaBOMOYHO JIM HPEJIOKEHHE MPOBU30pPA-KOHCYIbTAHTA O
3aMEeHe JIEKapCTBEHHOT 0 npenapara’?

3. [IpoBenuTte QapManeBTUYECKyI0 SKCIEPTHU3y JaHHOM MpOMHCH U CleNaiTe
HEOO0XOAUMBIE PACUETHI.

4. O06ocHyiiTe TEeXHOJIOTHIO H3TOTOBJICHUS JAHHOH JIEKAPCTBEHHOU (DOPMBI.

S. VYxkaxure 0cOOeHHOCTH 0OPMIICHHS K OTITYCKY JaHHOH JIEKapCTBEHHON (POPMEL.

Omanon omeema:

1. CnupT 3TUIIOBBI OTHOCHUTCA K JIEKAPCTBEHHBIM IIperaparaM, MOIIEKAIUM IPEeIMETHO-
KojauuecTBeHHOMY Y4€ty (mpukaz M3 P® ot 22.04.2014 r. Ne 183H, mOCTaHOBIEHHE OT
29.12.2007 r. Ne 964).

B coorBerctBun ¢ llpukasom MunucrepcTBa 3apaBooxpaHeHus Pocculickon Penepanuu OT
24.11.2021 Ne 10941 "O6 yrBepknenun I[lopsaka HazHaueHUs JEKapCTBEHHBIX IpENaparos,
(dopM perenTypHbIX OJaHKOB Ha JIeKapCTBEHHbIE npenapatsl, [lopsinka opopmiieHus: ykazaHHbIX
ONaHKOB, WX Yy4yeTa W XpaHeHus, (GopM OJIAHKOB pEIEeNnToB, COJEpXKAllUX Ha3HAuYEeHUEe
HAapKOTUYECKUX CPEACTB WJIM I[CUXOTPONHBIX BemecTB, llopsaka HX M3roTOBIEHUS,
pacripesielieHusi, perucTpaluy, ydera U XpaHeHus, a Taxke [IpaBun odopmieHus OnaHKOB
peLenToB, B TOM 4Kciie B (OpMe 3JIEKTPOHHBIX JOKYMEHTOB" CIUPT STUJIOBBIM BBHITUCHIBAETCS HA
peuentypHoM Onanke Gopmel Ne 148-1/y-88, KoTOpHIi HOKEH COllEpKaTh:

- 1. PeuentypHnsiii 61ank ¢popmel Ne 148-1/y-88 umeer ceputo 1 HOMeED.

2. Ha peuentypHoM OiiaHke B JIEBOM BEpXHEM YINIy MPOCTABISAETCS IUTaMIl JiedeOHO-
MpOo(UIAKTUYECKOTO YUPEXKIEHHUS C YKa3aHHEM €ro HaMMEHOBaHMsI, afjpeca U TenaedoHa.

3. B rpadax "®.M.O. OGonpHOro" m "Bozpact" yka3bIBaroTCs IMOJHOCTBIO (aMHIUS, WM,
OTYECTBO OOJILHOTO, €r0 BO3pacT .

4. B rpage "Anpec unu N MEAUIMHCKONW KapThl aMOy1aTOpHOTo OOJILHOTO" yKa3bIBAETCs aJIpec
MecCTa JKUTENbCTBA OOJBHOTO WJIM HOMEP MEIUIIUHCKON KapThl.

5.B rpage "®.MN.0. Bpaua" yka3pIBarOTCs NOTHOCTHIO (haMUIIMSL, UMsI, OTYECTBO Bpaya.

6. B rpade "Rp" yka3biBaercs:

HAa JIATUHCKOM $I3bIKE MEKIYHAPOIHOE HENTATEHTOBAHHOE HAMMEHOBAHUE;

J03UPOBKA JIEKAPCTBEHHOTO Mpernapara;

Ha PYCCKOM S3bIKE YKa3bIBAETCsI CIOCOO MPUMEHEHMS JIEKApCTBEHHOTO CPEJICTBA.

7. PenienT mOANMKMCHIBAETCS BPAYOM M 3aBEPSETCS €ro JIMYHOM MevaTbio. JOMOTHUTENIBHO penenT
3aBepsieTcs MevaThio JIeueOHO-poduiIaKTHUeCKoro yupexaenus "Jlns perenton'.

[IpoBepsieTcs BriciIas pa3oBas U BbICIIAS CYTOYHAsS JO3bI.

Ecnu HeoOX0oauMo MpeBbIIIeHUE BBICIICH pa3oBOil 1036, TO Bpau YKa3bIBaeT J03Y MPOMUCHIO U
CTaBUT BOCKJIMIIATEIIBHBIN 3HAK.

Cornacno npuka3sy IIpukasy Munzapasa Poccun ot 24.11.2021 N 1093n

"O6 yrBepkaenuu IlpaBun oTHmycka JIEKapCTBEHHBIX TIPEMapaToB HJisi MEAUIIMHCKOTO
NIPUMEHEHHSI ~ ANTEUYHbIMM  OpPraHM3alMsAMHM, HWHAMBUAYAJIbHBIMH  IpPEANPUHUMATEISAMH,
MMEIOIIMMU JIMLEH3UI0 Ha OCYLIECTBICHHUE (hPapMaleBTHUECKON NEeATETbHOCTH, MEIUIIMHCKUMUI
OpraHU3alMsIMH, UMEIOLIMMH JIUIICH3HIO Ha OCYILECTBIICHHE (hapMalleBTHUECKON eATEIbHOCTH,



1 UX 000COOJICHHBIMH MOJPA3ACICHUAMHU (aMOyIaToOpusiMu, (perbaAmepcKuMH U (HebaIepeKo-
aKyIIEPCKUMHU TTyHKTaMU, IIEHTpaMH (OTIIEICHUSAMHU) O0IIei BpaueOHOM (CEMEHO) TPaKTUKH),
PAacIoNIOKEHHBIMU B CEJIbCKHUX MOCEIECHUAX, B KOTOPHIX OTCYTCTBYIOT aliT€YHbIe OpraHU3alyi, a
takxke IIpaBun  oTmycka  HapKOTHMUECKMX  CPEACTB M ICUXOTPOIIHBIX  BELIECTB,
3apETUCTPUPOBAHHBIX B KAUECTBE JICKAPCTBEHHBIX MPETAPATOB JAJIS MEIUIIMHCKOTO IPUMEHEHNS,
JICKapCTBEHHBIX IPENaparoB JUIsl MEAULMHCKOTO NPUMEHEHUs, COJAEpKalllUX HAPKOTUYECKHE
CpeAcTBa M TICUXOTPONHBIC BemecTBa B ToM 4uciae Ilopsaka oOTmycka anTeYHbIMH
OpraHu3alsIMM HMMMYHOOHOJOIMYECKUX JIEKAPCTBEHHBIX IpenapaToB" OTIYCK 3TUIIOBOTO
CIHMpTa MPOU3BOJUTCS IO pPELEnTaM, BBITUCAHHBIM BpayaMH C HAAMHChIO «/lJi1 HamoXeHHs
KOMIIPECCOB» (C yKa3aHHEM HeoOXO0IMMOro pa3BeieHus ¢ BOAON) UK «J{1s1 00paboTKN KOXKM» —
10 50 TpaMMOB B YHMCTOM BHUJE; IO pEIENTaM, BHIIHCAHHBIM BpayaMH Ha JICKApCTBEHHYIO
IPONUCh WHIUBUIYAJIbHOIO H3roTOBIEHHs, — A0 50 rpaMMOB B CMeCH; IO peLenTam,
BBIMMCAaHHBIM BpadyaMH Ha JICKAPCTBEHHYIO INPONHCh WHAWBHUIYAIBHOTO H3TOTOBJICHUS, C
Haanucelo «[lo cnenuasbHOMY Ha3HA4YEHHIO», OTAEIbHO 3aBEPEeHHON NOJNKMCHIO Bpada U
neJaThlo J1e4eOHO-TPOPMIAKTHYECKOTO yupexaeHus «Jlus peumenToB», st OOJNBHBIX C
XPOHUYECKUM TeueHueM 0ose3Hu — 10 100 rpaMMOB B CMECH U B YUCTOM BHJIE.
Cpox neicTBUsI perernrta CocTaBisieT 15 aaeil.
Peuent popmer Ne 148-1/y-88 xpanutcs 3 roza.
2. B nmaHHOM cilydae HpOBU30P-TEXHOJIOI HE IpaB B TOM, 4TO u3rorosieHue JIII
OTKJIa/IbIBaeTcsl Ha 2 pabouux AHA. Penentsl ¢ MoMeTKo# «statim» TOJDKHBI ObITh OTOBAPEHBI B
TedyeHnue 1 pabouero aHs.
Ha3znauenue JII1 Bpauom ocylecTBIs€TCs, yUuThIBask MHAUBUIYaJIbHbIE 0COOEHHOCTH OOJIBHOTO.
3aMEHUTh JIEKAPCTBEHHYIO TIPONHCh HA AHAJIOTUYHBIN TOTOBBIA JIEKapCTBEHHBIN IMperapar
MO>KHO TOJIBKO MOCJI€ KOHCY/IbTAUH (PapMalieBTHYECKOTO CIIEIHAUCTa C BPAauOM.
3. [I1K
JIuuesas cTopoHa
Procaini hydrochloridi 1,0
Benzocaini 2,0
Spiritus aethylici 70% 80 ml
Voomur.= 82,51 ml
I1K
O6opoTHas cTOpoHa
X=80Mir*70%/95%=58,9Mm11
V=58,98mi;
m=V*p
m=58,9*0,8114=47,79r
OO6mmit 006seM 80 Mt
Beruucinisiem % cyxux BelecTs
3,0-80
X —100 x=3,75>3%
MPUPOCT 00bEMA, KOTOPBIH 1a€T HOBOKaUH
KY0=0,81
0,81*1,0=0,81 mu
npUpOCT 00bEMA, KOTOPBIH TAaET aHEeCTEe3UH
KY0=0,85

0,85*2,0=1,7 mn
Voom.: 80+0,81+1,7=82,51 mn

4, [TockonbKy naHHas JeKapcTBeHHas (opMa IMpeacTaBisieT coO0H CIMPTOBOIM pacTBOp, TO,
cornacHo ['® XV ODC «HectepuiabHble 1eKapCTBEHHBIE NTPENapaThl aITEYHOIO U3TOTOBJICHHUS B
BUJI€ KHJKHUX JIEKAPCTBEHHBIX (DOPM», PACTBOP M3rOTABINUBAIOT MACCOOOBEMHBIM METOJIOM.



HenocpencTBenHo B cyxoii (uiakoH Ais oTiycka oTBemmBaoT 1,0 r mpokanHa TUapoXjiaopuaa U
2,0 6eH30KanHa, paBHOMEPHO pacIpeaessis MOPOIIKH 10 IHY (rakoHa.

Hanee Bo uakon orMepuBaioT 58,96 mit ciupra STHIOBOTO 95%, MOIYYEHHOTO 10 TPEOOBAHUIO,
n 23,04 mu Bombl oummieHHOHW. [lepeMemmBarOT 10 TOJHOTO pactBopeHus. OOmui o00beM
pacTBopa ¢ y4eTOM MPUPOCTa 00beMa MPU PACTBOPEHUH JICKAPCTBEHHBIX BEIIECTB paBeH 82,51
M. OTkiIOHEHHE B OOBbEMe MPEBbINIAET HOPMY JOMYCTUMOro OTKIOHeHus (+/- 3%), uro
YUUTBHIBAIOT MPU KOHTPOJIE PACTBOPA.

YKynopuBarT pe3MHOBOW MJIU TIACTMACCOBOM MPOOKOW M HABMHYMBAIOIIEHCS KPBITIIKOM.
OdopMIISIOT K OTIYCKY.

5. Odopmnenne K OTHYCKY JEKapCTBEHHOI'O IIperapaTa, HM3TOTOBJIIEHHOTO B aNTE4HOMN
OpraHM3aliy, perJIaMeHTUPOBaHO NpuKa3oM MuHnucrepcTBa 3npaBooxpanenus ot 22.05.2023 N
2491 "OO yTBEpXXIECHUM TPABUJ HM3TOTOBJICHUS W OTIIYCKa JICKAPCTBEHHBIX IpENapaToB s
MEIUIIUHCKOTO TPUMEHEHHUs alTeYHBIMH OpPraHU3alMsIMH, HMMEIOIMMUA JIUIEH3UI0 Ha
dapmanetuueckyto aesarensbHocTh" U ['@ XV ODC «JlekapcTBeHHBIE Mpenaparbl anTeqyHOro
u3rorosieHus». [lanHas nexapcTBeHHas Gopma oopMisieTcss K OTITYCKY OCHOBHOW ATHKETKOMN
«Hapy>xHoe», Ha KOTOPO# TOJKHO OBITH YKa3aHO:

- HauMeHoBaHHWe anteuyHod opranuzauuu uiau O.M.O. mHaUBHUIYyaIbHOTO MPEANPUHUMATEIS,
MMEIOIIETO JIMIEH3UIO Ha (hapMalleBTUUECKYIO AESITENbHOCTD;

- MECTOHAXOXKJICHWE aNTeYHOW OpPraHM3aldu WIH MECTO (apMaIeBTUYECKON esTEITHbHOCTH
WHJMBUIYAJIbHOTO MPEAIPUHUMATES;

- HOMep pelenTa (IpUCcBauBaeTCcs B alTeKe);

- ®.1.0. nanuenra;

- HAMMEHOBAaHHE UJIM COCTaB JIEKAPCTBEHHOIO Npernapara;

- cnoco® MpUMEHEHHUsl JIEKapCTBEHHOIO Mpemnapara (Hapy»XHoe), BUJ JEKapCTBEHHON (GOpMbI
(pactBop);

- moApoOHOE oMucaHue crnocoda MpuMeHeHus (BTUpPaTh B KOJIEHO 2 pa3a B JIEHb);

- JlaTa U3TOTOBJICHUS JIEKApCTBEHHOTO Mpenapara;

- CPOK FOJIHOCTH JIeKapCTBeHHOro mpemnapata («['omeHn 10 »);

1[€HAa JIEKApCTBEHHOTO IpernapaTta;

npeaocTepexeHne: «XpaHuTh B HEAOCTYITHOM JUJISl IETEN MECTE.

JlonoyHUTENbHBIE 3TUKETKH: «XPaHUTh B MPOXJAJHOM MECTE», «XPaHUTh B 3ALIUIICHHOM OT
cBeTa Mectey, «bepeub OT OrHsm».

BrimuceiBaercs curnarypa.

3amanue 42. CutyalinoHHas 3aga4a

B antexy oOpaTuics My>XK4nHa ¢ MPOCHOOW M3TOTOBUTH JIEKAPCTBEHHBIN TMpEnapar mo perenTy
Bpaya:

Rp.: Infusi radicis Althaeae 180 ml

Natrii benzoatis 4,0

Misce. Da.

Signa. Ilo 1 cTonoBoi#i 10%KKe 3 pa3a B AEHB.

[Tpumeuanue: KYO natpus 6enzoara = 0,6 Mii/T; AOMyCTUMBIE OTKJIOHEHUS it oObeMa ot 150
10 200 ma = 3%.

1. [TpoBenuTe papmaneBTUUECKYIO SKCIIEPTU3Y MPOMUCH peLenTa.

2. [TpoBenuTe pacuéTsl 1 OGOPMUTE JIMLEBYIO CTOPOHY NACIOPTA MUCbMEHHOT'O KOHTPOJISL.
3. IIpennoxuTe  TEXHOJIOTMIO  M3TOTOBJIEHHUS  JIEKQpCTBEHHOIO  IIpernapara U3
JIEKapCTBEHHOT'O PACTUTENIBHOTO ChIPBSI.

4. OdopmuTe eKapCTBEHHBIN MPEnapaT K OTIYCKY.

5. [TpoBenuTe OlIEHKY KauecTBa U3TOTOBJICHHOIO JIEKAPCTBEHHOTO Mpernapara



Omanon omeema.

1. AHan3 NoKa3bIBaeT:

- KOMITOHEHTHI IIPOIMUCH COBMECTUMBI;

- npenapar J0JbKeH ObITh BRIMHCAH Ha O1aHke perenta ¢hopmbl Ne 107-1/y;

- Beniect, noiekamux 1KY u HEO ner;

- IIpOBEpKa /103 He TpebyeTcs.

[Ipenapat u3roraBiuBaTh MOKHO.

2. OGopoTHast CTOpoHa:

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

Kpacx=1,3

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

Bogapr ounmennoi: 180%1,3 =234 ma

Hatpus 6enzoara: 4,0 r

[Tpupoct o6bema (KYO = 0,6 ma/r) = 0,6 M/t x 4,0 =2.4 M

Jomyctumblie oTKIIOHeHHS B 00BEMe (+/- 2%) = 180 Mix2%/100% = 3,6 M 6onbie 2,4 mi
CrnenoBatenbHO, MPUPOCT 00BEMA YKIIAABIBAETCS B IOMYCTUMBIE OTKIOHEHUS

JInuesas cropona:

Hara Neo penenra

Radicis Althaeae 11,7

Aquae purificatae 234 mi

Natrii benzoatis 4,0

VoOur — 180 mit

[IpuroroBun (moamnucsk)

[TpoBepun (moamucs)

3. [TockonpKy B pelLienTe He YKa3aHO KOJIMYECTBO KOPHSI anTesl, HACTOM roToBAT 5%
KOHIIEHTpALUU.

YuuteiBasi OCOOCHHOCTH CBHIPbS W TO YTO CIIM3b ajTesl HE OTKUMAIOT W3 CHIPbS, MPH
M3TOTOBJICHUH UCIIONIB3YIOT PACXOAHBIN KO3(DPHUIIMEHT A CHIPBS U BOJBI, paBHBIN 1,3.

bepyt 11,7 t coipbst u 234 M Boasl ouniieHHOM. HactamBanue mpoBonat B TeueHue 30 MUHYT
MIPY KOMHATHOM TeMIepaType MpH MepruoIUIeCKOM NepeMelTnBaHIH.

[Tocne HacTanBaHus U3BJIeUYEeHNE (DUIBTPYIOT, HE OTXKHUMasl ChIPbsl, Uepe3 ABOMHOM CIION Mapiu C
MO/IJIO’KEHHBIM BaTHBIM TAMIIOHOM B MEPHBIN IIMJIMHJP U TPOMBIBAIOT CHIPhE BOJIOW OUUIIICHHOH,
oBOI 00BEM m3BieueHns 10 180 M.

OtemmBaroT 4,0 T HaTpus OeH3oaTa, pacTBOPAIOT B MPO(HUIBTPOBAHHOM HACTOE, XOPOIIO
MIEpPEMEIINBAIOT, TI0CTIE YEro elle pa3 GUIbTPYIOT BO (JIaKOH JUIs OTIyCKa.

4. @DakoH OpaHXEBOTO CTEKJIa YKYIMOPHBAIOT IUIOTHO TUIACTMACCOBOM TMPOOKOH C
HABUHYMBAIOIIEWCS KpbIIKOW. HakmenBaroT OTeIbHbIA PEUENTYPHBI HOMEP U STUKETKY.

Ha stukerkax myis ohopMieHHs JIEKapCTBEHHBIX MPEmapaToB, U3TOTOBIECHHBIX IS HACEICHHUS,
JOJDKHO OBITH YKa3aHO:

a) HaMMEHOBaHWE anTeuyHoi opranm3anuu, O.M.O. WHAMBUAYATBEHOTO WpPEATPUHUMATEINS,
MMEIOLIETO JINLEH3UIO Ha (hapMalleBTUUECKYIO AESITeIbHOCTD;

0) MECTOHaXOXJCHHE aNTeYHON OpraHu3aluyd WIH MeCTO (apMaleBTHUECKON NeATeTbHOCTH
WHIMBUIYAIBHOTO MPEITPUHIMATEIS;

B) HOMEp pelenTa (IprucBauBacTCs B alTEKE);

r) ®.1.0. nanuenra;

J1) HANUMEHOBAHUE WJIM COCTaB JIEKAPCTBEHHOTO Mpernapara;

€) crmoco0 TNPUMEHEHHs JIEKapCTBEHHOro mperapata («BHyTpeHHee»), BH JIEKapCTBEHHOM
¢bopmbl («MHUKCTYpay);

) IOJIPOOHOE OMKMCAHKE CIIOCO0a MPUMEHEHHS (711 MUKCTYP: «I10 JIOKKE pa3 B ICHb  €IbI»);
3) JlaTa U3rOTOBJICHUS JIEKAPCTBEHHOTO MperapaTa;

1) CPOK TOJAHOCTH JIEKapCTBEHHOTO npemnapata («['oaeH 10 »);

K) LIeHa JIEKApCTBEHHOI'O Mpernapara;



J1) IPEAOCTEPEKEHNE «XPAHUTD B HEAOCTYITHOM JJISl AETEH MECTEN.

Jlist MUKCTYp 00s13aTeNbHBI JOTIOTHUTEIbHBIE 3TUKETKU «Ilepen ynorpebienuem B30anTHIBaTh,
«XpaHUTh B MPOXJIAJHOM U 3aIIUIICHHOM OT CBETa MECTE».

TekcT AITUKETOK T0JKEeH OBITh HalleyaTaH TUIOTPApCKUM CIIOCOOOM Ha PYCCKOM SI3bIKE.

CocTaB J1lekapCTBEHHOIO IIpernapaTa MUIIETCs OT PYKU WM HAHOCUTCS HITAMIIOM.

Cpoxk xpanenusi — He 6oJiee 2 CyTOK.

Odopmnenue cornacHo TpedoBanusM npukaza M3 PO ot 22.05.2023 1. Ne 2495 u ['® XV ODC
«HecrepunpHble JIeKapCTBEHHBIE Ipenaparbl aNTeYHOTO MW3TOTOBIEHHMS B BHJIE JKUAKUX
nekapcTBeHHBIX Gopm»; ['D XV ODC «JlekapcTBeHHBIC TIPEMapaThl alTeYHOTO U3rOTOBICHUS
; TD XV ODC «Hactou u oTBapb»

5. AHanu3 gokyMeHTanuu. MMeomuiics penent, nacnopT NTUCbMEHHOT'O KOHTPOJISI 1 HOMEP
JIEKapCTBEHHOH ()OPMBI COOTBETCTBYIOT.

WHrpeaueHTsl COBMECTUMBI, pacueThl ceNanbl BepHO. [IpaBUIbHOCTh YIIAKOBKH U O(OPMIICHHUS.
O0BeM (hakoHa OPAaHKEBOTO CTEKIIA COOTBETCTBYET OOBEMY JIEKapCTBEHHOW (OPMBI, MPOOKa
HY>KHOTO KayecTBa 00eCreynBaeT repMETUYHOCTh YKYTIOPKH.

OprasHoyienTHYECKUi KOHTPOJIb. MOII0OUHO-0€emast JKUAKOCTH CO CIa0bIM 3aI1axoM.

O6bem nekapctBeHHOM ¢(opmbl 180 + 3,6 My, YTO COOTBETCTBYET HOpMaMm JOIYCTUMBIX
otkioHeHHH (£ 2%) o I'd XV ODC «JlekapcTBEeHHBIE MTpemnapaThl alTEUHOTO U3TOTOBICHUSY.

3ananue 43. CuTyaluMoHHas 3a7a4a
B amreky oOparuicst My:kurHa ¢ MPOCb0OIl M3TrOTOBUTH JIEKAPCTBEHHBIN Mpemapar 1Mo peuenTy

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

1. [TpoBenuTe papmaneBTUUECKYIO SKCIIEPTU3Y MPOMUCH peLenTa.
2. Odopmure nacnopT NUCbMEHHOTO KOHTPOJIS, paCCUUTANTE KOJIMYECTBA UHIPETUEHTOB.
3. [TpenoxkuTe ONTUMAIBHYI0 TEXHOJOTMYECKYIO CXEMY H3TOTOBJICHHS JIEKApCTBEHHOM

(OopMbI Ha OCHOBE YMEHMs MCIOJIb30BaTh HopMaTHBHBIE nokyMeHTH (H/I) ¢ yuérom ¢usuko-
XMMHYECKHUX CBOMCTB JIEKAPCTBEHHBIX U BCIIOMOIaTEIbHBIX BEIIECTB.

4. Odopmure nekapcTBEHHYIO POPMY K OTIYCKY.

S. ITpoBenuTe OLIEHKY KaueCcTBa N3rOTOBIEHHOTO JIEKaPCTBEHHOTO TIpernapara.

Omanon omeema:.

1. AHau3 NOKa3bIBACT:

- BBINKCAH PacTBOP TPYAHOPACTBOPUMOIO JIEKAPCTBEHHOTO BEILECTBA C OCOOBIM CIIydaem
pacTBOpeHUS;

- npernapar J10JKeH ObITh BbIMKMCcaH Ha OiaHke perenta ¢popmsl Ne 107-1/y;

- BemecTs, momnexamux [IKY u HEO ner;

- IpoBEpKa 703 He TpeOyeTcs, TaKk KaK pacTBOP AJISl HAPYKHOT'O IPUMEHEHHUSI.

[Ipemapat U3roTaBINBaTh MOXKHO.

2. O6opoTHast CTOpoHa:

@ypauununa: 0,04 r
Harpus xnopuga: 1,8 r
Bonast ounmiennoit: 200 mi
Voo —200 mur

JIuueBas cropoHa:
Jara Ne peuenra



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

Vo611 —200 mn

[TpuroroBun (moamuck)

IIpoBepuin (moamnuce)

3. PacTBOpbI QpypanniarHa roTOBAT Ha M30TOHHMUYECKOM pacTBope HaTpus xjopuaa 0,9%.
PactBopumMocTs ¢ypammnuHa B Boje paBHa 1:4200, mosTomy Ui yCKOPEHHsSI 3TOTO Ipolecca
UCIOJIb3YIOT HAarpeBaHUeE.

B noacraBky ormepuBaroT 200 M BOJABI OYMIIEHHOM, Ha Becax OTBemIMBaKOT 1,8 T HaTpus
XJIOpUJIA U PACTBOPSIOT B MOJICTAaBKE C BOJOW. 3aTeM Ha OTAENBHBIX (AJI1 KpacsIIUX BELIECTB)
Becax otBemmBaroT 0,04 T pypanununa u qo6aBusaioT k 0,9% pacTBopy HaTpus XJIOpUA.
HarpeBator Ha BoasiHOU Oane juis pacTBopeHus (QypamnuiuHa. [locne oxiaxkmaioT pacTBop U
GUIBTPYIOT BO ()IIAKOH JUTS OTITYCKA.

[IpoBepstOT HA OTCYTCTBUE MEXAHUUYECKUX MPUMECEH, YKYTIOPUBAIOT U O(OPMIISIOT K OTITYCKY.
4, ®naKkoH OpaHXKEBOTO CTEKJa YKYMOPUBAIOT IUIOTHO IUIACTMACCOBOWM MPOOKON ¢
HaBUHYMBAIOIIEHCs KpbIKoW. HakinenBaioT HoMep perenTa u STUKETKY.

Ha stukerkax mis oopMieHHs JIEKapCTBEHHBIX MPENapaToB, U3TOTOBJIEHHBIX Ul HACEICHMUS,
JOJKHO OBITH YKa3aHO:

a) HauMEHOBaHWe anTedyHo opranm3anuu, O.M.O. WHAMBHIYaTbHOTO NpPEANPUHUMATEIS,
MMEIOIIETO JIMLEH3UIO Ha (hapMalleBTHUECKYIO ACSITeIbHOCTD;

0) MECTOHAXO0X/ICHUE alITEYHOW OpPTaHM3alUU WM MeCTO (PapManeBTUYECKOH NesATebHOCTH
WH/IMBUYaJIbHOTO MPEeIPUHUMATES;

B) HOMeEp penenTa (IpUCBauBaeTCs B alITEKE);

r) ®.1.0. nanueHnra;

1) HAMMEHOBAaHKE UJIM COCTaB JIEKAPCTBEHHOTO Npernapara;

€) crioco0 MpUMEHEeHus JiekapcTBeHHoro npenapata («Hapyxxnoe»);

) MOJIPOOHOE OMKCAHKUE CIIOCcO0a MPUMEHEHHS (7151 TTOJIOCKAHUS TOpJIa);

3) aTa U3rOTOBJICHUS JIEKAPCTBEHHOIO IIpernapara;

1) CPOK T'OJHOCTHU JIEKApCTBEHHOTO Tpenapata («['oxeH 10»);

K) IIeHa JIEKapCTBEHHOTO IIperapara;

J1) IpeiocTepexeHne « X paHUTh B HEAOCTYITHOM JJIsl IETEH MECTeM.

TekcT 3TUKETOK J0JKEeH ObITh HaledaTaH THIOTpadcKUM crmoco6oM Ha pycckoM si3bike. CocTas
JIEKapCTBEHHOI'O IIpernapaTa MULIETCs] OT PyKH WJIM HAHOCUTCS IITaMIIOM.

Cpoxk xpanenus — He 6oiniee 30 cyTok npu pexxume crepunuzanuu 120 °C— 8 MuH.

Odopmnenne cormacHo TpedboBanusM nmpukaza M3 PO ot 22.05.2023 1. Ne 2495 u I'd XV ODC
«CTrepuiibHBIE JIEKApCTBEHHBIE MpenapaThl ante4Horo urorosiaeHus» u ODC «JlekapcTBeHHbIE
MpernapaThl aTeYHOTO U3TOTOBJICHUS»

S. Ananu3 nokymeHTanuu. MiMeromuiics penent, nacnopT NUCbMEHHOTO KOHTPOJISL U HOMEP
JIeKapCTBEHHON (hOPMBI COOTBETCTBYIOT, pacueThl crieianbl BepHo, [IT1K Beinucan BepHO.
[IpaBunabHOCTH ynakoBku M opopmieHusi. O0beM (prakoHa OpaH)KEBOTO CTEKJIa COOTBETCTBYET
00BEMY JIeKapCTBEHHOI (opMBbl. PacTBOp yKYyIOpEH MIOTHO.

Oprasonentruueckuii KOHTPoJIb. [Ipo3paunslii KENTHIN pacTBOp, 6€3 3amaxa ropbKoro

BKyca.

MexaHn4ecKue BKIIOUEHHS OTCYTCTBYIOT.

O6nem pactBopa 200 £ 2 M1, 9TO COOTBETCTBYET HOPMaM JIOMYCTUMBIX OTKJIOHEHHUI

(£1%) o I'd XV ODPC «JIekapcTBEHHBIE IPENApaThl aAITEUHOTO U3TOTOBIICHUSY.

3ananue 44. CutyalinoHHas 3agava

B antexy oOpaTuiicst MalMeHT ¢ PELEnTOM, BEITHUCAHHBIM Ha PELENTYPHOM OaHke (hOpMbl



Nel07-1/y, cnenyromiero cocraa:

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 HHTATISIHIO.

[IpoBH30p MpoTaKCUPOBAI PELIENT BBILICTIPUBEACHHONW MPOIKCH, BbIJAJ MTALMEHTY KBUTAHLIUIO U
nepeaail peucnT Ha U3roToOBJICHUE JICKAPCTBEHHOI'O ITpEIiapara.

IIpumeuanue:

KYO sdenpuna r/x=0,84 mn/r, KYO HoBokanna = 0,81 mur/r, KYO aumenpona=0,86 mi/t,
KVYO xucnots! ackopouroBoi=0,61 mi/T.

1. K kakoil papmakoTepaneBTHUECKOM IpyIie OTHOCUTCs 3heapuH?

2. Kakue Qapmakonornueckue »d¢¢dextsl ans Hero xapakrepuel? B uém cocrout
0CcOOEHHOCTh NMPHUBBIKAHUSA K 3enpuny?

3. Craenaiite HeoOXomuMBbIE pacuy€Thl, HEOOXOAMMBIEC JJIsi W3TOTOBIICHHUS JIEKAPCTBEHHOTO
Ipernapara 1o nporucH perenTa, i IpuBeAUTe ONTUMAIbHBINA BApUAHT TEXHOJIOTHH.

4. Kakum BugamM BHYTPHANTEUHOIO KOHTPOJISI KadecTBa HEOOXOAMMO U LiE€JIecooOpa3zHO
MOJIBEPTHYTh JTaHHBIH JIEKapCTBEHHBIN npenapat?

S. KakoB nopsiiok yuéra peuentypsl B anteke?

Omanon omeema.

1. Ocdenpun  oTHOCUTCA K  Tpynme  aApeHOMHUMETHKOB  HENpsIMOro  JIEHCTBHS
(CUMITATOMUMETHK).
2. B ocHoBe MexaHu3ma JjeifictBus OdeapuHa  JIEKHUT CIIOCOOHOCTb  BBI3BIBAThH

BBICBOOOJK/ICHUE HOpPAJIpPCHATMHA W3 PE3EPBOB B QJPCHEPTrHYCCKHX CHCTEMaX M TOPMO3UTH
OoOpaTHBIN 3axBaT HOpAJIpEHAMHA, B CBS3M C YeM YCHUIUBAIOTCA 3(PQPEeKTh pazapakeHus
AAPCHEPIruiCCKUX HEPBOB, a TAKIKC IMTOTCHIUHUPYCTCA HeﬁCTBHe BBOJAMUMBIX U3BHC KAaTCXOJIAMHUHOB.
K Ddenpuny Bo3HUKaeT ObICTpoe MpHBBIKaHHME (Taxu(uiakcus) MPH TMOBTOPHOM BBEICHUU
(uepe3 10 - 30 MHHYT), KOTOpPOE CBSI3aHO C TPOTPECCHPYIONIUM CHIKEHHEM 3aracoB B
BapUKO3HBIX YTONIIEHUSIX HOPaIpEeHATNHA.

3. Rp.: Ephedrini hydrochloridi 0,6

Sol. Procaini (Novocaini) 1% 100 ml

Dimedroli 1,0

Acidi ascorbinici 2,0

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

Hopma otmycka adenpuna ruapoxiopuaa 0,6 T HE MPEBBIIIEHA, OH HAaXOIUTCS B amnTeKe Ha
[IKY.

O60poTHas CTOPOHA peLenTa

Ephedrini hydrochloridi 0,6 (mects nenurpaMMoB)

Hara

Brigan:

[Tomyunit:

[TacmopT NMCBMEHHOTO KOHTPOJIS

O6opoTHast cTopoHa

% TBEpabIX BemecTB = 0,6+1,0+1,0+2,0/100%100% =4,6%, uto 60mb11e 3%
CrnenoBaTenbHO, HEOOXOAMMO YIE€CTh MPUPOCT 0OBEMA IIPH PACTBOPEHUHU TBEPABIX BEIIECTB
KYO s¢penpuna r/x=0,84 ma/r

KYO noBokauna = 0,81 mii/r

KYO mumenpona=0,86 miu/t



KYO xucnorsr ackopounoBoit=0,61 mi/r

Bozap! ounieHHoH:

100 mx - (0,6 x 0,84 mur/r) - (1,0 % 0,81 mur/r) - (1,0 % 0,86 Ma/T) - (2,0 % 0,61 Ma/T) = 96,61 Mn
JIuuesas cropoHa

Hara

Ne penenita

Aquae purifcatae 96,1 ml

Ephedrini hydrochloridi 0,6

Procaini (Novocaini) 1,0

Dimedroli 1,0

Acidi ascorbinici 2,0

Oo6mmit 066seM 100 Mt

[Ipurorosun

IIposepun

Otnyctun

B moacraBky ormepuBatoT 96,1 M Boawl oumiieHHOW. Ddeapuna tugpoxsiopun 0,6 T
OTBEIIMBAET ITPOBU30P-TEXHOJIOT B IPUCYTCTBUH U3TOTABIMBAIOIIETO JIEKAPCTBEHHBIN Mpemnapar,
0 uéM JeNaeTcsl 3amuch Ha OOOPOTHOM CTOpoHE peuenta. PacTBOpAIOT ero B OTMEPEHHOM
00BbEMe BOJBI OUYHMILIEHHOH. 3aTeM IOCIEOBATENILHO B 3TOHM e MoJCTaBKe pacTtBopsor 1,0 T
HoBokauHa, 1,0 r qumenpona u 2,0 T KHCIOTHI aCKOPOMHOBOM, IEpeMENINBAIOT U QUIBTPYIOT
4yepe3 MPOMBIThIM BAaTHBIA TaMIIOH BO (PIAKOH JJISi OTIIYCKa TEMHOIO CTEKJIa (MHTPEIUEHTHI
MIPOIKCHU CBETOYYBCTBUTEIIHHBI).

Otuxetku: «HapyxHoe», «XpaHUTh B IPOXJIAIHOM, 3aIIUIIEHHOM OT CBETa MECTE», «XPaHUTh B
HEJIOCTYITHOM JJI IETE€N MECTe», BBIMHUCHIBAETCS « CUTHATYpay.

Jlo otmycka 601bHOMY JIEKAPCTBEHHBIN MIpemnapaT XpaHUTCA B 3anuparoniemMcs mkady.

4. KOHTpOJIb M3rOTOBIEHHBIX JIEKAPCTBEHHBIX MPENApaToOB PErJIAMEHTUPYETCS MPHUKA30M
MunzapaBa Poccun ot 22.05.2023 N 2491 "OO0 yTBep»)ACHUU MPABUI U3TOTOBJICHUS M OTITyCKa
JIEKApCTBEHHBIX MPEenaparoB JUisi MEAUIIMHCKOIO IMPUMEHEHMs alTeUYHbBIMU OpraHU3alUsiMU,
UMEIOLUMH  JIMLIEH3UI0 Ha ¢apmaneBTHueckyto gesrenpbHocts' u '@ XV ODC
«JlekapcTBeHHBIE MpenapaThl alTEYHOTO U3TOTOBIICHUS.

Buapl BHyTpHanTeuHOTO KOHTPOJIA 00si3aTelbHBIC U1l JAHHOTO JIEKAPCTBEHHOIO Ipernapara:
MUCbMEHHBINA, OPraHONENTUYECKU, KOHTPOJb mpu oThnycke. K 1memecooOpa3HbIM BuAaMm
KOHTPOJISI OTHOCATCS OMPOCHBIN M PU3NUECKHUIA.

5. Bce noctynuBiive B anTeKy pelenTsl MPOBEPSIOTCS Ha MPaBUIBHOCTh UX HANHMCAHUS U
o(opMIIeHHS, U PETUCTPUPYIOTCS:

a) B PEIENITYPHOM JKypHAIE;

0) B KBUTAaHIIMOHHOM KOMIIJIEKTE, & UMEHHO TI0 KOpEITKaM KBUTAHIIMOHHOTO KOMITJIEKTA.

3/1ech yUYUTHIBACTCS KOJIMYECTBO U CTOMMOCTh aMOYJIaTOPHBIX PEIETTOB.

ExenHeBHO 3TH NaHHBIC B KOHIIE CMEHBI WJIM pabouero JHs nepeHocsaTcs B «OKypHan yuera
peLenTypb»

3amanue 45. CutyallnoHHas 3agava

CryneHry, NpoxosiieMy MPOU3BOACTBEHHYIO MTPAKTUKY B anTeke ropoja N, OblI0 MpeiokeHo
M3TOTOBHTH TpenapaT 1o MPOITUCH:

Bossmu: Menrona 0,3

Ddenpuna ruapoxnopuaa 0,05

Jlanoawuna 5,0

Bazemuna 10,0

Cwmemait, myctb Oyzer cnenana masb. Jaii. O603Haub. Maspb 11 Hoca.

1. [TpuBennTe AMCTIEPCOTOTUUECKYIO XapaKTEPUCTUKY JIEKAPCTBEHHOIO IIpernapara.



2. VYkaxure 0coOOEHHOCTH BBEJCHUS (hapMalleBTHUECKUX CyOCTaHIIUI B OCHOBY.

3. Hanummre ¢opmyny MeHTona. M3 Kakoro jekapCTBEHHOTO PacTUTENILHOTO ChIPbS
nony4yaror MeHnrton? IIpuBenuTe JAaTHHCKHE M PYCCKHE HA3BaHMS CHIPbS, MPOU3BOMISIIIETO
pacteHus u cemeiictBa. Kakum MeTo10M Nony4aroT 3pupHOE Maciao?

4. N3 Kakoro JeKapCTBEHHOTO PACTUTEIBHOTO CBHIPhS MOJIY4aloT 3(deapruHa TUAPOXIOpUA?
[IpuBenuTe NATUHCKUE U PYCCKUE HA3BAHUS ChIPbsI, IPOU3BOIALIETO pacTeHUs U cemencTBa. K
Kako# rpymnmne ouosnornyecku akTuBHbIX BeniecTB (BAB) otnocurcs sdenpun? Hamummure ero
dhopmyiry, 0OBSICHUTE CTPOCHHUE.

5. K kakomy THITy OCHOB OTHOCHTCSI OCHOBA IPUBEICHHOTO Ipenapara?

Omanon omeema:
1. Jannas nexkapctBeHHas (opma - CcBOOOJHOIMCIEPCHAs TE€TEPOreHHAs CHUCTEMa C
YIIPYTOBS3KOW nucriepcuoHHOM cpenoi. KomOuHMpoBaHHass Ma3b, coueTaroas Ma3b-pacTBOP
(MEHTOJT) U Ma3b-3MYIbCcHIO(3(eIprHa THAPOXITOPHI).
2. Crnioco0 BBe/IeHUS JIEKApPCTBEHHBIX BEIIECTB B OCHOBY 3aBUCUT OT CBOMCTB JIB 1 OCHOBEI.
MeHTOn pacTBOPSIIOT B pAaCIUIaBICHHOM Ba3zeluHE Npu Temneparype He Bbime 40-45° C.
Ddenprna ruaPOXIOPU A OKA3aHHS TEParleBTUYECKOTO JACUCTBUS JAOKEH ObITh pacTBOPEH B
Bozie. Boga HaxomuTcst B COCTaBe KOMIIOHEHTa OCHOBBI — JIAHOJIMHA BOJHOTO, COCTOSIIETO U3
70% naHonuHa 0€3BOJHOTO U BOAbl. Takum oOpazom, sdenpuH pacTBOpsOT B 1,5 MiI BOJIBI
OYUIIIEHHON U SMYJBIUPYIOT 3,5 T JIaHOJIMHA OE3BOIHOTO.
3. [Tomyuator u3 3GuUpPHOro Maciaa MSATHl IMEPEUYHON. IPUPHOE Maclo MOTYy4YaroT U3
CBEKECOOPAaHHOTO ChIPbsI METO/IOM IEPErOHKH C BOASIHHBIM MapoMm.(MeToluiu 2)

Mentae piperitae folia —MsITbI iepedHOl TUCTS

Menta piperite- MsTa nepedHast

Lamiaceae-ry0ouBeTHbIe

4.3¢denpuna ruAPOXIOPUT TTOITYIAOT U3 MOOETOB d(DeIPhl XBOIIEBOIA.

OH Ephedrae equisetinae cormi - TTo6eru 3enpsl XBOIIEBOM

Ephedra equisetina -Odeapa xBoresas

Ephedraceae- Cem. Ddenpobie

DdeapuH- anKoIou ¢ a30TOM B O0OKOBOH 11enu(0e3reTepoInKIia)
MeHTon (Macio maTol)

4. DdenpunHa ruAPOXIOPUA MOTYUYAIOT U3 MOOETOB AeaAPHI XBOIIEBOM.
Ephedrae equisetinae cormi - [ToGeru 3¢enpb! XBOIIEBOM

Ephedra equisetina -Odenpa xBorieBas

Ephedraceae- Cem. Ddeapobie

Ddenpun- ankoaous ¢ a30ToM B 60KOBOI 1enn(6e3reTepoInKia)

OH
H

N
“CH,

CH,

o, B nponucu conepxurcs auduiabHas OCHOBA:
Bazenun otHocutcs (ruapododHast ¢aza) K yriieBoJOpOIHBIM OCHOBAM,
JAHOJIUH - K BOCKaM (3MYJIbraTop), BOJOCOACpKAIMUN JUPUILHBII KOMIIOHEHT,



BOJIa OUHILEHHAs (TUApOPUILHAS)
3amanue 46. CutyalinoHHas 3agaqa

B antexy obpatwmiics nanueHT «OUTOLIEHTPa» ¢ peLenToM:

Rp.: Foliorum Sennae 3,0

Corticis Frangulae 6,0

Aquae purificatae ad 250 ml

Extrahe. Misce. Da. Signa: [Ipuaumars 1o 1 ct. 1. 3 pasa B IcHb.

IIpoBU30P-TEXHOIOT MPOTAKCUPOBAI PELEHT I10 BBILIE IPUBEACHHON IIPOIKUCH, BbIJIAJ ITALIUEHTY
KBUTAHLHUIO U II€peJall pEeLENT Ha U3TOTOBIICHHUE.

1. Ykaxkute 0cOOEHHOCTH TEXHOJIOTHH MHOTOKOMIIOHEHTHOTO BOJTHOTO U3BJICYCHHUSI.
2. VYKaxuTe CpoKU roJIHOCTH JAHHOTO Mperapara.
3. HazoBuTe CchIpbeBble HWCTOYHUKHU JIUCTHEB CEHHBI U KOPHI KPYLIMHBI (JATHHCKUE W

PYCCKUC Ha3BaHI/I$I). Kakne OHOIOrHYecKd aKTHBHBIE BCIICCTBAa COACPIKATCA B JAaHHBIX BHAAX
ChIpbs? YKaxuTe UX papMaKoJOruHuecKoe JAeicTBue.

4. Onumure ycaoBHs XpaHEHUsI U3TOTOBJIEHHOTO IIpenapara.

S. JlomycTUMO 7 HMCIIOJIb30BAaHME KOHLEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX
CpCACTB IIpHU HU3IrOTOBJICHUU BOJHBIX N3BJICUCHUN M3 JICKAPCTBCHHOI'O PACTUTCIIBHOI'O ChIPbh
(JIPC)?

Omanon omeema:

1. BopHble wW3BiE€YeHHMS W3 JIGKAPCTBEHHOTO PACTHUTENBHOTO CHIPBS, TPEOYIOIMIETO
OJIMHAKOBOTO pEXUMa HKCTPAKLUUHU, OOYCIOBIEHHOTO (DU3UKO-XUMHUUYECKUMHU CBOMCTBaMHU
JEWCTBYIOIUX U COMYTCTBYIOUIMX BEIIECTB PACTEHUH, U3TOTABIMBAIOT B OJJHOM HH()YHINPHOM
cTakaHe 0e3 ydera aHaTOMO-MOP(OIOTHYECKON CTPYKTYpHl Chipbsi. O0BEM BOJABI OUYMIIEHHOM
PacCUYHUTHIBAIOT, C HCIIOJIB30BAHIEM COOTBETCTBYIONNX KO3(P(PHUIIMEHTOB BOJOIOTIIOMICHUSI.
MHOTrOKOMIIOHEHTHbIE BOJIHBIE H3BJICUEHUS U3 JIEKAPCTBEHHOTO PACTUTENBHOTO ChIPbA,
TPeOYIOMIETO PAa3IMYHBIX PEKUMOB IKCTPAKIUHU, W3TOTABIMBAIOT PA3/IENbHO, WCTONB3YS IS
HKCTPAKLMU MaKCUMaJbHO BO3MOXHBIM 00BEM BOJBl OUYMIICHHOW, HO HE MEHee ueM
JECATUKPATHBIA 10 OTHOIIEHHUIO K MacCe CHIPHSI.

JlaHHO€ BOIHOE M3BJIEUEHUE TPEOYET pa3HbIX PEKUMOB SKCTpaKIUK. VI3 THCThEB CEHHBI TOTOBST
HACTOH C TIOJTHBIM OXJIQKJICHUEM, U3 KOPHEH KPYIIMHBI — OTBap 0€3 OXJIaKACHUS

2. B cootBerctBum ¢ nmpukazom Munzapasa Poccun ot 22.05.2023 N 2491 u I'® XV ODC
«JlexapCTBEHHBIE MTpeNapaThl aITEYHOTO M3TOTOBJICHHS» CPOK TOJHOCTH HACTOEB M OTBApPOB HE
6onee 2 cyToK

3. Cassia acutifolia — kaccust oCTpOTUCTHAS, aHTPAIICHIIPOU3BOIHBIC — CEHHO3HUIBI A U B.
Frangula alnus — xpymmHa ONBXOBUAHAS, AaHTPAICHOPOHM3BOAHBIE — (paHTyIapo3un,
(bpaHrynuH, ppaHryaa3MOIuH.

Oxa3bIBaloT C1a0UTEIbHOE JICHCTBHE.

4, B cootBerctBuM ¢ TpeboBanusiMu ['d XV ODC «Hactou u oTBapsl» XpaHEHUE HACTOEB
1 OTBApOB OCYILLIECTBIISIETCS ITPHU TeMIiepaTtype oT 2 10 8°C, B 3alIUIIIEHHOM OT CBETA MECTE.
5. B coorBercTtBum ¢ mpukazom MunzapaBa Poccum ot 22.05.2023 N 249 npum

W3TOTOBIEHUM  BOAHBIX  u3BieueHud w3 JIPC He  jgomyckaercs — MCNOJIb30BaHHE
KOHIEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX CPE/ICTB.

3aganue 47. CuryanioHHas 3ajada

B anTeke ropoackoi KIMHUYECKOW OOJBHUIIEI TOTOBUJIM PACTBOP TIFOKO3bl H30TOHUYECKHH st
UHQY3H.



B accucrenTckoii-acenTuyeckoil 3akoHUMIach CyOCTaHIus TIII0K03bl. DapMarieBT, paboTaroLHii
B aCENTUYECKOM OJIOKE, MOIMPOCUI KOJIIETY IPUHECTH U3 aCCUCTEHTCKOMN IITaHIJIAC C TIIIOKO30H.

1. Jlaiite onmpeneneHrue pacTBOPOB sl HHDY3UM.

2. llepeuncnute  JOMONHHUTENbHBIE  TpeOOBaHMA K  WHQY3HOHHBIM  pacTBOpaM,
M3rOTaBIIMBAEMBIM B allTEKaX.

3. Omuenure aeiictBust papmareBta. OTBeT 000CHYHTE.

4. VYxaxute 0COOEHHOCTU TEXHOJIOTUH PACTBOPOB TIIFOKO3BI IS UHBEKIUN 1 UHPY3UH.

5. VKaxWuTe MaKCUMAIbHBII 00BEM WHBEKIMOHHBIX M WH(QY3UOHHBIX PaCTBOPOB,
JOMYCTUMBIHN JJIsl CTEPUIIH3AIIH.

Omanon omeema:

1. PactBopel s wHQY3Wd — CTEPWIBHBIE pPACTBOPBI, TpeIHA3HAYCHHBIC IS
MapeHTEPATIbHOIO NPUMEHEHUS, IyTEeM, KaK IIPABUIIO, MEJJIEHHOT0, YaCTO KaleJlbHOIO BBEICHUS
B LMPKYJIUPYIOMHUA KPOBOTOK C IMOMOINBI0 WH(QY3UOHHBIX CHUCTEM B 3HAYUTEIHHOM O0BEME
(cormacHo ['® XV ODC «JlekapcTBeHHBIE (HOPMBI 7Sl HAPEHTEPATHLHOTO IPUMEHEHHS)

2. B cootBerctBum ¢ nmpukazom Munzapasa Poccun ot 22.05.2023 N 2491 u I'® XV ODC
«JlexapctBennble ¢GopMbl sl nmapeHTepanbHoro npumenenus» ODC  «CrepunbHbie
JICKapCTBCHHBIE TPEIapaThl alTeYHOTO H3TOTOBIICHUSI»IOTIOJHUTEIIEHBIMU TPEOOBAHHUSIME TSI
W3TOTOBJICHHBIX HH(DY3UOHHBIX PACTBOPOB SIBISIFOTCS:

W30TOHUYHOCTh, U30TUIPUYHOCTDh, N30MOHUYHOCTh, U30BSI3KOCTb.

N3rotoBneHHbIe UHBEKIIMOHHBIE U WH(Y3UOHHBIE PACTBOPHI JOJIKHBI OBITH:

. CBOOOJHBI OT MEXAHUYECKUX NTPUMECEH;

. IIPO3PaYHBbI;

. CTaOMIILHEL,

. CTEPWIbHBI;

. AIMPOTECHHBI.

3. B cootBerctBun ¢ I'd XIII ODPC «JlekapcTBeHHBIE (GOPMBI U HapeHTEPalbHOTO

MPUMEHEHUS» ISl U3TOTOBJIEHUS WHBEKIMOHHBIX UM MH(Y3MOHHBIX INPENapaTroB HCIOIb3YIOT
CyOCTaHIIMM, MPOLIEANINE HCIBITAaHUS Ha OakTepHalbHble SHIOTOKCHHBI MM muporeHsl. K
CyOCTaHIMSIM, UCTIOIb3YEMBIM /ISl U3TOTOBJIEHMS JIEKAPCTBEHHBIX MPENapaToB /il BHYTPEHHETO
WIM HapY)KHOTO IPUMEHEHHUs, JTaHHbIe TpeOOBaHUs He MpeaAbsaBIstoTcs. [lo3ToMy OHM HE MOTYT
OBITh UCMOJIb30BaHBI Il M3TOTOBJIEHHS PACTBOPOB /ISl MHBEKINM U UHY3UH.

4. B cootBerctBun ¢ I'd XIII ODPC «JlekapcTBeHHBIE (GOPMBI Ul HapeHTEPalbHOTO
MPUMEHEHUS» PACTBOPHI TIIOKO3bl HEOOXOIUMO CTaOMWJIM3HPOBAaTh PAaCTBOPOM KHCIOTHI
xsopucroBoopoanoit 0,1 M no pH 3,0—4,1, HaTtpus xnopuaa.

Heo6xoauM nepecueTt riitoko3sl 0€3BOAHOM Ha MITFOKO3Y BOJHYIO € Y4ETOM BJIAXKHOCTH.
Heo6xoauMo mpoBepsATh KOJUYECTBEHHOE COAEpIKAHUE TIIOKO3bI 10 M TOCIE CTepUIM3ALUU.
CopepxaHue TIIOKO3bl JOJKHO OBbITh OJMHAKoBO. HeoOXxomumo coBepiiaTh MPOBEPKY Ha
OTCYTCTBHE MEXaHMYECKMX BKIIIOYECHMH 0 M Iocie crepwinsanuu. 1IpoBepky cosepiaror Ha
4epHOM (oHe.

S. B coorBerctBun ¢ I'® XIII OPC «Crepunuszanus» HE AONYCKAETCS CTEPUIM3ALUSA
pactBopoB Oosee 1 1.

3aganue 48. CuryanioHHas 3ajada

B myHunmmanpHyto anteky ropoja N oOpaTuiachk KEHIIMHA C PELEeNTOM OT Bpada- HEBPOJOra
Ha M3TOTOBJIEHNE MUKCTYphI KBarepa aist e€ peGeHka 3 JIeT 1o cieayroniei mponucu:

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. ITo 1 cromnoBoii okke 3 paza B JICHb.

1. [TpuBennTe 4acTHYIO TEXHOJIOTHIO U3rOTOBICHUS MUKCTYpBI KBarepa.

2. Hanumure nuneByro u 000pOTHYIO CTOPOHY MACHOPTa TUCHBMEHHOTO KOHTPOJISL.

3. VKaXure 3TUKETKH U NpeAylnpeuTebHble HAANNCH, HeoOXoaumble A odopmieHus
(dakoHa IS OTITYCKA.

4. VYkaxure Gpapmakosoruueckoe aeicrsue MuUKcTypsl Karepa.

o. [Tpennoxute ananoru MUKCTypbl KBatepa s nereit 3 €T U3 anteqHoro aCCOpTUMEHTA.

Omanon omeema:

1. MHOrOKOMIIOHEHTHBIE BOJHBIE U3BIICUEHMS] W3 JBYX M OoJjiee BHJOB JIEKAPCTBEHHOTO
pPacTUTENILHOTO CBIPbsI, TPEOYIOIME OJWHAKOBOIO pEXHMMa OSKCTPAKIUH, OOYCIOBICHHOTO
(U3UKO-XMMHUYECKUMH CBOMCTBAMU JCUCTBYIOIINX U COMYTCTBYIOIIMUX BEIIECTB, U3TOTABIUBAIOT
B OJTHOM MHQYHAMPHOM amrmapare HE3aBUCHMO OT MOP(OIOrHYECKON TPYIIIBI JEKAPCTBEHHOTO
PaCTUTETBHOTO ChIPbS U ¢ yu€ToM KoddunmentoB BogomnoriomeHus. (I'd XV ODC «Hactou u
OTBaphbI»)

N3Bneuenns u3 xkopHeuil U kKopHei Basepuanbl (KBIT = 2,9) u mucteeB matel (KBIT = 2,4)
TOTOBAT OJTHOBPEMEHHO, TaK KaK TpeOyeTcs OJMHAKOBBIN PEXHUM IKCTpakiuu. Boabl B TaHHOM
ciydae 6epyt: 200 + (10,0%x2,9) + (4,0%2,4) = 238,6 M = 239 muL

W3zroroBrneHHoe u3BIIeYeHUE (PUIBTPYIOT B IMOACTaBKY, pactBopstoT 0,4 r xodewHa- HaTpus
6enzoara, 3 r Harpusi Opomunaa, 0,8 r maruus cyibdara Npu nepeMeninBaHud 1 GUIBTPYIOT BO
(bIaKoH IS OTIyCKA.

2. Ob6opotHas cropona 1K

KBII xopHueBui ¢ kopHsimu Basiepransl = 2,9 KBII nuctbeB msts = 2,4

Bogwr ounmmennoii: 200 + (10,0 x 2,9) + (4,0 x2,4) = 238,6 mu1 = 239 Mn

JInuesas cropona I1IIK

Jlata 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

[Ipurorosun

IIposepui

3. B coorBerctBuMe ¢ mpukazom MunsapaBa Poccum ot 22.05.2023 N 2491 "O6
YTBEPKACHUU NTPaBUJI U3TOTOBJIEHUS U OTITYCKA JIEKAPCTBEHHBIX IIPENAPATOB ISl MEAULIMHCKOTO
MPUMEHEHUs aNTEYHbBIMH OpraHu3alUsIM{, HMEIOIMIMMH JIMIEH3UI0 Ha (apMaleBTHUYECKYIO
nestenbHOCTh" U '@ XV ODC «JlekapcTBeHHBIE ITpenapaThl aITEYHOTO U3TOTOBIICHUS»

Ha ¢makone st oTIycka TOJKHBI OBITH CIAEAYIOIINE STUKETKHU:

«Mukcrtypa», «BHyTpenHee». [IpenynpenuTenbHble HaIUCH:

«XpaHuTh B mpoxyiagHoM Mecte». «llepen ymorpebieHuem B30anThIBaTh» «XpaHUTh B
HEJOCTYITHOM OT JeTel MecTe». A TakKe yKas3bIBaloT HoMep perenta. Cpok roqHOCTH — 2 CYyTOK
4, Mukctypa KBarepa o0namaer cenaTuBHBIM JCHCTBHEM. 3a CUET conepikaHUs Cyib(ara
Maraus MUKCTypa KBaTepa o01aiaeT mpoTHBOCYAOPOKHBIM 3 (HEKTOM.

Hcnonw3yeTcss mpu HEBpO3axX pa3HOM HSTHOJIOTHHU, JICTKOW (opMe HEBpPaCTECHUH, KOTOpas
COIIPOBOKIAETCS  TPEBOTOW, CTPaxoM, TMOBBILIEHHOW  yTOMJISIEMOCTBbIO, OECCOHHHMIIA,
BEre€TOCOCYAUCTAsi AUCTOHHUSL.



o. Tenoren  nerckuit (HeBpoTHUECKHE U HEBPO30IO/I00HBIE  PACCTPOICTBA,
COIIPOBOKIAIOIIMECS]  IOBBIIIEHHONH  BO30YAMMOCTBIO,  pa3pa)KMTEIbHOCTbIO, TPEBOIOMH,
HapyLIEHUEM [IOBE/ICHNS U BHUMAaHUS, BET€TaTUBHBIMU PacCTPONCTBAMU).

I'muius  (pasnuyHble (YHKUHMOHAJIbHBIE W OpraHUYecKHe 3a00JIeBaHUS HEPBHOM CHCTEMBI,
COIPOBOXK/JAIOLINECS MOBBIIIEHHOW BO30YIMMOCTBIO, SMOILMOHAIBHOM HECTAOMIBHOCTBIO,
CHW)KEHHEM YMCTBEHHOW pab0TOCIIOCOOHOCTH M HAPYLIEHWEM CHA: HEBPO3bl, HEBPO30MOA00OHbIE
COCTOSIHMSI U BETE€TOCOCYIUCTAs IUCTOHMS U Ip.).

JIOpMUKHMH] (TOMEONaTHYeCKUui ImpenapaT CIOCOOCTBYET HOpPMAaJIM3alMU JETCKOTO CHAa M
00ApCTBOBaHUS, YCTpaHSET OECCOHHHMILY, TPEBOXHOCTb, IMOBBIIICHHYIO BO30YIUMOCTb,
pa3ApakKUTENIbHOCTD, JIAKCUBOCTD).

3aganue 49. CuryanroHHas 3ajada

B AllITCKY MOCTYHIHUII PCUCIIT HAa U3TrOTOBJICHUC HeKapCTBeHHOﬁ q)OpMBI I10 ITPOIINCH:
Rp.: Dibazoli

Papaverini hydrochloridi ana 0,02

Sacchari 0,3

M.f. pulv.

D.t.d Ne 10

S. ITo 1 nopomiky 3 pa3a B IeHb BHYTDb.

1. Jaiite TeopeTrueckoe 000CHOBAaHHE BBIMTMCAHHOM JICKApPCTBEHHOH Gopme.

2. W3moxuTe CTailiy TEXHOJIOTUISCKOTO MPOIIeCcCca U3TOTOBJICHHS JISKAPCTBEHHON (DOPMBI.
3. OdopMure macmopT NHCHMEHHOTO KOHTPOJS HA JAaHHYIO JIEKapCTBEHHYIO GopMy
(JM1IeBYIO 1 OOOPOTHYIO CTOPOHBI).

4. [TpuBenuTe HOPMATUBHO-TIPABOBBIE AKTHI MO M3TOTOBIECHHUIO JIEKAPCTBEHHON (HOPMBI U
OLIEHKY Ka4eCTBa U3TOTOBJICHHOTO TIOPOIIIKA.

5. [lepeuncnure TpeboBaHHA K OG(GOPMIEHUIO pEHENTOB U  OTHYCKY JaHHOTO

JICKApCTBCHHOTO IIperiapara.

Omanon omeema:

1. Brmucana TtBepaas nekapcTBeHHas (opma — MOPOIIOK CIIOXKHBIN, JHO3WPOBAHHBIN s
BHYTPEHHET0 TPHMEHEHHs, BBIMUCAH paCIpPENEIUTENbHBIM  Ccrioco0oM.  WHTpeaneHTs
COBMECTHMBI

2. Jnba3on u mamaBepwHa THIPOXJIOPH] SBISIFOTCS CHIIBHOACHCTBYIONIMMHU BEIIECTBAMH,
Tpebyercs mposepka 103 BPJ1=0,2 BC/1=0,6 P/1=0.02 C/1=0.06 u6azon BP/1=0,05 r.PJ1 =0,02
r BCJI=0,15 r C/I=0,06 r Beioupaem ctynky Ne4 ;na BP-5 oTBemmBaem caxapa 3.0,3atupaeM um
MOPHI CTYIKH, TaK Kak OH sBisieTcs nHAu(QepentHsiM BemiectBoM .Ha BP- 1 orBemmBaem 0,2
mrbazona u 0,2 manaBepuHa THAPOXIIOPUIA, TIOMEIIAEM B CTYIIKY U OJTHOBPEMEHHO H3MeENbYaeM,
a Jlajiee CMENIMBaeM CO BCEM KOJIMYECTBOM caxapa €O CTEHOK CTYIKH. JI0 IOJy4eHHs
OJTHOPOJHOTO Topormika. [IpoBepsieM KauyecTBO MOPOIIKOBOW MAacChl: HA/IaBIMBAEM IECTHKOM,
IpH 3TOM B YIIyOJICHWH HE JOKHO OBITh OJecTsmux BKparuieHwid. [lopomikoByr Maccy
nosupyem no 0,34 Ha 10 n103. YnakoBbiBaeM B BOLICHBIE WM NMapaUHUPOBAHHBIE KAallCyIbI.
[Topomiku ckiagpiBaeM Mo 3-5 MTYK U TOMEIIAeM B TTaKeT.

3. Odopmisiem HLEBYIO CTOPOHY MacnopTa nuckMeHHoro KoHTpods (ITIK):

Hara peu. Ne

Saccharum 3,0

Dibazolum 0,2

Papaverinihydrochloridum 0,2

MoOur1. = 3,3 m; =0,33 Ne 10

[Tpurorosui: IIposepu:

Ob6opotHas cropona [1I1K:



Mpu6azona= 0,02x10=0,2

Mmnanag. 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, [Ipukaz MunzapaBa Poccum ot 22.05.2023 N 2491 "OO yTBEepXKIACHUU TIPABUI
U3rOTOBJIEHUSI M OTIYCKAa JIEKApCTBEHHBIX IIPENapaToB Uil MEIUIMHCKOTO IPUMEHEHUs
anTeuYHbIMH OpPraHM3AIMSIMH, UMEIONIMMH JIMIEH3UI0 Ha (apMaleBTUYECKYIO0 AESITeIbHOCTh" U
I'd XV ODC «JlekapcTBEeHHBIE IIpENIapaThl allTEYHOTO U3TOTOBICHUSY.

Onenka xaverna: - [IpaBUIBHOCTD YIIaKOBKU M O(OPMIICHHS: MOPOIIKH YIAKOBAaHbI B BOILIEHBIE
Karcyapl ¢ yd4eToM (pu3-XxuMm CBOWCTB. -OpraHojeNTHYECKH KOHTPOJb: IBET OEINbIi, BKYC
ropbKoBaThlii, 0e3 3amaxa. -OJHOPOAHOCTH MOPOIIKOB: BHU3YAJIbHO HE OOHAPYXUBACTCS
OTJEJbHBIX BUAUMBIX YacCTHIL. - [[MCbMEHHBII KOHTPOJIb 3aKJII0UAETCs B IPOBEPKE COOTBETCTBUS
sanuceit B IIIIK u Ha peuente, a Takke B MPaBUIBHOCTH Mpou3BeAeHHbIX pacueToB. Ha IIIIK
yKa3bIBaloT Aary, Ne peuenrta -KoHTpoJib IpU OTIYCKE COOTBETCTBUSL:

* YakoBKU - PU3UKO-XUMUYECKUM CBOWCTBaM,

* Jlo3 — Bo3pacTy OOJILHOTO,

* damMWIMM W WHUIUAIOB OOJBHOTO Ha pelenTe, B CUTHAType, STUKeTke, Ne Ha perlernre,
CUTHAType, 3TUKETKE,

* OdopmieHne JIeKapCTBEHHOTO CpPEACTBA B COOTBETCTBUU C JEHCTBYIOIIMMHU MPHUKA3aMU:
JIOJKHA OBITh HaKJIEEHA COOTBETCTBYIOLIAs ITUKETKA, [TOAYEPKUBAIOLIas IBETOM 00I1yI0 Gpopmy
Ha3HA4YEHUS

-JlononaUTENHEHO ((HU3UUECKUN U ONTPOCHBIH )

S. B coorserctBum ¢ IIpukazom Munncrepersa 3apasooxpanenus Poccuiickoit @enepannu
oT 24.11.2021 Ne 1094n "O6 yrBepxxaenuu [lopsiika Ha3HaueHUS JIEKAPCTBEHHBIX MPENapaToB,
¢dopM peLenTypHbIX OJAHKOB Ha JieKapCTBEHHbIe npenapatsl, [lopsaka opopmieHns ykazaHHBIX
0JIaHKOB, WX Yy4yeTa W XpaHeHus, (opM OJaHKOB pEIENTOB, COACpPKAIIMX Ha3HAYCHUE
HAapKOTHYECKHUX CPEACTB WJIM IICUXOTPONHBIX BemecTB, Ilopsaka wHX HM3roTOBIEHUS,
pacnpeziesieHusi, perucTpaluy, ydera W XpaHeHus, a Takke [IpaBun odopmiieHus OiaHKOB
pELenTOoB, B TOM 4HCie B (pOpMe IEKTPOHHBIX TOKYMEHTOB" JaHHBIM Ipernapar BHIIUCHIBACTCS
Ha perentypHom Onanke ¢opmbl Ne 107-1/y. Ha Onanke cTaBUTCS IITaMI MEIUIIMHCKON
OpraHu3alMi ¢ YyKa3aHueM ajpeca U Tenedona, nara Beimuckd, O.M.O. nanmenta wu
MEIUIIMHCKOT0 pabOTHHKA YKa3bIBAE€TCS MOJIHOCTBIO, B Tpad)e BO3pacT yKa3bIBACTCSI KOJIUYECTBO
nonHeIx Jer. B rpade «Rp» ykaspiBaeTcs: Ha JATUHCKOM s3blke HauMeHoBaHue JIIT
(MeXIyHapoJHOE HENaTEHTOBAHHOE WJIM TPYNIIMPOBOYHOE, JTUOO TOProBOE), €ro J103MpOBKa,
KOJINYECTBO; HAa PYCCKOM MM PYCCKOM UM HAIlMOHAJIBHOM $I3bIKaX CIIOCOO TNPUMEHEHUS
JIEKapCTBEHHOT 0 Tpernapara. Penent, noanuceiBaeTcss MEAUIIMHCKUM paOOTHUKOM U 3aBepsieTCs
€ro JINYHOU IeYaThlo.

3ananue 50. CuTyanmoHHas 3aia4da

B antexy mocTynui petent Ha U3rOTOBJIEHUE JIEKapCTBEHHON ()OPMBI 11O MPOIHCH:
Rp: Sol. Pilocarpini hydrochloridi 1% - 10,0
D.S. I'nmazusie xaruu. I1o 2 xaruum 3 pasa B ieHb B 00a Ii1asa.

1. Jaiite TeopeTrueckoe 000CHOBaHME BBIITMCAHHOH JIEKapCTBEHHOH Gopme.

2. N3n0xuTe CTaguK TEXHOJIOTMYECKOro MPOLecca U3rOTOBICHUS JIEKApCTBEHHON (DOPMBI.
3. Odopmute nacnopT NHCbMEHHOIO KOHTPOJII Ha JaHHYIO JIEKapCTBEHHYIO (opmy
(JTMIIeBYIO M1 OOOPOTHYIO CTOPOHBI).

4. [lepeuncnure TpeboBaHUS K O(GOPMIICHHIO pelenTa Ha JaHHBIA JEeKapCTBEHHBIH
npemnapar.

o, KoHTpob npu 0TIycKe U3rOTOBIIEHHBIX JIEKAPCTBEHHBIX IPENApaToB.



Omanon omeema:

1. Brimmmcana rnmaszHas jexapcTBeHHass ¢opma B BHAE BOJHOTO HCTHHHOTO pPacTBOPA,
NpeAHa3HaYeHHas s MHCTWUISAUMKA B IUIa3. ['J1a3Hble KaliM OTHOCATCS K JIEKapCTBEHHBIM
(dhopMaM MECTHOTO TPUMCHCHHS.

2. 2. 'OTOBAT B aCENITUYECKUX YCIOBUSX.

N3rorosnenue

CrepunbHbIM LHUIMHAPOM oOTMepuBaeM 10 M1 BOABl OUYMIIEHHONM W NPUMEPHO IOJOBUHY
nepenuBaeM B MOJACTaBKy. [IpoBu3op-TexHoor mo TpedoBaHHi0 (hapMareBTa MOCie MPOBEPKU
pacueroB orBemmBaer 0,1 muimokapnuHa rUAPOXJIOpUAA Ha Becax JUIsl SJIOBUTHIX BELIECTB B
MPUCYTCTBUH (papMarieBTa MpH IBOIHHOM KOHTPOJIEC pa3HOBECA U HAJIKICH Ha LITAHTJIACe.
[lepenocuT nwinokapnuHa TuApoxjopua B moactaBky. Ha Becax oreemmBaem 0,07 HaTpus
XJIOpUJa, IEPEHOCUM B MOJCTaBKy. PacTBopsieM nuiiokapnuHa rUApOXJIOpUI U HATPHUS XJIOPUL
MIpU TEepEeMENINBaHNH U MOJNYUYEHHBIH pacTBOp (PUIbTpyeM yepe3 ABOWHON OyMaKHBIA (PUIBTP
MIPOMBITHI BOJIOW OYHWIICHHOW B (hiakoH uis ormycka. Yepes 3TOT ke PuibTp QuibTpyem
OCTaBIIUICS 00BEM BOJIbI OUnIIeHHON. DIaKOH 3aKphIBa€M PE3NHOBOM MPOOKOit

Kontpous JIO

OTparoT Kamiv Ha KAueCTBEHHBIM M KOJMYECTBEHHBIM aHaln3, MPOBEPSIOT HAa OTCYTCTBUE
MEXaHUYECKUX BKIIOYEHUMH.

Ykynopka

@JiakoH € PAcTBOPOM YKYINOPHBAIOT PE3UHOBOW NMPOOKONH M METAIIMYECKHM KOJIIAYKOM IOJ
obkatky. Crepunusytot npu 120°C B TeueHue 8 MUHYT.

OdopmiieHne K OTITYCKY

®dnakoH 0QOPMIISIOT 3TUKETKOW PO30BOTO IIBETA JJIS IJ1a3HBIX Kallellb, Ha KOTOPOH YKa3bIBalOT
HoMepa anrteku, peuenta, @O GonbHOrO, criocod nmpumeneHus. Cpok rogHoctu 30 CyTok npu
pexxume crepunuzauu 120 °C— 8 MuH (I'd XV ODC «CtepuiibHble I€KapCTBEHHbIE TPenapaThl
anTeyHOro U3roTOBJIEHMs»). HakneuBaroT mpenynpeauTenbHble S3TUKETKU: «XpaHUTh B
IIPOXJIAJHOM M 3allMLIEHHOM OT cBeTa MecTe», «CTepuibHO», «XpaHUTh B HENOCTYIHOM OT
NETEN MECTE».

3. [ITIK nuneBas 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 muH.

[Ipurorosun

IIposepui

[IIK obopoTHas cTopoHa

1,0 nuitokapnuHa ruipoxsopuia 3kBuBaneHTeH 0,22 HaTpus Xjaopuaa

KommaectBo NaCl, Heobxoaumoe st u30ToHupoBanus 10 M1 BOAbL.

0,9 NaCl wuzotonup 100 mi Bozbl

konmuyectBo NaCl, HeoOxomumoe i Jou30TOHHMpoOBaHMS 1% pacTBOpa MNHIIOKapruHa
TUIPOXJIOPHIA.

0,09 - 0,022 = 0,068 » 0,07 r

[Tunokapnuna rugpoxaopuaa 0,1 v

Bonpt ounmiennoii 10 mi

OOmmii 06vem 10,0 M

4. [Tunokapnuna ruzapoxsopun He nomnexur IIKY u BeinuceiBaeTcs Ha peLENTypHOM
omanke Qopmer 107-1/y B coorBerctBUu C I[lpmkazom MuHucTepcTBa 37ApaBOOXPAHCHHS
Poccuiickoit ®@enepauuu ot 24.11.2021 Ne 1094n "OO6 yrBepknenuu Ilopsinka HazHaueHUS



JIEKapCTBEHHBIX IMpemapaToB, (OpM pelenTypHBIX OJAaHKOB HA JIEKAPCTBEHHBIC MpEmaparhl,
[Topsnka odopmiieHus: ykazaHHBIX OJIaHKOB, MX y4eTa M XpaHeHHus, popM OJIaHKOB pPELEITOB,
COJEPIKAIIMX HAa3HAYECHHE HAPKOTUYECKUX CPEACTB WJIM ICUXOTPOIHBIX BewlecTB, [lopsaka mnx
W3TOTOBJICHUS, paclpelelieHUs], peruCTpalliy, yueTa U XpaHeHus, a Takxke [Ipasun odhopmueHus
OJIaHKOB PELENITOB, B TOM YHCIIE B (JOpME dIIEKTPOHHBIX JJOKYMEHTOB"

OO0s13aTeNbHbIE PEKBU3UTHI: IITaMI MEAUIIMHCKOW OpraHu3allid C yKa3aHHMEeM HauMEHOBaHUS,
aapeca u TtenedoHa, gara BemucKU pernenta, ®UO Men.padotHuka (momHOCTHIO), DUO
nanueHTa (IMOJHOCTBHIO), BO3PACT MaldeHTa (KOJIMYECTBO MOJHBIX JieT), HaumeHoBaHnue JIIT Ha
naTuHCKOM si3bike 10 MHH unu rpynnupoBoYHOMY HAaMMEHOBAHHUIO, & B CIIy4ae UX OTCYTCTBUSA
[0 TOPrOBOMY HAaMMEHOBAHUIO, JI03UPOBKA, KOJIUYECTBO, criocod nmpumenenus JIII, moamnucey u
JTUYHAS [1€9aTh METUIIMHCKOTO paboTHUKA. J[ONOTHUTENbHBIC PEKBU3UTHI HE MIPETYCMOTPEHBI.

5. KoHTposilb mpH OTIYCKT€ H3rOTOBJIEHHBIX B alTEKEe JEKApCTBEHHBIX IIPEnapaTroB
pernameHTupyercs npukazom MunzapaBa Poccum ot 22.05.2023 N 249u "OO yTBepKIeHUU
MPaBUJI U3TOTOBJIEHUS U OTITYCKa JIEKAPCTBEHHBIX MPENapaTroB JUisi MEAULIMHCKOTO MPUMEHEHUS
aNTCYHBIMH OPTAaHHU3AIMSIME, UMCIONIMMHE JIMIICH3WIO Ha (apMaleBTUICCKYI0 JCSITeIbHOCTE" U
I'd XV ODC «JlekapcTBeHHBIE MpenapaThl alTEYHOI'O U3TrOTOBIEHUsD». KOHTPOIIIO Mpu OTHyCcKe
JIEKAPCTBEHHBIX IIPENapaToB IOJBEPraloTCs BCE M3TOTOBJICHHBIC JIECKAPCTBEHHBIE MPENApaThl, B
pamMKax KOTOPOTo MPOBEPSIETCS] COOTBETCTBUE: a) YIIAaKOBKH JIGKAPCTBEHHOTO Mpenapara hu3uko-
XUMHYECKHM CBOMCTBaM, BXOJSIINUX B HETO JICKAPCTBCHHBIX CPEJICTB; 0) YKAa3aHHBIX B PEIEHTE
WM TpeOOBAaHUU J103 HAPKOTHYECKHUX CPENICTB, ICUXOTPOMHBIX, CUILHOICHCTBYIOIINX BEIIECTB
BO3pacTy MAallMEHTa; B) PEKBU3UTOB PELIENTa, TPeOOBaHUs CBEACHUSIM, YKa3aHHBIM Ha YIAKOBKE
M3TOTOBJICHHOTO JIEKAPCTBEHHOI'O IMpenapara; ) MapKUpPOBKH JIEKaPCTBEHHOIO Ipernapara
TpeboBanusM. [Ipu BBIABICHWH OJHOTO U3 YKa3aHHBIX HECOOTBETCTBHU W3TOTOBJICHHBIN
JIEKapCTBEHHBIN Mpenapar He MOJJIEKUT OTIYCKY.

3amanue 51. CuryarimonHas 3agaqa

B peuentypHO-Ipou3BOACTBEHHBIN OT/IEN aTEKU MOCTYINUI PELENT, COASPKAIIUNA CIIEIYIONYIO
MPOIHUCH:

Rp.: Infusi rad. Althaeae 200 ml

Natrii benzoatis 3,0

Sirupi simplicis 20 ml

Elixiris pectoralis 4 ml

M.D.S. Ilo 1 neceptHO¥ J0KKe 4 pa3a B JICHb.

ITocne dapmarneBTHUECKON KCIEPTU3BI M TAKCHUPOBKM pEIerTa MPOBU30P-TEXHOJIOT MOPYYHII
W3rOTOBUTH JIEKAPCTBEHHBIM TMIpernapar MoJIoioMy (apMmaneBTy, KOTOPBIH pacTBOpUI B
nozacraBke B 170 mu Boxabl oummieHHOW 20 T' CyXoro 3KCTpakTa-KOHLEHTpaTa KOpHS aJiTed,
npopuIbTpOBa 4Yepe3 TammnoH BaThl BO (makon, mobaswn 30 mum 10% pactBopa HaTpus
OeHzoara, 4 M snuKcupa rpyaHoro u 20 M cHUpona caxapHOro, mepemenias, IpoBepui Ha
OTCYTCTBHE€ MEXaHMYECKHX BKIIOUEHHH M OQOPMUI K OTHYCKY OJTHKETKOM «MHUKCTypay,
«BHyTpeHHee» ¢ mpeaynpeauTeNbHBIMA HAAMUCIMH: «XPaHUTh B MPOXJIATHOM, 3alIUIIIEHHOM
0T cBeTa MecTey, «llepen ynorpebieHrnem B30anThIBaTh», «XPaHUTh B HEJAOCTYITHOM JUIs AeTel
Mecte». OdopMuIT MacnopT MUCBMEHHOT0 KOHTpoJIs. [IpoBU30p-TeXHOIOr Mocae MUCbMEHHOTO,
(Gu3MYeCKOro M  OMPOCHOTO  KOHTPOJNs  CAefanl  BbIBOA, 4YTO HAacTOM  M3TOTOBIIEH
HEYJIOBJIETBOPUTEIBHO, U PEKOMEHI0BAJl U3TOTOBUTH HOBBIH.

[Ipumeuanue:

KYO narpus 6enzoara = 0,6 mi/r;

KVYO cyxoro skctpakra koHnenrpara anrest = 0,61 mi/r;

K pacx. = 1,3 M/r; gonycTumble OTKIOHEHH 11 o0beMa cBbie 200 i - 1%.

1. HazoBuTe BO3MOXKHBIC BapUaHTbI U3TOTOBJICHUA JAHHOI'O JICKAPCTBCHHOTI'O ITpCriapara.



2. Cornacusl 1 Bbl ¢ BBIBOAOM NPOBH30pA-TEXHOJIOrA, YTO TMpernapaT H3TOTOBJICH
HeyaoBieTBopuTenbHO? OTBeT aprymeHtupyite. OdgopMure 0OOpPOTHYIO CTOPOHY IacrmopTa
nucbMeHHoro koHTpods (T1T1K).

3. [IpuBenute nNpaBUIBLHYIO TEXHOJIOTMIO W3TOTOBJICHMS JIEKApPCTBEHHOTO IIpernapara IIo
peLEenTYpHON MPOMKUCH C UCIIOIB30BAHUEM CYXOTr'0 3KCTPAKTA-KOHIICHTPATA aJITes.
4. YKaxuTe OCOOCHHOCTHM M3TOTOBJICHUS JIEKAPCTBEHHOIO IIpernapara Mo JaHHON

pELENTYPHON MPOMKCH C HCIOJb30BAHUEM JICKAPCTBEHHOTO PACTHTEIBHOTO ChIPbS — KOpHEU
anTesl.

5. Odopmure obopoTHyto u JsmieBylo ctoponbl [IIIK Ha nmaHHBIA JeKapCTBEHHBIN
npernapar, u3roTOBJICHHBIN U3 JIEKAPCTBEHHOTO PACTUTEILHOTO ChIPHSI.

Omanon omeema.

1. BoaHoe u3BneyeHre MOKHO U3TOTOBUTH U3 JIEKAPCTBEHHOTO PACTUTENHLHOTO ChIPhSI HITU C
HCIIOJIb30BAaHUEM CYXOI'0 9KCTPAKTa-KOHIIEHTpaTa KOPHEH aTes..
2. Cornacen(na). Bognoe u3BiiedeHre U3 KOpHEW aiTesl MpU OTCYTCTBUU YKA3aHUS MAaCChI

CBIPbS CJIEJlyeT OTOBUTH B cOOTHOLIEHUH 1:20, TO ecTh HY»HO B34Th 10 I cyXoro skcrpaxra-
koHueHnrpara (1:1). Hapymen nopsaok n00aBiaeHUs )KUAKUX JEKapCTBEHHbIX cpeacTB. OOmuit
00BEM OTpeNeNIOT 10 penenTypHoi nponucu. Oommit 066éM = 200 M + 20 M + 4 Mo = 224
M. IIpupoct 00bEMa OT pacTBOPEHUSI CyXOTo SKCTpakTa — KoHieHTpara antes = 10,0 x 0,61
i/t = 6,1 min. [lomyctumble OTKIOHEHHs Uit aaHHoro oOwbema = 200x1%/100% = 2 wu.
CrnenoBarenbHO, HEOOXOIUMO YYecTb MPUPOCT 00bEMA OT PACTBOPEHHS] CYXOro 3KCTpaKTa
KoHIeHTpaTta. O0bEM KOHIEHTPHUPOBAHHOTO pacTBopa Hatpus Oenszoata = 3,010 = 30 wmu
O6weMm Boabl = 200 mi - 6,1 v - 30 M1 = 163,9 mi.

3. B moxcraBke B paccUMTaHHOM KOJIMYECTBE BOJABI OYMILEHHOM pacTBOPSiEM pacTBOpsieM
CYXOH S3KCTpakT-KOHILEHTpaT aires, (WIbTpyeM Yepe3 TaMIIOH BaTbl B OTIYCKHOW (hiaKoH,
no6asnssem 30 mut 10% pactBopa HaTpus 6eH30aTta. B oTnensHOM mojcTaBke cMmemmuBaeM 20Mia
caxapHoro cuponma u 4 MJI TrpyaHOro snukcupa. Bo QuakoH no0aBiseM YacTsIMHM IpH
MIOCTOSSHHOM TE€PEMELIMBAaHUU, MPOBEPSIOT HAa OTCYTCTBHE MEXAHWYECKUX BKIIIOUEHUH,
0(hOpMIISIOT K OTITYCKY.

4. OcoOeHHOCTH U3TOTOBIIEHUS AaHHOM JieK. popMbl u3 JIPC: a) HaCTOI TOTOBST XOJIOAHBIM
criocoboM 0e3 HarpeBaHMs, HacTaUBalOT MPHU KOMHATHOW Temmeparype 30 MUH. 0) anTelHbIH
KOpEHb IOCJI€ U3BJIEUEHUSI HE IMOJBEPraeTcs OTKUMAHHUIO, YTOObI B TOTOBYIO CIIM3b HE IOIAj
KpaxMall M KJIETOYHble 3JeMeHThl; B) coracHo I'® XV ODPC «Hacrtoum m oTBapbl» HACTOH
TOTOBSIT B COOTHOIIEHUHU 1:20; r) yuyuThIBasl, YTO HACTOM FOTOBAT 0€3 OT)KMMAaHHUS, PEKOMEHIYET
Ha 100ma Hacrost Opatbk 6,5 cwipbst 1 130 miu Boabl, T.e yuutsiBaTh Kpacx=1,3 (I'® XV ODC
«Omnpenenenue kod(durmenta BOJIOIIOTJIOIIECHUSA u pacxoIHOTO kod(durmenta
JIEKapCTBEHHOI'O PACTUTEIBHOTO CHIPbS»)

5. Ob6opotHas cropona IIIIK: V obmmuit = 200 ma + 20 mu + 4 mn = 224 mn Mmacca
JIEKapCTBEHHOT'0 pacTUTENbHOTO chipbsd = 10,0 % 1,3 mu/r = 13,0 06beM Boab! ouniieHHOH = 200
M x 1,3 M/t = 260 M mpupoct 00beMa OT pacTBOpeHHs: HaTpus 6enzoara = 3,0 X 0,6 Ma/r =
1,8 M momycTUMble OTKJIOHEHHUS A AaHHOTO oO0bema = 224 ma x 1%/100% = 2,24 wm,
CJIEIOBATEIBHO MPUPOCT 00bEMa OT PaCTBOPEHMsSI HATPHUS O€H30aTa HE YUUTHIBAIOT.

JIuuesas cropona II1K:

Jara Penerit Ne

Radicis Althaeae 13,0

Aquae purificatae 260 ml

Natrii benzoatis 3,0

Sirupi simplicis 20 ml

Elixiris pectoralis 4 ml

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

[Toamucu.



3aganue 52. CuryanroHHas 3ajada

B peuentypHO-TIpOM3BOACTBEHHBIN OTJE] alTEKU MOCTYIUJ PELENT, COACPK AN CIEAYIONTYIO
IIPOIUCE:

Rp.: Dibazoli 0,004

Papaverini hydrochloridi 0,02

Theobromini 0,2

M.f. pulv.

D.t.d Ne 10

S. ITo 1 mopomky 2 pa3a B JA€Hb.

[IpoBu3op-TexHOIOT MOCKe (HapMaIeBTUUYECKONH IKCIIEPTH3BI PEIENTa U TAaKCHPOBKU IMOPYUUIT
M3TOTOBHTH JIEKAPCTBEHHBIN Mperapar MOJIoAoMY (GapMaIeBTy, KOTOPBIH ceial HeOOXO0UMbIe
pacu€Thl, M3TOTOBWII MOPOIIKOBYIO CMECh, O()OPMHIII MACTIOPT MUCBMEHHOTO KOHTPOJIS U OTIAIl
Ha MpoBepKy. [Ipu KoIMUYECTBEHHOM aHaM3e ObLIO YCTAHOBJICHO, YTO COJEpKaHHe Auba3olia B
HOpOHIKaX HEC YKJIaI[I)IBaeTCﬂ B I[OHYCTI/IMBIC HOpMBI OTKJIOHGHI/If/'I.

[IpoBeseHne OMPOCHOTO KOHTPOJISI TOKa3alo, 4TO (papmameBT HM3Menpuuia B crynke 2,0r
TeoOpomuHa, momecTwsl B CTynky 0,04r mmbaszoma, w3menpuwn, cmeman, podasmn 0,2r
ManaBeprHa THAPOXJIOPHA, HM3MEIbYMI M CMeIIal J0 OIHOPOJHOCTH. [IpOBH30P-TEXHOJIOT
caciaall BBIBOA, 4YTO HOpOIHKI/I MU3TOTOBJICHBI HCYIIOBHGTBOPI/ITGJH)HO, nu pCKOMeHI[OBaJI NU3TrOTOBUTH
HX BHOBb.

1. JlaiiTe xapaKkTepuCTHKY JE€KapCTBEHHOH (opMe, MPUBEICHHON B IPOMUCH.

2. CornacHel 1 Bbl ¢ BBIBOJOM NPOBU30pA-TEXHOJIOrA, 4YTO IpenapaT H3rOTOBJIEH
HeyoBIeTBOpUTENbHO? OTBET apryMEeHTUPYITE.

3. Urto takoe Tputypanusa? Korja u ¢ Kakoif 1ebl0 €€ UCIOIb3YI0T?

4. Kak BpIOMpaIOT pa3BeqeHUe TPUTYPALMH IIPU H3TOTOBIEHUU TTOPOIIKOB?

o. IIpuBeauTe NpaBUIBHYIO TEXHOJIOTHIO U3TOTOBIEHUS ITOPOLIKA IO IPOIHUCH.

Omanon omeema:

1. B penenTe BbINKUCAH CIOMXKHBIN TO3UPOBAHHBIN MOPOUIOK /I BHYTPEHHETO MTPUMEHEHUS.
B cootBerctBun ¢ I'® XV ODC «HecrepunbHble JIeKapCTBEHHBIE MpenapaTrhl arTeqyHOTo
W3TOTOBJICHHS B BUJE TBEPIBIX JEKapcTBEHHBIX (opMmy», Ilopomok — TBEpHas nekapcTBEHHAs
¢dopMma, cocrosmias W3 OTAEIbHBIX CYXHX YacTHUIl PAa3JIMYHOW CTENEHU JUCIEPCHOCTH,
oOnajaromas CBOMCTBOM chbimydecTd. OcOOEHHOCTh M3TOTOBJIEHHS CBs3aHA C COJEp)KaHHEM
nubazona B konuuectBe MeHee 0,05 r Ha BCIO MOPOLIKOBYIO Maccy, YTO HE TIO3BOJSET
o0ecneYnTh 0THOPOJHOCTh CMECH U TOYHOCTH €0 JI03UPOBAHMS.

2. Ha, cormacna. IIpemapaT HpUTrOTOBIEH HEYIOBIETBOPUTENIBHO, TaK KaK KOJIMYECTBO
nubaszona Ha Bcto Maccy noporinka 0,04 3to menee yem 0,05, moaToMy Ha/lo OBIIIO HCIIONTH30BATh
TpuTypauuio (1:10).

3. Tputypanuu romeonaTHdeckue — TBEpHAs JeKapcTBeHHas (opma B BHJE IMOPOIIKA,
COCTOSIINIass W3 OJHOTO WM HECKOJbKHX AaKTHUBHBIX KOMIIOHEHTOB C JIAKTO30H B KayecTBe
BCIIOMOTATENILHOTO BeIecTBa (€CTM HE YKa3aHO WHOE). TpUTypaldu HCIOJB3YIOT, €CIH
BemiecTBa Beimucano 0,05 r 1 MeHee Ha BCIO MOPOIIKOBYIO MAcCCYy.

Hcnonbs3oBanue TpUTypalnii BbI3BAHO ABYMsI IPUUHMHAMU:

- HEBO3MOKHOCTb OTBECUTH C IOCTATOYHOW TOYHOCTHIO HaBECKY BeniecTBa Maccod menee 0,05 r
Ha PYyYHBIX OJHOTPAaMMOBBIX BECAX;

- HEBO3MOKHOCTh PaBHOMEPHOTO paclpeiesieHUs] Majoro KOJM4YecTBa BelllecTBa B 00IIel Macce
nopoika. lcrnonp3oBaHWe TPUTYpAMH OOECIIEYMBACT PABHOMEPHOE PACIPENICIICHHE Majoro
KOJIMYECTBA BEIIECTBA B 001el Macce MOpPOoIIKa U TOUHOCTh IO3UPOBAHUS.



4. Ecnu konuyectBo (hapMaleBTHUECKONW CyOCTaHIMM (JICHCTBYIOIIEro BELIecTBAa) Ha BCIO
Maccy M3TOTaBJIMBAEMOro Mopoiika cocrapiser meree 0,05 T, To I M3rOTOBJIECHUS MOPOLIKA,
KaK TpaBUJIO, HUCIOJB3YIOT TPUTYPALUIO (apMaleBTHUECKON cyOcTaHmmuu (JIEKapcCTBEHHOTO
mnpermapata) — e€ cMech C JIaKTO30M MOHOTHJPATOM WM JPYTUMH BCIIOMOTaTEIbHBIMU
BellecTBamMu B cooTHomeHuu 1:10 v 1:100

Br16op pa3Benenust TpUTypaluu 3aBUCUT OT MAcChl BEIECTBA Ha BCE J103bI TIOPOIIKA.

o. B crynke u3menpuator 2,0 T TeoOpoMuHa, 100ABISIOT B u3MenbyaroT 0,2 T mamaBepuHa
TUAPOXJIOpHAa (COOTHOIICHHE WHTPEAUeHTOB He mpesblmaeT 1:20), 3atem mobOammsior 0,4 T
Tpurypauuu aubazona (1:10), Bce cMemmBarOT 10 OAHOPOAHOCTH. [IpOBEpSIOT OTHOPOTHOCTH
cmecu. JloszupyroT mo 0,26 T yuciom 10 1 yrmakoBBIBaIOT B BOIIEHbIE WK MTapadUHUPOBAHHBIC
KarcyJbl © KOpoOKy mwin naker. OPopMIISIFOT K OTITYCKY.

3amanue 53. CuryarinoHHas 3agaqa

B peuenTtypHO-Ipou3BOACTBEHHBIN OTIEN aTEKU MMOCTYIMI PELENT, COACPIKALIUN CIEAYIOUIYIO
MIPOIHUCH:

Rp.: Laevomycetini 2,5

Acidi salicylici 1,0

Spiritus aethylici 70 % 50 mn

M.D.S. [Ipu rHOIHIYKOBBIX 3a00JIEBAHUIX KOXKU.

[IpoBU30p-TEXHOJIOT MOCIIE MPEABAPUTENIBHON (hapMalleBTUUECKON IKCHEPTU3bl U TAaKCUPOBKHU
MOpYyYMJ HW3TOTOBUTH JIEKAPCTBEHHBIM mpemapaT MonofoMy dapmaneBTy. ToT caenan
HEOOXOAUMBIEC PACUYEThI, U3TOTOBUJI PACTBOP MO JAHHOH MPOMUCH, 0POPMUI JIUIIEBYIO CTOPOHY
[acrnopTa MMCbMEHHOTO KOHTPOJISL M OTAAJ IPOBU30PY-TEXHOJIOTY Ha MPOBEPKY.

[Ipy npoBeneHUM OMNPOCHOTO KOHTPOJS  BBIICHWIOCH, 4YTO  (papMaleBT  H3TOTOBUI
JIEKapCTBEHHYIO (hOpMY B aCCUCTEHTCKOM KOMHare. B cTynky moMecTHs1 1€BOMULIETHH, KHCIOTY
CAMITWIIOBYIO U u3Menbumil. [IpousBen pazbaBieHue sTaHona, cmemas 36,5mn 96% crnupra u
13,5M1 BoAbl OuMIIEeHHOH. BHec mo wyacTsM BOJHO-CIMPTOBYIO CMECh B CTYIKY, CMeIIall.
PacTBop nepenec Bo (uiakoH i oTIycka TeMHoro crekia. Odopmui atukeTkoil «HapyxHoe»,
«XpaHUTh B NPOXJIAJHOM MecTe», «XpaHUTh B 3alIMIIEHHOM OT cBeTa Mmectey», «bepeub ot
OTHSI», «XpaHUTh B HEJOCTYMHOM sl neteit mecte». Ha obopore penenrta ykazan y4€THOE
KOJINYECTBO CIHPTA, BBINUCA CUTHATYpY. IIpOoBH30p-TEXHONOT cenal BBIBOJ, YTO Mpernapar
M3TOTOBJIEH HEY/I0BJIETBOPUTEINIBHO.

1. JlaiiTe XapaKTepUCTHKY JIEKapCTBEHHOM (opMe, NPUBEIEHHOW B pelenTypHOH
nponucu. C ueMm cBsi3aHbl OCOOCHHOCTH €€ U3TOTOBJICHUS U O(OPMIICHHS K OTITYCKY?

2. Cornachsl 1 Bbl ¢ BBIBOJIOM MPOBH30pa-TEXHOJIOTA, YTO Mpenapar M3roTOBJIECH
HEYJIOBJIETBOPUTENLHO? OTBET apryMEHTUPYHTE.

3. Kak paccuntbiBatoT ¢pakTuyeckuii 00beM pacTBopa U KOJMYECTBO CIIUpTA s yuéra?

4. [TpuBennTe NPaBUIBHYIO TEXHOJIOTHIO PacTBOpa M0 JaHHOM MPOIHUCH.

5. [lepeuncnure cnupToBBIE  PAaCTBOPBHI,  BBIIyCKaeMmble  (apMaleBTUYECKOM

MIPOMBIIIIJICHHOCTRIO (HE MEHEee TPEX).

Omanon omeema:

1. B penenrte mpomnucaHa KujKas JieKapcTBeHHas (opMa IS HapyKHOTO NMPUMECHCHUS —
CIIUPTOBOM PACTBOP CIIOKHOTO COCTaBa, HE BBIMYCKAEMBI MPOMBIIUIEHHOCThIO. CHUPTOBBIC
pacTBOPHl TOTOBAT MAaccO-00BEMHBIM CIOCOOOM TpPsIMO BO (DJIAKOH JUIsl OTITYCKa, TaK Kak
pacTBOpUTENlb — JieTydas KXUAKOCTb. OCOOCHHOCTH W3TOTOBJICHHS CBSI3aHBI C HAMYHEM B
MPONKMCH AHTUOMOTHKA, HEBOJHOTO JIETY4EerO0 PACTBOPHUTENS, a TAKKE SBICHUS KOHTPAKIIWH,
COTpOBOXKAarOIIEro pazbaBneHue 3tanona. OgopmiieHrne K OTIYCKY OOYCIIOBICHO MPEAMETHO-
KOJIMYECTBEHHBIM YYETOM CITUPTA STHUIOBOTO.



2. Ha, cornacua(en). M3rotoBieHne HEYAOBIETBOPUTEIHLHOE IO CIECAYIOUIMM HPUYHHAM.
Hannuue B nponucu aHTHOMOTHKA — JIEBOMUILIETHHA 00YCIOBIMBAET U3rOTOBJIEHUE IIpenapaTa B
aCENTUYECKUX YCIOBMSIX. DTAHOJI SBJISETCS JIETYYUM PaCTBOPUTENIEM, [TI03TOMY H3-3a IIOTEPH €TI0
He cieqyeT IOMelarb B CTYNKY, a TOJbKO - BO (iaakoH ais ornycka. IlponucanHble
JIEKapCTBEHHbIE BEILECTBA JIETKO PACTBOPUMBI B ATAHOJIE U HE TPEOYIOT U3MEIbUYEHHUS B CTYIIKE.
IIpu pa3baBneHun crnupra HaOMIOAAETCS  SBICHUME KOHTpakiuH, (cymma 0O0OBEMOB
MCIOJIB30BAHHOTO KPEMKOTO CIIUPTA U BOJbI OUUILIEHHOH JTOJIKHA OBITH OoJbIne 50 Mi).

3. dakTrueckuii 00bEM JAHHOTO CIIUPTOBOTO pacTBopa Oosbine 50 Mil, 4TO 0OYCIOBICHO
pacTBOPEHUEM TBEPIBIX BEIISCTB, CyMMapHOE COJEpKaHHe KOTOphIX mIpeBbimaet 3%. O0bEmM
pacTBOopa CKJIaJbIBaeTCs M3 00bEMa CHMpPTa 3THWJIOBOIO U IPOM3BEAECHUH MacChl KaXKA0ro
JICKApCTBEHHOTO BEILIECTBA HA ero KodpuuueHT yBenuyenus oobema. Maccy HCrojib30BaHHOTO
CIMpTa YYCTHOM KOHLEHTpAlMM OTPa)KaroT Ha 00OpOTe pelenta B COOTBETCTBUU C JaHHBIMU
QJIKOTOJIEMETPUYECKUX TaOIUI] WM Maccy CHUPTAa YYETHOM KOHLEHTPAlUU HAaXOJAT IyTEM
YMHOKEHUs ero o0beMa Ha II0THOCTh. B nannoit JI® ormymeno 29,45 cnupta 3tunoBoro 96%
(I'® XV OOPC «HecrepuibHble JIEKapCTBEHHbIE NpenapaThl alTEeYHOIO M3rOTOBJIEHUS B BUE
KHUJKHUX JICKapCTBEHHBIX (popm» TabauIa 6)

4. B acentudeckux ycIOBHSX B CTEPWIBHBIA (JIAKOH Uil OTIIYCKA M3 CBETO3ALIMTHOTO
CTEeKJIa IOMEUIAI0T OTBEIIEHHOE KOJIMYECTBO JICBOMHUIETHHA W CAIMLUIOBOM KHUCIOTHL. B
MEpPHOM IWJIMHApPE MPOBOAAT paszbapiieHne Boaod 96% crnupra no momyuenuss 50 mu 70%
CIMpPTa, KOTOPBIM BHOCAT BO (prakoH Juig oTiycka. dDrakoH yKyHmoOpUBArOT, JEKapCTBEHHBIE
BELIECTBA PACTBOPSAIOT MpH B30anThIBaHUU. KOHTPOIMPYIOT MOJHOTY pacTBOPEHUS U OTCYTCTBUE
MEXaHUYECKUX BKIOUCHUNH. OPOPMIISIOT K OTITYCKY.

o. PactBop kucinoTel camuiuioBoit 1 wim 2%, pacTBop Kuciaotel 6opHOH 3%, pacTBop Homaa
5%, pactBop @ypanununa 1:1500, MenoBasuH u ap.

3ananue 54. CuryalmoHHas 3agaqa

B penentypHO-IpOU3BOACTBEHHBIN OTEN aNTEKU MOCTYIMI PELENT, COAECPKALUN CIEAYIOLIYIO
MIPOIHUCH:

Rp: Anaesthesini 1,5

Methyluracili

Sol. Vitamini E oleosae 5% ana 5,0

Ol. Helianthi ad 100,0

M. D. S. Jlng TaMnoHOB.

[IpoBU30p-TEXHOJIOT MOCIIE MPEeABAPUTENBHON (hapMalleBTUUECKON 3KCHEPTHU3bl U TaKCHPOBKHU
MOPYYMI M3TOTOBHUTH ATOT JIEKAPCTBEHHBIH Mpemapar MojoaoMmy ¢apmaieBTy. Tor caenan
HEOOXOUMBIE PACUEThI, OBICTPO HW3TOTOBWJI JIEKAPCTBEHHYIO (opMy, odhopMuI JHIEBYIO
CTOPOHY IIacIopTa MUCBbMEHHOI'O KOHTPOJIS U OTAaJ IPOBU30PY-TEXHOJIOrY Ha mpoBepky. [Ipu
MIPOBEJICHUU OINPOCHOTO KOHTPOJIS BBIACHWIIOCH, YTO (hapMaleBT MOMECTHS BO (JIaKoH JUIs
ornycka 1,5 anecresuna, 5,0 wmerunmypamwia, 5 Mia pactBopa ButamuHa E u  100,0
noAcoimHeyHoro Macina. dDrakoH YKYMOpWJI W Harpeal Ha BoOJsHOW Oane. JlekapCTBEHHBIN
npemapaT opopMuIl K OTIycKy STHKeTKoN «Hapysknoe». [IpoBH30p-TEXHONIOT caenan BHIBO/I,
YTO Ipenapar U3roTOBJIEH HEYAOBIETBOPUTENBHO.

1. Kakas nekapctBeHHas (opma mpuBeaeHa B mnpomnucu? OxapakTepu3yilTe ee Kak
JMCTIEPCHYIO CUCTEMY.

2. B dem cocroutr mnpaBwio mpod. JleparuHa, wucmnoiabzyemMoe TMpu (HOpMUPOBAHUHU
CYCIIEH3UOHHBIX cucTeM?

3. Cormacupl nu Bbl Cc BBIBOJOM NPOBHU30pA-TEXHOJOra, YTO Mpenapar H3rOTOBJIECH
HEYJIOBJIETBOPUTENBHO? OTBET apryMEHTUPYHTE.

4. KaxkoBa parimoHaJIbHasi TEXHOJIOTHS JICKaPCTBEHHOM (OpMBI?



5. Kakue Buabpl BHYTpUANTEUHOTO KOHTPOJISI UCIOJIb3YIOTCS MPU OLICHKE KayecTBa JTAHHOTO
npemnapara?

Omanon omeema:

1. B peuente mponucana nexkapcTBeHHas (opma ISl Hapy>KHOTO MPHUMEHEHHs CIO0KHOTO
cOCTaBa, KOMOMHUPOBAHHBIN JIMHUMEHT, TaK Kak MaclsiHbI pacTBOp BUTaMuHa E cmemmBaercs
C TIOJICOJTHEUHBIM MacjoM, AHECTE3WH PacTBOPUM B MOJICONHEUHOM Macie 1:50 (romoreHHas
cucremMa), MeTuinypaiul He pacTBOPUM B Macje U 00pa3yeT CyCIIEH3HIO.

2. «/Ins nmonmyueHus TOHKO U3MEIBYEHHOI'O JIEKAPCTBEHHOI'O BELIECTBA IIPU  €ro
JMCTIEPTUPOBAaHUM PEKOMEHAYeTCs N00aBJIATh PACTBOPUTENb B IIOJIOBUHHOM KOJUYECTBE OT
Macchl U3MEILYAEMOTI0 JIEKAPCTBEHHOT'O BEIIECTBA»

3. Ha, cornacHa(en). M3roTosneHune HeyA0BIETBOPUTEIBHOE MO CIIEIYIOLUIUM IPUUUHAM.
Macnsasblii pacTBop BUuTaMuHa E no3upyeTtcs no macce BoO (i1akoH JUIsl OTIICKa, €ro He

ClIelyeT HarpeBaTh, YTOObI HE CHUXKATh CTAOMIIBHOCTb.

AHecTe3uH U MeTWIypauuia IpeJBapUTEIbHO HYKHO MU3MEIbYUTh U PACTBOPUTH, MOIYUYHUB U3
Hee MyJIbIY.

HyxHo npoBecTH pacueT KoJIMuecTBa Macia MOJCOJHEYHOI0 C YIYETOM TOr0, 4YTO

JeKapcTBeHHas (hopMa U3roTaBIMBAETCs IO Macce.

[Ipn ormycke mnpenapar JOJKEH OBITh CHAO0KEH JONOJHUTENIbHBIMU IPeNyNpeaUuTeIbHBIMU
HAAMUCAMU: «XPpaHUTh B IPOXJIaIHOM, 3AIIUIICHHOM OT CBETa MECTE»,

«Ilepen ynorpebiaeHreM B30aIThIBaTh», «XPaHUTh B HEJOCTYITHOM AJIsl AE€TEH MECTE».

4. Jlis Hayana B CTYINKY B3BELIMBAIOT U Jo0aBisAo0T 1,5 Anecre3una u 5,0 MeTmiypanuia,
U3MENbYaloT, 3aTeM IO InpaBuily JlepsruHa 100aBisOT B MOJOBUHHOM KOJMYECTBE OT BCEH
Macchl B3BEIIMBAEMbIX BEIECTB, OCHOBBI Macia [loacosnHedHoro, T.e. Ha 6,5 oOmeil macchl
MPUXOAUTHCA 3 MJI OCHOBBI, TOOABISIOT B CTYNKY M nomemuBaroT, 100-3 ma-5 min=92, nanee
N00aBIAIOT OCTalbHBIe 92 MJI Macia MOJCOJHEYHOIO M TOJbKO B KOHIIE J0OABISIOT pacTBOP
ButamuHa E. 3atrem momeniarot Bce B oTiyckHO# (priakon. Odopmissem stukeTkon «HapyxkHoe»
u «Ilepen ynorpebienuem B300sTaTh», «XpaHUTh B HEOCTYITHOM JUIS JIETEH MecTe

o. Bunbl  KOHTpONsL  J€KapCTBEHHBIX  NPENapaTtoB, W3TOTOBJIEHHBIX B  amTeKe,
perinaMeHTHpyoTcs npukazoM MunzapaBa Poccun ot 22.05.2023 N 249n "OO yTBepKAeHUU
MIpaBWJI U3TOTOBJIEHUS U OTIYCKA JIEKApCTBEHHBIX MpEnapaTroB JJis MEAUIMHCKOIO MPUMEHEHUS
anTEeYHbIMH OPraHMU3ALUSAMH, UMEIOIIMMH JIUIEH3UIO Ha (papMaleBTUUYECKYIO JIEATEILHOCTE» |
I'd XV ODC «JlekapcTBeHHBIE TIPENapaThl alTEYHOTO U3TOTOBIECHUS.

O0s3arenbHbIE BUBI KOHTPOJIS:

. MUCbMEHHBIH KOHTPOJb (MpOBEpKa COOTBETCTBUS 3allMCEd B MAcCIOPTEe NMHCbMEHHOTO
KOHTPOJISI IPOIIUCH B PELIENITE, IPABUIBHOCTH IIPOU3BEIEHHBIX PacyeTOB);

. OpraHOJEeNTUYECKUN KOHTPOJb (MPOBEpKa MO MOKA3aTeNsIM OMHCAHUE — BHEIIHUUN BH,
I[BET, 3aIaX, OTCYTCTBHE BUJUMBIX MEXaHUUECKUX BKIIIOUCHUN);

. KOHTPOJIb TpPU OTIYCKE (COOTBETCTBHE YMAKOBKU (DHU3MKO-XMMHUYECKHM CBOWCTBAM
BXOJISIIMX JIEKAPCTBEHHBIX BEIIECTB, HOMEpa Ha pelenTe U HOMepa Ha STHUKETKe, (aMHIUU
00JIbHOTO0 Ha KBUTAHLIMHU, (DAMHUIIUU Ha 3TUKETKE U pEleNnTe WIW €ro KOMUHU, KOMUN pelenToB
IIPOIUCSAM PELENTOB).

B kauecTBe BEIOOPOYHOTO KOHTPOJISI MOTYT OBITH OCYIIIECTBIICHBI:

. OIPOCHBIN
. buznueckuit
. XUMHYECKUN

3ananue 55. CuTyalmoHHas 3a1a4da

B peuentypHO-TIpOM3BOACTBEHHBIN OTAEN ANTEKH MOCTYNUJI PELENT, COAEPHKAIUN CIEAYIOLYIO
IIPOIKCH:
Rp.: Dimedroli 2,0



Acidi salicylici 5,0

Lanolini

Vaselini ana 50,0

M.D.S. Ma3sb s pyk.

[TpoBHU30p-TEXHOJIOT TMOCIIE MPEABAPUTEIBHON (hapMaleBTHUECKON IKCIEPTU3Bl U TAaKCUPOBKHU
MOPYYHIT U3TOTOBUTH ATOT JIEKAPCTBEHHBIN MTpenapar MojoioMy (GapmarenTy.

Tot cnenan HeoOXxonuMble pacy€Tbl, OBICTPO M3TOTOBHII JICKAPCTBEHHBIHN Mpemnapar 1mo JaHHOM
MPOMHCH, 0GOPMIII JIMIIEBYIO CTOPOHY MAaclopTa MUCBMEHHOTO KOHTPOJS M OTAAJ MPOBHU30PY
TEXHOJIOTY Ha IIPOBEPKY.

[Ipu mpoBeneHNM ONMPOCHOTO KOHTPOJISA BBISICHUIIOCH, 4TO (papMaieBT nmoMectui B (haphopoByro
YaIIky JTaHOJWH O€3BOJHBIN, Ba3elIMH M HArpell CMeCh Ha BOJASHON OaHe 10 pacruiaBieHusi. B
CTYIKE U3MEJbYUJI TUMEIPOJI U KUCIOTY CAIMIIIOBYIO. BHec B cTynky cmech u3 apdopooii
gamku. CMeman 1 nepeHec Bo (IakoH OPaH)KEBOTO CTEKJIA. YKYIMOPUI B 0OPMHUI K OTITYCKY
3TUKeTKOMN «HapyxHoe», npeynpeIuTeaIbHON HaIUChIO:

«XpaHUTh B MPOXJIATHOM, 3ALTUIICHHOM OT CBETa MECTe», «XPaHUTh B HEJIOCTYITHOM JIJIsl IeTeH
Mecte». [IpoBU30p-TeXHOJIOT clenall BbIBOJ, YTO Ma3b U3rOTOBJIEHA HEYIOBIETBOPUTEIIBHO.
[Ipumeuanue: pacTBOpUMOCTb AuMepoina B Boae 1:0,35,

JOMYCTUMBbIE OTKJIOHEHHsI B Macce Ma3u cBbie 100,0 cocramustot +/- 2%.

1. KakoBbl 001IHe IpaBuiIa BBEICHUS JICKAPCTBEHHBIX BEIIECTB B MAa3€BbIE OCHOBBI?

2. Yro Takoe KOMOMHHPOBAaHHBIEC Ma3u?

3. OxapaxkTepu3yiTe IpUBEACHHYIO B IPOIUCH Ma3b KaK AUCIIEPCHYIO CUCTEMY.

4. Cornacasl 1 Bbl ¢ BBIBOJIOM HPOBHU30pPA-TEXHOJIOTA, YTO Mpenapar H3rOTOBIICH
HEYOBIETBOPUTENHHO? OTBET apryMEHTUPYHITE.

5. [IpensioxkuTe ONTHUMAIbHBIA BAapUAHT TEXHOJOTMM M3TOTOBJIEHUSI JIEKAPCTBEHHOIO

mperapara 1o npuBeaeHHOW nporucu. OdopMuTe JHIIEBYIO CTOPOHY MACIOPTa MUCEMEHHOTO
kouTposs (IIIK).

Omanon omeema.

1. JlexapcTBEHHBIE BEIIECTBA BBOJSAT B Ma3eBbIC OCHOBHI B COOTBETCTBUHU C WX (DU3HUKO-
XUMHYECKUMHU CBONCTBaMH:

€CJIM JICKApCTBEHHBIC BEIIECTBA PACTBOPUMEI B OCHOBE, TO BEIIECTBA JIMTTOPUITHHOTO

XapakTepa pacTBOPSIIOT B PpACIUIABIEHHOW OCHOBE; BeIIECTBAa THAPOQPHUIBHOTO XapakTepa
pPacTBOPSIIOT HEMOCPEACTBEHHO B OCHOBE WJIM B MHUHHUMAJIHHOM KOJHYECTBE BOJIBI, €CIU
JIEKapCTBEHHBIE BEIIECTBA HEPACTBOPUMBI HM B OCHOBE, HU B BOJIE, TO OHH

BBOJIATCS TI0 THUITY CYCIIEH3UHU C Y4€TOM coJepkaHus TBEpaoi ¢aszer: 10 5%, ot 5% no 25%,
6omee 25%; ecnu JIeKapCTBEHHBIE BEIIECTBA PACTBOPUMEI B BOJIE, HO HEPACTBOPHUMBI B OCHOBE,
TO UXPACTBOPSIOT B BOJIE C MOCICIYIONIMM 3MYJIbTHPOBAHHEM KOMITOHEHTaMH OCHOBBI. Cyxue u
TYCThI€ OSKCTPAKThl MPEIBAPUTEILHO PACTUPAIOT C PaBHBIM KOJIWYECTBOM CIIMPTO-BOTHO-
[JIMLIEPUHOBON CMECH.

2. KoMOuHMpOBaHHBIE Ma3U — 3TO COUYETAHNUE HECKOIBKHUX THIIOB JUCTIEPCHBIX CHCTEM,
00YCIIOBJICHHOE PA3IMYHBIMA (PU3NKO-XMMHUECKAUMU CBOWMCTBAMH JICKAPCTBCHHBIX BEIICCTB H
Pa3HBIM CIIOCOOOM UX BBEACHHS B OCHOBY

3. B pernenite mpomnrcana Msrkast iekapcTBeHHast popma JIsl Hapy>KHOTO IPUMEHEHUS -
reTreporeHHas KOMOMHUPOBAaHHAS Ma3b, COCTOAIIAS M3 SMYIbCUOHHOW Ma3u (IUMEAPOI TMOcie
pacTBOpeHHs] B BOjJ€ O00pa3yeT Ma3b-OMYJbCHIO) M CYCIEH3MOHHOW Ma3u (CaMIMIOBas
KHUCJIOTA).

4, Ha, cormacna(en). M3roroBieHne HEYIOBICTBOPUTEIBHOE MO CIECAYIONIUM TPHYUHAM.
HeobOxomuMoctu B TUIaBIeHUM OCHOBBI HeT. CopaepkaHHE KHUCIOTHI CAIHMIIMIOBOM B Ma3u
cocTaBisieT MeHee 5%, MO03ATOMY €€ HY»KHO

M3MENBYNTh M0 MpaBuiy JlepsrruHa cO BCIIOMOTATEIbHOW KHUAKOCTHIO POJICTBEHHOW OCHOBE -
Ba3eJIMHOBBIM MAacjiOM B KOJMYECTBE 2 OT Macchl M3MEIbUaEeMOro JIEKAPCTBEHHOTO BELIECTBA.



Jlumenpon HEoOXOAMMO TMPEIBAPUTENBHO PpACTBOPUTH B BOJAE OUMIICHHOW C y4eTOM
pacTBOPUMOCTH.

o. B cTynky noMeniaroT OTBELIEHHOE KOJUYECTBO CAJIMIIMIIOBOM KHMCIOTHI, U3MEIbYAIOT C
Ba3eJIMHOBBIM MaciioM (mpubau3uTensHo 2,5 r). [1o yactsaM 100aBIAIOT Ba3esnH, CMEIINBAOT 10
OJTHOPOAHOCTH. OTOBUralOT Ma3b Ha Kpail CTYNKH.

B ocBoOoaMBIIYIOCS CTYIIKY OTBELIMBAIOT IUMENPOI, PacTBOPSIOT B 0,7 MII BOJIBI

OUHUILEHHOM, MOJYYEHHBIH PACTBOP AMYJIBTUPYIOT JIAHOJIMHOM BOJIHBIM JI0 00pa30BaHus
OJTHOPOJHOM Macchl. CMEIINBAIOT CYCIIEH3UOHHYIO ¥ SMYJIbCHOHHYIO Ma3b.
ITocnenoBarenbHOCTh U3TOTOBIICHUS CYCIIEH3MOHHON U OMYJIbCHOHHOM 4acTeu
KOMOHMHUPOBAaHHOHN Ma3H He ABJSAETCS NPUHLIUINAIBHOMN (TaKXKe BEPHBIM BAPHAHTOM
TCXHOJIOTUU ABJIACTCA U3IrOTOBJICHHUC B IICPBYIO OUCPCIAb SMYHBCHOHHOﬁ qaCTu MaSI/I).

I'oToBYy10 Ma3b nepeHocAT B 0aHKY U O(POPMIISIOT K OTIIYCKY.

JInuesas cropona IIIK

Hara

Penent Ne

Acidi salicylici 5,0

Olei Vaselini 2,5

Vaselini 50,0

Dimedroli 2,0

Aquae purificatae 0,7 ml gtts. X1V

Lanolini hydrici 50,0

m o6mas = 107,0 +/- 2,1
Ilonmucu.

3aganue 56. CuryalnoHHas 3aga4a

B peHeHTypHO-HpOI/ISBOI[CTBCHHBII>'I OTACJI alITCKU MMOCTYIINII pCUCIIT, coz[epxcaumﬁ CJICAYIOLIYIO
IIPOIHUCH:

Rp.: Natrii benzoatis 2,0

Liquoris Ammonii anisati 5 ml

Sirupi sacchari 5 v

Aquae purificatae 180 ml

M.D.S. Ilo 1 cr.21. 3 pa3a B A€Hb.

[IpoBU30p-TEXHOJIOT MOCIIE MPEeABAPUTENBHON (hapMalleBTUUECKON 3KCHEPTHU3bl U TaKCHPOBKHU
MOpy4unJI U3roTOBUTH 3TOT HeKapCTBCHHLIﬁ npemapar (bapMaueBTy.

Bo ¢nakon ansg ormycka ormepuBatoT 160 mut Boasl ouninenHoi, 20 mi 10% pactBopa HaTpus
6enzoara (1:10), 5 Ma cupoma caxapHOro M B IOCIEAHIOI OdYepenb - 5 MJI HallaThIpHO-
aHHUCOBBIX Karnenb. CMEeNMBalOT, YKYIOPUBAIOT, OPOPMIISIOT STUKETHOM

«BryTpeHHeey.

1. JatiTe oneHKy JiekapcTBeHHOUM GopMbl. O1ieHUTE AeUCTBUS (hapMalrieBTa.

2. KakoB anroputMm nAeicTBHII MPOBH30pa MO H3TOTOBIECHHUIO JAHHOW JIEKapCTBEHHOM
¢dbopMmbI?

3. B cootBercTBHM ¢ KakuMu npukazamMu Mun3zapaBa Poccum nomkeH coOIroaaThes
CaHUTAPHBIM PEKUM IIPU U3TOTOBJIECHUHU IPONHACH?

4. Ob6ocHyiiTe OLIEHKY KauecTBa JIEKapCTBEHHOI'O Mpenapara.

5. VYkaxute GpapMaKoTeparneBTHIECKOE ICHCTBUE MPOIHUCH.

Omanon omeema.

1. Brimucana sxujkas ekapcTBeHHas (hopMa s BHYyTPEHHETO MPUMEHEHUS,
MpeACTaBIISIONAas co00 KOMOMHUPOBAHHYIO CHCTEMY: MCTHHHBIM PAacTBOp HaTpusi OeH30aTa M
CYCIIEH3HIO, MTOJIYYCHHYIO KOHICHCAIIMOHHBIM METOIOM (HAIIaTHIPHO-aHUCOBBIC KATLIH ).



@apMaleBT HEBEPHO BBEJ HAIIATHIPHO-AHMCOBBIE Kalljd, T.K. NPU TAaKOM BBEAECHUU Ha
IIOBEPXHOCTU M CTEHKaxX (UIaKOHa MOSBISIIOTCA MAacisHble IATHA, @ B JajbHEHIIEM KpPYyIHbIE
KpUCTQJIJIbl aHeTosla (KOMIIOHEHT aHMCOBOIO Macia). HamaTelpHO-aHMCOBBIE KaIllM IEpen
IIOMELIEHHeM BO (DIaKOH HEOOXOJUMO CMelaTh C CaXapHbIM CHPOIOM WM C PaBHBIM
KOJIMYECTBOM MHUKCTYPBI, BO (DJIaKOH 100aBIATh YaCTSAMH MPHU MOCTOSHHOM TepeMelInBaHuy. B
9TOM CIIy4ae MOJIy4aeTcsl TOHKask B3BECh aHETOJIA.

2. ITpu cMemMBaHMM HAIIATBIPHO-AHUCOBBIX Kallellb, COCTOSIUX U3 2,81 T Macna
aHUCoOBOro, 15 M pactBopa aMmmuaka, 10 100 M criupTa, ¢ BOGHBIMU PacTBOPAMHU BBIIEISIETCS
HE pacTBOPUMBII B BOJE KPUCTAJUIMYECKUN aHETOI.

Amneroun sBnsiercs rUApopOOHBIM BEILIECTBOM M HYXKAaeTcss B crabuinuzatope. s Toro, yToOb!
UCKJIIOUYUTH BO3MOXKHOCTB IPWJIMIIAHKS aHETOJIAa K CTEHKaM (hJ1akoHa, B

OTIENBHOM CTAaKaHYMKE CMEUIMBAIOT MJI CaXxapHOro cHpoma M 5 MJI HaIIaTBIPHO-aHUCOBBIX
KareJb.

CMech yacTAMU NpU NepeMelIMBaHUN JOOABISIOT K paCTBOPY B CKIIIHKY JUISL OTITyCKa.
TaTenpHO NMepeMeInBaroT.

IIpu oTCYTCTBUU B IPOIIUCH CUPOIIOB HAIIATBIPHO-AHUCOBBIE KAILIU OCTOPOKHO

T00aBISIOT K MHUKCTYPE TaK, YTOOBI )KUAKOCTh HE MOTaia Ha TOPJIBIIKO (IIaKoHA.

®dnakoH yKYIOPUBAIOT IJIOTHO IJIACTMACCOBOM MPOOKOH ¢ HaBUHUUBAIOIIEHCS

KPBILIKOM.

Cornacno npuka3zy M3 PO ot 22.05.2023 Ne249u u I'® XV ODC «JlekapcTBeHHBIE MpenapaThl
anTEYHOTO U3TOTOBJICHUMY», O(DOPMIISIOT STUKETKAMH:

«Buyrpennee», «XpaHHTb B NPOXJAJHOM M 3aLUIICHHOM OT CBETa MeECTe», «XPaHWUTb B
HEJOCTYIHOM 1715 ieTelt Mectey, «llepen ynorpebiaeHreM B30anThIBATh.

3. CaHuTapHbIl PEKUM IPU HU3TOTOBIEHUM IPONMCH PETJIAMEHTHPYETCS CIENYIOLIMMU
HOPMAaTUBHBIMH JJOKYMEHTaMHU:

ITpuka3 Munsapasa Poccun ot 22.05.2023 N 2491 "OO6 yTBep:KI€HHUH MPAaBUI U3TOTOBICHUS U
OTIIyCKa JIEKapCTBEHHBIX IpenapaToB s MEAMIMHCKOTO TPUMEHEHMs] anTeYHbIMU
OpraHU3aLsIMH, UMEIOIUMHU JIMIIEH3UIO Ha (papMalleBTHYECKYIO 1eATeIbHOCTh"
[TocranoBnenue I'maBHOro rocygapcTBeHHoro canutapHoro Bpaua P® ot 24 nexabps 2020 r. Ne
44 «O06 yrtBepxkaeHuum canutapHeix npasun  CIT 2.1.3678 - 20 "CanutapHo-
SNUAEMUOJIOTHUECKHE TpeOOBaHMUA K OKCIUTyaTalliM MOMELIEHUMN, 3JaHul, COOpYXEHU,
00OpYyZIOBaHUS M TPAHCHOPTA, a TAKXKe YCIOBHSM ACATEIbHOCTH XO3SAHCTBYIOUIMX CYOBEKTOB,
OCYILIECTBIISIOLIUX MTPOJIaXKy TOBAPOB, BHIIIOJHEHUE paOOT MIIM OKa3aHUE YCIYI;

Crannapthele onepanuonHsle npoueaypsl (COII), yTBep)kJeHHblE PYKOBOJHMTEIEM alTe4HOM
OpraHM3alMH.

Ilepen Hayamom paboThl paboyasi MOBEPXHOCTh CTOJNA U PyKH (papmaiieBTa oOpabaThIBAIOTCS
PacTBOPOM JErMHUHA, BECHI IPOTHUPAIOTCS pAaCTBOPOM MEPEKUCH BOJOPOA.

Ilocne W3roTOBIEHUS MPONHUCH BECHI IMPOTHUPAOTCS CTEPUIBLHOM OJHOPA30BOM MapieBOil
canerkoit. Taxke cTepuIbHON 0HOPA30BOM caliheTKON MPOTUPAIOT FOPJIBIIIKH ITAHTJIACOB.

4. Bunbl  KOHTpONsL  JEKapCTBEHHBIX  IPENapaTroB, W3TOTOBJIEHHBIX B aNTEKE,
periiaMeHTHpyIoTcsa npukazom MwunsnpaBa Poccun ot 22.05.2023 N 249 "OO06 yTBepX)acHUU
IIpaBWJI U3rOTOBJIEHUS U OTIIyCKa JIEKapCTBEHHBIX IIPENapaToB AJI MEAULUHCKOIO MPUMEHEHUS
anTeuYHbIMU OpraHU3alUsAIMHU, UMEIOIIMMHU JMIIEH3UI0 Ha (papMalieBTHUECKYIO JESTeNbHOCThY H
I'd XV ODC «JlekapcTBeHHBIE IIPENIapaThl alITEYHOTO U3TOTOBIECHUSY.

Bubl koHTpOIIS:

- MUCbMEHHBII KOHTPOJIb (IPOBEPKa COOTBETCTBHS 3alKCEl B MACHOPTE MUCbMEHHOTO KOHTPOJIS
IIPONKCH B pELENTe, MPaBUIBHOCTH MPOU3BEICHHBIX PACUETOB);

- OpPraHOJIENITUYECKUI KOHTPOJIb (IIPOBEpPKA MO MOKA3aTeIsIM ONMCAHWE — BHELIHUI BUJ, LIBET,
3arax, OTCyTCTBHE BUJMMbBIX MEXaHUYECKUX BKJIIOUEHUN);

- KOHTPOJIb MPH OTITYCKE (COOTBETCTBUE YHMAKOBKH (PU3MKO-XMMHUYECKHM CBOWCTBAM BXOJSIINX
JIEKapCTBEHHBIX BEIECTB, HOMEpA Ha peLenTe U HOMepa Ha ITHKeTKe, (paMuiuu OOJBHOIO Ha



KBUTAHIMH, (paMHUIMM HAa 3TUKETKE M DPELENTe WM €ro KONWHU, KOMHHA PEeIenToB MPOMUCIM
pELenToB).

AHanu3 JOKyMEHTalUH.

Peuenrt BoinucaHn npaBUIIbHO.

WHrpeaueHTsl COBMECTUMBI.

[TacmopT NMCbMEHHOTO KOHTPOJISI COOTBETCTBYET PELIEIITY.

[IpaBUIABHOCTH YIIAKOBKU U 0()OPMIICHUSI.

O6beM (hakoHa TEMHOTO CTEKJIa COOTBETCTBYET KOJIMUYECTBY cycrneH3uu. diakoH

YKYIOPEH IIJIOTHO.

Odopmnenne coorBercTByeT npukazy M3 P® ot 22.05.2023 N 2495 u I'd XV ODC
«JlexapcTBeHHBIE IpenapaThl alTEYHOTO U3TOTOBICHUSY.

Pecycnennupyemocts. CycrieH3usi BOCCTaHABIMBAET PABHOMEPHOE PaCIpeeiICHUE

YacTHUll 10 BceMY 00bEMY IIPU B30ANThIBAHUM B T€UEHUE 15 CEKyHI.

OpnopogHocTh uacTull aucnepcHoi ¢aszpl. O6beM wmukcTypel 190 mm £+ 3,8 M, 4TO
COOTBETCTBYET HOpPMaM JIOIIyCTUMBIX

otkioHeHHH (£2%) (I'D XV ODC «JlekapcTBeHHBIE MpenapaThl alTeYHOTO U3TOTOBICHUSY).

S. Kodeunn-benszoar Harpus nmpuMeHstoT ipu 3a00JI€BaHUSX, COITPOBOKTAIONITUX CS
yrHEeTeHHEeM (YHKIHMH LEHTPaTbHOM HEPBHOM CHUCTEMBI U CEPICYHO-COCYIHCTONH CHCTEMBI,
TUIOTEH3UH, aCTEHUYECKOM CHHJIpPOME, IPH CIIa3Max COCYAOB T'OJIOBHOTO Mo3ra (MUTPEHb), U
TOJIOBHOM 00JH (B KOMOWHAIIMYU C APYTUMU JIEKAPCTBEHHBIMH CPEACTBAMHU, HAlPUMEpP, KUCIOTOM
AlETUIICATULIMIIOBOM ).

[IpemapaT Ha3HA4alOT M[pPU HEOOXOAMMOCTH MOOMIM3AIMH PE3epPBOB OpTraHU3Ma, JUIs
MOBBIIICHUS] TICUXUYECKON M (U3NYECKOH PabOTOCIIOCOOHOCTH, YCTPAaHEHUS COHJIMBOCTH. Y
nereit Kogpeun-benzoar Harpus npumenstor npu sHypese. HamareipHo-aHHMCOBBIE Kariu. B
KOMIUIEKCHOW Tepalmuu B KauecTBE OTXapKUBAIOLIEr0 CPEeACTBA IMPU  BOCHAIMTEIbHBIX
3a00JIeBaHUAX JIbIXaTEIbHbBIX MyTEH.

AHucoBO€ Macio mociie MonajaHus B OpraHu3M OKa3blBaeT CTUMYJIMpPYIOIIEEe BO3/CICTBHE Ha
CeKpeLuI0 OpOHXMAIbHBIX KeJe3. Takke 3TO BEHIeCTBO CTUMYIHUPYET MPOLECCH MUILEBapEeHUs
U SBIISIETCS HEIUIOXMM aHTHUCENTHKOM, OTJIMYHO pa3kikaeT MOKpoTy. HamaTsipHO-aHMCOBBIE
KaIllIM MOTYT MPHUMEHATBCS JUISl JISUeHUs BiIaXHOro Kauuii. OHM CTUMYNUPYIOT 3(P(HEKTUBHO
OUHIIIEHHE OpOHXOB, AaKTHUBU3HUPYIOT IMPOLECCHl PA3KMUKEHUSI BSI3KOM MOKpPOTBI, UTO
CIOCOOCTBYET €€ OTKALUIMBAHUIO, a TAK)KE HE AT Pa3BUTHCA CaMbIM Pa3HBIM OCIOKHEHUSIM U
peuuauBaM HenyroB. Kpome Bcero mnpoyero Takoe JEKapCTBEHHOE CPEICTBO IOMOTraeT
3a)KUBJICHUIO CIIM3HUCTHIX B JBIXATEIbHBIX IYTAX.

3ananue 57. CuTyallmoHHas 3a1a4a

O6OCHyﬁT € MMPAaBUJIbHOCTb TCXHOJIOTHHU Ma3Uu B YCJIIOBUAX AIITCKU 110 IMPOIIUCH:

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.: Ma3sp mis "Hoca.

[TpoBU30p-TEXHOJIOT TMOCEe MpPeABAPUTEIBHON (apMalleBTUUECKONW SKCHEPTH3bl U TaKCUPOBKHU
MOPYYHJT U3TOTOBUTD ATOT JIEKAPCTBEHHBIN MperapaT ¢papMarieBTy.

dapmaneBT MPUTOTOBHI Ma3b CIEAYIOUIMM 00pa3oM: B CTYNKY IMOMECTWJ Kam(opy U Kak
TPYAHOU3MEIHYAEMOE BEUIECTBO HM3MENBUYUI €€ B NMPUCYTCTBUM 3 Kaleilb CIUPTa, 3aT€M B
CTYIKY ITOMECTHJI CTPENTOLH, Cylb(haalMe3nH U HOPCYIb(ha30J U MPOJOIKAI JUCTIEPTUPOBATh



¢ 17 xaruamu cnupra. K cmecu mopomkoB 100aBuil MOCIEI0BATENbHO JIAHOIUH, Ba3eluH U 5
Kaleslb pacTBOpa ajJpeHaldHa TUApoxJopuaa M 3deapuHa ruapoxyopuaa. ['oToByro Masb
MOMECTHJI B IIHPOKOTOPJIYI0 OaHKy TEMHOro cTekia o(gopMHB STHKETKOWH «Hapyxnoe»,
«XpaHUTh B 3aIULICHHOM OT CBETa MECTe», «XpaHWTh B IPOXJIAZHOM MeECTE», «XPpaHUTh B
HEJOCTYITHOM JJISl IETEN MECTEY.

1. JlaiiTe OLICHKY TPaBUIIBHOCTH U3TOTOBIICHUS Ma3U U €€ XapaKTEPUCTHUKY.
2. [TpuBeauTe KIaccu(pUKAINIO Ma3eBbIX OCHOB C IPUMEPAMHU B COOTBETCTBHH ¢ ['D.
3. [IpennoxuTe JIEKapCTBEHHBIE PACTCHHMsIT M CBIPbE PACTUTEIBHOIO W KHUBOTHOI'O

MIPOUCXOXKACHUS JIJISl TOJIYYCHUS TPENaparoB, MPOU3BOIHBIX (DEHUTANIKIIAMUHOB: DdenpuHa
TUAPOXJIOpUAA U AJNpeHanuHa ruapoxJjopuna. Kakoe cblppe HCHONAB3yeTCs I MOJTY4YECHHS
Ddenpuna? JlaliTe XapaKTEPUCTUKY CHIPhS U MPOU3BOISIINX PACTEHUH, KOTOPHI € SBIISIOTCS €T0
HMCTOYHUKAMH.

4. [TpuBenuTe pacy€Tsl U OOPMHUTE JIMIEBYIO CTOPOHY MACIOPTa MUCEMEHHOTO KOHTPOJIS
(TITIK).
S. Ha xakoM peuentypHom OjaHKe BBINMCAH PELENT?

Omanon omeema:

1. dapmarieBT He MPaBUILHO U3FOTOBUI JAHHYIO Mas3b.

Hcxons u3 cBONCTB JaHHBIX BEIECTB MOKHO YTBEp)KIaTh, YTO Ma3b I10 JAHHOH IPOIUCH
ABJISIETCS. KOMOMHUPOBAHHOM aucnepcHoi cucrteMoil. TakuM oOpazom, 3¢deaprHa rHIPpOXIOPH L
HY)KHO BBOJIUTh B Ma3b IO THUIIy OMYJIbCUH, Kampopy — B BHAE Ma3H-pacTBOpa,
cynb(aHuIaMubl — IO MpaBWIaM H3TOTOBJIEHUS CYCIEH3MOHHBIX Mased ¢ cojepiKaHueM
TBepoi (haser Oonee 5 % ot Macchl Ma3u. TeXHOJIOTHS IPUTOTOBICHUS: KaM(pOpPy PaCTBOPSIOT B
5,0 r pacruaBieHHoro BasenuHa (mpu Temnepatype He Bbime 50 °C). Crpenrouuf,
cyab(GaglMe3uH U HOPCYIb(a3osl MOMEMIAIOT B MOAOTPETYH CTYNKY W JIUCHEPTUPYIOT B
npucyrcTBuM 1,8 T pacTBopa kamdopsl B BazenuHe( 1o npaBuity Jleparuna), 3areMm 100aBISIOT
OCTaJIbHOW Ba3ejMH, MEPEMEIINBAIOT U 00pa30BaBIIYIOCS Ma3b OTO/ABHUTAlOT Ha Kpail ctynku. B
OCBOOOXKJICHHYIO CTYNKY IOMEINAT 3(eqpuH TUAPOXJIOPUI, PACTBOPSAIOT €ro B PaCTBOpE
aJipeHaJIMHA TUAPOXJIOpUAa U K IMOJYyYEHHOW >KUIKOCTH NPHUMEIIMBAIOT BHayaje JIAHOJNMH, a
3aTe€M paHee MPUTOTOBICHHYIO CYCIIEH3MOHHYIO Ma3b, MacCy TIIATEIbHO EPEMELINBALOT.

2. TepaneBTuyeckoe IECTBHE Ma3eil BO MHOTOM ONPEAEIISIETCS UCIOJb30BAHHON Ma3eBOM
ocHOBOIL. ['® XV ODPC «HectepuibHble JIEKapCTBEHHBIE ITPENapaThl aITEYHOTO U3TOTOBIICHUS B
BUJIE MATKHUX JeKapcTBeHHbIX GopmM» U ODC «Msarkue IekapcTBEHHbIE (OPMBI» JacT
KJIacCU(UKALIMIO Ma3eBbIX OCHOB: JIMOPUIIbHBIE, THIPOGUIbHBIE, THAPOPUIBLHO-TUIIOPHUIIbHBIE.
K nmunodunpHbIM OCHOBaM OTHOCSTCS:

- YIII€BOIOPOAHBIE (Ba3€JMH, CIIaBbI YIIIEBOJOPOIOB);

- )KMpOBBIE (IIPUPOAHBIE KUPbI, U UX CIUIaBbl C PACTUTEIBHBIMU MaclIaMH M KHUPOMOJ00HBIMU
BEIIIECTBAMM );

- BOCKH (BOCK MUYETIMHBIN, ClIEpMAaIET, JaHOJIMH);

- CUJIMKOHOBBIE OCHOBBI.

K ruapoduiibHbIM OTHOCATCS:

- TeJM BBICOKOMOJIEKYJISIPHBIX YTJIEBOJOB M OENKOB (3(UpPbI LEIIIION03bI, Kpaxmall, KOJJIareH,
JKEJIaTuH, arap);

- TeJTM HEOPTaHWYECKHX BEIECTB (ITTMHUCThIE MUHEPAJIbl - OEHTOHUT);

- TeaM  CUHTETHMYECKUX  BBICOKOMOJIEKYJSIDHBIX  COEAMHEHMH  (IIOJIMATUIIEHOKCHUA,
MOJUBUHWITTUPPOJIMIOHA, TOJTUAKPHIAMHIA);

- TeJIM MUKPOOHBIX TIoJIMcaxapuioB (ay0a3umaH);

- pactBOpHI 051uro3gupoB (90% omurospupa-50 u 10% cnupTa STHUIOBOTO).

K rugpodribHO-TMIOGMIBHBIM OTHOCSITCS:

- 0e3BOJIHBIC CILIaBBl JIMMOPHUIBHBIX OCHOB C AMYJIbraTropaMu (CIUIaB BaszeJIMHA C JAHOJIUHOM
WJTU C IPYTUMH SMYJIbIaTOpaMu), TaKk Ha3bIBaeMble aOCOPOIIMOHHBIC OCHOBBI;



- OMYJbCHOHHBIE  OCHOBBI  THMa  BoJa/Macio  (3MyJBraTopel  CO  3HAYCHHEM
ruapodunsHomunoduisHoro 6ananca I'JIb or 3 1o 6);

- SMYyJILCHOHHBIE OCHOBBI THIIA Macj0/Boja (3mynbratopsl co 3HauenueM I'JIb 8-18, natpuessie,
KaJIUEBbIC, TPUITAHOJIAMUHOBBIC COJIU KUPHBIX KUCIOT, TBUH-80).

MaszeBasi ocHOBa OOecriedrBaeT HaAJeKAUNA 00BEM Ma3u, HEOOXOUMbIe (PU3UKOXUMHUECKUE
CBOMCTBA, KOHIIEHTPALIMIO JIEKAPCTBEHHBIX BEIIECTB U TEPANeBTHUECKYI0 aKTUBHOCTh Ma3H1

3. Ddenpun u ero mmacrepeomep mnceBnoddenpun comepxkarcs (0,5-2%) B pa3iaudHBIX
BHax ddenpsl, cemeiictBa aenpossix (Ephedraceae).

[IOBEI'M D®EJIPbI (TPABA XBOMHHMKA) - CORMUS EPHEDRAE

Ddenpa xBomesas - Ephedra equisetina Bge.

Cem. Ddenpossie - Ephedraceae

Borannueckast xapakTepucTuka. MHOTONETHUN JABYAOMHBIN TI'yCTOBETBUCTBIH KYCTapHUK C
TOJICTBIM CEPBIM CTBOJIOM BBICOTOW 10 1,5 M. BeTBu nepeBSHHCTBIC, TOJCTHIC, HANPABICHBI
BBepX. PenynupoBaHHbIE JHCTbsl MPEACTABICHBl IUIEHYATHIMH KPAaCHOBAaTO-KOPHUYHEBBHIMU
obpaszoBanusmMu. L[BeTku paznensHomonbie. Ha oMHUX KycTax pa3BHBAIOTCS JKEHCKHE COLBETHS,
Ha JPYruxX MyXckue. My>KCKHe KOJOCKH JKEJITOBaThle, MOYTH IapoBUIHbIE. JKEeHCKHE KOIOCKH
3eneHoBatkle.. 1o - ToXKHast MACUCTast )KEATOBATAs WJIM KPACHOBATAsI IIMIIIKO-ATO/IA. .
Xumuyeckuii coctaB. Bo Bcex opraHax pacTeHusi coaepkarcs aikaiounsl: l-adenpun, d-
nceBnoddenpun. Hambompinee KOMMYECTBO AKAJOWIOB HAXOAMTCS B 3€JICHBIX BETOYKaX (10
3,5%). Takxke coaepKaThcsi AyOUITbHBIE BELIECTBA, ACKOPOUHOBAS KHUCIOTA.

XapaKkTepUCTUKA CHIPhS: WICHUCTHIC HEOJPCBECHEBIINE MPYTOBUIHBIC C MEXKIOY3IHSIMH BETBU
mumHoM 10 30 cM, CBETI0-3€]1. IIB

HaubGonee mmpoko DdenapuH NpuUMEHSETCS MPH JICYCHUH 3a00JICBaHHWMN aIePrUYECKOrO
xapakrepa (OpoHXHalbHas acTMa, KpaTUBHUIIA, BA3OMOTOPHBIM HACMOPK U AP.).

[TpupoHBIM UCTOYHUKOM TOJTYUSHUS apeHATNHA U KOPTHKOCTEPOUIOB CITY)KAT HAITOUYCTHHKU
KPYIHOTO POraToro CKOTa U CBUHEHN

4, JIuuesas cropoHa

JaTta Ne penenrta

Camphorae 0,3

Vazelini 15.0

Streptocidi 1,0

Sulfadimezini 1,0

Norsulfazol 1,5

Solutionis Adrenalini hydrochloridi 1:1000 guttas V

Ephedrini hydrochloridi 0,2

Lanolini 5,0

Mob6m- 24,0

[TpuroroBu (1MoAMUCH)

[IpoBepui (moamnucs)

Otnyctun (oMUCH)

O6opoTHas CTOpoHa

Kamcopa 0,3

Bazeanul15,0

Crpenrouug 1,0

Cynsdpamumesun 1,0

Hopcynbdazon 1,5

%tB.dazpi= (1,0+1,0+1,5)*100%/ 24=14,5% cnenoBareabHO H3MENbYaeM B MPHUCYTCTBUHU
pacIuIaBI€HHON OCHOBBI

PactBopa kamdops! (o npasuiy [epsiruna) (1,0+1,0+1,5) * /2= 1,8

Ddenpun 0,2

PactBop Anpenanuna 1:1000 5 xam.

Jlanoaun 5,0



Mo6m=0,3+15,0+1,0+1,0+1,5+0,2+5,0=24,0

5. B cootBerctBuu ¢ Ilpukazom MunucrtepcTa 31paBooxpanenust Poccuiickoii @eneparuu
or 24.11.2021 Ne 1094n "O6 yrBepxkaenuu llopsiika Ha3HaUSHHS JIEKAPCTBEHHBIX MPEMapaTos,
(dopM peLenTypHbIX OJAHKOB Ha JIeKapCTBEHHbIE Npenapatsl, [lopsaka opopmieHns yka3zaHHBIX
OlaHKOB, WX YydeTra W XpaHeHus, ¢GopM OJIAHKOB pEIENTOB, COJACPKAIINX Ha3HAYCHUE
HapKOTHYECKUX CPEACTB MM ICUXOTPONHBIX BemecTB, Ilopsaka uX M3roTOBIEHUS,
pacripenienieHusi, perucTpauuy, ydera W XpaHeHus, a Taxke [IpaBun odopmieHus O1aHKOB
PELIENTOB, B TOM UUCIIe B OPME AIEKTPOHHBIX JOKYMEHTOB"

OTmycky 1O peuenTaM, BBITUCAHHBIM Ha pelentypHbIx Onmankax ¢opmel N 148-1/y-88,
noJyie’kaT ~ KOMOMHHMPOBaHHBIE  JIEKAPCTBEHHBbIE  IIpenaparsl, cojepxamue: 3denpuHa
TUIPOXJIOPU] B KonuuecTBe, npespimatoniemM 100 mr, u 10 300 Mr BKIIFOYUTEIBHO.

3amanue 58. CuryarimoHHas 3agaqya

MonoaoMy cenuaiucTy ObII0 IPEAIOKEHO H3TOTOBUTH MPEMNapar Mo CiIeyIome MPOmICH:
Bospmu:

Kampopsr

Menrona noposny o 1,0

Maciia BazennHoBoro 25,0

Cwmemaid. Jlait. O603Haub. YIIHBIC KaIUIH.

@dapmaneBT TMOMECTHI B OTHYCKHOH (makoH kamdopy C MEHTOJIOM, HECMOTps Ha
00pa30oBaBLIYIOCS KHMJIKYIO CMecChb J100aBuMi BaszenuHoBoe Macio. ®dnakoH ykymopui
TUTACTMACCOBOW MPOOKOI ¢ HaBMHUMBAIOMICHCS KPBIIIKOH U Hadan oQOpMIISTh K OTITYCKY. Emy
OBbUIO CIeNIaHO 3aMeYaHue.

1. bruta mu nomymiena ommobka apmameBToM?

2. Kak yuynuTbBaeT TeXHOJOT (U3NKO-XUMHUECKUE CBOMCTBA MOHOIMKIMYECKUX TEPIICHOB
(MeHTOMa, BajM 10714, TEPIIMHIUIPATA) U OUIIMKINYECKUX TePIEeHOB (KkaMdopbl 1 GpoMKamMdpopbl)
MIPH U3TOTOBJICHUH JICKAPCTBEHHBIX MPETAPATOB B Pa3IMYHBIX JIEKAPCTBEHHBIX (hopmax?

3. [Tognexar nu Kakue-mMOO M3 YKa3aHHBIX B TPOINHUCH JIEKAPCTBEHHBIX MPENapaToB
MIPEeIMETHO- KOJIMUYECTBEHHOMY YUETY B anTeke?

4. KakoBbI ycl0BHsI XpaHEHUs ITUX JIEKaPCTBEHHBIX BEIIECTB U NIPABUJIA UX JO3UPOBAHUA?
o. [TpennoxuTe npaBUIbHBIA BaApUAHT U3TOTOBJIEHUSI JIEKAPCTBEHHON (POPMBI.

Omanon omeema.

1. bouta ponmymena ommbOka B M3rotoBieHuu. Broimucana JI® Ha HEBOJHOM MacisIHOM
pactBopuTtene. MeHToxn ¢ KaMmpopoit 00pa3yroT IBTEKTHIECKYIO CMECh. .
2. MeHrou, BaIU0d, TEPIUHTUAPAT, KaMpopa, Opomkamdopa - HEPACTBOPHUMBIE B BOJE,

CIIHPTO- W IKHUPOPACTBOPUMBIC COCIWHEHHS. VI3TOTaBIMBAIOT C  BBINICTIEPEUUCICHHBIMU
BEIIECTBAMH CIIEAYIOIIME JIEKapCTBEHHbIE (DOPMBI: TOPOIIKH (OCOOEHHOCTh TEXHOJOTUU
MOPOIIKOB C TPYAHOU3MENFYaeMbIMH BEIIECTBAMHU — MPUMEHEHHUE CIIMPTA STHIIOBOTO MK dupa
B KaueCcTBE BCIIOMOTaTeIbHO XKHJIKOCTH), HEBOJHbBIE PACTBOPHI (M3rOTABIMBAIOT BO (hiaKoHe s
OTITyCKa, PACTBOPEHHE MTPOU3BOIAT IIPU HArpeBaHWUH HA BOJASHON OaHe, B CIIydae MCIOIb30BaAHMS
HEJIETY4ero pacTBOPHUTENS, NpU IEpPEeMENIMBAHUU B CIyyae MCIOJIb30BaHUS JIETY4Yero
pacTBOpUTEINs), CYCHEH3WH (M3TOTOBJICHHWE JUCIIEPCHOHHBIM WJIM  KOHJCHCAIMOHHBIM
METOAaMu), Ma3u (00pa3yroIUIACs TUII - MAa3U-PACTBOPBI, T. €. CIUIABJISIOT C OCHOBOI).

XKunkue nexpopMbl TOTOBAT O THITY CYCIICH3HMH, T.K. TEPIEHBI 00aaf0T PE3KO BBIPAKCHHBIMU
ruipooOHBIMU CBOMCTBaMH, CTaOMWIM3HUpYIOT >kenato3oi 1:1. Tepnuuruapar obnmamaer He
PE3KO BBIPAKCHHBIMU THAPO(OOHBIME CBOMCTBAMHU, TOATOMY KOJHYECTBO JKEIATO3BI JOJDKHO
OBITh B 2 pa3a MeHbIIE, T.¢. 1:0,5



3. He nomnexar (Ilpukas Munzapasa Poccun ot 22.04.2014 Nel83u "OO yTBepxaeHUN
MEepPEYHs JIEKAPCTBEHHBIX CPEACTB ISl MEIULMHCKOTO NMPUMEHEHHUs], TOAJIESKAIIUX NPEIMETHO-
KOJIMYECTBEHHOMY y4eTy")

4, VYkazaHHble BelIecTBa OTHOCATCA K maxydum BemiecTBaMm. CoriacHo npukazy Ne706H,
naxy4due JEeKapCTBEHHbIe cpeacTBa ((apMaleBTHUECKUE CYOCTaHIMU Kak JIeTy4dhe, Tak |
MPAKTUYECKH HeNeTydhe, HO oO0Jajaloliue CHJIBHBIM 3allaxOM) CIEAyeT XpaHWUTb B
TepPMETHUYECKH 3aKPBITON Tape, HEMPOHUIaeMOi JUTsl 3araxa. B oTaensHoM mKady Ais maxydux
BEILIECTB.

JosupytoT yka3zanHsle JIB Ha pydHBIX BecaxX, BBIACICHHBIX i1 PabOTHI C MaXy4duMH
BelecTBamu. /{o3upyroT o macce.

o. OrtemBaem 25,0r Ba3eNMHOBOIO Macjia B BbINAPUTENbHYIO uaimiky. HarpeBaem Ha
BojsiHOM Oane 1m0 40 C. B ckisiHKy st oTnycka otBemuBaeM 1,0r kambopsl U pacTBOpsieM B
IIOJIOBUHHOM KOJIMYECTBE BAa3€JIMHOBOrO Macijia. B BblIapuUTEIbHYIO YallKy C OCTaBLIEHCS
4acThIO Ba3eIMHOBOro macna gobammseMm 1,0r mMeHTOna (T. K. MEHTOJ JIETy4ee BEIECTBO €ro
HEOOXOMMO PACTBOPSATH B MPEIBAPUTEIHHO HATPETOM Maciie /Ui TOTO, YTOObI CHU3HUTD IMOTEPH
BemiecTBa). [lomyueHHbIi pacTBOp MEPEHOCUM B CKIISIHKY s oTitycka. OopmiisieM K OTIYCKY.
[MIMKkpenenty 186

Camphorae 1.0

Mentholi 1.0

Olei vaselini 25.0

MoOu1 = 27,0

3amanue 59. CuryarnmoHHas 3aaaya

AnTexka TOMy4YWsIa >KMJIKHM SKCTPAKT-KOHIIEHTpPAT KOPHEBHIL C KOpHSAMHU Bajepuanbsl (1:2).
CTyneHTy-NIpakTUKaHTY ObIJIO MPEI0KEHO U3TOTOBUTH Mpenapar Mo MporucH:

BospMmu:

Hacros xopHeui ¢ kopHsaMu Basiepuansl 180 min Kodenna natpus 6enzoara 0,6

Hatpust 6pomua 1,0

Hacroiiku TpaBbl IIyCTBIPHUKA 5 MII

Cwmemaii. ait. O60o3naub. [1o 1 cTonoBoii Joxkke 3 pa3a B JIeHb.

1. MoskeT 11 OBITh UCIIOJIB30BAH MOTYYEHHBIH IKCTPAKT JIJIsl U3TOTOBIIEHUS MUKCTYPHI?

2. Kakyo KOHCYThTaTHBHYIO MOMOIIb MOXKET OKa3aTh CTYJACHT-MPAKTUKAHT OOJHLHOMY MPHU

OTITyCKe mperapaTa?

3. Kakue coBpeMeHHBIC TEKapCTBECHHbBIE mpemapaTbl  CHHOHUMBI — WJIM  AQHAJIOTH
MOXET MPEAJTOKUTb CTYACHT-IIPAKTHUKAHT BMCCTO JaHHOI'O HpenapaTa?

4. [TpennoxuTe ONTUMAIBHBIN BapUaHT TEXHOJIOTUN U3TOTOBJICHHUS.

5. JlormyckaeTcss JIM HCIIOJIb30BaHWE KOHIIEHTPUPOBAHHBIX PACTBOPOB JIEKApCTBEHHBIX

CpCACTB IPU U3TOTOBJICHUH BOAHBIX HU3BJICUCHUH 13 pPacCTUTCIILHOT'O CLIpL}I?

Omanon omeema:

1. Cornmacao I'® XV O®PC «Hacrom m ortBape» u npukay MwuH3apaBa Poccum ot
22.05.2023 N 2491 "OO yTBep)KICHHWU NPABWJI H3TOTOBIEHHUS W OTIYCKa JIEKAPCTBEHHBIX
MpernapaToB JUisl MEIUIMHCKOTO TPUMEHEHHUS aNTeYHbIMH OpraHU3alUsIMH, HMEIOLIUMU
JUIEH3UI0 Ha (DapMaleBTUYECKYIO JESTEeIbHOCTh": BOJHBIE M3BJICUCHUS MOTYT OBITh
M3TOTOBJICHBI ITyTEM PAaCTBOPEHUS B BOJIE€ CTAHIAPTU30BAHHBIX CYXHUX WM JKUAKUX IKCTPAKTOB-
KOHIICHTPATOB. Bo/iHbIE U3BICUEHHS TaKXKe MOTYT OBITh MOJIyYEHBI MyTEM PACTBOPEHHS B BOJIE
cyxux (1:1, m/m) wmm xugkux (1:1 wmm 1:2, M/0) SKCTPaKTOB-KOHIIEHTPATOB, B3SATHIX B
COOTBETCTBYIOIIMX KOJIMYECTBAX 10 OTHOLICHUIO K ITPOIIMCAHHOMY KOJIMUYECTBY JIEKAPCTBEHHOIO
PaCTUTENBHOTO ChIPhA, TO €cTh 1:1 nmm 1:2.



CornacHo TpeboBanussM HJ[ MUKCTypy MOXKHO MPHTOTOBUTH C HCIIOIB30BAHHEM SKCTPAKTa-
KOHIIEHTpATa.

2. CTyaeHT IpakTUKaHT MOXET OKa3aTh KOHCYJIbTATUBHYIO MOMOIIL MO MPAaBHJIaM MpUEMa
U peXHUMY JO3UpPOBaHUS MUKCTYpbI (o 1 cT 71 3 pas3a B JeHb), XpaHEHHIO €¢ B JIOMAIlIHUX
ycioBusiX (XpaHUTh HYXHO B MPOXJIAJHOM, 3aIIUIICHHOM OT CBETa MECTE, XPaHUTb B
HEJOCTYIHOM JUIs IeTel MecTe; mepel IPUMEHEHUEM B30aIThIBATh), 10 BOIIPOCAM MIPUMEHEHHUS
U COBMECTHMMOCTHM JIEKapCTBEHHBIX IIperapaToB, MX B3auMmojelcTBuiO0 ¢ nuiuei (B mepuon
MPUMEHEHHUSI MOXKET OBITh TOBBIIICHHAs] COHJIMBOCTH, [O3TOMY CJEIYEeT BO3JEPKUBATHCS OT
yIPABJICHUS] aBTOMOOUJIEM, T.K. U3MEHSIETCSI CKOPOCTh PEaKIIUH. )

3. Hoso-naccut (pactBop 1iist mpueMa BHYTpb), KapanoBaieH (Karmiu ajis mpueMa BHYTPb).

4, MUKCTYpy MOXHO HMPUTOTOBUTb, HUCIOIB3Ysl IKCTPAKT-KOHIICHTPAT BaJepHUAHbI >KUJIKUI
1:2 ¥ KOHIIEHTPUPOBAaHHBIE PACTBOPHI MPONUCAHHBIX JEKAPCTBEHHBIX cpenctB. KomamuecTBo
KOPHEBHIIl C KOPHSIMU BaJiepyaHbl IPU OTCYTCTBUM YKa3aHUU B perernrte 0epyT, B COOTBETCTBUHU
c I'd XV ODC «Hactoum u orBapb» B cooTHomeHuu 1:30, To ectb 6,0 T, ciegoBaTeIbHO,
JKCTpaKTa-KOHILIEHTpATa BajepuaHbl )KUAKOro - 1:2 =12 mu.

OO6muit 06beM MuKCTypsl 185 mit. IIpoBepsiem pa3oByro U CyTOUYHYIO J03bl KoernHaOeH30aTa
HaTtpus. KoanuectBo npuemon 185 mit:15 mn= 12,3=12.

Kodeunna-6enzoara narpus: PJ1 0,6:12 =0,05 BPJ] =0,5; CH 0,05%3= 0,15 BCJI =1,5. [{o3a He
3aBBIIICHA.

Bo ¢nakon nns ormycka ormepuBatoT 157 mut Bojsl, 5 Mil pactBopa Hatpusi Opomuaa (1:5), 6 Ma
pactBopa kodenna-6en3oara Hatpus (1:10), 12 MIT )KHIKOTO IKCTpAaKTa KOHIIEHTpAaTa KOpHEH U
KOPHEBHUII BaJlepUaHbl U 5 MJI HACTOMKHU TPaBbl MyCTHIPHUKA. MUKCTYpPY 0(OPMIISIOT K OTITYCKY.
o. [Ipu U3roTOBIECHUU BOJHBIX W3BJICUYCHHM W3 JIEKAPCTBEHHOTO CHIPHS, HE JIOMYCKAETCs
WCIIONBb30BAHUE  KOHIEHTPUPOBAHHBIX  PACTBOPOB  JIEKAPCTBEHHBIX  CPEACTB,  4YTO
periiaMeHTHpoBaHO TpukazoM MwunznpaBa Poccun ot 22.05.2023 N 249u "OO6 yTBEep>KIeHUU
MpaBUJI U3TOTOBJIEHUS U OTITYCKa JIEKAPCTBEHHBIX MPENapaTroB JUisi MEAUIIMHCKOTO MPUMEHEHUS
anTEeYHBIMU OPTaHU3AIUSIMHU, UMEIONIUMHU JIMIICH3UI0 Ha (apMarleBTUYECKYIO JESITeIBHOCTE" U
I'd XV OPC «Hacrou u oTBapbi».

3ananue 60. CuryanuonHas 3agadya No4

[Ipu u3roToBieHnH npemnapara Mo CiaeAyoIIed NPONUCH:
Bo3bmu:

Hatpus Genzoara

Harpus canumunara moposny 1o 3,0

HammateipHO-aHHCOBBIX Kareb 5 MIT

Boap! ounimennoi - 150 M

Cwmemnaii. [lait. O603Haub. [To 1 cTonoBoit noxke 3 pas3a B IeHb.

CTyneHT-IpaKTUKAHT OTMEPUI B IIUPOKOTOPIYIO MOACTAaBKY 150 MIJI BOJBI OUUIIIEHHON, OTBECHIT
B Hee 1o 3,0 T HaTpus OeH30aTa U HATPUsI CATMIIMIIATa U, B30AITHIBAs O TIOJTHOTO PACTBOPEHUS,
N00aBUJI B TOJCTABKY HAMIATBIPHO-aHUCOBBIE Kamimu S5 Mi. [IpoduibTpoBan depe3 phIXJIbIiA
TaMITOH BaThl, TIPOMBITBIA BOJOW, BO (1akoH s oTnycka. EMy Obuto cienmano 3amedanue 00
OTCYTCTBHH NpodeccroHaIn3Ma.

[Ipumeuanmue:

B anTexke uMeEIOTCS KOHIICHTPUPOBAaHHBIE pacTBOpHI: HaTpus Oenzoara - 10%, Harpus
camuiara - 10%.

JlomycTuMble OTKIIOHEHHUS TSI JAaHHOTO 00beMa cocTaBisioT +/- 2%.

1. Kakoii Tun nucrnepcHoit cucteMbl 00pa3zyeTcs Ipy NPaBUIbLHOM U3TOTOBICHUH?
2. Cnenaiite pacyérsl U OQOPMUTE JIMIEBYIO CTOPOHY IAaclopTa MUCbMEHHOI'O KOHTPOJIS
(IIIIK).



3. HpeI[JIO)KI/ITe ONTUMAITbLHBIN BAapHUaHT TCXHOJIOTUU U3TOTOBJICHUAA.

4. [lepeuucnure BUABI BHYTPHANTEYHOTO KOHTPOJIS IPU OTITYCKE JAHHOTO JIEKAPCTBEHHOTO
npernapara.
5. Kak nomxken ObITh 0(hopMIIeH Mpenapar K OTIIYCKY U3 anTeKu?

Omanon omeema.

1. [Tpu npaBUIIBHOM U3TOTOBJICHUU 00pa3yeTcs IMYILCHSI.
2. O6opotHas cropona ITIIK:

V o0muii = 155 mu.

V pactBopa Hatpus 6en3zoara = 3,0 x10 =30 mn

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

V Boasl ounnieHHon = 155 mit - 30 mut - 30 mut - 5 M1 = 90 M
Homyctumblie oTKIIOHSHHS - 155 % 2%/100% = 3,1 mn
JIuuesas cropona I1I1K:

[Hara

Pertenit Ne

Aquae purificatae 90 ml

Sol. Natrii benzoatis 10% (1:10) 30 ml

Sol. Natrii salicylatis 10% (1:10) 30 ml

Lig. Ammonii anisati 5 ml

V oOmwmii = 155 mu +/- 3,1 M

[Toanucwu.

3. N3roraBinBaeM MHUKCTYpPY € MCIOJIb30BaHUE KOHLIEHTPUPOBAHHBIX PACTBOPOB, IOITOMY
MO>KHO TOTOBUTH Cpa3y BO (IaKoHE i OTIYCKa.

Bo ¢nakon ans ormycka ormepuBaioT 90 mi oummieHHoil Boasl, mo 30 ma 10% pactBOpoB
HaTpusi OeH30aTa W HaTpus canuuwiata. B neHtp ¢iaakoHa npu MOCTOSHHOM NEpEeMEIIMBaHUU
TOHKOH CTPYHKOI 100aB/IAIOT 5 MJI HAaIIaTBIPHO-aHUCOBBIX Kareib.

4. [TuceMeHHBIN, OpraHoNIeNTUYECKUH, ONPOCHBIN, (PU3NYECKUH.

S. ®nakoH ykynopuaroT. OGopMIISIOT B COOTBETCTBUU ¢ IpuKa3zoM Munznpasa Poccun ot
22.05.2023 N 2491 "OO6 yTBepXICHHUU TMpaBWUI H3TOTOBJICHUS M OTITyCKa JIEKAPCTBEHHBIX
[IPENapaToB JUIsl MEIUIMHCKOTO IPUMEHEHMS alTE€YHbIMU OPTraHU3ALMAMH, HMEIOIUMU
JUIEH3UI0 Ha (papManeBTH4ecKyto ieaTenbHOCTh" 1 I'D XV ODC «JlekapcTBeHHbIE Ipenaparhbl
anTEeYHOr0 W3TOTOBJIEHMS» ITHKETKOH, MMeromeil Ha 6eaoM (oHe CUTHAIbHBINA I[BET B BUJE
3eJIeHOro Mo (11 BHYTPEHHEr0 IpUMEHEeHMs ) ¢ HaanucsaMu: «BHyrpennee» u «Mukcrypay, ¢
yKa3aHUEM:

a) HAMMEHOBAHMS allTeYHOW OpraHU3aIy;

0) MECTOHAXOX/IEHUS allTeYHON OpraHu3alLny;

B) HOMEpa pelenTa;

r) ®.1.0. nanuenra;

€) cocTaBa JIEKapCTBEHHOIO IpernapaTta;

) IOAPOOHOr0 oMMcaHus crocoba mpuMeHeHus (1o 1 cTonoBoi 0kKe 3 pa3a B JIeHb),

3) JaThl U3TOTOBJICHUS JIEKAPCTBEHHOTO Mpenapara;

1) CPOKa TOIHOCTH JIEKAPCTBEHHOTO Mpernapara;

K) LI€HBI JIEKapCTBEHHOTO Mperapara.

JU11 MUKCTYp HaKJIEUBAIOT JAOMOJIHUTENBHbIE PEAYIIPEIUTENBHBIE HAIITUCH!

«XpaHUTh B IPOXJIATHOM MECTe», « XpaHUTh B 3aLIUIICHHOM OT CBETa MECTEM,

«Ilepen ynorpeGnenuem B30aNThIBaTh» U 00s3aTeNbHAs PEAYIPEAUTEIbHAS HAIITUCh:
«XpaHUTh B HEJOCTYITHOM ISl ICTEH MECTEM.

3aganue 61. CuryauroHHas 3ajgada



B anrexy nocrynun penent:

Bosbsmu: kucinotel ackopouHoBoii 0,1

Butamuna P 0,075

Caxapa 0,13 r

CwMmernaii, 9TOOBI MOIYYUIICS TIOPOIIIOK.

Jait Takux 103 Ne 12.

O603Haub: 1o 1 mopomiky 3 pas3a B I€Hb.

B anTeky uepe3 aBa qHS C kanoboi oOparuiicsi OONbHOM, YTBEPKIAIOMIMM, YTO MO AAHHOMY
perenty emy ObUT BBIJAH MCIIOPYEHHBIA MOPOIIOK TEMHOTO IBeTa. JIMpeKTop anTeKu, U3yduB
MacHopT MUCbMEHHOT'O KOHTPOJIsA, yOeAUIICS B BEPHOCTH TEXHOJIOTUU U3TOTOBIICHHUS IIpernapaTa.

1. Kakne pasbscHeHMs] Jal JUPEKTOP AaNTeKW IAlUEHTY M KaKue 3aMe4yaHus
BBICKA3aJl MPOBU30PAM-TEXHOJIOTaM, BBIJIAaBABIIIUM IperapaT 00IsHOMY?

2. Uro  sBiseTcss  NPUYMHON  OTCHIPEBAHWUST W pacIUIaBIICHUS  CMECH
MOPOIITKOOOPA3HBIX BEIIECTB?

3. B coderanumm ¢ KakuMH €I BEIIECTBAMH aCKOPOMHOBAs KHUCIIOTA JIAeT
OTCBIPEBAIOIIINE CMECH?

4, YKaxuTe MyTH YCTPAHCHUSI HECOBMECTUMOCTH B JAHHOM Clydae.

S. Kakne coBpeMeHHbIE JIEKAPCTBEHHBIE Ipenaparsl  CHHOHUMBI  HIJIU

aHaJIOTu MOKHO IIPCAJIOKUTb BMCCTO 3TOI'O nopomKa?

Omanon omeema:

1. [Ipy XpaHeHMM TIOPOIIKOB JIaHHOTO COCTaBa B IIOMEIIEHUH C OTHOCUTEJIbHOMN
BIAXXHOCTBIO 40-45%, OHM HEe U3MEHSIOT CBOUX CBOWMCTB Ha MPOTSKEHUH 5 cyTOK. [Ipu GombIieit
BJIQ)KHOCTH TIOPOLLIKH OTCHIPEBAIOT U TEMHEIOT. [Ipu 0TIycKe MOpOoIIKOB MPOBU30paM CJIEI0BAJIO0
IpeaynpeauTh O0JIBLHOI0 O HEOOXOIUMOCTH XPaHUTh UX B CYXOM MECTe.

2. OTtchipeBaTh CMECH MOTYT 3a CYET YBEJIMYEHUS MX TMTPOCKONUYHOCTH, 0Opa3oBaHUs
JBOMHBIX COJIEW C MEHBIIMM COACPKAHUEM BOJBI, BBIICICHHS KPUCTAUIM3ALMOHHOW BOJBI IIPU
BBEJICHUM B CMECh KPUCTAJIOTUAPATOB, BBIACIECHUS BOJBI MPU PEAKIMM HEUTpaU3allUUd WU
00pa30BaHMsl TUIPOCKONMUYHBIX MPOAYKTOB. Ha CKOpPOCTb OTCBIpEBaHHS CMECH BIMSIOT
BJIQKHOCTh HMCXOAHBIX WHIPEIUEHTOB, JUINTEIbHOCTh MEPEMEUIMBAHUS U CTENEeHb HUX
U3MEIbYCHMSI, YNAaKOBKAa, OTHOCHUTENbHAs BIAXXHOCTh BO3AyXa IIOMELIEHUS, B KOTOPOM
M3TOTaBIMBAETCS JIeKapCcTBeHHAs hopma, U Ipyrue GakTophbl.

3. AckopOMHOBasi KHCIOTa JaeT OTCBHIPEBAIOIIME CMECH B COYETAaHMHM C BEIIECTBAMU
LIEJIOYHOTO XapaKTepa:

TEMHCAIOM, 3Y(PUIUITMHOM, HATPHsI THAPOKAPOOHATOM, a TAK)KE€ HUKOTHHOBOM KHCIIOTOH, KOTOpast
MIPUTSTUBAET BJIAry U3 BO3/AyXa.

4. [TpoBu3op 1OMKEH BBIOpPATh  COOTBETCTBYIOILYIO  YMAKOBKY  (BOIICHBIE WM
MepraMeHTHbIe  Kamcyjbl), OQOPMUTH JIEKAaPCTBEHHBI IpenapaT COOTBETCTBYIOIIMMHU
peaynpeIuTeIbHBIMU STUKETKAMH U TPEAYIPEAUTh OOIBHOT0 00 YCIOBUSIX XpaHEHUS.

1o cornacoBaHMIO C Bpa4yOM MHTPEAUEHTHI MOXKHO OTITYCTHTh OTAEIBHO.

S. AckopytuH, TpokcepyTus (TabieTkn).

3amanue 62. CutyallnoHHas 3aga4ya

B anTexy ropoma H. oOparuicsi moceTuTeNb ¢ pelenToM, BBHIMUCAHHBIM B ropoae X. Perment
BBITIMCAH Ha perentypHoM Osianke ¢hopmbl Nel07-1/y, umeeT Bce OCHOBHBIC PEKBU3HTHI:

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

Codeini phosphatis 0,2

T-rae Valerianae

T-rae Leonuri ana 5 mi

M.D.S. Ilo 1 neceptHoii 10%Ke 3 pa3a B I€Hb.



[IpoBu30p TPHHSIT PEIenT, acCUCTEHT HM3TOTOBWII JIEKAPCTBEHHBINM IMpemnapar, MPOBHU30P €ro
ormycTwi. B KoHIE pabodero JHsS, OCYIICCTBIISAS IPEIMETHO-KOJUYECTBCHHBIH YUET
JIEKapCTBCHHBIX MPENapaToB, 3aBeYIOIINN allTeKON yBHIET MPUHATHIN MPOBU30poM perent. OH
clienaj MpoBHU30PY 3aMeUaHHe.

[Ipumeuanue:

BPJl xonenna ¢ocdara =0,1; BCII = 0,3. HEO xonenna ¢gocdara = 0,2.

B anrtexke wumeercs 20% KOHUEHTPHUPOBAHHBIA pacTBOp Hartpus Opomuaa. JlomycTumsble
OTKJIOHeHHUs B 00beme cBrite 50 1o 150 mu cocrasisaroT +/-3%.

1. Ha xakoMm 65aHke 1 cOrjacHO KaKOMy HOPMAaTUBHOMY JIOKYMEHTY BBIIHCBIBACTCS JaHHAS
IIpOIUCh?

2. [Tepeuncnure TpeOGoBaHUs K OPOPMIICHUIO PELIENTa U OTIMYCKY JAHHOTO JIEKAPCTBEHHOTO
npemnapara.

3. [TpoBenuTe papMaleBTUUYECKYIO IKCIIEPTU3Y JAaHHOW MPOIKCH U cAeNaiiTe He0OXO0AUMbIE
pacu€Thl.

4. O06ocHyiiTe TEeXHOJIOTHIO H3TOTOBJICHUS JAHHOH JIEKAPCTBEHHOU (DOPMBI.

S. VYxkaxure 0cOOeHHOCTH 0OPMIICHHS K OTITYCKY JaHHOH JIEKapCTBEHHON (POPMEL.

Omanon omeema:

1. JlaHHas mponuch, coeprKallas KoAerH, BBIUCHIBACTCS HAa pelenTypHOM OlaHKe (pOpMbI
Ne 148-1/y-88.

CornacHo npuka3zy MunucrepcrBa 3apaBooxpaHenust Poccuiickoit @enepanuu ot 24.11.2021 Ne
10941 "OO6 yrBepxnaenuu llopsimka Ha3HAUYeHUS JIEKAPCTBEHHBIX TpemnapaTtoB, (opMm
pelenTypHbIX OJaHKOB Ha JieKapcTBEHHbIe mpemnapathl, llopsaka odopmileHHs yKa3aHHBIX
0JIaHKOB, WX Yy4yeTa W XpaHeHus, (opM OJAHKOB pEIENTOB, COJEPKAIUX Ha3HAYCHHUE
HAapKOTHYECKHUX CPEACTB WM I[CUXOTPONHBIX BemecTs, llopsaka wMX M3roToOBIIEHUS,
pacnpesieNieHusi, perucTpaluy, ydera W XpaHeHus, a Takke [IpaBun odopmiieHus OiaHKOB
peuenToB, B TOM uucie B (opMe HIIEKTPOHHBIX JIOKYMEHTOB", OTIYCKY IO peLeNnTaMm,
BBIIIMCAHHBIM Ha pelenTypHbix OnmaHkax ¢opmbl Ne 148-1/y-88, momyexar KoMOMHUPOBaHHbBIE
JIeKapCTBEHHbIE MpernapaThl, CoJepKalllie KOJAEHH MU €ro cojiu (B IepecyeTe Ha YUCTOe
BellecTBo) B konuuectBe a0 20 Mr (Ha 1 mo3y TBEpAOW JeKapCTBEHHOM (OpMmbl) WM B
konuyectBe 710 200 mr (Ha 100 M mim 100 r xKuIKo# ekapcTBeHHONW (POPMBI AJsi BHYTPEHHETO
MIPUMEHEHUS).

2. Ha peuentypHom Onanke 148-1/y-88 n1omkHbI OBITH ClIEAYIOIINE PEKBU3HUTHI:

. HITaMI MEJMIIMHCKON OpraHu3anuy (C yKa3aHWeM TOJTHOTO HAMMEHOBAaHUS MEAUIIMHCKOM
opraHu3aiui, ajapeca, reiaedoHa);

. cepusi 1 HOMEp pEIenTypHOro OJIaHKa;

. JlaTa BBIIUCKU PELENTa;

. ®UO nanueHTa NOJIHOCTHIO, BO3PACT;

. Homep MenuumHCKo# KapThl;

. ®UO Bpaya (Penpaimepa) MOTHOCTHIO;

. HanMmeHoBaHnue JIC Ha JaTWHCKOM  s3bIke  (MHOMBHAYyaJbHAas MPOMHUCH) IO

MEXTyHApPOJAHOMY HEMIATCHTOBAaHHOMY HaWMEHOBAaHHUIOC YKa3aHHEM KOJMYECTBA, JO3UPOBKH U
criocoba MpUMEeHEeHHS;

. MOAMKCH U INYHAS TleYaTh Bpada (denpamepa);

nevaTh MEJUIIMHCKON opranu3anuu «Jlis penentony.

IIpoBepsiercs BbICIIask pa30Bas U BbICIIAsl CyTOYHAs J03bI.

Ecnu HeoOX0oauMo MpeBBIIIEHUE BBICIICH pa3oBOil 036, TO Bpay yKa3bIBaeT 03y HMPOMHCHIO U
CTaBUT BOCKJIUIIATEIbHBIN 3HAK.

Hopwma otmycka nmpoBepsiercsi, B KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MpenapaTax, CoAepKalinx
KOJIeHH (COJIM KOJIenHa) HopMa OTIycKa KojaenHa He 6onee 0,2 T.

Cpok neiictBus penenta Ha 6ianke popmbsl Nel148-1/y-88 cocraisier 15 nueil.



Penent xpanutcs 3 rojga B anTeke, NOCKOIbKY JIEKAPCTBEHHBIN ITpenapaT MOUIEKUT IPEIMETHO-
KOJIMYECTBEHHOMY YUETYy. BOJIbHOMY BBIIA€TCS CUTHATYpA.

3. JlaHHBII cocTaB MPOMUCU HECTAHIAPTHBIN (HEOPHUIIMATBHBIN).

KoMnoHeHTHI Iponucu COBMECTUMBI.

Hopma ennHOBpeMEHHOTO OTIyCcKa i KojaewmHa QocdaTa HA OAWH pELenT He JOJDKHA
npesbimath 0,2 T.

[Tpou3BoaAT MPOBEPKY 103 CUIBHOACHCTBYIOLIETO BelecTBa (kojenHa gocdar):

- 00mwmit 00BEM tekapcTBeHHOM dhopmbl 100 Mt + 5 M + 5 M = 110 mu;

- komuaecTBO mpueMoB 110 M/ 10 M = 11;

- pa3zoBas no3a kogenna gocdara 0,2 / 11 nmpuemon = 0,018;

- cyrounas no3a 0,018 x 3 =0,054.

BbIBOI: 103B1 HE 3aBBIIICHBI.

[Ipon3BoauM pacyeT KOJUYECTB JIEKAPCTBEHHBIX BEIECTB!

Konenna docdara 0,2;

Hatpus 6pomuna 2,0;

V KOHIICHTpHUPOBAHHOTO pacTBopa HaTpus Opomuaa = 2,0 x 5 =10 mu;

V Boas! ountnedHoi = 100 mir - 10 M = 90 mu;

Hacroliku BanepuaHnsl 5 MI;

Hacroiiku mycTeipHHKa 5 MIT;

OO6muit 00beM MUKCTYpPHI 110 M.

W3menenne oOmero o0béMa JKUAKOW  JIEKAPCTBEHHOH (OpPMBI  TNPH  PacTBOPEHUH
MOPOIIKOOOPA3HBIX JIEKAPCTBEHHBIX BEIIECTB HE YUYHMTHIBAETCS, TaK KaK OHO YKJIAJbIBAaeTCS B
OTKJIOHEHUS, JONYCTUMBIE B 00IIEeM 00bEME JKUAKHUX JIEKAPCTBEHHBIX (DOPM NPH W3TOTOBIICHUH
Macco-00bEMHBIM MeTo0M, B co0TBeTCTBUU ¢ ['D XV ODPC «JlekapcTBeHHBIE NpenapaThbl
anTEeYHOT0 U3TOTOBJICHUSY.

Jomyctumblie oTkIoHeHHs B 00beMe = 110 M x 3%/100% = 3,3 M.

4. [TockonbKy naHHas JekapcTBeHHas (opMa MpeacTaBiseT co0OM BOAHBIA pacTBOp, TO,
cornacHo ['®@ XV ODC «HecrtepuibHble IeKapCTBEHHBIE NTPENApaThl aITEYHOIO U3TOTOBJICHHUS B
BU/JIE JKUJIKUX JIEKAPCTBEHHBIX (POPM», PACTBOP U3rOTABIMBAIOT MAaCCOOOBEMHBIM METOIOM.

B nepByro ouepenp oTMEpUBAIOT B MOACTaBKY 90 M1 BOABI OUMILEHHON, B KOTOPOU pPacTBOPSIOT
0,2 xomeunHa QocdaTta, TOJY4EeHHOro MO O(OpPMIECHHOW OOOPOTHON CTOpOHE perenTta y
IIPOBU30pA-TEXHOJIOra, OTBEUAIOLIETO 3a XPAHEHHWE SAOBUTBIX M CTOSALIMX HA INPEIMETHO-
KOJIMYECTBEHHOM YUYE€TE JIEKapCTBEHHBIX BEIIECTB.

[lepememnBaroT 0 MOJIHOTO PACTBOPEHUSI.

3areM pacTtBOp (GUIBTPYIOT BO (JIaKoH Ui OTIyCKA Yepe3 BaTHBIM TaMIIOH, MPEIBAPUTENILHO
IIPOMBITBHIN BOAOW OYMILEHHOM.

Henocpeacrsenno Bo ¢uakoH anst ormycka otmepuBatroT 10 mu 20% KOHIIEHTPUPOBAHHOTO
pacTBopa HaTpus OpoMuzaa, 3aTeM J00ABISIOT MO 5 MJ HACTOMKM IMYCTHIPHUKA U HACTOWKHU
Basiepuanbl (corigacHo ['d XV ODC «HecrtepuibHble JeKapCTBEHHbIE Mpenaparbl anTeyHOro
W3TOTOBJICHUSI B BHJIE JKUIKUX JIEKApPCTBEHHBIX ()OpM» CIHPTOBBIE PAcCTBOPHI BBOISATCS B
MOCJICHIOI0 OYEPEb B MOPSIIKE YBEIMUYEHUS! KOHIIEHTPAIMK 3TaHoja — B HaCTOMKE BaJlepHaHbI
U HacTolike mycThipHuKa 70% 3TaHomN)

VYkynopuBaroT (pJIakoH II1acCTMAaCCOBOM MPOOKON M HABUHUMBAIOIICHCS KPBIIIIKOM.

OdopMIISIOT K OTIYCKY.

5. CornacHo nmpukazy Munsapasa Poccun ot 22.05.2023 N 2491 "O06 yTBep:kKI€HUH MPABUI
U3TOTOBIEHUSI M OTIYCKAa JIEKapCTBEHHBIX MIPENapaToB JUIsi MEIUIUHCKOTO IPUMEHEHUS
anTeYHbIMH OpraHM3AIMSIMH, UMEIOIIUMH JIMIEH3UI0 Ha (apMaleBTUYECKYIO0 AESITeIbHOCTh" U
I'd XV ODC «JlexkapcTBeHHbIE IpeNaparhl alTEUHOT0 U3rOTOBJICHUS JAAaHHAs JIEKAPCTBEHHAs
dhopma oopmIsieTcst K OTITYCKY OCHOBHOM STUKETKOUN «BHYTpeHHee», Ha KOTOPOU JT0HKHO OBIThH
yKa3aHo:

- HaMMEHOBaHHWE anTe4yHou opranHmzanuu uin O.N.O. MHAMBUIYATBHOTO MPEANPUHUMATENS,
MMEIOILET0 JIMICH3UIO Ha (hapMaIleBTUUYECKYIO JeSITeIbHOCTD;



- MECTOHAXOX/ICHUE AaNTEYHOM OpPraHM3alUU WIH MeCTO (apMaIeBTUUECKON eSATEITbHOCTH
WH/IMBUYyaJIbHOTO MIPEIIPUHUMATEIS;

- HoMmep penenta (npucBauBaercs B anteke); ®.M.O. namnuenra, HauMEHOBaHUE WM COCTaB
JIEKapCTBEHHOI'0 IIperapara; clocod MPUMEHEHMs JIEKapCTBEHHOro IpenapaTta (BHYTpEHHee),
BUJI JICKAPCTBEHHON (POPMBI (MUKCTYPA);

- oIpoOHOE omucaHue crnoco0a MpUMEHEeHus (I MUKCTYp: «110 1 JecepTHOH Jiokke 3 pa3 B
JICHb JI0 €]IbI»);

- JaTa U3rOTOBJICHUS JIEKApCTBEHHOTO IIpernapara;

- CPOK F'OJIHOCTH JIeKapCTBEHHOro npenapara («l'omen 1o »);

- 1I€Ha JIEKAapCTBEHHOIO IIpenapara; MpeJoCcTepexeHne «XpaHuTh B HEJOCTYIIHOM IS JeTei
MECTE.

JIONOJMHUTENbHBIE 3TUKETKU: «XpaHUTh B HEJOCTYIIHOM JUIsl JeTell mecrey», «XpaHWUTh B
MPOXJIAJHOM MecTe», «XpaHWTh B 3alIMIIEHHOM OT cBeTa Mmectey, «llepen ymorpebiieHuem
B30aNThIBaTh». BeInuckIBaeTcs curHarypa.

3ananue 63. CuTyalMoHHas 3a7a4a

B antexy ropoga C. oOparumnach *eHIIKWHA C PELENTOM, BBIIMCAHHBIM Ha PELEITYPHOM OJIaHKe
dopmbr Ne 148-1/y -88, 0opOpMICHHBIM B COOTBETCTBHH C TPEOOBAaHUSMH HOPMATHUBHBIX
JIOKYMEHTOB:

Rp.: Ephedrini hydrochloridi 0,02 Dimedroli 0,03

Glucosae 0,3 M.ut fiat pulvis

D.t.d. Ne 30.

S. ITo 1 mopomky 3 pa3a B AcHb.

[Ipumeuanue:

Ddenpuna r/x: BPII = 0,05, BCI = 0,15. Jumenpon: BPJ = 0,1, BC/ = 0,25.

Hopwma enunoBpeMennoro otmycka ageapuna r/x = 0,6.

JlonycTtumeble OTKJIOHEHHs B Macce nopomkoB ot 0,3 1o 1,0 cocraBnsaroT 5%.

1. Ha xakom O51aHKe M COTJIaCHO KaKOMY HOPMaTHBHOMY JJOKYMEHTY BBITUCHIBACTCS JaHHAs
MPOIUCH?

2. [Tepeuncnure TpeboBaHuUS K O(OPMIIEHHUIO pelienTa U OTIYCKY JaHHOTO JIEKAPCTBEHHOTO
npenapara.

3. [TpoBenuTe (apMaleBTUYECKYIO0 SKCIEPTU3Y JaHHOW MponucH, opopMHUTE 0OOPOTHYIO
CTOPOHY PELEeNTa U ClIeJIaliTe HEOOXOANMBIE PACUETHI.

4. OO6ocHYiiTe TEXHOJIOTHIO U3TOTOBJICHUS TaHHOH JIEKapCTBEHHON (hOPMBI.

5. VYkaxurte ocobeHHOCTH 0OPMIIEHHSI TAaHHOW JI€KapCTBEHHOMN (POPMBI K OTITYCKY.

Omanon omeema:

1. Jannas mpomnuch, cojepxam@as dQenpuHa THIPOXJOPHA, BBINHUCHIBACTCS  Ha
perientypaoM Onanke opmbr Ne 148-1/y-88.

CornacHo npuka3sy Ilpukazom MunucrepctBa 3z1paBooxpaHeHust Poccuiickoil ®@enepanuu ot
24.11.2021 Ne 10941 "OO yrBepxknenuu [lopsinika HazHayeHMs JEKApCTBEHHBIX MpeENnapaTos,
(dopM perenTypHbIX OJAaHKOB Ha JieKapCTBEHHbIE npenapatsl, [lopsaka opopmieHns ykazaHHBIX
OJIaHKOB, WX Yy4yeTa W XpaHeHus, (opM OJAHKOB PEIENTOB, COJAEPKAIMMUX Ha3HAYCHHUE
HAapKOTHYECKHUX CPEACTB WJIM IICUXOTPONHBIX BemlecTB, llopsaka w©X HM3roTOBIEHUS,
pacrpesieNieHusi, perucTpaluy, ydera W XpaHeHus, a Taxxke [IpaBun odopmieHuss OiIaHKOB
pelenTtoB, B TOM 4Hciae B (¢GopMe DIIEKTPOHHBIX JOKYMEHTOB" KOMOWHHPOBAHHBIC
JIEKapCTBEHHbIE  Ipenapartbl, cojepxamue ddeapuHa TUAPOXJIOPUA B KOJIHUYECTBE,
npesbimatonieM 100 mr, u go 300 mr BxmouutensHo (Ha 100 mum wnm 100 r xuakoin
JIEKapCTBEHHON (GOpMBI Ul BHYTPEHHETO IPHUMEHEHUs) M JIEKapCTBEHHbIE IIpenaparsl,



conepkamue 3denpuHa TUAPOXJIOpUI B KomudecTBe 10 S0 Mr BKIOYUTENBbHO (Ha 1 103y
TBEPJI0# JIEKapCTBEHHOM (JOPMBI), BHITUCHIBAIOTCS Ha OsaHkax popmbr Ne 148-1/y-88.

2. Ha peneniryprom 6nanke 148-1/y-88 momKHBI OBITH CIIEIYIONINE PEKBU3UTHI:

N HITaMIT MEAUIIMHCKONW OpraHu3auy (¢ yKa3aHueM MOJHOT0 HaMMEHOBaHUS METUIIUHCKOM
opraHu3aiy, ajapeca, reiaedona);

cepus U HOMEp peLenTypHOro OJaHKa;

JlaTa BBIIIMCKU PELIENITa;

®UO nanueHTa NoJHOCTHIO, BO3PACT;

Homep meauiuHCKOM KapThl;

®UO Bpaua (Penpamepa) MOITHOCTHIO;

HaumeHoBaHue JIC Ha JIaTUHCKOM  sI3bIk€  (MHAMBHAYyaJlbHas IPONUCH) 11O
MEXIYHapOJAHOMY HENAaTEHTOBAHHOMY HAaHMMEHOBAaHUIOC yKa3aHUEM KOJUYECTBA, TO3UPOBKU U
croco6a MpUMECHCHHS,

0 MOANHKCH M JINYHAsS ITeyaTh Bpaya ((enpamepa);

(] 1eyaTh MEAULMHCKON OpraHu3anuu «Jljis penentosy.

[IpoBepsieTcst BbicHIas pa3oBas M BbICIIAas cyTouyHas 103bl. Eciu HEoOXOIuMO MpEeBBILICHHUE
BBICILIEH PAa30BOM J03bl, TO Bpay yKa3bIBaeT O3y MPOIUCHIO U CTABUT BOCKJIMLATENbHBIN 3HAK.
Cpoxk nelictBus perenta Ha 6manke popmbl Nel148-1/y-88 coctasmsier 15 gueil. Peuent xpanutcs
3 roja B anTeke, JEKapCTBEHHbIN Mpenapar MOoAJISKUT IPEIMETHO-KOJIMUYECTBEHHOMY YUETY.
PekoMenj0BaHHOE KOIMYECTBO 3(epuHa TUAPOXIOpUIa B MOPOIIKAX ISl €TUHOBPEMEHHOTO
orrycka OonbHOMY, cornacHo Ilpukasy MunucrepcTBa 31apaBooxpaHeHus Poccuiickoit
Oenepannu ot 24.11.2021 Ne 1094n "O6 yrBepxaenuu [lopsinka Ha3HAUEHUS JEKAPCTBEHHBIX
npenaparoB, (OpM peHenTypHbIX OJaHKOB Ha JIEKapCTBEHHBbIE mpemnaparsl, [lopsaka
oopmieHHs yKa3aHHBIX OJAaHKOB, HX Yy4yeTa M XpaHeHHs, ¢GopM OJaHKOB pELENTOB,
coJiepKallluX Ha3HAuY€HUE HApKOTHMUYECKHUX CPEJICTB WJIM ICHUXOTPOIHBIX BelecTB, [lopsnka ux
M3TOTOBIICHUS], paclipeleIeHus], perucTpaluy, yuera 1 XpaHeHus, a Takxke [IpaBun odpopmiieHus
0JIaHKOB pEIENnTOB, B TOM YHucie B (OpMe DIEKTPOHHBIX JITOKYMeHTOB'coctamisier 0,6 T,
MIOCKOJIbKY 110 JJaHHOM mpomnucu Ha 40 nmopomkoB Macca 3deapuna rugpoxiopuaa cocraBut 0,8
I U peHent He COJAEPKUT OcCOoOble OTMETKH O BO3MOXHOCTU YBEIUYEHHUS HOPMBI
€IMHOBPEMEHHOI0 OTIYCKa, HEOOXOJUMO YMEHBIIUTh 4YHCcIAO A03 10 30, He U3MeHs
KOHIIEHTPALIUH JIEKApCTBEHHBIX BEIIECTB B IPOIHUCH.

Cpok neiictBus penenta Ha 6sanke ¢popmbsl Nel148-1/y-88 cocraBmusier 15 nueit.

Penent xpanurcs 3 roma B anTeke, JIEKAPCTBEHHBIM  IpemapaT  MOJIEKHUT
IIPEIMETHOKOJINYECTBEHHOMY YUETY.

3. Beimucan TtBepmas JI® — CioXKHBIA JTO3MPOBAaHHBIM MOPOLIOK JJII BHYTPEHHETO
NPUMEHEHHs paclpeeNuTeNbHbIM criocoboM. B cocraB JI® BxomuT BemiectBo — sdenpuHa
TUAPOXJIOPH, MOAJIEXaIIee MPEeIMETHO-KOIMYECTBEHHOMY yUYeTy M JJIsi KOTOPOro OIpejaeseHa
HOpMa €IMHOBPEMEHHOTI'O OTITYCKa.

JlaHHBIN cOCTaB MPOMUCU HECTAHAAPTHBIN (HEOPHUITHATHHBIN).

KOMITOHEHTHI MPONMCH COBMECTUMBI.

J103bI CHIIBHOAEMCTBYIOLIUX BELIECTB (3heqprHa THAPOXIOPHU U IUMEIPOIT) HE 3aBbIILICHBI.
D¢enpuna r/x

P1=0,02 BPI=0,05

CA=0,06 BCA=0,15

Humenpon

P1=0,03 BPA=0,1

CA=0,09 BCA=0,25

Hopma ennHOBpeMeHHOro oTmycka i 3deapruHa THAPOXJIOpHIA Ha OJUH peLenT He JOJDKHA
npebimath 0,6 T.

ITo mannoit mpomumcu Ha 30 mOpomKOB Macca 3denpuHa ruapoxiopuna coctaButr 0,6 T.
CrnenoBaTtenbHO HOpMa €IMHOBPEMEHHOTO OTITyCKa HE MPEBBILICHA.

OO6opoTHast CTOpOHA pelenTa:
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Ephedrini hydrochloridi 0,6 (ects genurpaMmmoB)

Hara

Boiman

[Tomyunn

[Ipon3BoauM pacye€T Macc JIeKapCTBEHHBIX BELIECTB HA BCE J03bI:

Ddenpuna ruapoxiopua 0,02 x 30 = 0,6

Humenpon 0,03 x 30 =0,9

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

OO6mmas macca MHTpeIueHTOB Ha Bee 10361 0,6 + 0,9 + 9,0 = 10,5

PasBecka 0,35 Ne 30

JlonycTuMble OTKIIOHEHMS B Macce NopomkoB coryacHo I'@ XV O®C «JlekapcTBeHHbIE
npenapaTsl anTeyHoro usrorosinenus» = 0,35x5%/100% = 0,02

4. [TockonbKy MHTPEAUEHTHI CJI0KHOTO IIOPOILIKA BHITUCAHBI B PaBHBIX KOJIMYECTBaX (MEHeEe
yeM 1:20), mepBoHayanbHO B CTYIKE PACTUPAIOT MHIU(PGEPEHTHOE BELIECTBO, BBINHCAHHOE B
0O0JIbIIIEM KOJTHYECTBE (TITF0K032).

B crynky Ne 6 nomemarot 9,0 riaroko3bl, 3aTUPAIOT IOPBI U BEIHOCAT Ha KarcCyiy.

B crynky nonydatror mo odopmiieHHOM OOOpPOTHOW CTOpOHE pelenTa y MPOBHU30PATEXHOJIOTra,
OTBEUAIOLIET0 33 XPAaHEHWE SJOBUTBIX U CTOSIIMX HA IPEIMETHO-KOJIUYECTBEHHOM YUE€Te
JIEKapCTBEHHBIX BelIeCTB, 3denpuna ruapoxiopun (0,6), ©3MENb4aOT, OTBEHIMBAIOT AUMEIPOIT
(0,9), U3MENBYAIOT M CMEIIMBAIOT.

B koHI1e yacTssMu puOaBIISIOT TIIOKO3Y C KaICyJIbl U CMEIINUBAIOT 10 OAHOPOJHOCTH.

Hanee cmech pa3BeminBaroT Ha 30 MOPOIIKOB, YIAKOBBIBAIOT U OPOPMIISIOT K OTIIYCKY.

S. Od¢opmieHune 1eKapcTBEHHOrO IpernapaTa K OTIYCKY PErIaMeHTHPOBAHO IPUKA30M OT
22.05.2023 N 2491 "OO yTBep)KICHHWU NPABWJI H3TOTOBJIEHHMS W OTIYCKa JIEKAPCTBEHHBIX
IpenapaToB JUisi MEIUIUHCKOTO TMPUMEHEHHUS aNTEeYHbIMU OpraHMU3alUsIMH, HMEIOLUMU
JMIIEH3MI0 Ha (hapmarieBTHUecKyto esaTenbHOCTE" U ['D XV ODC «JlekapcTBeHHBIE MpenapaThl
anTEeyHOro M3roTOBJIECHUA». [laHHas nekapcTBeHHas (Gopma odopMisieTcss K OTIIYCKY OCHOBHOM
stukeTkol «llopomku» wim «BHyTpeHHee» Ha KOTOPO TOJKHO OBITh YKa3aHOo:

- HauMeHoBaHMe anTeuyHol opranuzauuu win ®.N.O. nHAUBUAYaNbHOTO HpPEeIIPUHUMATENS,
MMEIOILETo JIMIEH3HUIO Ha (hapMalleBTUYECKYIO JesTeIbHOCTD;

- MECTOHAaxOXKJEHHE AaNTeYHOM OpraHu3alMy WIM MECTO (papMaleBTUYECKOW AESITEeIbHOCTU
MHIUBUAYAJIBHOTO IPEIPUHUMATEIIS;

- Homep penenta (npucBanBaercs B anteke); ®.M.0. mauuenra;

- HAMMEHOBAHME UJIM COCTaB JIEKAPCTBEHHOIO NIpenapara;

- crnoco0 MPUMEHEHMs! JIEKApCTBEHHOrO TMpernapara (BHYTpEHHEee, Hapy)KHOe, JJIsl WHBEKUUH),
BUJI JISKAPCTBEHHOH (OpMBI (T71a3Hble KaIluid, Masb U T.1.);

- noApoOHOE omucaHue crnocoda MpUMEHEHUs («IJi1 MOPOIIKOB: MO TOPOIIKY  pa3 B
JIeHb __ efbl»);

JaTa M3roTOBJICHHS JICKAPCTBEHHOTO Tperapara;

CPOK IOJTHOCTH JieKapcTBeHHOro npenapata («['ogeH 10 »);

LIeHa JIEKapCTBEHHOI'O IperapaTa; MperocTepekeHne «XpaHWTh B HENOCTYITHOM MJis JieTeil
MECTE.

JlomomHuTEbHAS ATUKETKA: «XPAaHUTHh B MPOXJIAJTHOM MECTe», «XPaHUTh B 3AIIUIICHHOM OT
CBETa MECTE».

3ananue 64. CutyalnoHHas 3agaqa

B anrexy nocrynui penent Ha U3roTOBJIICHUE CYIIIIO3UTOPHUEB 110 IPOIUCH:
Rp.: Papaverini hydrochloridi 0.1
Coffeini 0,3
Butyroli g.s.
D.t.d. N 10 S. ITo 1 cBeue 2 pa3a B ieHb.



CoTpyIHUK anTeKH OMPEETHII, YTO 00hEM THE3 CYNTIO3UTOPHOM (OpMBI 0OecTiedrnBaeT
noydeHue cBeueit maccoit 3,0 r. YuutsiBas o0beM, KOTOphIi 3aiiMyT 1,0 T mamaBepuHa
ruapoxyopuaa, 3,0 r kopenHa, OblIa paccuuTaHa Macca oOyruposia 27,24 r (a1 namaBepuHa
ruapoxnopuna 1/Ex = 0,63, nns kopeuna 1/Ex = 0,71).

[Tpu U3roTOBIEHUN CYNIIO3UTOPUEB COTPYAHUK THIaTeNbHO U3Menbumi 3,0 T kodeuna u 1,0
I' [anaBepuHa TUAPOXJIOPUAA C YacThblO paciliaBiieHHOro Oyrtupoia. Jlamee yacTaMu 100aBUII
IIOJIOCTBIBILIYKO PacCIUIaBIEHHYIO OCHOBY, TIIATENBbHO IEpPEMEIan U pa3jiwil CYNIIO3UTOPHYIO
Maccy B (DOpPMBI.

1. IlpaBuibHO U OBUTH CIENIaHBl PACUYETHI ACHCTBYIOMUX U BCIOMOTATEIbHBIX BELIECTB?

2. IlpuBenuTe TEXHOJOIMIO M3TOTOBJIEHUS CYIIIO3UTOPHUEB Ha TMIPOPOOHBIX OCHOBAX
METOJIOM BBIJIMBAHUS.

3. Yto Takoe 0OpaTHBIN 3aMECTUTENbHBIN KO3()(DUIIMEHT U KOT'/1a OH UCIIOJIb3yeTcs?

4. I1o kakuM MOKa3aTessIM MPOBOJUTCS OLIEHKA KauyeCTBa CYNIIO3UTOPUEB?

5. IlosicHuTE NOPSI0K BBIMCHIBAHUS pELIeNTa Ha JAHHYIO IIPONUCH U OTIycKa o Hemy JIIT.

Omanon omeema:

1. CoTpynHuUK BEpHO c/enaj pacyeThl IEUCTBYIOIINX U BCIOMOTaTEIbHBIX BEILIECTB
MIOCKOJIBKY:

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

TBEpAbIX BemecTB 6onee 5% (13,3%) — 0,4 (obmas macca TBepAbIX BemecTs) — 3,0

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

CrenoBarenbHO, yUUTBIBAEM 0OpaTHbIE 3aMECTUTEIbHbIE KO (UIIMEHTHI AJIS TaHHBIX
BEIIECTB

byrupomna 27,24

[TarmaBepun ruapoxiopun 3amemiaet 1/Ex = 0,63%x1,0 = 0,63

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

Pacuér xomuuectBa Bytupona: 3,0x10 - (0,63 + 2,14) = 27,24.

2. JIns1 M3rOTOBJIEHUS CYNIO3UTOPHEB METOJOM BBUIMBAHMS HCIOJB3YIOTCS CIELUAIbHBIE
(bopMbI;

- IIpU pacyeTe KOJUYECTBa CYIIO3UTOPHOM OCHOBBI YUMTHIBAIOTCS 00BEM THe3la (HOpMBI,
MIPUPO/Ia OCHOBHI U CO/IEPKAHUE JIEKAPCTBEHHBIX CPEJICTB;

- TpU COJEp’KaHUM JIEKAPCTBEHHBIX CpeAcTB 5% u Oonee yuyuThiBaeTcsd KodhduuumeHt
3ameneHus (Ex) nmm o6partHeiil koadduunent 3amerienus (I/Ex);

- ¢opMBl Ul M3TOTOBJICHUS CYNIO3UTOPHEB Iepell BBHUIMBAHUEM NpPEABAPUTEIHHO
OXJIKJAIOTCS M CMa3bIBAIOTCS KUAKOCTHIO, HE POACTBEHHOM CYNIIO3UTOPHONU OCHOBE;

- IPU METO/I€ BBUIMBAHUS JIEKAPCTBEHHbIE CPE/ICTBA, PACTBOPUMBIE B KHPaAX, PACTBOPSIOTCS
B JIUNO(UIBEHON OCHOBE.

- BOJIOPACTBOPHUMBIE JIEKAPCTBEHHBIE CPEACTBA PACTBOPSIOTCS B MUHUMAIbHOM KOJIMYECTBE
PacTBOPUTEIIS C YYETOM UX PAaCTBOPUMOCTH U AOMYCTUMBIX OTKJIOHEHUI B Macce

HABECKH OT/IEIbHBIX JIEKAPCTBEHHBIX CPEJICTB B MOPOILKAX U CYNIO3UTOPUSX;

- JIEKapCTBEHHBIE CPE/ICTBA, HE PACTBOPUMBIE HU B BOJIE, HU B OCHOBE, BBOJSITCSI B OCHOBY B
BUJI€ MEJIbYANIIIUX MOPOIIKOB.

Texnomorus (cTagumn):

- TIOArOTOBKAa JIEKAPCTBEHHBIX BEIIECTB M OCHOBBI 3aKIIOYAETCS B HU3MEJIbYCHUU
KOMITOHEHTOB WJIM CaMOil OCHOBBI, @ 3aTEM CIUIaBJIEHUU KOMIIOHEHTOB WJIM PACILJIaBICHUN CaMOM
OCHOBBI; TPEIABAPUTEIHFHOE H3MEJIbYCHUE OCHOBBI OOJIerdaeT e¢ JO03MPOBAaHUE M YCKOpPSET
pacIiaBlIeHHE;

- W3TOTOBJIEHHWE CYIIO3UTOPHOM MacChl: KOMIIOHEHTbl OCHOBBI pacIUIaBIISIOT B
BBINAPUTEIBHON YalllKe ¢ y4ETOM MX TeMIIepaTyphl IJIaBJI€HUs — BHa4aje OoJiee TYroIUIaBKHUE,
3aTteM ¢ Oosiee HU3KOW Temrmeparypoil ruiaBieHus. He cieayeT OCHOBBI JUIMTENBHO HAarpeBarth,
YTO MOXKET MPUBECTHU K ABJICHUAM NOIMMOP(U3Ma U U3MEHEHHUIO TEMIIEPATYphI IJIaBJICHUS.



Temneparypa HarpeBaHusi He J0JbkHA npeBbimath 45-50 °C. JlekapcTBeHHBbIE BEIIECTBA B
ruipooOHBIE OCHOBBI BBOJSAT B 3aBUCUMOCTH OT UX (U3MKO-XHMMHUYECKHUX CBOWCTB COTJIACHO
OOIIENPUHATHIM TEXHOJIOTMUYECKUM MTPABHUIIAM.

[IpuroToBneHHas ajsi BbUIMBAHUA CYNIIO3UTOPHAs Macca JO0JDKHA OBITh MOJYOXJIAXACHHON
BO M30exaHue oOpa3oBaHMSA MYCTOT M Uil OOECIEYEHHUS OJHOPOJHOCTH, TO €CTh OXJIAXKIAIOT
Maccy 710 TeMIEepaTypsbl, OJIU3KOM K TeMIepaType €€ 3aCThIBaHUsI.

JlozupoBaHue Macchl 1 (HYOPMUPOBAHHE CYIITTO3UTOPUEB.

[Ipu ucnonb30BaHUKM METOAA BBUIMBAHHS 3Ta ONEpalus OCYIIECTBISETCS OJHOBPEMEHHO.
[TpUroToBIEHHYI0 Maccy 3alMBalOT B Pa3beMHBIE CYMIO3UTOPHBIE (POPMBI, BBHIIIOJHEHHBIE U3
MeTaijia, Wi IjacTMaccoBble. Bo m30exaHue MpHIIMIIaHUS MacChl K cTeHKaM (OopMbl THe3zia
(opMBI TPEeIBAPUTEIBHO JTOJHKHBI OBITh CMa3aHbl MBIIBHBIM CIIMPTOM — THAPO(UIbHAS CMa3Ka,a
TaK)Xe OXJIaK/CHBI.

[locne pasnmuBa B (pOpMBI MX TMOMEHIAIOT B XOJOAWIBHHUK JUI OBICTPOTO 3aCTHIBAHHS
CYIIIO3UTOPUEB, YTOOBI MPEAYNPEIUTh OCAKICHUE B3BEIIEHHOH ¢a3bl Ha KoHIE cBeud. [locie
3aCTBIBAaHUSl PA3BEAMHSIOT pPa3bEeMHBIE YacTH (OPMBI W OCBOOOXKIAIOT CYMIIO3UTOPHH.
[ToacymuBarOT Ha BO3IyX€ HECKOJIBKO MUHYT.

YnakoBka u oQopMmIeHHE K OTHYCKY OCYIIECTBISIETCS COTJIACHO —TpeOOBaHUIM
HOPMAaTUBHOI TIOKyMEHTAIUH.

3. OOpaTHbIid KOAPPUITUSHT 3aMEIIESHUS TTOKA3bIBACT, KAKOE KOJUYECTBO KHUPOBOW OCHOBEI
BbITecHsIET 1,0 T JJeKapCTBEHHOTO BEIIECTBA.

OOpatHbIif 3aMeCTUTENFHBIA  KO(P(OUIIMEHT HCHOJB3YeTCs MpH pacuerax B Ciydae
coJiep>KaHusl TBEP/IbIX BellecTB 5 u 6onee %o.

4. OueHka KayecTBa CyNIO3UTOPUEB MIPOBOJUTCS MO CIAEAYIOIIMM [TOKa3aTeNsIM: - HaJu4ne
U TMPaBWIBHOCTh O(QOPMIICHHS JOKYMEHTAllUH, - MPaBHIBHOCTh O(QOPMIICHMS JIEKapCTBEHHOU
(GOpMBI K OTIYCKY, - OJIMHAKOBas (opMa CYIIO3UTOPUEB, OJHOPOIHOCTh MAcCChl — OMPEIEIISIIOT
BU3YaJIbHO Ha MPOJOJIBHOM Cpe3e MO OTCYTCTBUIO BKPAIJIEHUH, - CPEAHIOI MAcCy OMpPEIeNsoT
B3BemMBaHueM 20 cynno3utopuen ¢ TOUHOCTHIO /10 0,01 T, OTKIIOHEHHE B Macce CYNIO3UTOPHUEB
HE JIOJKHO MpeBbIIaTh 5%.

5. Penenit BeImuchIBaeTCs Ha perentypHoM Onanke Gopmer 107-1/y. cormacno mpukaza M3
P® Ne 1094 1 ot 24 Hos10pst 2021 1. «O0 yTBep)KIEHUM MOpPsAKA Ha3HAYEHUS JIEKAPCTBEHHBIX
npernapaToB, (GopM pelenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHbIE IpenapaThl, MOpsaKa
oopmieHus yKazaHHBIX OJAHKOB, MX Yy4yeTa M XpaHeHus, (GopM OJaHKOB pEIeNnToB,
CoJZIep KalINX Ha3HAYCHHE HAPKOTUYECKHX CPENICTB WM NCHXOTPONHBIX BEIIECTB, MOPSAKA WX
M3TOTOBIICHUS], paclpe/IeIeHUs, PETUCTPAIMHY, yueTa U XpaHEeHHus, a TaKkxkKe MpaBuil 0(OpMIIEHUS
0JIaHKOB pELENTOB, B TOM YHUCIlE B (JOpME JEKTPOHHBIX JOKYMEHTOB)» JIEWCTBUTEJIEH B TEUCHUE
60 qHEel co THA BBIUCHIBAHUS.

[Ipr BBIMUCHIBAHUM MEIUIIMHCKAM pPaOOTHHKOM pEIENTOB Ha TOTOBBIE JIEKAPCTBEHHBIC
mpemapaTsl W JIEKapCTBEHHBIE MpenapaThl WHAUBUAYATHHOTO HW3TOTOBJICHHS MAlMEHTaM C
XPOHUYECKHMH 3a00JIeBaHUSAMH Ha perenTypHbix Omankax ¢opmbl N 107-1/y paspemaercs
yCTaHaBJIMBaTh CpPOK JEWCTBUS pelenTa B NpeAersax OO0 OAHOTO TojJa U IPEBHINIATh
PEKOMEHIyeMOe KOJIMYECTBO JIEKAPCTBEHHOTO IMpernapara Jjs BBINKMCHIBAHUS Ha OJUH pELenT,
ycraHoBieHHoe npukazoM M3 PO Ne 1094 1 ot 24 Hos16pst 2021 T.

B cnydae ycraHoBieHMsI cpoKa JEHCTBHS pelenTa B Mpeaenaax 10 OJHOTO Toja B peLernTe
npousBoauTcs Haamuch: "Ilo cmenumanbHOMY Ha3zHaueHHIO", 0003HAdaeTCcsl CPOK JAeHCTBUSA
pelenTa v NepuoJUYHOCTb OTITyCKa JIEKAPCTBEHHBIX MPENapaToB U3 allTeYHON OpraHu3aliy Uiu
WHIUBUAYAIBHBIM — TpEeANpUHUMATENEM, UMEIONIMM JIMIEH3WI0 Ha  (papMareBTHYECKYIO
NEeSITeNIbHOCTh  (€KEHEENIbHO, ©KEeMECIYHO U MHbIE MepHo/bl). JIOMOIHUTENBHO 3TO yKa3aHHe
3aBepsieTCs MOMUCHI0 MEIUIIMHCKOTO PA0OTHHKA, A TAKXKE TeYaThi0 MEAUIIMHCKON OpraHn3aluu
"Ilns penenToB" (s penenta Ha OyMa)KHOM HOCHUTENIE) WIIM YCUJICHHOW KBaJM(PUITMPOBAHHON
AJIEKTPOHHOW TOANHUCHI0 METUIIMHCKOTO pabOTHHWKAa M JIMIA, YHOJHOMOYEHHOTO 3aBEpSTh
JOKYMEHThl OT HMMEHHM MEIUIMHCKOM opraHuzauuu (s peuenta B (GopMme 3JIEKTPOHHOTO
JIOKYMEHTA).



OO0s13aTeNbHBIE PEKBU3UTHI peIlenTypHOro Osanka: mramn MO ¢ yka3aHrneM HauMEHOBaHUS,
aapeca u TeieoHa ,JaThl BBIMUCKHU peuenta ,huo mea paboTHUKA ,pHO MalMeHTa ,BO3PAcT
nanueHra, HauMeHoBanue JIII Ha natuHckoM s3bike nmo MHH wimm rpynmnupoBodyHOMY
HAaUMEHOBAHMUSI, JO3UPOBKA, KOJIUYECTBO , CIOCOO MPUMEHEHHS ,[TOANUCH U JTUYHAS NIe4YaTh MeJ
paboTHUKA.

Cpok gerictBusi peuenta 60 nHeil, perent He xpaHutcs B AO M BO3BpalllaeTcsi HAa PYKH
nauuenty, JIIT ve nomnexur I1IKY.

[Ipu ormycke nenmaeTcss OTMETKA Ha pelenTe, coAepkallas HauMeHoBanue win Homep AO,
HaMEHOBaHME U 103upoBKy JIII, oTmyIeHHOe KOJMYECTBO, JjaTa OTIYCKa, MOAMUCH PaOOTHUKA
AO, ormyctuBuiero JIIT.

3aganue 65. CuryanroHHas 3ajada

B anreky moctymnui penenT Ha U3roTOBJICHHUE Kallelb TIa3HbIX 110 POIHCH:
Rp.: Sol. Kalii iodidi 3% - 10 ml

D.t.d. Ne 30

S. I'ma3HbIe KaIliu.

CoTpyIHUK anTeKH B aCENTHUYECKUX YCIOBHSIX B CTEPUIIbHYIO MTOACTaBKY OTMEPUIT BOILY
ouuIieHHyto, orsecui Ha BCM-20 9,0 r kanus oauna, nosen oobeM pactBopa 10 300 mit Bogoi
ountieHHOH. [IpoBeIt MoJTHBIN XUMUYECKUI aHamu3 pacTBopa. PactBop npodriibTpoBai ¢
MOMOIIBIO (GUIBTPOBATBHOM ycTaHOBKH 10 10 M1 Bo dmakon jyist otirycka Ne 30. diakoHbI ¢
PacTBOPOM YKYIIOPHJI CTEPUIILHOM PE3MHOBOM MPOOKOH, MPOBEPUIT HA OTCYTCTBHE
MEXaHHYECKUX BKIIOYCHHH. YKYMOPHI KOJIMAuKOM o1 00KaTKy, IpOMapKupoBai U
npocrepunuzoBai noa aasienueM npu 120 °C B reuennu 8§ MuHyT. [IoBTOpHO NpOBEN KOHTPOIb
MOCJI€ CTEPUIIN3ALINH.

1. Ouenute neiictBus coTpyaHuka. [lepeuncanre TpeboBaHMs, IPEAbIBIsIEMbIE K TIa3HBIM
KaIuIsiM.

2. Kak B yc0BUsX anTeYHOTI'0 MPOMU3BOJICTBA 0OECTIEYMBAETCS TPEOOBaHUE CTEPHIIBHOCTHU?
3. Kak nocturaercst obecrieueHre OTCYTCTBUSI MEXaHUYECKUX BKIIFOUEHUH B TJ1a3HBIX
Karsx?

4. ObecneueHrie KOM(POPTHOCTH IIa3HBIX Karelb, TPeOOBaHUS.

S. [TosicHuTe MOPSAOK BBIUCHIBAHMSI PELIENTA HA IAHHYIO MPOIKCH U OTIIYCKA 110 HEMY

Omanon omeema.
1.ITocnenoBarensHOCTH AeiicTBUI BepHa. TpeboBaHus, IPEIbIBIsIEMbIE K TTIa3HBIM

JIEKapCTBEHHBIM
dhopmawm:
- CTEepUIIBHOCTb;
- CTaOMIILHOCTB;
- IPOJIOHTUPOBAHUE IEUCTBUS;
- KOM(OPTHOCTH MPUMEHEHHUS;
- OTCYTCTBUE MEXaHUYECKUX BKIFOUCHHUU.
2.CTepunbHOCTD TJIA3HBIX Kalelb JOCTUTAeTCs ITyTEM MPUTOTOBICHHS UX B aCENITUIECKUX
YCIOBUSIX U IPUMEHEHHUEM OJTHOTO M3 CIIOCO00B cTepuin3anuu, npuHsaToro ['D.
1. [TomemieHus A1 U3TOTOBJICHUSI IEKAPCTBEHHBIX CPEJICTB B ACENTHUECKUX YCIOBUSIX
OTJIeTIaHbl, 000PYI0BaHBI U 0OpadaTaHbl.
2. Ilepconan st paboOThI B aCENTUYECKHUX YCIOBUSX MOATOTABIMBAETCS B COOTBETCTBUU
C CAHUTapPHBIMU TPEOOBAHUSIMH U YKA3aHUSMH .



3. JlekapcTBEHHBIE BEIIECTBA, HEOOXOAUMBIE AJIsl IPUTOTOBJIECHUS JIEKAPCTBEHHBIX
CPEZACTB B aCENTUYECKUX YCIOBHSX, XPAaHAT B IIJIOTHO 3aKPBIBAIOLIMXCS IIKadax B
LITAHIJIAacaxX B YCIOBMSX, UCKIIIOYAIOIMX UX 3arps3HeHue. llITanriace! nepes kaxapm
3aMOJIHEHUEM MOIOT M CTEPUIIH3YIOT.

4. BcioMmoraTenbHBI MaTepHal MOArOTaBINBAIOT, CTEPUIIM3YIOT U XPAHAT B
COOTBETCTBHE € pa3pabOTaHHBIMU CTAHJAPTHBIMHU ONEPALIIOHHBIMU MPOLIEAYPAMHU
(COII). Ipumep COIla: «BcrnomoraTenbHblil MaTeprall HOArOTaBIMBAIOT, CTEPUIN3YIOT
U XpaHAT B 3aKPbITOM BUJie He Oosiee 3 cyToK. BCkpbIThle MaTepuabl HCIOIb3YIOT B
TedyeHue 24 yacos. [locne kaxxaoro 3a6opa marepuiia OuKc Win 0aHKY IJIOTHO
3aKpBIBAIOT. 3200 MPOU3BOJAAT CTEPUIIBLHBIM ITMHLETOM.

5. AntedHyro ocyay Mocie COOTBETCTBYIONLIEH 00pabOTKH HCHOB3YIOT IO HA3HAUYEHUIO
WIHA YKYNOPHBAIOT U XPAHST B IUIOTHO 3aKpbIBatomuxcs mkagax. Cpok XpaHeHUs
CTEPHIILHOW TIOCY/IbI, HCTIOJIb3YEMOH JUIsl TPUTOTOBIICHUS U (DaCOBKH JICKAPCTBEHHBIX
CPEJIICTB B aCENTHUYECKUX YCIOBUAX, HE Oosiee 24 4acos.

6. YKynopouHbIi MaTepuan (MpoOKH, KOIITAYKU U JIp.) 00padaThIBAIOT M XPAHSAT B
YCIIOBHUSAX, IPEIOTBPAILAIOIINX UX 3arps3HEHUN

7. CheMHbIe 4YacTH TEXHOJIOTUYECKOI0 000PYA0BaHUS, HEIOCPEICTBEHHO
COIIPUKACAIOLINECS C PACTBOPOM JICKAPCTBEHHBIX BEIIECTB (TPYOKH pE3UHOBBIE U
CTEKJIIHHBIE, (PUIIBTP-/eprKaTeIn, MeMOpaHHble MUKPO(UIBTPBI, MPOKIAAKH U Ap.),
00pabaTbIBaIOT, CTEPUIIN3YIOT U XPAHAT B PEKUMAaX, OMUCAHHBIX B IOKYMEHTAILIUH 110
MCTIOJIB30BAHUIO COOTBETCTBYIOLIETO 000PYIOBAHHUS.

8. KoH1ieHTpupoBaHHbIe pacTBOPHI, NOTy(paOprKaThl, BHYTPHANTEUHYIO 3aTOTOBKY
M3TOTABJIMBAIOT B ACETITUYECKUX YCIOBHSAX M XPAHAT B COOTBETCTBUH C UX (DU3HUKO-
XUMUYECKMMHU CBOMCTBAMH U YCTAHOBJIEHHBIMU CPOKaMH I'OJJHOCTH B YCIOBHUSX,
MCKJTIOYAIOUINX MX 3arpsi3HEHUE.

3. CymiectByeT 2 criocoba odecriedeHus] OTCYTCTBUS MEXaHHUSCKUX BKIFOUCHHH B TITa3HBIX
Karsix.

1. 'mazHble kamm QUIBTPYIOTCS Yepe3 CTEKISIHHbIE, OyMayKHbIE NI MEMOpaHHbIE
(GUIBTPHI C OTHOBPEMEHHOM cTepuin3anuent. s JOCTHKEHNS KeJlaeéMoro KauecTBa
UCIOJB3YIOT TIIATEIbHOE (PHIIBTPOBAHKE Yepe3 JIydllne copTa GHIbTPOBAIBHON OymMaru u
JUTMHHOBOJIOKHUCTYIO BAaTy WM CTEKJISIHHBIA (puinbTp Ne 3 (mpu ncnonb3oBaHuM npuodopa
111 GUIIBTPOBAHMS IIa3HBIX Kalelb C Mocenyromei (pacoBkoil npu cepuitHoM
IIPOU3BOJICTBE B AlITEUHBIX YCIOBUSX).

HOCKOHBKy npu (I)I/IJ'ILTPOBaHI/II/I MMPOUCXOIAT OoJIbIIIHE MOTCPHU, a I9TO OTPAKACTCA HA
TOYHOCTHU KOHIICHTpAaIun JIB B ria3HbBIX KaIruiiax, 0COOEHHO IIpU OYCHBb HHU3KHUX
KOHIOCHTpauIgX .HB, HpI/IGCFaIOT K UCIIOJIb30BAHUTIO KOHIICHTPUPOBAHHLIX paCTBOPOB.

HopMmbl 10nyCTUMBIX OTKJIOHEHUI B 00beMe IIa3HbIX Kamellb He JOKHO nmpeBbimath 10%
— 1pu o0beme pactBopa 5-10mi, u 8%- nmpu oobeme 11 10 20Min

2. IIpuroToBneHue ria3HplX Kaleib U3 paCTBOPOB KOHIIEHTPATOB.

4. MHorue IJla3Hble KaIUld BbBI3BIBAIOT IPU HHCTWUIALMU HENPUATHBIC OILYLIEHHsS, U B
OOJIBIIIMHCTBE CIIy4aeB AUCKOM(pOPTHBIE SIBICHUSI 00YCIOBICHBI HECOOTBETCTBHEM 3HaYeHu pH
U OCMOTHYECKOrO [JaBJIECHUs IVIA3HBIX Kalelb 3HaueHHI0 pH M OCMOTMYECKOMY [aBIICHHUIO



CIC3HOM >XMAKOCTU. B HOpMe cné€3Has >KUIKOCTh W IUIa3Ma KPOBU HMEIOT OCMOTHYECKOE
JaBJICHUE, PAaBHOE OCMOTHMYECKOMY JIaBIIEHHUIO HM30TOHHMYECKOIO pPAcTBOpAa HATPHUS XJIOpUia
(0,9%-noro0).

M30TOHNYECKUMHU SBJISIOTCS TIa3HbIE KAIUIM, UMEIOIINE TaKOe K€ OCMOTHYECKOE JIaBJICHUE, YTO
U pacTBOpBI HaTpus xjopuaa B koHuentpamuu 0,9% +0,2% t.e. 0,7-1,1% .Kammu nuxe 0,7%
SKBUBAJIEHTHOM KOHILIGHTpAlMM MOJUIekaT u30TOHUpoBaHHIO 10 0,9% oSKkBUBaneHTHON
KOHIICHTPALIMU HATPHUS XIJIOPHIA.

JlJis U30TOHUPOBAHUS TJIA3HBIX Karellb UCIOJIb3YIOTCS CIEAYIOUINe BEIleCcTBa: HATPUS XJIOPUI,
HaTpus cynbdar, GopHas KHUCIOTa, HaTpus HUTpaT. KoiaumuecTBO M30TOHUPYIOLIETO BEUIECTBA
ONpEAENSAIOT pacueTHbIM IyTeM. PacueTsl MPOBOJSAT C HCHIOIb30BAaHHUEM H30TOHUYECKOIO
SKBHUBAJICHTA 110 HATPUS XJIOPUTY.

['ma3Hble Kamim, KOMIIOHEHTHl KOTOPBIX B COBOKYITHOCTH TOBBIIIAIOT OCMOTHYECKOE JaBIICHHUE
kanenb Bbime 1,1% SKBUB&IEHTHOM KOHLIEHTpallMM HATpus XJOpuUJa, HEOOXO0AUMO
paccMaTpuBaTh Kak CIIEMUAIBHBIC TMPOMUCH M TPH OTIYCKE Mpenynpexaarb OOIBHOTO O
HEOJIaronpUATHBIX OIIYIIECHHUSIX. JTH KaIlUId pa3pelieHbl K MPUMEHEHHUIO, OHU OKa3bIBalOT Ooiee
OBICTPBIN 3P PekT, 0COOEHHO aHTUMUKPOOHBIH.

He wu30TOHMpYIOT Ia3HBble Karuld KOJUIAprojia, MpOTaproyia, STaKpUAMHA JIaKTaTa, TaK Kak
HATPHUSI XJIOPU]I CHIIBHBIH 3JIEKTPOJIUT U MOKET BBI3BATh KOATyIALHUIO.

5. JlaHHas mpOMUCH BHIMUCHIBAETCS HA perienTypHoM Omanke ¢popmbl Ne 107-1/y.

Penent, Bemmucanubiii Ha penentypHoM Onanke Gopmer Ne 107-1/y, neiicrBurenen B Teuerne 60
JTHEW CO JHS BHINHACHIBAHUSI.

Penent ornaercs Bmecte ¢ JIII ¢ otMeTkol Ha perente «JIekapcTBO OTIYIIEHO», 1ATOW OTIyCKa
Y IOAMHCHIO (papMpabOTHHKA.

IIpy BBINMCHIBAHMM MEIUIIMHCKAM pPAOOTHUKOM pELENTOB Ha TOTOBBIE JIEKApCTBEHHbBIE
Ipenaparsl M JIeKapCTBEHHBIE Mpenaparbl MHIUBHIYaJbHOIO H3TOTOBJIECHUS MalMEHTaM C
XPOHUYECKMMHU 3a00JI€BaHUSAMHU Ha pelenTypHbIX OnaHkax ¢opmbsl Ne 107-1/y paspemaercs
yCTaHaBJIMBaTh CpPOK JEWCTBUS pelenTa B IHpeAersax [0 OAHOTO Toja U IPeBHIATh
pEKOMEHyeMOe KOJIMUYECTBO JIEKAPCTBEHHOI'O Iperapara Jiisl BBINUCHIBAHUS Ha OJUH PELENT,
ycraHoBiaeHHoe Tmpukaza M3 PD Ne 1094 1 ot 24 Hos10ps 2021 1. «O06 yTBepkA€HUU MOPSAKA
Ha3HAYEHUS JICKAPCTBEHHBIX IIperapaTroB, (OpM pPEUENTYPHBIX OJAaHKOB Ha JICKApCTBEHHBIC
npenapaTsl, HopsAaKka OpOPMIIEHHS YKa3aHHBIX OJIAaHKOB, UX y4yeTa U XpaHeHus, (opMm OJaHKOB
PEIIeTNTOB, COJAEepKANIMX Ha3HAuYCHWE HAPKOTHUYECKUX CPEICTB WM TCHXOTPOIHBIX BEIIECTB,
MOpsiIKa UX M3TOTOBJICHUS, paclpe/leieHus, perucTpaliy, yyeTa U XpaHeHus], a TakKe MpaBuil
oopmieHns 61aHKOB PELETITOB, B TOM YHUCIIE B JOPME IIEKTPOHHBIX JOKYMEHTOB

3aganue 66. CuryanioHHas 3ajgada

B npounsBoacTBeHHY0 anTeky ropojga X oOpaTuiics OOJIBHOM ¢ PELENTOM Hau3roTOBIEHUE
JIEKapCTBEHHOM (POPMBI COCTaBA:

Rp.: Inf. herbae Leonuri 200 ml

Natrii bromidi 4,0

T-rae Valerianae 10 ml

M.D.S. 1o I cm. noscke 3 pasa 6 Oenv.

1. VYkaxxute 0COOEHHOCTH XpaHEHHsI JIEKAPCTBEHHOT'O PACTUTENIBHOIO ChIPhS — MYCThIPHUKA



TPaBhl.

2. Ykaxxute 0COOEHHOCTU XPaHEHHs! CIIUPTOBBIX HACTOEK.
3. VYkaxure pexXxuM HacTauBaHMsI HA BOASHON OaHE U OXJIaKICHUS HACTOEB U OTBApPOB.
4. [IpoBenuTe pacyersl Al U3rOTOBJICHUS JAHHOW JeKapCTBEHHOM (OPMBI €

HCII0JIb30BAaHUEM JIEKAPCTBEHHOTO pacTUTENBHOTO chipbs (KB = 2,0) n HanuumuTe JIMEByIO
CTOPOHY IacropTa MUCbMEHHOI'0 KOHTPOJIS.

o. [ToueMy npu U3roTOBIEHUH BOAHBIX U3BJICUEHUI U3 JIEKAPCTBEHHOT'O PACTUTEILHOTO
CBIPbsI HE MCIIOJIb3YIOT KOHLEHTPUPOBAHHbIE PACTBOPHI JIEKAPCTBEHHBIX BEIIECTB?

Omanon omeema:

1. ITycTeipHuKa TpaBy XpaHAT B cOOTBETCTBUU ¢ TpeOoBaHUsAMU '@ XV ODC «XpaHeHue
JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPhs U JIEKAPCTBEHHBIX PACTUTEIBHBIX MIPENAapaToBy B rPYIIIE
JIEKapCTBEHHOI'O ChIPhsl OCHOBHOT'O XpaHeHUsl. TpaBa MyCThIPHUKA JIOJIKHA XPAHUTHCS B CYXOM,
XOpOUIO ITPOBETPUBAEMOM MOMEILIEHUH B INIOTHOW 3aKPBITOM Tape MpU OTHOCUTEIbHON
BJIQXKHOCTH Bo3/yXxa He 6onee 60 + 5% B 3aBUCMMOCTH OT COOTBETCTBYIOIIEH KIIMMAaTHYECKON
3oubI (I, IL, IIT u IVA). BeicyiieHHBIN TyCTHIPHUK XPAHAT B TKAaHEBBIX MEIIOYKaX, MaKeTax u3
TUTOTHOHM OyMaru win B KapTOHHBIX KOPOOKax B MPOXJIQJHOM, 3alIMIICHHOM OT IOTIaJaHHs
BJIar" MECTE.

Cornacno [Ipukazy Munsapascoupaszsutus PO ot 23.08.2010 N 706H: HepachacoBaHHOE
JIEKapCTBEHHOE PACTUTENIBHOE ChIPhE TOJKHO XPAHUTHCS B CyXoM (He Oosiee 50% BIaXKHOCTH),
XOpOLLIO NMPOBETPUBAEMOM ITOMEIIEHUH B IUIOTHO 3aKPbITON Tape.

2.CornacHo TpeboBanuam mpukasa ot 23.08.2010 r. Ne 706u «O06 yrBepxknenuu [Ipasun
XpaHEeHHUs JICKAPCTBEHHBIX CPEICTBY, (hapMaleBTHUECKUE CYOCTaHIINM, TPEOYIOIINE 3aIIUTHI OT
yJAETY4YHBaHUS U BBICBIXaHUS, B TOM YHCJIE COJIEpIKAIUE JIETYy4Yrne paCTBOPUTENH (B YACTHOCTH,
CIUPTOBBIE HACTOWKH ), CIIEYET XPAaHUTh B IPOXJIAJHOM MECTE, B TEPMETHUECKH YKYIOPEHHON
Tape U3 HEPOHUIIAEMOT0 JJIs JIETyUUX BEILECTB MaTepuaa, Kak B IEPBUYHON, TAK U1 BTOPUIHON
(mOTpeOuTENbCKON) YITAaKOBKE MTPOU3BOANUTENSL.

3.HacranBanue Ha Kunseil BOAsSHON OaHe I HACTOEB COCTABIAET 15 MUHYT, s
o1BapoB — 30 MuHyT. OXJaX1eHue Npu KOMHATHON TeMIlepaType COCTABIISIET Il HACTOEB HE
MeHee 45 MUHYT, Ui 0OTBapoB — 10 MUHYT.

4.1lpu U3rOoTOBIEHUU HACTOEB M3 HECUIILHOICHCTBYIONIETO JIECKAPCTBEHHOTO
PaCTUTEIBHOIO ChIPbsl BOJHBIEC U3BJICYEHHS FOTOBAT B COOTHOLIEHUH 1:10, Torna celpbs
(M3MenpUeHHOM TpaBbl MyCTHIPHUKA) HE0OX0oauMO B34Th 20,0 T, BOJIBI /111 HACTAUBAHUSI C
yuétom KB: V Bonbl = 200 + (20%2) = 240 (mm).

JIuuesas cropona IT1K:
No penenita, nara

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

T-rae Valerianae 10 ml

Voo =210 ml
IIpurorosui:
[Iposepmir:

5. T® XV ODC « Hactou 1 oTBapel» periaMeHTHPYET - MpU U3TOTOBICHUU BOJHBIX
U3BJICYCHUH U3 JIEKAPCTBEHHOIO CHIPBS HE OIYCKAETCS UCIOJIb30BaHNE KOHIICHTPUPOBAHHBIX
PacTBOPOB JIEKAPCTBEHHBIX CPEICTB.

B ciyyae ucnionb3oBaHysi KOHIIEHTPUPOBAHHBIX PACTBOPOB JIEKAPCTBEHHBIX BEIICCTB
00BEM BOJIBI OUUIIIEHHOW CIIEAYET YMEHBIIUTh HA 00bEM KOHLIEHTPUPOBAHHBIX PACTBOPOB, UTO
IIPUBEACT K HAPYLICHUIO COOTHOIICHUS MEXAY CBIPCM M TOTOBBIM BOJHBIM HU3BJICYCHHUEM.



3ananue 67. CuTyalmoHHas 3a1a4da

B peuenTypHO-IpOM3BOACTBEHHBINH OTAE alTEeKH MOCTYIWI PELENT, COACPKAIINN CIICAYIONIYIO
MPOIHCH.

Rp.: Acidi hydrochlorici 3ml

Pepsini 2,0

Aquae purificatae 100ml

M.D.S. Buympennee. Ilo 1 cmonogoti nodicke 3 paza 6 denv neped eooll.

[TpoBu30p-TeXHOJIOT TIPOBEN (HapMalEeBTUYECKYIO SKCIEPTU3Y pelenTa W MOPYYHI W3TOTOBHUTH
3TOT JICKAPCTBEHHBIA Mpemapar MonogaoMy (apmareBty. Tor caenman pacu€Tsl Ha OOpaTHOM
CTOpOHE MMacropTa MUCHbMEHHOTO KOHTPOJISl, H3TOTOBWIJI MUKCTYPY, 0(DOPMIII JIMIIEBYIO CTOPOHY
MacropTa MUCbMEHHOTO KOHTPOJIS M OTJAJl IIPOBU30PY-TEXHOJIOTY Ha MpoBepKy. Ilpu mposepke
Macropra MUCBMEHHOTO KOHTPOJII W TPOBEACHUH OINPOCHOTO KOHTPOJSl BBICHHIOCH, YTO
(hapMaIeBT M3rOTOBWIJI MUKCTYPY CleAyromuM oopa3zoM. OH oTMepui B mojcTaBKy 70 M1 BOJBI,
pactBopun 2,0 Ilencuna, mpodwmibTpoBan BO (JIaKOH Ui OTIYCKa, MPOKOHTPOJIUPOBAI
OTCYTCTBHE  MEXaHMYECKMX  BKiItoueHWd, mgo6aBun 30 wmim pactBopa  Kucnorsr
xnopuctoBogopoanoit 1:10 (0,83%). IIpoBH30Op-TEXHONOr cAeaad BBIBOA, YTO «MHKCTypa
W3TOTOBJIEHA HEYJOBJIECTBOPUTEIBHOY», yKa3aJl Ha OMMOKM ¥ PEKOMEHJOBAI HW3TOTOBHUTH
MUKCTYPY 3aHOBO.

1. B uém 3akmrouanack apmaneBTHUECKas SKCIIEPTHU3a IPONKCH perenra?

2. CornacHbl 11 Bbl ¢ BBIBOJOM IPOBH30pa-TEXHOJIOTA, YTO JIEKAPCTBEHHBIN Npenapar
M3roTOBIIEHHEYA0BIeTBOpUTEeNbHO? Kakue ommbku gonyctui ¢papmarent?

3. [IpuBenuTe pacu€rhl MO JaHHOM MPOMMCH.

4. Kak nomkeH ObITh 0(hOpMIIEH MacopT MUCBMEHHOTO KOHTPOJIS 110 JaHHOMY perenty?

o. VYkaxute, Kak J0JKHA ObITh 0()OpMIIEHA 3Ta MUKCTYpPa K OTIYCKY U CPOK €€ XpaHEHUSI.

Omanon omseema:

1. Tlox QapmaneBTHYECKOH SKCHEPTU30M perenta MOHUMAIOT OLIEHKY COOTBETCTBUS
MOCTYIUBIIETO B alTEKy PELIENTa Ha JEKapCTBEHHbIN Ipenapar AeHCTBYIOUINM PErylaMeHTaM 110
MOPAJIKY Ha3HAYEHMsI U BBINMCBIBAHUS JIEKAPCTBEHHBIX MPEMNApAaTOB U MOPSAIKY OTIIYCKa UX U3
anTeKu.

dapMarneBTHYECKas SKCIIEPTU3A PELIETITA 3aAKJIF0YAETCS B IPOBEPKE:

- (opmbl peuenTypHOro 01aHKa (peuent 10JkeH ObITh BhlucaH Ha Oianke Nel07-1/y)

- ¢apmareBTuyeckol ((U3UKO-XUMHUECKOW, XUMHUYECKOH U (papMaKoIOrHuecKoi)
COBMECTUMOCTH MHTpeueHToB nponucu (JIB coBMecTMbI)

- B IIPOBEPKE pA30BBIX M CYTOYHBIX 103 M NPHHAJIEKHOCTH BbIIMCaHHbIX JIB Kk
JEWCTBYIOIMM CIUCKaM

Cpoxk netictBus 60 nHeli. B anTeke He XpaHUTCS.

2. JIIT u3rotoBjeH HEYAOBIETBOPUTENBHO, TaK KaK (hapMalleBT JOMYCTHJI CYIIECTBEHHBIE
OIMOKH, OTPa3UBIIMECS Ha €ro KauyecTBe: - HEBEPHO ONpeseseH 00bEM BOJbI OUYMIIEHHOM, OH
JOJKeH OBITh paBeH 73 MiI; - HapylleHa I0CJIeJ0BaTeIbHOCTh CMEUIMBAHUS MHTPEAMEHTOB
MUKCTYpBI, IPUBOSAINIAS K HApYIICHUIO (papMaKoJIOrHYeCKOH aKTUBHOCTHU TETCHHA, 3aBUCAIIEH
or pH; - crnenoBamo K Boie [100aBUTh pacTBOP KHCIOTHI XJIOPUCTOBOJOPOJHOM, 3aTeM
PacTBOPUTH METICHH.

3. Pacuérsr VoOoumii = 100 +3 = 103 M

V pactBopa KMCIOTHI XJI0pUCcTOBOAOPOAHOM 1:10 =3 x 10 =30 mn

C nencuna no peuenty = 2,0 X100% : 103 = 1,94%

Cmax=3:0,61 =4,9%, 3HauuT yBennU4eHNE 00BEMA HE YUUTHIBAIOT.

V Bogsl = 103 — 30 =73 mn



4. TIIIK (nuneBas cTOpoHa)

Hara Nepenenra

Aquae purificatae 73 ml

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

Pepsini 2,0

Vob6ur.=103 ml + 3%

IIpurorosui:

[TpoBepuit:

S. Odopmiienne MHUKCTYpBl K OTHYCKY: OCHOBHas dTukeTka “Bryrtpennee”

npeaynpeanuTeabable HaanucH “XpaHUTh B HEJOCTYMHOM OT jAeTed Mecte”, “XpaHuTh B
MIPOXJIAJIHOM MECTE W 3aIIMIICHHOM OT cBeta mecte ~, «llepen ynorpebnenuem B30ANTHIBATHY,
peuenTypHbIid HOMEp, CPOK XpaHeHus 14 cyTok.

[Mpuka3 MunzapaBa Poccum ot 22.05.2023 N 2491 "OO yTBepKICHUU MPaBUI
W3TOTOBIICHUS M OTIYCKa JIEKApPCTBEHHBIX IMPErnapaToB [Uisi METUIIMHCKOTO TMPUMEHEHUS
aNTEeYHBIMH OPTaHU3ALUSIMHI, UMEIOIIMMH JIMIICH3HUIO Ha (hapMaIleBTHYECKYIO e TeIbHOCTD"

3amanue 68. CuryarinoHHas 3agava

B peuentypHO-TpOU3BOACTBEHHBIN OTAEI AlITEKU MOCTYIHII PEUEIT, COAECPKALMICIETYIOLIYIO
IIPOITUCH:

Rp.: Infusi herbae Adonidis 200 ml

Dimedroli 0,5

Natrii bromidi 3,0

Tincturae Leonuri 10 ml

M.D.S. Buympennee. I1o 1 cmonogoti nodicke 3 paza 6 Oetb.

[TpoBH30p-TEXHOJIOT TTPOBET (PapMaIeBTUICCKYIO IKCIIEPTH3Y PelleriTa U MOPYIHT U3TOTOBUTH
ATOT JIEKapCTBEHHBIN MpemnapaTt Mojoaomy dapmaieBty. TOT cenan pacyeTsl Ha 00paTHOM
CTOPOHE TacIopTa MUCBEMEHHOTO KOHTPOJIS, H3TOTOBWII MUKCTYPY, O(OPMIIT JIMIIEBYIOCTOPOHY
MacnopTa MUCbMEHHOTO KOHTPOJIA U OTJANI TPOBU30PY-TEXHOJIOTY Ha mpoBepky. [Ipu nmposepke
MacropTa MUCBMEHHOTO KOHTPOJIS U TIPOBEACHUH OTIPOCHOTO KOHTPOJISI BBIICHUJIOCH, YTO
(hapmalleBT U3rOTOBUI MUKCTYPY CleayromuM oopazoM. OH oTMepui B MOACTaBKYy 160 mi
BOJIbI, pacTBOpm 0,5 qumenposa, mpoduasTpoBas BO (DJIAKOH s OTITYCKa, 700aBwmiI 15 mi
KOHIIeHTpaTa HaTpus Opomua 1:5. B mocnenH00 ouepes Mo 4acTaM MPH MepeMeIIiBaHun
no6asui 40 M1 3KCTpaKTa-KOHIIEHTpaTa TopuiBeTa )uakoro 1:2 u 10 M HacToiKn
mycThIpHUKa. [IpOBH30P-TEXHOIIOT c/ienai BBIBOM, YTO MUKCTYpa U3TOTOBJICHA
HEYJIOBJICTBOPHUTEIHHO, YKa3aJl Ha OMIMOKHA U PEKOMEHI0BAJT H3TOTOBUTH MUKCTYPY 3aHOBO.

1. B uem 3axmroganace papmareBTHYECKas SKCIIEPTU3a IPOIUCH perenTa?

2. Cornacusl 11 Bl ¢ BBIBOJJOM TPOBU30PA-TEXHOJIOTA, YTO JIEKAPCTBEHHBIN ITpenapar
M3TOTOBJICHHEYIOBIETBOPUTENbHO? Kakue ommOku momycTt gpapmareBT?

3. [IpuBenuTe pacuersl MO JaHHOM MPOMUCH.

4, Kaxk gomxen 6b1Th 0opMIIEH TACIOPT MUCEMEHHOT'O KOHTPOJIS 110 JAHHOMY pelenTy?
5. YkaxuTe, Kak J0JKHA OBITH 0()OpMIIEHA 9Ta MUKCTYpPa K OTIYCKY U CPOK €€ XpaHEHUSI.

Omanon omeema:
1. ®apmaneBTHYECKas HKCIEPTH3a PELIENITa 3aKII0UACTCs B ONPEIEIEHUE COOTBETCTBUS
MIOCTYIHUBLIETO PELENTa AHCTBYIOIMM IIPABUJIaM BBINUCHIBAHUS PELIENITOB.
Beinucan perent Ha ClI0XKHYIO JKUAKYIO JEKapCTBEHHYIO (JOPMY ISl BHYTPEHHETO IPUMEHEHUS
- Mukctypa. @opma 6manka Ne 107-1/y. Cpok neiictBus peuenta or 60 CyToK 110 rofia, B anTeke
XpaHuTcs 3 Mecsa

KoHuenTpanus BoJHOro U3BJIE€UEHHS B IPONMCH peLienTa He yKazaHa. B cooTBeTcTBUU C



I'd XV ODC « Hactou n orBapbl» U3rotaBauBaroT B cooTHomeHuu 1:30. Jlns u3rorosneHus
200 M1 HAaCTOSI HEOOXOIUMO B3STh 6,7 CTAHAAPTHOTO CHIPHAL.

TpaBa amoHWCa CONEPKUT CEpPACYHBIC TIUKO3HUILI - TEepPMOJAOWIBHBICE W
CBETOYYBCTBUTEIIbHBIEC BEILIECTBA.

IIposepka no3 numenposa: BP/1= 0,1 BC/1=0,25

210 mun: 15 Mo mpubnau3urensHo 14 mpuemMoB

0,5:14 =0,036

0,036*3 = 0,108
J1o3b1 He 3aBblIeHbl. JlanHy0 JIO roTOBUTH MOXKHO.

2. JIII u3roToBiieH HEYAOBIETBOPUTEIBHO, TaK KaK (hapMarieBT JOMYCTHII CYILIECTBEHHBIE
OIIMOKM, OTPA3UBIIMECS HA €T0 Ka4eCTBE: - HEBEpPEeH 00bEM 40 MII SKCTpaKTa-KOHIICHTpaTa
aJIOHHCA JKUJKOrO 1:2; ero cienoBasno B34Th 13 MII ¢ y4€TOM CTaHAAPTHOIO COOTHOILLIEHUS
Hactos ropuiera 1:30, - HEeBEpHO paccUUTaH 00BEM BOJIBL, TAK KaK HE YUTCH 00BEM
KOHIICHTpAaTa HaTpHsl OpoMUIa; BOJIBI CIIEI0BAJIO0 B3ATh 145 M1, a He 160 mut.

3. Voommit =210 mu

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

V skcTpakTa-KoHUeHTpara 1:2 = 6,66 x 2 = 13,32 mn
V pactBopa Hatpus 6pomuaa 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%, 3HauuT yBenuueHue o0bE¢Ma He YUUTHIBAIOT.
VBoaer =210-10-15-13 =172 mnn

411K

Hara, Ne peuenra

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

OO6mmmit 06Bem 210 M

IIpurorosuin

[Iposepui

5. ®nakoH It OTIycka opamkeBoro crekia Ha 200mia. OQopMHUTH K OTITYCKY OCHOBHOM
ITUKETKOM C 3€JIEHOM CUTHAJIBHOW IoJocoi «BHyTpeHHee», «Mukcrypay», IONOJHUTEIBHON
«XpaHUTh B NPOXJAAHOM U 3allMIIEHHOM OT cBeTa Mecte», «llepen ymoTpebneHuem
B30aNTHIBATHY», «XPAHUTh B HEAOCTYIHOM 1715 ieTel Mecte». Cpok rogHoctu 14 cyTok.

Ha oOpatHoii cTopoHe pelenTta yKas3blBalOT, YTO HCIOJIB30BaH DKCTPAKT-KOHIIEHTPAT BO
n30exaHue Helopa3yMEHUH IpU MMOBTOPHOM OOpalieHUH (MUKCTYpbI, H3rotoBieHHbie u3 JIPC u
AKCTPAKTOB - KOHIICHTPATOB OTJIMYAIOTCS TI0 BHEIITHEMY BUY).

3aganue 69. CuryanmonHas 3agadya

B pernentypHO-TIpOM3BOICTBEHHBIN OT/AE alTEKH MOCTYIIHII PEIENT, COAEPIKAIIUNCIEIYIONIYIO
MIPOIHUCH:

Rp.: Extracti Belladonnae 0,015

Anaesthesini 0,1

Magnesii oxydi 0,3

M.f. pulv.

D.t.d M 20.

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

[TpoBU30p-TEXHOIOT MPOBEI (hapMaleBTHUECKYIO SKCIIEPTU3Y MPOIUCH U MOPYUHIT H3TOTOBUTH



3TOT JIEKapCTBEHHBIH Mpenapat mojogoMy (apmaneBty. ToT caenan pacueTsl Ha 00paTHOM
CTOPOHE MacnopTa MMCbMEHHOTO KOHTPOJISI, U3TOTOBUJI MOPOLIKOBYIO CMECh, O(POPMILI
JMIEBYIO CTOPOHY NAacCIOPTa MUCbMEHHOI'O KOHTPOJISL ¥ OTZaj] IPOBU30PY-TEXHOJIOTY Ha
npoBepky. [Ipu mpoBepke nacrnopra NUCbMEHHOTO KOHTPOJISL U TPOBEACHUU OIIPOCHOTO
KOHTPOJISI BBIICHIIIOCH, UTO (hapMaleBT U3TOTOBMII OPOLIKOBYIO CMECH CIIEAYIOIIUM 00pa3oM.
B3Becui 6,0 Mmaraust okcua u 3atep UM 1opsl cTynku. JJo6asun 0,3 cyxoro 3KCTpakTa KpacaBKu
u 2,0 anecre3uHa. M3aMenpumin u cMelai, NpoBepuil OJHOPOAHOCTh cMecH. [IpoBu3op-TexHOIOT
Cc/IeJiall BBIBOJI, UTO MOPOIIKOBAsi CMECh U3TOTOBIIEHA HEYAOBIETBOPUTENIBHO, YKa3aJl HAa OLIHOKU
U PEKOMEHI0BaJl U3TOTOBUTH IIOPOLIKOBYIO CMECH 3aHOBO.

1. B dem 3akmrovanace papmMareBTHUECKas SKCIIEPTU3A IIPONUCHU?

2. Cornachsl 11 Bbl ¢ BBIBOJOM NIPOBU30pa-TEXHOJIOTA, YTO JIEKAPCTBEHHBIH Ipenapar
U3roTOBIIEHHEY0BIeTBOpUTENbHO? Kakue ommbku gonyctuin ¢papmanent?

3. [IpuBenuTe pacuersl O JaHHOU NPOIMCH.

4. Kak nomken ObITh 0(hopMIIEH MacOPT MUCBMEHHOTO KOHTPOJISA 110 JaHHOMY perenty?
S. B kakue OymakHble KalcCyJsbl ClI€AyeT YHaKoBaTh MOPOIIKH JAHHOIO cocTaBa?

yKa)KI/ITey'CJ'IOBI/IH H CPOK XPpaHCHUA ITOPOIIKOB.

Omanon omeema.

1. ®apmaneBTHYECKAsE HKCIEPTH3A 3aKITI0UACTCS B TIPOBEPKE:

COBMECTUMOCTH MHTPEIMEHTOB - AUCIIEPCUOHHOM cpeibl (YBIaKHEHHE TOPOIIKOOOpa3HOi
MAacCCBI, BBIJICJICHUE BOJIBI U3 KPUCTAIIOTHAPATOB)
Maccel CB HOpMaMm eTMHOBPEMEHHOT0 OTITyCcKa

- yycina BeinucanHbix 103 (P u Cll)skcTpakTa KpacaBKU U aHECTE3MHA.

2.JIIT m3roToBIeH HEYIOBIETBOPUTENHHO, TAK KaK (papMalleBT JOMYCTUI CYIIIECTBEHHbBIE
OmuOKH, OTPa3UBIIHECS HA €T0 Ka4eCTBe:

- B peIlenTe He yKa3aH BUJ SKCTpaKTa KpacaBKH, 3HAUUT MOIPa3yMeBaeTcs r'yCTOM; €ClIi BMECTO
HET0 UCTIONB3YIOT CYXOH IKCTPaKT 1:2, ero macca aomxHa paBHsATbes 0,6, a ve 0,3.
MIOPBI CTYIKU CIIE0BAIIO 3aTepeTh HEOONBIIUM KOIMYECTBOM MarHus OKCUIA, IPUMEPHO
PaBHBIM a0COJIOTHBIM MTOTEPSM B BEIOPAHHOM CTYTIKE, @ OCHOBHYIO €r0 Maccy J100aBUTH B
MOCIIEAHIOI0 OYepe/ib, MOPIUSMU MPU aKKYPATHOM MEepEeMEIINBAHIH, YTOOBI CBECTH K
MUHUMYMY TIOTEPH 32 CUET PACTBIICHUS.
Jla, cornacHsl, MOTOMY 4TO (papMalleBT AOMYCTUI CIIEAYIONINE OITHOKU:

(bapManeBT OTBECHIJI CyXOi HKCTPAKT KPACcaBKM,a 110 TIPABUJIaM HY)KHO OBIJIO OTBECUTH T'yCTON
IKCTPAKT KPACaBKHU;

HETNPABIILHO IPOM3BEIT 3aTHPAHUE ITOP CTYNKH (T.K. MATHUS OKCHJIA OOJIBIIE BCETO MBI
3aTUpaeM MOPbI CTYIKHA UM, YIUTHIBAsI YTO OH SIBIISIETCS MBUISAIIMM BEUIECTBOM, 3aTEM
n00aBiIsieM aHECTE3HH U B CaMylO MOCIIEHIO ouepeib 100aBsieM I'yCTON IKCTPAKT KPACaBKH )
3. O6opoTHas cTOpoHa:

DKcTpakT KpacaBku ryctoit (1:1): 0,015*%20*1=0,3

Amnecresun: 0,1*%20=2,0

Maruus okcuzn: 0,3*¥20=6,0

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

Oo6mas macca: 0,3+2,0+6,0=8.3

4. JInnesas cropona I1I1K:

Hara Ne penenra

Ex. Belladonnaesicci (1:1) 0,3

Anaesthesini 2,0

Magnesii oxydi 6,0

M1 = 0,43 gaucaom 20

Mobimias = 8,3

[TpuroroBun (moanuce)

IIpoBepuin (moamnuce)



Otnyctun (MOAMHUCH)

5. . DTH NOPONUIKH YIAKOBBIBAIOT B BOILLEHBIE KAIICYJIbI, TAK KAK OHU 3aIUIIAI0T MarHUsl OKCH/T
OT B3aUMOJEICTBHS C JUOKCHIOM YIJIEpOJa BO3/4yXa, & CyXOH IKCTPAKT - € BIaroil (oH
TUTPOCKOITAYEH ).

Cpox xpanenus 14 cyrtok.

«XpaHUTh B CyXOM, MPOXJIAJHOM, 3aIIUIIEHHOM OT CBETa MeCTe, «XPaHUTh B HEIOCTYITHOM JUISI
JIETE MECTE.

3amanue 70. CutyarinoHHas 3agaqa

B peuenTtypHO-TIpOM3BOACTBEHHBIM OTAEN ANTEKHA MOCTYNUJ PELENT CO CIEAYIOLIECH
MIPOMUCHIO:

Rp.: Solutionis Natrii bromidi 3% - 200 ml

Tincturae Valerianae 10 ml

Tincturae Leonuri 10 ml

M.D.S. 1o I cm. nooicke 3 pasa 6 Oeno.

[TpoBH30p U3rOTOBWII JICKAPCTBEHHYIO ()OPMY C UCIIOJIE30BAHUEM OFOPETOYHOMN YCTAaHOBKHU U
OTIYCTUJI TALMEHTY, HO B CBSI3U C OTPAHUYEHHBIM CPOKOM FOJIHOCTH SKCTEMIOPATbHOMN
JIEKapCTBEHHOU (POPMBI MPEITIOKUIT TOTOBBIH JICKAPCTBEHHBIN MpernapaT aHaJOTUYHOTO
NEUCTBUS.

1. KakuMy HOpMAaTUBHBIMU JOKYMEHTAMH PErIaMEHTUPYETCSl U3TrOTOBJICHHUE
JIEKapCTBEHHBIX(OPM B alITEUHBIX YUPEKICHUAX?

2. KakoBbI mpenMy1ecTBa HCHOIb30BAHNS KOHIIEHTPUPOBAHHBIX PACTBOPOB B
TEXHOJIOTUU MHUKCTYP TI0 CPaBHEHHIO C UCIIOJIb30BaHNUEM TBEP/IBIX JICKAPCTBEHHBIX BEIICCTB?

3. OnuimTe TEXHOJIOTHIO MPUTOTOBJICHUSI MUKCTYPBI 110 BbIIeyKa3aHHOU nponucu. Kak
odopmIIsieTcs K OTIYCKY M3TOTOBJIEHHAss MUKCTypa? KakoB cpok ee ToHOCTH?

4. Kakum geiictBuem obnanaer qanHas MUKCTypa? Kakue roToBble IeKapCTBEHHBIE

IpenapaTsl IPOBU30P MOXKET MPEAJIOKUTh TPU HEBO3MOXKHOCTH U3TOTOBIICHUS JAaHHON
HKCTEMITOPAIbHOM JIeKapCTBEHHOH (GopMbI?

o. Kaxue pekomenaannu J0mKHBI OBITH 1aHbI IPOBU30POM MPHU OTITYCKE CEIaTUBHBIX
JIEKapCTBEHHBIX NIPENapaToB?

Omanon omeema:

1. HopmaTuBHBIE JOKYMEHTHI:

IIpukaz MunznpaBa Poccunm ot 22.05.2023 N 2491 "OO yTBepKIEHHH TpaBHII
U3TOTOBJIEHUSI M OTIYCKa JIEKapCTBEHHBIX IMPernapaToB [UIsi MEIUIIMHCKOTO TNpPUMEHEHUS
anTEeYHBIMH OPTaHU3ALUAMHI, UMEIOIIMMU JIUIEH3HIO Ha (hapMalleBTUYECKYIO AeITeIbHOCTD"

[TocranoBnenune ['maBHOroO rocyaapcTBEHHOTO caHUTapHOro Bpauya PD ot 24 nexalps

2020 r. Ne 44 «O6 ytBepxneHun canutapubix npasun CII 2.1.3678 - 20 "CanutapHo-
ANUAEMUOJIOTHYECKHE TpeOOBaHUS K OJKCIUTyaTallUM MOMELIEHUM, 3JaHuM, COOpYXEHH,
00OpYZIOBaHUS M TPAHCIOPTA, a TAKXKE YCIOBHIM JESITEIbHOCTH XO3SHCTBYIOUINX CYOBEKTOB,
OCYILIECTBIISIONIMX MPOJIaXKy TOBAPOB, BBINOJIHEHUE Ppa0OT WIIM OKa3aHHUE YCITyI»
2. KoHleHTpupOBaHHBIE DPACTBOPHI — 3TO pabouue pPacTBOPHI JIEKAPCTBEHHBIX BEILIECTB B
ornpezeneHHO OoJblliell KOHIEHTpAllMi, YeM STH BEIIeCTBa IMPOMHCHIBAIOTCS B pPELENTax, B
pacueTe Ha COOTBETCTBYIOLIEE pa3BEACHUE BOJOW 1O YKa3aHHOM B peleNnTe KOHLEHTPAaLUH.
IIpuMeHEHHEe KOHUEHTPUPOBAHHBIX PAacTBOPOB HMMEET DS INMPEUMMYLIECTB 10 CPABHEHHIO C
U3rOTOBJIEHUEM MHUKCTYp W3 TBEPHABIX BEIIECTB: CHMKAETCS TPYAOEMKOCTb, ITOBBIIIAETCS
Ka4yeCcTBO U YCKOPSIETCS OTIYCK JIEKapCTBEHHBIX IPEnapaToB OOIbHBIM.

3. TexHonorus M3rOTOBJICHUS MHKCTYPhl C HCIIOJB30BaHHMEM KOHLEHTPUPOBAHHOTO
pacTBopa.
1)O061umit 06beM MUKCTYpPHI - 220MiI.



N3 nvero 30 M3 KOHIEHTPUPOBAaHHBIM pacTBOp HaTpusi Opommaa 20%, mo 10 mi Hactoek
BaJIepHaHbl M IMyCThIpHUKA. Takum oOpazom, Bombl motpedyercs 220-30-10-10=170 mu. [ns
W3TOTOBIICHUS pacTBopa BO ¢uiakoH 250 MJI TEMHOTO CTekia (HaTpus OpOMUI SBISETCS
CBETOYYBCTBUTEIIPHBIM BEIIECTBOM) OTMepuBarOT 170 M Boael auctwumpoBaHHOHM, C
MOMOIIIbI0  OIOpPE-TOYHOM YCTaHOBKM Jo03upyeM BoO (uakoH 30 M KOHLEHTPUPOBAHHOTO
pactBopa HaTpus opomuna 20% (1:5). B nmocnenHiow ouepeb OTMEPUBAET CIIUPTOCOAEPIKALINE
HAacCTOWKH (B MOpsIKE yBEIWYEHUs] KpenocTu cnupta): 10 miu1 HacToiiku mycTtelpHMKa U 10 M
HAcTOWKHM BaynepuaHbl. CMENIMBAIOT, YKYNOPUBAIOT, O(QOopMIsitoT K oTmycky. Odopmuts k
OTIIyCKY OCHOBHOM JTHUKETKOM C 3€JI€HOW CHUTHAIBHOW IO0coM «BHyTpeHHee», «MUKCTypay,
JOTIOJTHUTENBHOUN «XPaHUTh B MPOXJIAAHOM U 3aAIIMUILEHHOM OT CBETa MECTE,

«XpaHUTh B HEIOCTYITHOM JUTs JIeTelt MmecTey. «llepen mpuMeHeHueM B30aITHIBATE

Cpok rognoctu 14 cyTok.

4. JlanHasi MUKCTypa 00JaJaeT CelaTUBHBIM AciicTBUEM. [loaToMy B KayecTBE 3aMEHBI
MPOBU30P MOXKET NPEUIOKHUTh Oe3pelenTypHble pPACTUTENbHbIE U KOMOWHHPOBAHHBIE
JIEKapCTBEHHbIE IpenapaThl CEJATUBHOIO AeWCTBUA. JIekapcTBEeHHbIE IpernapaThl, COAEpKalne
MyCTHIPHUK, Ballepuany, naccudiopy, anb(a-0poM-u30BaIepruaHOBYIO KIUCIOTY H JIp.

S.IIpenapaT ycuiuMBaeT NEUCTBHE alIKoroyisi W JIpyrux BemiecTB, yruerawommx [[HC. Bo
BpeMsl JICYCHHsI HE CIIeyeT yNOTpeONsITh ajJKOTOJIbHBIE HAMUTKU, YIPAaBISATh TPAHCIOPTHBHIMHU
CPEICTBAaMH U MEXaHU3MaMHU.

3ananue 71. CuTyauroHHas 3aaa4da

B alITeKy ropoja H. 06paTI/IJ'IC$I NanueHT € PEUCIITOM Ha IIPOIIUCH HepMaTOHOFquCKOﬁMaSH
CJICOAYIOUICTO COCTaBa:

Rp: Dimedroli 0,5

Lanolini Vaseliniana ana 5,0

M.f. unguentum.

D.S. Hanocumw na nopasicenHvle yuacmxu KOJiCU.

HpOBI/I30p MMPUHA peUCIT HAa U3TrOTOBJICHUC.

1. [TpuBenute onpeaenenue Ma3ei kak aekapcTBeHHoU Gopmel. [lepeuncinte
TpeOOBaHUs, TPEABABISIEMBIC K Ma3siM, UX KIIACCU(UKAIUIO.

2. Knaccudukanus u mpuMepsl Ma3eBbIX OCHOB, UCIIOJIb3yEMbIX ISl SKCTEMITOPaIbHOTO
H3TOTOBJICHUS Ma3eii.

3. OcoOeHHOCTH BBEJICHUS JIEKAPCTBEHHBIX BEIIECTB B Ma3€BbIe OCHOBBI B 3aBUCHMOCTH
OT (PU3UKO-XUMHUUYECKHX CBOMCTB BBOJIMMBIX BEIIECTB U Ma3€BbIX OCHOB IIPH U3TOTOBIICHUH
JI€PMaTOJIOTUYECKUX Ma3eil.

4, OnuimTe TEXHOJIOTHIO TPUTOTOBJICHHUS Ma3U 10 BBIIIIEYKA3aHHOM TTPOTIHCH.

5. Kak oopmiisiercst kK oTIycKy U3roToBiieHHas Ma3b? KakoB cpok TOAHOCTH TaHHOM
JIeKapCTBEHHON (HOpMBbI?

Imanon omeema.

1. Ma3u — 310 MsrKas JeKapcTBeHHas ¢hopMa, peTHa3HauYeHHAas Ui HAaHECEHHUs Ha KOXY,
paHbl U CIIM3UCThIE 000T0UYKH.

TpeboBanus:

- Ma3u Jo/mKHBI UMETh MATKYIO0 KOHCHCTEHLIMIO Ul YIOOHOrO HAaHECEHUs MX Ha KOXY H
CIIM3UCTHIE 00OIOUKH ¢ 00pa30BaHHEM Ha TOBEPXHOCTH POBHOM CILJIONTHOM TIJICHKH.

- Inst mocTrKeHUsT HEOOXOJUMOTO TepaneBTHUecKoro 3(PexTa ¥ TOUYHOCTH JTO3UPOBAHUS
JIEKapCTBCHHBIE BEIIECTBA B Ma3siXx JOJDKHBI OBITh MaKCUMAIBHO AHCIEPTHPOBAHBI U
PaBHOMEPHO pachpeiesieHbl 10 BCeil Macce JIeKapCTBEHHOTO CPECTBaA.



- Ma3u, KaKk u Apyrue JeKapcTBeHHbIE (JOPMBI, JTOKHBI OBITH CTAOUIIBHBI M HE COAEPIKATh
MEXaHUYECKUX BKIIOYCHHH.

- CocTaB Mazel He I0JKEH U3MEHATHCS IIPU UCII0JIb30BAHUU U XPAHEHUH.

- KoHIleHTpauu JiekapCTBEHHBIX BEIIECTB B Ma3W JOJHKHBI COOTBETCTBOBATH PEIEHTYpE
COOTBETCTBYIOLIEH HOPMATUBHON JTOKYMEHTALUH.

Knaccudukamnmm:

1) Tlo Tumy JUCIEPCHOCTH: T'OMOTEHHbBIC (CIUIABBI-PACTBOPBI), TETEPOTCHHbBIC
(cycneH3uOHHbIE, SMYJIbCUOHHBIE) 1 KOMOUHUPOBAHHBIE.

2) B 3aBUCUMOCTH OT KOHCUCTEHUHMHU: * JKujakue (JIMHUMEHTHI, CyCIIEH3UU U AMYJBbCUN);
CoO6CcTBEeHHO Ma3H C COJep>KaHUEM CYCIEeH3MOHHOM ¢a3bl 10 25% - Ma3u-nacTel-CyCleH31H C
CoJIep>KaHuEeM HepaCTBOPUMBIX YacTuil 6omnee 25%.

3) Ilo Ha3HaueHHUIO: AEPMATOJOTHYECKHUE, TJIa3Hble, Ha3aJbHBIC, YIIHbBIC, PEKTAJIbHBIC,
BarMHaJIbHbIE, YPETPAJIbHBIE.

4) 1o ocHoBe: Ha TUAPOPHUIBLHOMI, THAPOPOOHOMN, IMYITHCUOHHOM, MHOTO(Aa3HOI OCHOBE.

a) 1o (hapMaKoOJIOTUYECKUM TPYIIIaM:

-aHTHUCETNITUKHA, MECTHbIE AaHECTETUKH, TOPMOHBI, BUTAMHHBI, MPOTUBOTPUOKOBBIC
CpEICTBA, AaHAJIbI€TUKHU, AaHTUOMOTHKY U T.11.;

0) 1o 00JacTH MPUMEHEHUS:

—  [epmaronoruydeckue.

—  Kocmernueckue.

—  Cromarosoruyeckue

—  PexranbHble U BaruHajlbHbIE Ma3H

— IIporuBomnapasutapHbie Mazu

—  Masu qni4 neuenus pax

— I'ma3nsle ma3u

—  Masu 1 1e4eHns 05K0r0B.

— Maswu u renu Uit Hoca.

—  YHble Ma3u

B) B 3aBUCHMOCTH OT JTUCIIEPCHOCTH (a3:

— T'omorennsie

— T'ereporennsie

2. OCHOBBI, HCIIOJIb3YEMBbIE NTPH POU3BOACTBE Ma3el, Opa3IeIAt0TCs Ha:

1) I'mapodoOuble: xupoBble (IUNO(UIBHBIE) (IPUPOIHBIE KUPbI, PACTUTEIbHBIE Macia,
TMJIPOr€HU3UPOBAHHBIE JKUPBl M HMX CIUIAB C PACTUTEIbHBIMM MAacClIaMU U KUPOIOJIOOHBIMHU
BELIeCTBaMHU U Jp.);

- YIJIEBOJIOPOJIHBIE (Ba3elMH, Ba3eJIMHOBOE Maclo, eTpoJar, napaduH, [epe3uH U Apyrue
CIUTaBBI YTJIEBOIOPOIOB);

- CUJIMKOHOBBIE (3CUIIOH-a3pOCUIIbHAS OCHOBA U JIP.) U TIP.

2) T'mapodunpHBIE: TEMH BBICOKOMOJEKYJSPHBIX YIIIEBOIOB (3(MUPHI  IEIUTIONO3HI,
KpaxMaia, arapa) u 6eJKoB (KeJIaThHa, KoJlareHa u Jp.);

- TeJIM HEOPTaHMYECKUX BellecTB (OEHTOHUTA);

- Teld CHHTETUYECKUX BBICOKOMOJIEKYJSPHBIX COCAMHEHMH (IOJMATHIIEHOKCUAA,
MOJINBUHUJITUPPOIIUAOHA, TOJTHAKPUIAMHIIA) U JIP.

3) dudunbhere:

- abCcopOLMOHHBIE OCHOBBI — 0€3BOJIHBIE CIUIaBbl THAPO(OOHBIX OCHOB (CILJIaB Ba3ejanHa C
smyasraropom T1, T2 win qpyrumu smyasraropamu);

AMYJIbCHOHHBIE OCHOBBI THIIA BOJIa/MAciio (KOMIO3WIIMS BOJbI, TUAPO(POOHOH OCHOBBI U
COOTBETCTBYIOLIETO AMYJIbraTopa, KOHCHCTEHTHAas OSMYJbCHUS BOJAA/Ba3eNUH U [1p.), pPexe
Macio/BoAa (KOMIO3UIUS JHUMO(UIBHBIX KOMIIOHEHTOB, SMYJIBraTOpOB U BOJAbI, B KadyecTBE
HMYJIBraTOPOB UCHOJIB3YIOT HATPUEBBIE, KAINEBbIC, TPUITAHOIAMUHOBBIE COJIM JKUPHBIX KHCIIOT,
norcop6at-80) u 1p.



3. JKwupopacTBOopuMBIE JIeKapCTBEHHBIC BemiecTBa (kamdopa, aHECTe3WH, MEHTON)
MpPEeIBAPUTENILHO PACTBOPSIIOT B pacilaBe JUNO-(QUILHOW OCHOBBI WM B JIUNOMUIBHBIX
KOMITOHEHTAaX CJIO’KHBIX OCHOB.

BopopacTtBopumble JieKapCTBEHHBIE BellecTBa (COJMM  alKaJOUJOB U A30THCTHIX
OCHOBaHUM, Kajaus HOAWJ, TE€KCAaMETUJIEHTETPAMUH U JIp.) PacTBOPSAIOT B BOJE, SBIISIONIEHCA
COCTAaBHOM 4YacThIO Ma3M, a 3aTeéM CMENIMBAIOT C OCHOBOM. Ilpu mpuroToBieHuH Mas3u Ha
0€3BOJJHON OCHOBE JICKApPCTBEHHBIC BEIECTBA PACTBOPSIOT B MHHUMAJIBHOM KOJHYECTBE BOJIBI,
SMYJIBTUPYIOT ¢ paBHOW MAacCoOM JIAHOJMHA U CMELIMBAKOT ¢ OCHOBOM. HepacTBopruMbie B OCHOBE
JICKQpCTBEHHBIC BEIECTBA, a TAaKKE BOJAOPACTBOPUMBIC, HO TMPOIHUCAHHbIE B OOJBIINX
KOJIMYECTBAX, MPEIBAPUTEIBLHO U3MEIbYAIOT B HAMMEIbYaIINi OPOIIOK U BBOJAT B Ma3u IO
THUITY CYCIICH3U.

JleTryuune BeliecTBa BBOJSAT B COCTAB Ma3eil B IOCIEIHIOI OYEPElb MPHU TEMIEpAaType HE
Boite 40°C.

4. Ctaquu U3roTOBJICHUS Ma3H.

1) [lon6op 1 MOATroTOBKA MOCY bl — UCNOIB3YEM CTYNKY Ne 5, mecT.

2) OTtBemmBaeM IuMepon Ha Becax BP-1, momenaem B cTymky.

3) B crynky mepHoil mpoOupkol mpubamisieM 1,5 MII BOIBI OYMIICHHOW, PaCTBOPSEM
JUMEIPOI.

4) OTBemMBaeM Ha EKTPOHHBIX Becax 3,5 aHOIMHA 0€3BOIHOTO, TIOMEIAEM B CTYIIKY.

5) DMmynbrupyem (mepeMeninBacM MecTOM B OJHY CTOPOHY /IO MOSBJICHHS XapaKTEPHOTO
MIOTPECKUBAHMUS).

6) OTBemmMBaeM Ha AJIEKTPOHHBIX Becax 5,0 Ba3esnHa, MOMEIIAeM B CTYIIKY.

7) IlepemeruBaeM COACP)KUMOE CTYNKH B TE€YCHUE 2,5 MUHYT.

8) IlepeHocuM roTOBYIO Ma3b B OaHKY AJIsl OTIYCKA.

5. Odopmienue k oTmycky: 3TukeTka «HapyxHoey», «Ma3b» ¢ opaHKeBOW CUTHAIbHON
II0JIOCOM, TOTIOJTHUTEIIbHAS 3TUKETKA «XPaHUTh B IMPOXJIAAHOM, 3aIUIICHHOM OT CBETa MECTEY,
«XpaHUTh B HEIOCTYITHOM JJIsl IETEH MecTe.

Cpok roZJHOCTH JaHHOM JIeKapCTBEHHOM (popMbl 14 CyTOK.

3aganue 72. CuTyalluoHHas 3a1a4a

B MPOU3BOACTBCHHYIO AIITCKY AJII U3TOTOBJICHUA ITOCTYIINII PCUCIT CICAYIOMIETO COCTaBa:
Rp.: Sol. Calcii chloridi 5% - 200 ml

Glucosi 5,0

Natrii bromidi 3,0

Adonisidi 5 ml

M.D.S. I1o 1 cm.noorcke 3 paza 6 Oenb.

1. VYkaxkute 0cOOEHHOCTH XpaHEHMsI B anTeke apMaleBTUYECKUX CyOCTaHIIHH,
COJIepKAIMXKPUCTAIUTU3ALMOHHYIO BOJTY.

2. VYkaxnutre 0COOCHHOCTH XpaHeHHUs (hapMaleBTHUECKUX CyOCTaHIIMM, COJEpPIKAIIIX
JIETy4YnepaCTBOPUTEIH.

3. JlaiiTe XapakTepruCTUKY KOHIIEHTPUPOBAHHBIM PACTBOPAM JIEKAPCTBEHHBIX BEIICCTB.

4. Paccuwnraiite 00beM BOJBI OUUIIIEHHOW IS M3TOTOBJICHHSI TAHHOM JIEKaPCTBEHHOMN
(hopMBI B cITydae UCTIOIB30BaHMS KOHIIEHTPHUPOBAHHBIX PACTBOPOB (PacTBOP KaJbIIUS XJIOpUIA
50%, pactBop riroko3bl 10%, pactBop Hatpust Opomuna 20%).

5. [TpoBeauTe mpoBepKy 103 aJ0HU3KIA B TaHHOU JieKapcTBeHHOU (opme, eciiu BP]] - 40
kamn., BC/] - 120 xamn. B 1 mur amonusuna 34 Karim.

Omanon omeema:
1.ITpuka3 No706H. JlekapcTBeHHBIE CpEICTBa, MPECTABIISIONINE coboit



(bapmarieBTHYECKHE cyOcraHuu, coJieprKalime KpUCTAJIJIN3aLHOHHYIO BOAY
(KpUCTAJUIOTUIpPAThl), MPOSIBIAIOT  CBOMCTBA  IMTPOCKONMYHBIX  BELIECTB.  XpaHEHUE
KPUCTAJJIOTUAPATOB PEKOMEHIYETCS OCYIIECTBISATh B T'€PMETHUUHO YKYIIOPEHHOH YIIAKOBKE B
COOTBETCTBUM C TpPeOOBAHMSAMH, YKa3aHHbIMH B (papMakoneHHON cTaThbe WJIM HOPMATHUBHOM
nokyMeHTanuu. Kak nmpaBuiio, KpUCTaJUIOTMApAThl XpaHAT Npu TeMiepatype ot 8 no 15 °C u
OTHOCHUTEJILHOH BJIQXXHOCTH BO3ayxa He 6osee 60%.

2. IIpuka3 Ne706H. JlekapcTBEHHBIE CPEACTBA, MPEACTABISIONINE COOOH PacTBOPHI U CMECH
JIETy4uX BELIECTB, a TAK K€ HOBOTAJICHOBBIE IIpenapaThl, TPEOYIOT CO3JJaHUs YCIOBUN XpaHEHHUS,
3alMIIAIOIINX UX OT YJETYYMBAHUS U BbICBIXaHMs. PeKOMEHIyeTcs XpaHUTh JIEKapCTBEHHbIE
CpeAcTBa B IPOXJAJHOM MECTE, B FEPMETHUYECKU YKYIOPEHHOH YIAKOBKE M3 HEHNPOHMLAEMbIX
JUIs  yJIETYyYMBAIOLIUXCS  BEUIECTB  MAaTepUajioB WM B IEPBUYHOM U BTOPUYHOMN
(moTpebUTeNbCKOI) yIaKOBKE B COOTBETCTBUH € TPEOOBaHUSAMHU, YKa3aHHBIMU B (hapMakoneiHoi
CTaTh€ WM HOPMATUBHOM JOKYMEHTALIUH.

3. KoHLEeHTpUpOBaHHbIE PACTBOPHI (KOHLEHTPAThl) — 3apaHee M3TOTOBJIECHHBIE PAaCTBOPHI
JIEKapCTBEHHBIX BELIECTB 00Jiee BBICOKON KOHILIEHTPALlMM, Y€M KOHIIEHTpAlusi, B KOTOPOU 3TH
BEIIIECTBA BBITUCHIBAIOTCS B pEILIETITaX.

KoHuenTparsl npegHa3HaueHbl Ui OBICTPOTO M KAYECTBEHHOI'O W3TOTOBJIEHUS KUIAKUX
JIEKapCTBEHHBIX (HOpM.

PexkoMenayercss M3roTraBiuMBaTh PacTBOPBI-KOHIEHTPAThl W3 BEIIECTB TI'MTPOCKONUYHBIX,
BBIBETPUBAIOILUXCS, COJEpXKAIUX 3HAYUTEIbHOE KOJMYECTBO KPUCTAUIM3ALMOHHON BOJIBI.
PacTBOpbI-KOHLIEHTpAaThl W3TrOTaBIMBAIOT IO MEpEe HEOOXOAMMOCTH, C YYETOM CpoKa HUX
rogHocTH. KOHILIEHTpUpOBaHHbIE PACTBOPHl H3rOTABIMBAIOT MaccO-OObEMHBIM METOJIOM, B
MEpHOH MOCY/I€ B aCENTHUYECKUX YCIOBHSX, UCIIOJIb3YS CBEKEIONYUEHHYIO BOAY OUMIIEHHYI0. B
cllydae OTCYTCTBUS MEPHOW IMOCYABl pPAcCUeT BOABI OYHUIIEHHON MPOBOMAT C YYETOM
kod(purmenta ypenuuenust oorema (KYO) wnn mmoTHOCTH pacTBopa.

N3roroBneHHbIE pacTBOPHI (PUIBTPYIOT, MOABEPratOT MOJHOMY XUMHUYECKOMY KOHTPOJIIO U
MIPOBEPSIOT HA OTCYTCTBUE MEXAHUYECKUX BKIFOYEHUH.

IIpy M3roTOBIEHMH KOHLEHTPHUPOBAHHBIX PACTBOPOB cienyeT M30eratb KOHLEHTpAIlHid,
OJIM3KUX K HACBIIIEHHBIM, TaK KaK MPHU MOHMXEHUM TeMIIepaTypbl BO3MOXKHA KpHUCTaIN3ALUs
PacTBOPEHHOIO BELIECTBA.

EMKOCTH ¢ KOHLIEHTPMPOBAHHBIMH PacTBOPaMU O(GOPMIIAIOT JTHUKETKAMH € yKa3aHHEM
HAalMEHOBaHMA W KOHILIEHTPALlMM pacTBOpa, HOMepa CEepUM W aHaju3a, JaTbl M3TOTOBJICHUS,
CpOKa Ir'OJTHOCTH.

KoH1eHTpupoBaHHBIE PAcTBOPBI XPaHAT B XOPOLIO YKYMOPEHHBIX IITAaHIJIacaXx B
3alMIIEHHOM OT CIOJHEYHBbIX JIydyeldl MecTe mnpu TemmepaType He Bbime 35°C unu B
XOJIOIWIIbHUKE Npu TemmnepaType 3-5°C.

4. Boapt ounr. 200mt. - (20 + 15+ 50) = 115 mn

I'mroxo3sl (¢ BnaxHOCTHI010% KoHIL.1:10)- 5.0%10=50 mu

Konnentpara kanbumst xjaopuaa 50% (1:2) =10 * 2 =20 mn

Konnenrpara narpus 6pomuga 20% (1:5) =3 * 5 =15 mn

Anoansnna 5 M

Oo6bem 205 mn

5. AnoHu3uj - HOBOTaJ€HOBBIM IpemapaT — BEIIECTBO, HMEIOLIEe OrpaHUYEHUe
JO3UPOBOK.

BPJ1=40 kanens, BC/I=120 xanens.

ITpuemos 205:15 = 13.

B 1 mn — 34 xanm,

B 5 M1 - X xanens,

X=5%*34/1=170 xamnenb

PJ1=170:13 = 13 xanens, CJ] = 13 *3 = 39 xammu.

Jlo3bl neueOHas pa3oBasl U JieueOHas CyTOYHAsl HE 3aBbIIIECHBI, HE MPEBBIIIAIOT BBICHIMX
Pa30BOM U CYyTOYHOM 103, 3HAYUT, JICKAPCTBEHHBIN IIPENapaT rOTOBUTH MOXKHO.



3amanue 73. CuTyallmoHHas 3a1a4a

B mipou3BOICTBEHHYIO aNTeKy MOCTYIWI PEIENT Ha N3TOTOBJICHUE TTIa3HBIX KaIlelb:
Rp.: Sol. Atropini sulfatis 1% - 10 ml
M.D.S. Ilo 2 kxanau 6 KOHBIOHKINUBANbHBII MEULOK.

VkakuTe 0COOCHHOCTH XpaHEHHs B allTEKe aTPOITMHA CYJIbdara.

VKaKuTe CPOK XpaHEHHs JaHHOM JIEKApCTBEHHOM (POPMEI B aIlTEKE.

[Mepeuuncnure TpeOGOBaHUS, TPEIBSIBIACMBIE K TIIa3HBIM KATUIAM.

PaccuMraiiTe KOJIMYECTBO HATPHSL XJIOPHIA, HEOOXOAUMOE JIJIsi U30TOHUPOBAHMUS JAHHBIX
rJIa3HBIX Karesb (M30TOHUYECKHIA SKBUBAJICHT aTPOIMHA CYJIb(ara 10 HaTPUs XJIOPUILY
cocrasiseT 0,1).

5. HemocraTkoMm rita3HeIX Kamelb B BUIE BOJHBIX PACTBOPOB SIBJISETCS KOPOTKHM TIEPHOJT
neiicteust. KakuM 06pa3oM MOYKHO OCYIIECTBUTD MPOJIOHIMPOBAHUE JAEHCTBHS TJIa3HBIX Kare

el N =

Omanon omeema:

1. Cornacuo tpeboBanusMm mnpukaza Ne 706H ot 23.08.2010 «OO0 yrBepxnenun IlpaBun
XPaHEHHUsI JIEKAPCTBEHHBIX CPEICTBY.

B nomemienusx Juisi XpaHEHUs JIEKapCTBEHHBIE CPEJICTBA Pa3MELIAIOT B COOTBETCTBUM C
TpeOOBAHUAMU HOPMAaTUBHOM TOKYMEHTAIIUU, YKa3aHHOW Ha YIIaKOBKe CyOCTaHLIUH, C yUETOM:

(U3NKO-XMMHYECKUX CBOWCTB JIEKAPCTBEHHBIX CPEJICTB;

(bapMakoJIOTHYECKUX TPYMI (I aTEYHBIX U MEAULIMHCKUX OpTraHU3alIHii);

criocoba MpuMeHeHUsl (BHYTpEHHEE, Hapy»KHOE);

arperaTHOr0  COCTOSHUSL  (papManeBTUUECKUX  cyOCTaHUMN  (OKHJIKHE,  CBINY4YHE,
razoo0pasHbie).

2. CornacHo mpuka3zy MunsapaBa Poccun ot 22.05.2023 N 2491 "OO6 yTBepxkaeHUH
MpaBWJI U3TOTOBJICHUS U OTIYCKa JIEKApCTBEHHBIX IPENapaToB AJisi MEIULIUHCKOIO MPUMEHEHUS
anTEeYHbIMH OPTraHU3ALUAMH, UMEIOIUMH JIMIIEH3UI0 Ha (hapMaleBTHUECKYIO IESTelIbHOCTh",
I'd XV ODPC «CrepunbHble JIEKApCTBEHHBIE MIpeNapaThl aTEUHOTO U3TOTOBJIECHUS» XpaHEHUE
IJIa3HBIX Kalellb B yCIOBUAX anTeKu cocTasiseT 30 cyTok.

3. K m1a3HbIM KaIuisiM NpeabsBIISIOTCS CAeyIolIe TpeOOBaHus:

- CTEPWJIBHOCTB;

- OTCYTCTBUE MEXaHUYECKUX ITPUMECE;

- KOM(OPTHOCTb;

- CTaOMIILHOCTB;

- IPOJIOHTUPOBAHNE AEUCTBHUS.

4. Tak KaKk H30TOHMYECKHH HKBHBAJIEHT aTpoNMHA Cyib(daTa MO HATPUIO XJIOPUTY
coctasisieT 0,1, cnenoBatensHo, 1 T aTponuHa cynbdara skBuBaieHTeH 0,1 r HaTpus Xjopuna,
torma: 1,0 arpornmnHa cynwsdara — 0,1 mHarpus xmnopuaa, 0,1 arpornmna cynbdara — X, X=0,01
HaTpus xyopuaa. /s monyuenust 10 M H30TOHMUYECKOTO pacTBOpa HATPHS XJIOpHIA TpeOyeTcs
0,09 r marpus xmopuna (0,9% pactBop), Toraa sl U30TOHUPOBAHMS JTAHHOW JIEKAPCTBEHHOM
¢dbopmbl HEoOxoauMo 106aBuTh 0,09 — 0,01 = 0,08 r HaTpUa XJIOpUA.

[IIK OGopoTtHas cTropoHa

Aquae purificatae 10,0

Atropini sulfatis 0,1

1*10/100=0,1

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

5. IlponoHrupoBaHue TJIa3HBIX Kalejlb BO3MOXKHO IIPU IIOMOIIM BBEICHHS B COCTaB
pacTBOpa MPOJOHraTOPOB, MOBBIIIAIONINX BA3KOCTh PACTBOPOB.

B kauecTBe poIOHIaTOpOB UCIOJIB3YIOTCH :



-metunenoia03a(0,5-2%)

-noauBUHIIOBKIN criupT( 1,5%)

[IponoHraTOpsl BKIIOYAIOT B COCTaB IJIA3HBIX Karelb, €CIM OHU HM3TOTABIMBAIOTCS II0
CTaHJAPTHBIM MPOIUCSIM HJIH 10 YKa3aHHUIO Bpaya.

Eme ogauM crnoco0oM npojoHTMPOBAHUS ASUCTBHS TJIa3HBIX KaIlellb SBISETCS BKIIOUCHUE
B COCTaB TJIa3HBIX Kallejlb BS3KUX PACTBOPHTENCH, KOTOPBIE 3aMEISIOT ObICTPOE BBHIMBIBAHHE
JICKapCTBEHHBIX BEIECTB M3 KOHBIOHKTHBAJILHOTO MEIIKa. B KadecTBe 10100HBIX KOMIIOHEHTOB
IJIA3HBIX Kamellb HUCIONB3YIT Macia (papMHHPOBAHHOE IOJICOTHEYHOE, IEPCHKOBOE WITU
aOpHKOCOBOE, PHIOHIT KUP).

3amanue 74. CuryalinoHHas 3agaqa

B npousBoicTBEHHYIO anTeKy ropoja X o0paTuiics MalKueHT ¢ pelenTOM Hau3roTOBJICHHE
JIEKapCTBEHHOU (POPMBI COCTaBa:

Rp.: Inf. flores Chamomillae 100 ml

Inf. foliorum Menthae 100 ml

Natrii bromidi 5,0

T-rae Valerianae 20 mi

M.D.S. I1o 1 cmonosoti nodicke 2 paza 8 OeHb 80 8MOPOL NOLOBUHE OHSL.

1. VYkaxure xapakTepHble MOP(HOJIOT0-IHarHOCTHUECKUE IPU3HAKHU CHIPhsI POMAIIKU
anTeYHON U MATHI IEPEYHOM, 0COOEHHOCTH XpaHEHHsI JTaHHOT'O ChIPbS B allTeKe.

2. VYKaknuTe CpOK XpaHEHHsI JaHHOH JIEKapCTBEHHOM ()OPMBI B aITEKe.

3. KakoBa texHoznorus HactoeB u3 JIPC, cogeprxarero a¢upnsie macna? Kakosa

TEXHOJIOTUSI MHOTOKOMITOHEHTHBIX HACTOCB M3 JICKAPCTBEHHOTO PACTUTEIHLHOTO CHIPHSI,
TpeOyIOIIEero OJMHAKOBBIX YCIOBUN IKCTPAKIIUU?

4, Crenaiite pacueTbl Ha 000POTHOM CTOPOHE MACOPTa MUCEMEHHOTO KOHTPOJIS ISt
W3TOTOBJICHHS IAHHOM JIEKaPCTBEHHOM (POPMBI U3 IEKAPCTBEHHOT'O PACTUTENHHOTO ChIphs (KB
1BeTKOB poMamiku 3,4; KB mucTheB MsITHI 2,4).

5. 3anoaHUTE JUIEBYIO CTOPOHY MACHopTa MUCbMEHHOTO KOHTPOJISL. YKaKHUTE, [0 KAKOMY
MOKA3aTeNI0 MPOBOAAT (PU3UUECKHUI KOHTPOJIh Ka4eCTBa MOCIIE H3TOTOBJICHUS JTaHHOU
JIeKapCTBEHHON (OPMBI, YKa3aB JIOMYCTUMbIE HOPMBI OTKJIOHEHUH.

Omanon omeema.

1. IIBerkm pomamku: l[lenbHBIE WJIM YAaCTHYHO OCBINABIIMECS LBETOYHBIE KOP3MHKHU
MOJTYIIAPOBUIHONW WM KOHHUYecKoW ¢opmbl. Kop3uHKa COCTOUT M3 KpaeBBIX S3bIYKOBBIX
MECTUYHBIX U CPEMHHBIX 000EMoJIbIX TPyOuaThIX LBETKOB. L[BeTosioke romgoe, MeaKosM4aroe,
10JI0€, B Hayaje IBETCHMs NOJYIIAPOBUAHOE, K KOHIY - KOHMYeckoe. OOBepTKa KOP3UHKU
yepenuTyaras, MHOTOpsIHAs, COCTOAIAs W3 MHOTOYMCIICHHBIX NPOJOJTrOBATHIX, C TYIBIMH
BEPXYIIKaMH U ITUPOKUMH IJIEHYATBIMU KPasiMH JINCTOUYKOB.

JIuctbst MATBI: ChIpbe B BUJE KYCOUKOB JIMCTHEB Pa3IMuHON (opMbl U pazmepom 1-10 mwm,
C MPHUMEChIO LIBETKOB U OyToHOB. Kpail nucTa muib4artelif, ¢ HEPOBHBIMH OCTPHIMH 3yOLIaMH.
CHU3yY MO KMJIKaM BCTPEYAIOTCSl pEIKHEe MPUKATbhle BOJOCKH U OJECTSIIME KENThIe >KeNe3KH,
3aMETHBIE MO JIyNoi. ApoMaTHBIN 3aMax yCUJIMBAETCs NIPU PacTUPAHUU JUCThEB. BKyc Kryumii,
MPSHBINA, XOJIO AN,

L[BeTKM pOMAIIKHU U JIUCThSI MATBI OTHOCATCS K 3(HPOMACINYHOMY CBIPbIO, 00JIaatomeM
3aIaxoM, OHO JOJDKHO XPaHUTBCS OTAEJIBHO OT IPYrHMX BUAOB CHIPbS B XOPOILIO YKYINOPEHHOU
Tape (B TOM 4HCII€ IUIOTHO YKYIIOPEHHBIE MEILIKH, TIOKH, KUITbI TKAHEBBIE).

2. CornacHo mpukazy Mwun3apaBa Poccum ot 22.05.2023 N 2491 "OOG yrBepkIeHUH
IIpaBWJI U3rOTOBJIEHUS U OTIIyCKa JIEKApCTBEHHBIX IIPENapaToB AJI MEAULUHCKOIO IMPUMEHEHUS
anTEeYHbIMM OpPraHU3alMsAMH, MMEIOLUMMH JIMIEH3HI0 Ha (DapMaleBTHYECKYIO JeATEIbHOCTh"
XpaHEHUE HACTOEB B YCIOBUAX alTEKH COCTABIISIET 2 CYTOK.



3. U3menbuennoe JIPC, nomenieHHoe B MHPYHAUPKY, 3apaHee MPOTrpeTyio B TeueHue 15
MUHYT Ha KUISALIEH BOISHOW OaHe, 3aJMBalOT HEOOXOAMMBIM KOJIMYECTBOM BOJBI KOMHATHOM
TEMIEPATyphl, TUIOTHO 3aKPBIBAIOT KPBIMIKOW (YTOOBI HE YyIETYYHMBAIHCH d(UPHBIE Macia) W
HAaCTaWBaIOT Ha KUIIANIEH BOJSHONW OaHe NMpH IEepeMeluBaHUU B TedeHue 15 munyT. Ilo
WCTEYCHUN YKa3aHHOTO BPEMEHW H3BIICUCHHE CHUMAIOT C BOJASHON OaHW W HACTaWBAIOT JI0
MIOJIHOTO OXJIAXKACHUSI MIPU KOMHATHOW Temmeparype 45 MUHYT.

Cormacio I'd XV  O®DC « Hacrou u orBape»: MHOTOKOMIIOHEHTHBIE BOJIHBIE
U3BJICYEHHUS] M3 JIBYX U Oojee BUIOB JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPBS, TpeOyIolIue
OJIMHAKOBOTO pEeXHMa JKCTPAKIUU, OOYCIOBIECHHOTO (DU3MKO-XUMUYECKHUMH CBOHCTBAMHU
JNEHCTBYIOIUX U COMYTCTBYIOIIUX BEIIECTB, U3TOTABIUBAIOT B OJHOM HH(PYHIUPHOM CTaKaHE
HE3aBHCHMO OT MOP(}OJIOTHYECKOM TPYIIIBI JICKAPCTBEHHOI'O PACTUTEIHHOTO CHIPhS U C YIETOM
koa¢dunrenToB BopomnoriouieHuss . HacrauBanue mpoBoasST Ha KUIALIEH BOAsSHOW OaHe B
teuenue 15 wmunyt. Ilocrne oxyaxaeHuss BOAHOE W3BJICYCHHE MPOIECKUBAIOT, OCTATOK
JIEKapCTBEHHOT'O PACTUTENLHOTO CHIPbS OTKUMAIOT, 00BEM IMOIYYEHHOTO H3BICUYEHHUS JOBOMST
BOJIOM 70 IPEINUCAaHHOrO 00BEMA.

4. IIIK

O6opoTHas CTOpoHa

[IBeTku pomariku 10,0

Jluctes mater 10,0, T.x. mo 'd XV ODC « Hactou m oTrBapbl» TOTOBUM HACTOU B
cootHomeHuu 1:10

Hatpus 6pomuza 5,0

Hacroiiku Banepuanst 20 M

Bona ounmennas st pomamku 134 Mo, T.K. ko3¢ ¢. Bogonormamni. 3,4 (10*3,4+100) = 134
MIT

Bona ounmennas st Msatel 124 mi, .. k03¢ . Bogomnormamt. 2,4 (10%2,4+100) = 124 mn

Oo0111ee K0JI-BO BOJBI OUUIIEHHON 258 M

O6mmit 00beM MUKCTYPBL: 220 M
s natpust 6pomuga KYO He ucnonesiyercs, T.K .IpoLeT npucyTBus BemiectBa B JID ke 3%:

5-220

X-100

X=2,2%

5. JIuuesas cropona I1TIK.

Hara Ne penenira

Flores Chamomillae 10,0

Foliorum Menthae 10,0

Aquae purificatae 258 ml

Natrii bromidi 5,0

T-rae Valerianae 20 ml

Voo = 220 ml.

IIpurorosui.

[Iposepuir.

Ou3nyeckuii KOHTPOIb MPUTOTOBICHHOW JIEKApPCTBEHHON (OpPMBI  MPOBOJAT  TIO
nokazateno «O0mmit 00beMy». Jlomyctumbie oTkioHeHUST 10 '@ XV ODC «JlekapcTBeHHBIE

mpemapaTsl anTeYHOTO HM3TOTOBIICHUS» COCTABISIOT +1% oT mpomucanHoro oobema 220 M
[217,8-222,2].

3amanue 75. CuTyalinoHHas 3agaqa
B penienTypHO-IPOU3BOICTBEHHBINH OT/EN alTeKH MOCTYIHII PEENT, COASPKAITUICICTYIOIIYIO

MPOTIUCH:
Rp.: Zinci sulfatis 0,2



Acidi borici 0,3

Lanolini anhydrici 2,0

Vaselini ad 15,0

Misce, fiat unguentum.

Da. Signa. /[na cmazvieanus pyx.

[IpoBU30p-TEXHOIOT MPOBEN MPEABAPUTEIbHYIO (DapMaIIEeBTUUECKYIO SKCIIEPTU3Y, TAKCUPOBKY,
nepean perenT A1 H3rOTOBJICHUS 3TOT0 JIEKApCTBEHHOro mpenapata (apmaneBty. @apmaieBt
cenan Bce HeoOX0IMMbIE pacueThl, M3TOTOBUII Ma3b MO JaHHOW MPOMUCH, 0(OPMUIT JIUIEBYIO
CTOPOHY IacIIOpPTa MMCbMEHHOI'O KOHTPOJIA U OTAAJI IIPOBU30PY- TEXHOJIOTY Ha IpoBepKy. [Ipu
MIPOBEJICHUH OIPOCHOTO KOHTPOJISI TPOBU30P BBIACHUI, YTO (papMaIieBT MOMECTHII B MTOIOTPETYIO
CTYNKY IIMHKA OKCHJ] U KUCJIOTY OOpHYIO, TIIATEIbHO u3Menbuni ¢ 0,25 r BazennHa, 1o0aBUI
Ba3eJIMH U JIAaHOJIMH O€3BOJIHBIN MPH MepeMEIINBAHUN YacTsIMH B 2-3 mpreMa 10 00pa3oBaHus
OJIHOPOJHOM IO BHEIIHEMY BUly Ma3u. Masb THIATEIBHO MEpEMEIAIL. Y TAKOBAJ BO
B3BEIICHHYIO CYXYI0 MIUPOKoropiyto 6anky Ha 30,0 T' ¥ ¢ MOMOIIBIO HEUTYTOHIHOTO CKpeOka
IIEPEJIOKUI B HEE Ma3b U3 CTYNKU. baHKy YKyIOpHII KPBIIIKOK € ITOJIOKEHHOW IEpraMeHTHON
npoknaakoit. Odopmun atukeTKoi: «HapyxHoe. Mas3by; npeaynpeauTenbHble HaIlUCH:
«XpaHUTh B IPOXJIAJTHOM MECTEY», «XPAHUTh BHEJOCTYITHOM ISl JETEW MECTE», OTAEIbHbBIN
peLenTypHbIii HOMED.

[IpoBU30p-TEXHOIOT CAEIIal BBIBOJ, YTO Ma3b U3TOTOBJIEHA HEYIOBIECTBOPUTEIBHO U
pexomeHoBan papMareBTy U3TOTOBUTH HOBYIO.

1. Cornachsl 11 Bl ¢ BBIBOJIOM IPOBU30pa-TEXHOJIOTA, YTO Ma3b U3rOTOBJICHA
HEYJIOBJIETBOPUTEIIBLHO U €r0 AAJIbHEHIINMU peKoMeHauusaMu? OTBET apryMeHTHpYHUTe
2. JlaiiTe KpaTKyt0 XapaKTEpUCTUKY JJAHOJIUHY O€3BOTHOMY.

3. [lepeuncnure oOs3aTeNnbHbIE BUIBI BHYTPHANTEYHOTO KOHTPOJIS KadecTBa
JIEKApCTBEHHBIXIIPENIAPATOB, U3TOTOBJICHHBIX B anTeke. /[aliTe uX XxapakTepuCTHKY.

4. ®usnueckuil KOHTPOIb. HOpMBI JOIYCTUMBIX OTKIIOHEHUH U3TOTOBIEHHOM Ma3u.
o. KaxoB cpok roqHOCTH U3rOTOBJIEHHOW B aNTeKe Ma3u?

Omanon omseema:

1. M3roToBieHue npoBOAMTCSA COTaacHO npukasy Munsgpasa Poccum ot 22.05.2023 N
2491 "OO yTBepKIEHHWU NPaBUJ HU3TOTOBJIEHUS M OTIYCKA JIEKAPCTBEHHBIX IpEnapaToB IS
MEIUIMHCKOTO IMPUMEHEHMsI aNTEYHBIMU OpTraHMU3alMsIMM, HUMEIONIMMHM JIMIEH3UI0 Ha
(hapMaIeBTUUECKYIO JCSITEIHHOCTD".

Jla, Ma3b U3rOTOBJIEHA HEYIOBJIETBOPUTEILHO, T.K. (hapMaIieBT

JIOTTYCTHJI OIUMOKY MPU U3TOTOBICHUU Ma3H:

1) B peuente BbImMcaH HMHKA Cyabdat, papManeBT JUIsl U3TOTOBJIECHUS Ma3H B3sUl IIMHKA
OKCH/I.

2) Jlna wu3MenbyeHHUs BEIIECTB HCHOJb30BaJ PACIUIABICHHBIM Ba3elIMH BMECTO
Ba3eJIMHOBOTO MacJa.

Beimucana masp cycrneH3noHHOro Tuma. lluHka cynbgar pacTBOpuM B BOjE, HO B
JIepMaTOJIOTUYECKHUE Ma3d BBOJUTCS IO THUIY CYCIEH3HH, YTOObI YMEHBIIMTH TOKCHUYECKOE
neiictBue Ha opranusM. Kucimora GopHast pactBopuMa B Boje (pacTBopuMocTh 1:25), HO ans
pacTBOpeHHUs] KHUCIOThI OOpHON TpeOyercs OOJIbLIOE KOJUYECTBO BOJBI, MOITOMY BBOAMM B
COCTaB Ma3W TaKkXke Mo TUMY cycrneH3uu. Crnocod u3MeNbyeHHs BEIIECTB B CYCIIEH3MOHHBIX
Ma3siX 3aBHCUT OT MPOLIEHTHOTO CO/IEP KAHMSI CYCIIEHIUPYEMBIX BEIIECTB.

Ma3u n3roTaBInMBarOTCA B KOHLEHTPALUU 10 Macce

Mobm=15,0

PaccuutsiBaem % TBepaoii ¢azer 15,0 - 100%

(0,2+0,3) — x

otcrona x= 3,33% (menee 5%)

B cootBerctBUmM ¢ '@ XV ODC «HectepuiabHble JeKapCTBEHHbBIE MPENapaTbl alTeYHOrO
W3TOTOBIICHUSI B BHJIE MSTKHMX JIEKApCTBEHHBIX (Gopm» M mpukazom Mun3zapaBa Poccun ot



22.05.2023 N 2491 "OO yTBep)KICHHWU NPABWJI H3TOTOBICHHS W OTIYCKa JIEKAPCTBEHHBIX
MpernapaToB [Uisi MEIUIIMHCKOTO TMPUMEHEHHS aNTEeYHbIMH OpraHU3alMsIMH, HMEIOUUIMU
JUIIEH3UI0 HA (papMalleBTUYECKYIO JEATEIBHOCTR" MPH M3TOTOBJICHUH CYCIIEH3MOHHBIX Ma3eil ¢
coliep>kaHueM TBepaol a3l B cocTaBe Ma3u MeHee 5%, JeKapCTBEHHbBIE CpEACTBa
U3MEJBYAIOTCS C JOMOJIHUTEIBHO BBOJAMMOMN HUJIKOCTBIO, POJCTBEHHON OCHOBE, B KOJIMYECTBE
MIPUMEPHO PABHOM ITOJOBUHE MACChl U3MENbYaEMbIX JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHUH C
npaBuiioM JleparuHa. TexHONIOTHA: B CTYNKY OTBEIIMBAIOT KUCIOTY OOPHYIO M LIMHKA Cynb(ar,
u3MenpyaroT B mpucyrctBuu 0,25 r© Macna BasenumHOBOro, T.K. Baszenun — yrmeBomopoiHas
rupodoOHasi OCHOBA, CIEOBATEIFHO, B KAaUeCTBE BCIOMOTATENLHOW KMIKOCTH OEpyT Macio
Ba3eIMHOBOE IO mpaBwiy JlepsruHa B KoJM4ecTBE Y2 OT Macchl TBEpAOH (asbl.
BcenomorarenbHas JKMIKOCTh OKa3bIBAa€T PACKJIMHUBAIOLIEE NEUCTBUE NpU u3MenbueHuu JIB,
THIATENIbHO PAcCTHPAIOT, J100aBISAIOT Ba3elMH M JIAHOJUH O€3BOJIHBIA NpHU MEpeMElINBaHUU
4acTsMU B 2-3 mipuemMa 0 00pa30BaHuUsl OJHOPOJIHOM MO BHEITHEMY BUIY Ma3H.

2. Jlanonmun 6e3Boanbiii (Lanolinum anhydricum) - npencraBnser coOoil CIOXKHYIO
MPUPOJHYIO CMECh A(PHPOB, CHUPTOB U CBOOOTHBIX JKUPHBIX KHCIOT. DTO BS3Kasi TycTasi Macca
Oypo- KEJNTOTo LBeTa Ma3e00pa3HON KOHCUCTEHIIUU CO CBOeOOpa3HbIM 3anaxoM. [lomyuatot ero
U3 TPOMBIBHBIX BOJ OBeubel miepcTu. Temmeparypa muiaBineHus 36-42 °C. B Boxme He
pacTBopsieTCsl, OJJHAKO MPU PACTHPAHUU CMEIIUBAETCS C HEW, He TepsAs CBOed MazeoOpazHOu
KOHCHUCTEHIIMH. be3BoaHbIi TaHoauH criocobeH noriotuth 10 200 % Boabl. JIaHoauH TpynHO
pacTBOpPUM B CHUPTE, HO CIIOCOOEH BOCIPUHSATH B BUIe IpyOoii nucnepcun 1o 40 ygacteit 70%
cnupra 3tUioBoro. JlanomuH Oe3BomHBIA BocmpuHuUMaeT 10 120-140 wacredt rimmepuHa.
JlaHONHMH MpPEeKpacHO BCACHIBACTCS KOXKEMH, T.K.II0 COCTAaBY OJIU30K K KUPOMOJOOHBIM BEIIECTBAM
KOxkH dyenoBeka. Kak camocrosiTenbHass Ma3eBas OCHOBA HE MCIIONB3YETCS BBUAY BBICOKOM
BA3KOCTH M KJIEHKOCTU. Yale BCEro HCHOIB3YyeTCS B CMECH C Ba3eIMHOM B Pa3IMYHBIX
COOTHOIIEHUSX (CIIJIaB Ba3erHa ¢ 0€3BOJIHBIM JAHOJIUHOM 9:1 — OCHOBa JIJIs TJIa3HBIX Maseil, 6:4
— OCHOBA JUIsl Ma3edl ¢ aHTHOMOTHKAMHM), TIPH 3TOM YBEJIWYHMBAET PE30pOIMIO JEKApCTBEHHBIX
BEIMISCTB M3 Ma3eil.

3. Buasl BHYTpHANTEYHOTO KOHTpOJsl yrBepxkaeHbl B Ilpukaze MwunzapaBa Poccuu ot
22.05.2023 N 2491 "OO yTBepXICHWUU MpaBWUJI H3TOTOBJICHUS M OTITyCKa JIEKAPCTBEHHBIX
MpemnapaToB [Uisi MEIUIIMHCKOTO TMPUMEHEHHUS aNnTeYHbIMH OpraHU3AlMSIMH, HWMEIOIUMHU
JUIEH3UI0 Ha apMarieBTUUYEeCKYI0 1eaTenbHOCTh" U I'D XV ODC «JlekapcTBeHHbIE MpenapaThbl
anTeYHOI0 U3rOTOBJICHUS».

Bee JIC, umsroroBnennnlie B anrteke, noasepratorcsi OBA3ATEJIBHO: nucemeHHOMY,
OpraHOJIENTUYECKOMY KOHTPOJIIO, KOHTPOJIIO IIPU OTITYCKE.

1. ITucbMeHHBIN KOHTPOIIb.

[Ipn W3roTOBICHWH JIEKAPCTBEHHBIX TMpEnaparoB, B TOM YHCIE MO pelentaM Hu
TpeOOBaHUsM, a TAaKXKE B BHJI€ BHYTPUANITEYHON 3arOTOBKH, 3aMIOJHAETCS MAclopT MUCbMEHHOTO
KOHTPOJIs1, B KOTOPOM YKa3bIBAIOTCSL:

a) 1aTa U3TOTOBJICHUS JIEKAPCTBEHHOTO Mpenapara;

0) HOMep pelienTa WK TpeOOBaHMUS,

B) HAMEHOBAaHNE MEIUIIMHCKON OpraHU3alliK, Ha3BaHUE OTJIEIeHUs (IIPU HAIMYHUN);

I) HOMEp CepHUH, KOJIMYECTBO B CEPUM - JJS JIEKApCTBEHHBIX IpernaparoB B BHJE
BHYTPHANTEYHON 3arOTOBKH;

1) HANMEHOBAHMUS B3ATHIX JIEKAPCTBEHHBIX CPEJCTB M X KOJIUYECTBA, CTENIEHD B3SATHIX

rOMEONaTUYECKUX Pa3BEICHUM WM rOMEeOoNnaTH4YeCKUX CyOCTaHIUM, YUCIO 103, MOAMUCH
JIMII, U3TOTOBUBIIETO, Pac(hacoOBABIIETO U MPOBEPUBIIETO JEKAPCTBEHHYIO (PopMy.

[lacmopT NHCBMEHHOTO  KOHTPOJS  3alOJHSETCS  Cpa3y IMOCle  W3TOTOBJICHHS
JICKApCTBEHHOTO Tperapara, ¢ yKa3aHHEM JIEKAPCTBEHHBIX CPEJICTB Ha JIATUHCKOM S3BbIKE, B
COOTBETCTBHH C MOCIIE0BATEIHLHOCTHIO TEXHOJIOTHUYECKHUX OTEpariyii.

[lacmopra NHUCHPMEHHOTO KOHTPOJS XpaHATCS B TEUYEHUE JBYX MECSIEB CO JIHSA
M3TOTOBJICHUS JIEKAPCTBEHHBIX NpemnaparoB. [Ipu HM3roToBIEHHMH MOPOIIKOB, CYHIIO3UTOPHEB
yKa3bIBalOTCS 0O0IIass Macca, KOJMYECTBO M Macca OTHENbHBIX 703. OO0mas Cynmo3uTopHas



Macca, KOHIIEHTpaluss U oO0BEM (WIM Macca) M30TOHHPYIOLIETO BELIECTBA, JA0OABICHHOTO B
IJIa3Hble Kallld, PacTBOPBI Ul MHBEKUUH U HMHOQY3UH NOJKHBI ObITh yKa3aHbl HE TOJBKO B
Macroprax MUCbMEHHOTO KOHTPOJIS, HO U Ha OOOPOTHOH CTOPOHE peLenTa Ha JIeKapCTBEHHBIH
npenapar. B ciydae ncnosib30BaHNs KOHLIEHTPUPOBAaHHBIX PACTBOPOB B NACIOPTE MUCBMEHHOTO
KOHTPOJISl YKa3bIBAIOTCA HMX COCTaB, KOHIEHTpalus W B3ATBIE 00BbeM. Bce pacuersr ams
U3TOTOBJICHUS JIEKAPCTBEHHOI'O Ipernapara MpOU3BOIATCSA IO M3TOTOBICHHS JIEKAPCTBEHHOIO
IpernapaTa U 3alKiChbIBAalOTCS B NACIIOPTE MMCbMEHHOTO KOHTPOJIS.

Ecim B cocraB JIeKapCTBEHHOrO IIpenapara BXOIST HAapKOTHYECKHE CpEICTBa,
IICUXOTPOIIHBIE, SOBUTHIE U CHJIBHOAECUCTBYIOIINE BEILIECTBA, & TAKXKE JPYTUe JIEKapCTBEHHBIE
CPEICTBA, NOJICKALINE TPEIMETHO-KOJIMYECTBEHHOMY Y4€Ty, UX KOJIMYECTBO YKA3bIBAECTCA HA
00OpOTHOM CTOPOHE peLenTa.

B cnydae, ecim JieKkapCTBEHHBIE IIpeNapaTbl U3rOTaBIMBAKOTCS U OTIIYCKAIOTCS OJNHHUM U
TEM >K€ JIMIIOM, [aclOpT HUCHbMEHHOIO KOHTPOJI 3allOJIHSETCS B IPOLECCE H3TOTOBJICHMS
JIEKapCTBEHHOI'O IIperapara.

N3rotoBneHHbIE JEKAapCTBEHHbIE Mpenaparbl, peuenTsl W TpeOoBaHMs, MO KOTOPBIM
U3TOTOBJIEHB! JIEKAPCTBEHHBIE IIpENaparhbl, 3allOJHEHHBIE I[ACIOpPTa IMUCBbMEHHOIO KOHTPOJIA
NepefaTcss Ha MPOBEPKY IPOBHU30DPY, BBHIMONHAIOMEMY KOHTPOJIbHBIE (YHKUIUU IIPH
U3TOTOBJIEHUM U OTILYCKE JIEKapCTBEHHBIX IIPENapaToB.

KonTponp 3akirodyaercs B IPOBEPKE COOTBETCTBHUS 3alUCEl B Macrnopre MUCbMEHHOIO
KOHTPOJISl HA3HAYEHUSM B peLienTe Wi TpeOOBaHUU, IPAaBUIbHOCTH IPOU3BEIEHHBIX PAaCUCTOB.

Ecnum npoBH30pOM-aHaIMTUKOM IIPOBEAEH IOJIHBIM XUMHUYECKMM KOHTPOJIb KayecTBa
U3rOTOBJIEHHOIO JIEKAPCTBEHHOI'O IIpernapara, TO Ha IACHOpPTE IMHCbMEHHOTO KOHTPOJIS
IIPOCTABJISIETCSI HOMEP XMMHUYECKOI0 aHaJIM3a U MOJAINKCH IPOBU30pa-aHAIUTHKA.

2. OpraHoyienTU4YeCKU KOHTPOJIb.

3akirodaercs B IPOBEpPKE JIEKAPCTBEHHOI'O Ipernapara MO BHEIIHEMY BHIY, 3amaxy,
OJTHOPOJHOCTH  CMEIIMBAHUSA, OTCYTCTBHIO MEXAaHWYECKMX  BKJIIOYEHHH B  JKUIKUX
JeKapcTBeHHbIX (¢opMmax. Ha Bkyc mpoBepsitoTcs BBIOOPOUHO JIEKAPCTBEHHBIE (POPMBI,
IIpeHa3HaueHHble g JeTed. OJHOpPOJHOCTH IOPOLIKOB, TPUTYpAaLMi TOMEONAaTHYECKHX,
Maces, CHpPONOB, Ma3eH, CYNIO3UTOPHEB MPOBEPSETCS BHIOOPOYHO Yy Kaxaoro (apmaiieBTra
(mpoBH30pa) B TeueHUE paboyero JHs ¢ YYETOM BCeX BUIOB M3TOTOBJIEHHBIX JIEKapPCTBEHHBIX
¢opM. Pe3ynpTaThl OPraHONIENTUYECKOTO KOHTPOJISI PETUCTPUPYIOTCS B JKypHAJe PErucTpaluu
pe3yabTaTOB OPraHOJENTUYECKOr0, (U3NYECKOT0 M XUMHUYECKOTO KOHTPOJIS JEKapCTBEHHBIX
MpernapaToB, W3TOTOBJIEHHBIX [0 pELENTaM Ha JIEKAPCTBEHHbIE IIpenaparsl, TPeOOBAHUSIM
MEIUIMHCKUX OpraHu3aluii U B BUAEC BHYTPHANTEUHOM 3aroTOBKH, KOHILIEHTPHUPOBAHHBIX
PacTBOpOB, TPUTYPALIUHA, CIUPTA ATHIIOBOTO U (PaCOBKHU JIEKAPCTBEHHBIX CPEJCTB.

3. KoHTponb 1pu oTIyckKe.

Bxirouaer mpoBepKYy COOTBETCTBHS: YIAKOBKM JIEKAPCTBEHHOTO Ipernapara (pu3mkKo-
XMMHUYECKUM CBOMCTBAM, BXOJAIIMX B HETO JIEKAPCTBEHHBIX CPEJCTB; YKa3aHHBIX B PELIENITE WU
TpeOOBaHUU 103 HAPKOTHYECKHX CPEACTB, IMCUXOTPOIHBIX, CHUIbHOJAEHCTBYIOIIMX BEIIECTB
BO3PACTy MAaIMEHTAa; PEKBU3UTOB peIenTa, TpeOOBaHMUs CBEJICHUAM, yYKa3aHHBIM Ha YIAaKOBKe
M3TOTOBJICHHOTO JIEKAPCTBEHHOTO IIperapara; MapKHUPOBKHM JIEKApCTBEHHOIO Ipernapara
TpeOoBaHUSAM, yKazaHHbIM B «TpeOoBaHMAX K MapKHpPOBKE HM3TOTOBJICHHBIX JIEKAPCTBEHHBIX
MpernapaToB il MEIULUHCKOrO MpUMEHeHUs». [Ipu BBISBIEHMM OJHOTO U3 YKa3aHHBIX
HECOOTBETCTBUI U3rOTOBJICHHBIH JIEKAPCTBEHHBIN IIpENapar He NOJIEKUT OTITYCKY.

4. ®uznueckuil KOHTPOJIb 3aKJIIOYAETCS B MPOBEPKE 0011l MacChl M3TOTOBJICHHON Ma3u.

mo0m=15,0

Hopwmsl nonyctnmbix otknonenn 15,0+£8% [13,8 +16,2]

Hopmbl nomyctumbix oTkiIoHeHHH mnpuBeleHsl B '@ XV O®PC «JlekapcTBeHHBIE
IIpenapaTsl aITEYHOTO U3TOTOBIICHUSY.

5. Cornacuo Ilpukasy MunzapaBa Poccun ot 22.05.2023 N 2491 "OO6 yTBepxkaeHUU
IIPaBWJI U3TOTOBJICHHS U OTIIyCKA JIEKapCTBEHHBIX IIPENapaToB AJI MEAULIUHCKOIO IMPUMEHEHUS
anTEeYHBIMH OpPTaHU3ALMAMH, UMEIOUIMMHU JIMICH3UIO Ha (hapMaleBTHUECKYIO JEATEIbHOCTD" —



14 cytok.
3amanue 76. CuryalinoHHas 3agaqa

B penentypHO-TIpOM3BOACTBEHHBIN OTIEN allTEKU MOCTYIIMII PELIETIT, COJEPKALIUI CIEAYIOLYIO
MIPOIHUCH:

Rp.: Unguenti Zinci 20,0

Resorcini 0,5

Misce. Da. Signa. Hapyoicnoe. Hanocumo Ha nospedicoenHblil Y4acmox KOXNCU.
[IpoBHU30P-TEXHOIOT MOPYYUIT U3TOTOBUTH 3TOT JIEKAPCTBEHHBIH Mpenapat MoJIoAOMY
dapmaneBty. ToT cienan pacy€Tel Ha 0OPATHOM CTOPOHE MACIOPTA MUCEMEHHOTO KOHTPOJIS,
M3rOTOBUJI Ma3b, O(OPMMUII JIMLIEBYIO CTOPOHY MACIOPTa MUCbMEHHOTO KOHTPOJISL U OTAall
IIPOBU30PY-TEXHOJIOTY Ha MpoBepKy. [Ipu nposepke nacrnopra NMCbMEHHOI'O KOHTPOJIS U
MIPOBEJICHUH OIIPOCHOTO KOHTPOJISI BBISICHUIIOCH, YTO (hapMalleBT U3TOTOBUI Ma3b CIEAYIOIIUM
obpazom. I{unka okcuy B komudectse 2,0 pacTep B TEIUION cTymke mpuMmepHo ¢ 1,0 BazenuHa (13
B3BEIICHHBIX 16,2), CABUHYI MyJbIly U3 IieHTpa cTynku. [Tomectun B crynky 0,5 pe3opiuHa,
pacTBOPMII €ro B HECKOJIBKUX KaIUISIX BOJBI, pAaCTBOP 3adMyibrupoBai 1,8 maHonmHa
6e3BoaHOr0. CMenian myJabny UHKA OKCUAA, YMYJIBCUIO PE30PIIMHA U OCTATOK Ba3elMHAa J10
onHopoaHocTH. [lepenéc Ma3b B 0aHOUKY C HABUHUYMBAIOLIEHCs KpbIIKOil. [IpoBu3op-TexHonOr
C/IeTial BBIBOJI, YTO Ma3b M3TOTOBJIIEHA HEYAOBIETBOPUTENBHO, YKa3all HA OIIUOKU U
PEKOMEH10BaJl U3TOTOBUTH Ma3b 3aHOBO.

1. Cornachsl 11 Bbl ¢ BBIBOJJOM POBU30pa-TEXHOJIOTA, YTO JIEKAPCTBEHHBIN Ipenapar
U3rOTOBIIEHHEYA0BIEeTBOpUTENbHO? Kakue ommbku gonycTui apmarenT?

2. [IpuBenuTe pacu€rhl MO JaHHOM MPOMMCH.

3. [lepeuncaure o0s3aTeNbHBIE BUABIBHYTPUANITEUHOTO KOHTPOJIS SKCTEMITOPAJIBHBIX
JIEKAPCTBEHHBIX MpPEnaparToB. JlaiiTe NX KpaTKyI0 XapaKTEPUCTHKY.

4. Kak nomkeH ObITh 0(hOpMIIEH MacopT MUCBMEHHOTO KOHTPOJIS 110 JaHHOMY perenty?
o. VYKaxuTe yCI0BHS U CPOK XPaHEHHsI Ma3U.

Omanon omseema:
1.a, cornaces. J[aHHyt0 Ma3b HEOOXOIMMO T'OTOBUTH KaK Ma3b-CyCII€H3HIO, T.K. Pe3opiuHa
6omnee 2%, mpu SMYJIBTUPOBAHUU B IEPMATOJIOTMUECKUX Ma3siX BO3ZHUKAET TOKCHYECKOE
JIEMICTBYE HAa OPraHU3M M HEKPO3 TKaHEM.
2.1lunkoBast Ma3b uMeeT opuMHAIBHBIN cocTaB: [{unka okcuaa — 10,0; Bazenuna — 90,0 Pacuer
koimuecTBa IHKA okcuaa: 10 x 20:100=2,0 Pacuer o6miero konuuecTa BazeauHa: 90 x
20:100=18,0 2) IIpouent TBepmoit daswr: 2,0 + 0,5 =2,520,5 —100% 2,5 -xx=12,2% > 5 %,
T.K. IPOLIEHT TBepoH (a3bl 6osee 5% Mo3TOMy U3MENbYAEeM C 2 HaCThIO OCHOBBHI.
3. IluceMeHHBIN KOHTPOIB. [Ipn H3TOTOBICHNH JIEKapCTBEHHBIX (DOPM TI0 perenTaM u
TpeOOBaHUAM JIedeOHBIX OpraHU3aIUil 3aNOTHSIIOTCS TACTIOPTa MUCEMEHHOTO KOHTpoJs. B
MacHopTe IOJKHBI OBITh YKa3aHBI: JaTa U3TOTOBJIEHUS, HOMEp peLenTa (Homep JeueOHon
OpraHM3alliy, Ha3BaHHUE OT/ICTICHHS ), HANMEHOBAHUE B3SITHIX JIEKAPCTBEHHBIX BEIIECTB M UX
KOJIMYECTBA, YUCIIO J03, MOANKUCH U3rOTOBUBLIETO, pacacoBaBILIEro U MPOBEPHUBILIETO
JIeKapCTBEHHYIO popMy. Bece pacueTsl TOMmKHBI TPOU3BOAUTHCS 10 U3TOTOBIICHUS
JIeKapCTBEHHOM (hOPMBI U 3alMChIBAaTHCS Ha 00paTHOM cTopoHe nacnopra. [lacropt 3anonnsercs
HEMEJIEHHO OCJIe U3TOTOBJICHHUSI IEKAPCTBEHHON (DOPMBI, 1O MAMSTH, Ha TJATHHCKOM SI3bIKE, B
COOTBETCTBHH C MOCJIEIOBATEILHOCTHIO TEXHOJIOTHYECKHX orepaluii. U3roroBieHHbIe
JIEKapCTBEHHBIE CPEACTBA, PELIENTHI M 3aII0JHEHHBIE NACIIOPTa EPENAIOTCS HA IIPOBEPKY
MIPOBU30PY, BHIMOIHSIIONIEMY KOHTPOJIbHBIE (YHKIIMU ITPU U3TOTOBJICHUH U OTITYCKE
JIEKapCTBEHHBIX cpeAcTB. KOHTpOIIb 3aKiI0o4aercs B IPOBEPKE COOTBETCTBUS 3aluceil B
MacHopTe MMUCbMEHHOTO KOHTPOJIS IPOIMUCH B pelienTe, MPaBUIbHOCTH MPOU3BEICHHBIX
pacuetoB. 2) OpraHojenTu4eckuii KOHTPOJIb. 3aKIII0YaeTCsl B IPOBEPKE JIEKAPCTBEHHON (hOPMBI



(B TOM umcIe roMeonaTUYecKoi) no nokazaressm: "Onucanue" (BHEIIHUN BUJI, LIBET, 3amax),
OJTHOPOJHOCTH, OTCYTCTBUE BUAUMBIX MEXaHUUYECKUX BKIIOUCHHH (B KUAKUX JIEKAPCTBEHHBIX
¢dopmax). Ha BKyc mpoBepstoTCsi BRBIOOPOYHO JIEKapCTBEHHBIE (POPMBI, ITpeTHA3HAYCHHBIE /TS
nered. OMHOPOIHOCTh MOPOIIKOB, TOMEONIATUYECKUX TPUTYPALUI, Ma3el, TUIIOJIb,
CYNIIO3UTOPHUEB MPOBEPSIETCS B COOTBETCTBHUH ¢ TpeboBaHusiMu ['ocynapcTBenHoit @apmakornen,
NEHCTBYIOIUX HOPMATHUBHBIX TOKYMEHTOB. [IpoBepka ocymiecTBiseTcs BHIOOPOYHO Y KaKI0TO
¢dapmarieBTa B TeueHHE paboyero JHS C yYETOM Pa3IMUHBIX BHIOB JIEKAPCTBEHHBIX (OPM.
Pe3ynbTaThl OpraHoienTHYeCKOro KOHTPOJIS JIEKAPCTBEHHBIX (JOPM PErHCTPUPYIOTCS B )KypHaJe
o npwiaraemoit hopme (Ilpunoxxenue b x Hactosmeit Macrpykuun). 3) KonTposs npu
oTnycke. J[aHHOMY KOHTPOJIIO ITOABEPrarOTCs BCE U3TOTOBJICHHBIE B AlITEKAX JIEKAPCTBEHHbIE
CpeIcTBa (B TOM UMCIIE FTOMEONIaTUUECKUE) IIpU uX oTmycke. IIpu aTom nmposepsiercs
COOTBETCTBHE: - YIIAKOBKH JIEKAPCTBEHHBIX CPENCTB (PU3UKO-XUMHUECKUM CBOMCTBAM BXOMSIINX
B HUX JIEKAPCTBEHHBIX BEILLECTB; - YKa3aHHbBIX B pELENTE 103 SA0BUTHIX, HAPKOTHUYECKUX U
CHJIBHOACHCTBYIOIINX JIEKAPCTBEHHBIX BEIIECTB BO3PACTY OOJIBLHOTO; - HOMEpPA Ha PeLenTe ’
HOMeEpa Ha dTUKETKE; paMUIiK OOJHHOTO HAa KBUTAHIIMH, ()aMHUIIUH HA STUKETKE U PELETTe UIIH
€ro KOMHH; - KO pelenToB MPOIMUCAM PELENTOB; - 0hOPMIICHHS JIEKAPCTBEHHBIX CPEACTB
neiicTByromuM TpedoBanusaM. [Ipu oTmycke ocoboe BHUMaHuE oOpariaeTcst Ha ohopMiIeHne
COOTBETCTBYIOIIMMU MPEIYNPEAUTETFHBIMUA HAIMUCIMH JIEKaPCTBEHHBIX ()OPM, U3TOTOBIIIEMBIX
B anTeKax /s JIedeOHbIX OpraHu3auil.

4. Jlata Neperenra

Zinci Oxydi 2,0

Resorcini 0,5

Vaselini 1,25

Vaselini 16,75

Mo0m=20,5

IIpuroroBun

[Ipoepmin__

Ornycrtun_

5. B nmpoxitamHom, 3anuIiieHHOM OT cBeTa Mecte. B HemocTynHoM yist nereid mecte. Cpok
XpaHeHus — 14 cyTok.

3ananue 77. CuTyaumoHHas 3a/1a4a

B npoun3BoACTBEHHYIO aNTeKy MOCTYNUI PELEnT ¢ MPONUChio Mopolka. PenentypHbiid O01ank Ne
107-1/y mumeer Bce HEOOXOAWMBIE PEKBH3UTHI (OCHOBHBIE W JIOTOJNHUTENbHBIC). [lammeHT
o0paTuiics K IPOBU30pY € MPOChOOH 0 CKOpeHIeM M3rOTOBJICHUH JIEKAPCTBEHHOIO Iperapara,
MIOCKOJIbKY JIeYeHHEe HeoOXOoJMMO HauyaThb Yxke ceroas. IIpoBusop-TexHosor, H3y4uB
MIPEJICTABICHHBINA PEIeNnT, BBIHYKIEH OBbLT OTKa3aTh MAIIMEHTy B HM3TOTOBICHWU M OTITYCKE
JTAaHHOM JIEKapCTBEHHOH ()OPMBI U MOPEKOMEHJ0BAJ TOCETUTENIO OOPATUTHCS K JIeHalleMy Bpady
32 HOBBIM PELIETITOM.

Rp.: Codeini phosphatis 0,01

Analgini 0,4

Misceut fiat pulvis

Da tales doses N 15

Signa.llo 1 nopowxy 3 paza 6 Oenv.

Ilpumeuanue: xooeuna gpocpam BP/[ = 0,1, BC/] = 0,3; ananveun BP/] =1,0, BC/[ = 3,0.

1. JlaiiTe xapakTepuCTUKY JIEKapCTBEHHOU (popme, mpornrcanHou B perente. Kakue npasuia
JOJKHBI COOIOAATHCS MIPH BBHIMTUCHIBAHUH TAHHOW JIEKapCTBEHHOH (OpMBI?

2. llpuBenute pacu€Tbl, HEOOXOAUMBIE JIJISl U3TOTOBJICHUS YKA3aHHOM MPOMKCH. 3alOTHUTE
000pOTHYIO CTOPOHY MmacnopTa muckMeHHoro kouTposs (ITI1K).

3. Ilpemnoxure panoHaIbHYIO TEXHOJIOTHIO H3TOTOBIIEHUS JIEKApCTBEHHOM (POpMBI,
MIPOIMCAHHOWB PEIIeTITE, €€ YIAaKOBKY M 0(OpMIICHHE.



4. K kaxoii (hapmMakoTepaneBTUYECKOM TPyIIe OTHOCUTCA KojenH? Ha3oBuTe moka3zaHus K
IIPUMEHEHHMIO MIPENapaToB JaHHOHN rPpynibl. YKaXUTe CUMIITOMBI 1€PEJ03UPOBKH KOJECHHOM.
Kakne meponpusTast HEOOXOAUMO OCYIIECTBIIATD B CIIy4ae HHTOKCHKAIIMK JaHHBIM
npenaparom?

5. K opranusanuu caHuTapHOTO peuMa B IPOU3BOACTBEHHBIX AlITEKAX MPEABABIIAIOTCS
cTporue TpeOoBaHusA. YKaKUTe OCHOBHBIE IIPABUIIA COOJIIOJICHUSI CAHUTAPHBIX HOPM B
IIPOM3BOJICTBEHHBIX MIOMEIIEHUSX allTEKH IIPU U3TOTOBIEHUH HECTEPUIIBHBIX JIEKAPCTBEHHBIX

dhopm.

Omanon omeema:

1. Boinucan cioKHbIM 103UpOBaHHbIN 1opo1iok. CoaepkUT BewecTBo cnucka Il — kogenna
docdar. [Ipuka3z MunuctepcTba 3apaBooxpaneHust Poccuiickoit @eaepannu ot 24.11.2021 Ne
10941 "OO0 yrBepxnaenuu [lopsinka Ha3HaUeHMsI IEKaPCTBEHHBIX NpenapaToB, popm
pelenTypHbIX OJTaHKOB Ha JIeKapCTBEHHBIE Mpenapatsl, [lopsaka opopmiieHns ykazaHHbBIX
OJIaHKOB, UX y4eTa ¥ XpaHeHus, HopM OJAaHKOB PELENTOB, COACPKAINX HAa3HAYCHHE
HapKOTUYECKUX CPEJICTB WM IICUXOTPOIHBIX BelEeCTB, [lopsiaka uX U3roToBiaeHus,
pacnpeziesieHus, perucTpaluy, yuera u XxpaHeHus, a Takxe [IpaBuin odpopmieHus 61aHKOB
pelenToB, B TOM 4uciie B (opMe NIEKTPOHHBIX JOKYMEHTOB" MCIONB3YETCS peLeNnTypHBIA OJ1aHK
¢dopmbr N 148-1/y-88. [Ipu BeIIMCHIBAaHUM pELIENTa Ha JIEKAPCTBEHHBIH Mpermapar
WHJIMBHU1yaJIbHOTO U3TrOTOBJICHUS HAUMEHOBAHUS HAPKOTUYECKUX U IICUXOTPOITHBIX
nekapcTBeHHbIX npenaparoB cruckos 11 u 11 Ilepedns, HHBIX JIEKapCTBEHHBIX IIPENAPATOB,
MOJIEKAUTUX ITPEIMETHO-KOJIMUYECTBEHHOMY YUETy, MUIIYTCS B HAYaJle peLerTa, 3aTeM - BCe
ocTajbHble HHIpeAneHThl. CocTaB KOMOMHUPOBAHHOIO JIEKAPCTBEHHOT'O Mpenapara,
0003HaYeHHE JIEKAPCTBEHHOM (POpMBI U 0OpallleHue MEAUIIMHCKOr0 pabOTHUKA K
(hapmareBTHUeCKOMY pabOTHHUKY 00 M3TOTOBJIEHUHU U OTIYCKE JIGKAPCTBEHHOTO Iperapara
BBINKCHIBAIOTCS HA JTATUHCKOM si3bIKe. CrIoco0 MpUMEHEHUs JIEKapCTBEHHOI' O Mpenapara
0003HavaeTcs ¢ yKkazaHUEM JI03bl, YACTOThI, BpEMEHU IIPHUEMa OTHOCUTENBHO CHA (YTPOM, Ha
HOYb) U €r0 JUIUTEIbHOCTH, a JJIS JIEKAPCTBEHHBIX MTPENapaToB, B3aUMOICHCTBYIOLINX C MUIIEH,
- BpPEMEHU UX yNOTPeOIeHHsI OTHOCUTENBHO IpUEMa MU (0 €/1bl, BO BPEMs €]Ibl, TOCIIE €JIbI).
ITpu HEO6XOIMMOCTH HEMEIJICHHOTO MJT CPOYHOTO OTITYCKA JIEKAPCTBEHHOIO IpenapaTa
MAlMEeHTY B BEPXHEH YacTH perenTa MpoCTaBIIIOTCs 0003HAUCHUS «Cito» (CPOYHO) WM «statimy
(nemennenHo). [1pu BeIMUCHIBaHUY pelienTa Ha JIEKApCTBEHHBIN MpenapaT MHIMBUYaIbHOTO
M3TOTOBJIEHUS KOJMYECTBO KUJKUX (hapMalleBTUUECKUX CYOCTaHIIMN yKa3bIBaeTCs B
MWIIHIIUTPAaX, TpaMMax UM KaIljisX, a OCTANIbHbIX (hapMalleBTUYECKHX CYOCTaHIUM - B
rpammax. PenienTsl, BEIICaHHBIE HAa penenTypHoM Omanke ¢popmbl N 148-1/y-88,
JEMCTBUTENBHBI B T€UEHHUE 15 qHEN CO 1HS BBIIMCHIBAHUS.

2. Ilposepka n03. Kogeuna docdar: no penenty P/ = 0,01 CI]=0,03 mo 'd BP/[=0,1 BCJ =
0,3 Anansrun: no peuenty Pl = 0,4 CI = 1,2 BPJ[ = 1,0 BCJ] = 3,0 /{0361 HE 3aBbIIIEHBI.
Pacuétsi.

Kopeunna docar: 0,01x 15=0,15

Amnamerua: 0,4 X 15=6,0

Macca obmas: 0,15 + 6,0 = 6,15

PasBecka: 6,15/15=0,41

3. B cootBercTBHE ¢ D XV ODC «HecrepusabHble JeKapCTBEHHBIE MTPENapaThbl aTeuHOro
M3TOTOBJIEHUS B BUJI€ TBEPBIX JEKapCTBEHHBIX (hopm» B cTynky Ne 4 nmomerniaem 6,0 r
AHanbruHa, U3MeNnbuaeM, 3aTupas Hopsl CTynku. BelHOCHM ero Ha kancyiy. B crynky, ¢
3aTepTHIMU IOPAMH MTOJIYYaeM y MPOBU30pPA-TEXHOJIOra, OTBETCTBEHHOI'O 3a XpPaHEHUE BEUIECTB,
HaXOJSIIMXCS Ha MPEAMETHO-KOJIMYECTBEHHOM y4eTe, 10 0(hOpMICHHONW 00paTHOM CTOpOHE
penenita, 0,15 r kogenna docdara. MzmenbuaeM u 100aBiIseM B CTYIIKY AHAJIBIUH C KaICyJbl.
CmemmBaem. [IpoBepsieM 0IHOPOAHOCTD IIOPOILLIKOBOM MACChl, 3aII0JIHSIEM JTULEBYIO CTOPOHY
[TTK u nepenaem acoBmuky st go3upoBanus o 0,41 T B BOIIEHBIE KAICYJbl U YITAKOBKH.
Odopmisiem stukeTKoi: «BryTpenHee», «Ilopomku», «XpaHUTh B HEJOCTYITHOM IS JeTeil



MECTE», «XPaHUTh B IPOXJIAJHOM MECTE», «XPaHUTh B 3aLIUIIEHHOM OT CBETa MECTEM.
CuabykaeM JU1sl OTITYCKa CUTHATYpOH.
4.KonenH — onuouiHbIi aHanbreTuk. Kogenn— npoTUBOKaILIEBOE CPEACTBO LIEHTPAIBHOIO
HapKOTHYECKOro tuna JeicrBus. [lokazaHus Kk NpUMEHEHUIO: IPUCTYNO00Pa3HbII
HENPOYKTUBHBIN Kalenb, 00JIeBOW CHHIPOM MPH TPABMaX, OHKOJIOTHUECKUX 3a00I€BaHUAX
CuMIITOMBI NEPENO3UPOBKU: -3aMEUICHUE U 3aTPYJHEHHUE JbIXaHUS; - JIUIIKUN XOIOAHBIN IIOT, -
CHIDKEHHE TEMIIEpATyphl Teja; -CO3HAHUE MAllMEHTa CTAHOBUTCS CIIyTaHHBIM; -CHU)KEHHE
apTepUabHOTO JaBJIEHUs, FOJIOBOKPYKEHHUE; -CUJIbHAs CIIA00CTh, YyBCTBO YCTAIOCTH U
COHJIMBOCTH; -CUJIBHOE CY)KEHME 3padKa; -CyJOpOry; -TPEBOKHOCT. JIeueHue: caenarthb
IIPOMBIBAHUE XKEITyJIKa, a TAKXKe JaTh afcOPOUPYIOIINE CPEICTBA U COJIEBbIE CIAOUTENbHBIE,
3aTeM HaJOKCOH (SBJIAIOTCS Cienn(pUIECKUMU aHTaroHUCTaMu npenapara). [Ipu jgerkoit
CTECIICHH OTPABICHUM IIPUMEHSIOT JbIXaTEIbHbIC AHAJICITUKU.

5. Canurapnsie TpeOOBaHUS PU U3TOTOBJICHUN HECTEPUIIBHBIX JIEKAPCTBEHHBIX POPM

periIaMeHTHPYIOTCs CTaHJapTHBIMU onepanoHHbIMU npoueaypamu (COII), koTopsie

YTBEPKAAIOTCS PYKOBOJUTENE aITEUHON OpraHu3aluu.
ITpumep COIlla: «JIekapcTBeHHBIE BENIECTBA, UCIIOJIB3YEMBIE ITPU U3TOTOBJIEHUN HECTEPHIIBHBIX
JIEKapCTBEHHBIX ()OPM, TOJDKHBI XPaHUTHCS B TUIOTHO 3aKPBITHIX IITAHTIACaX B YCIOBHUSX,
UCKJIIOYaoNIMX uXx 3arpsisHenue. Llltanriacel, ncnoap3yemble IPU XPAHEHUH JIEKAPCTBEHHBIX
BELIECTB, [I€pPeJl HAIIOJHEHUEM MOIOT U CTEpUIM3YIOT. BeriomoraTenbHblil MaTepual u
YKYIIOPOUYHBIE CPE/ICTBA, HEOOXOJUMBbIE ITPU U3TOTOBJIECHUH U (PACOBKE JIEKAPCTBEHHBIX CPECTB,
[IOArOTABJIMBAIOT, CTEPUIN3YIOT. ANITEUHYIO IIOCYY HEPE]] UCIIOIb30BaHUEM MOIOT, CyIIaT U
CTEpUWIM3YIOT. B Havyalsle U B KOHIIE Ka)KIOM CMEHBI BECHI, IINIATEIN, HOKHULIBI U IPYTrOW MEIKUI
anTeYHbII HHBEHTAph MPOTUPAIOT 3% PacTBOPOM IMEPEKHUCH BOJOPOIA UITH CITUPT - (PUPHOI
cmechio (1:1). ITocne kax10ro OTMEpUBAaHUS WM OTBEIIMBAHUS JIEKAPCTBEHHOI'O BEIIECTBA
TOPJIOBUHY U IPOOKY LITaHTJIaca, a TAKXKE PyYHbI€ BECHI BBITUPAIOT caja(eTKON U3 MapJu.
Canderka ynorpebisiercs TOIbKO OMH pa3. BopoHkH npu GUIBTpaliuK WM MPOLEKUBAHI U
KUJKHX JIEKaPCTBEHHBIX CPEACTB, a TAKXKE CTYIIKHU C MOPOIIKOBOW MJIM Ma3eBOM MacCou 110
Pa3BECKU U BBIKJIA/IBIBAHUS B Tapy HAKPBIBAIOT MJIACTMACCOBBIMU WIIM METAJITINYECKUMHU
IJIACTUHKaMH, KOTOPBIE MTPEIBAPUTENBHO Ne3UHPUIUPYIOT. 11 BBIOOPKHU U3 CTYIOK Ma3el u
MIOPOIIKOB UCIOJIB3YIOT MJIACTMACCOBBIE IUTIACTUHKY. [IpMEHEeHne KapTOHA HE IOITYCKAETCA.
[Tocne n3roToBieHNst Ma3ei OCTATKH JKUpa yAAJISIOT IPU IOMOIIY KapToHa, OyMaru, JTUTHUHA,
3aTeM CTYNKH MOIOT U CTepHiIu3ytoT. Mcnonb3yemslie 171t paboThl OyMa)KHbIE M BOILAHbIE
KarcyJibl, IINaTen, HUTKH, PE3UHKU 00XBATOYHBIE U Jp. XPAHSAT B SIIMKaX aCCUCTEHTCKOTO
(acoBouHOrO) cToMNA (SMMKH €XKETHEBHO MOIOT). BcrmoMoraTensHble MaTepHuaibl XpaHaT B
3aKpBITHIX IIKa(ax B yCIOBUIX, UCKIIOYAIOIINX UX 3arpS3HEHHUEY.

3ananue 78. CuTyanmoHHas 3a1a4a

B anteky mocTynui perent, BHITUCAHHBIN Ha penenTypHoM Osianke Ne 107-1/y:

Bosomu: Pubograsuna 0,002

Kucnomwr acxopdounosoii 0,02

Tnokose 0,2

Boowl ouuwennori 10 mn

Cmewan. Jlati makux 003 uuciom 2

Obo3nauv. Inasnvle kaniu.

dapMareBT U3roTOBUIJI PACTBOP B ACENTHYSCKUX YCIOBHSX, 3aMTOJIHUJ IMACTIOPT MUCEMEHHOTO
KOHTPOJIS, TOCIIE KOHTPOJISE Ka4eCcTBa PO HILTPOBAI, IPOBEPHIT OTCYTCTBUE MEXaHUYCCKHUX
BKIJIFOUCHUH B KaIUISAX, YKYIOPHJI ITOJ] 00OKATKY, MPOCTEPHIIN30BAT H 0(OPMHUI ITHKETKY.

1. [Tepeunciure TpeboBaHMS K OPOPMIICHUIO pPEIlETA.
2. KakoB cpok xpaHeHUs MacmopTa MUCHbMEHHOT'O KOHTPOJS B alTeKe Ha



M3TOTOBIICHHYIOJIEKAPCTBEHHYIO (hopmy?

3. B xakxux YCIOBHUAX U KaKOM IMOMEINCHHUHN allTCKU OCYIHCCTBIISAIOT ITPOLIECC

HM3rOTOBIICHUATIIA3HBIX Kallellb B aniTeke?

4, Ilo xakuM TTOKa3aTeIIM IMpOBOOAT HpHéMO‘IHBIfI KOHTPOJIb JICKAPCTBCHHBIX
CpCACTB,UCIIOJIB3YEMBIX IJI1 U3TOTOBJICHUA JICKAPCTBCHHLBIX IMPCIIapaTOB B arnreke?

5. Kakne KOMITOHEHTBI B COCTaBE M3rOTOBJICHHBIX TJIa3HBIX Kallellb OKa3bIBAalOT OCHOBHOE

(hapmakoTepaneBTHIECKOE JACHCTBHUE TP MPUMEHEHHUH JICKAPCTBEHHOTO TpermapaTa?
Omanon omeema.

1. TpebGoBanusi kK oGOpMIEHHIO penenToB mnpuBeaeHsl B llpukaze MuHucTepcTBa
3npaBooxpanenus Poccuiickoit deneparuu ot 24.11.2021 Ne 1094n "O6 yrBepxkaeHuu [lopsiaka
HA3HAYEHUS JICKAPCTBEHHBIX IPErapaTroB, (OpPM pPEUENTYPHBIX OJAaHKOB Ha JICKApCTBEHHBIC
npenapartsl, [lopsiika opopmieHns yka3aHHBIX OJaHKOB, MX y4eTa M XpaHeHMs, GopM OJIaHKOB
pELEenToB, COJEp/KallMX Ha3HAYeHHE HAPKOTHUECKUX CPEACTB WM ICUXOTPOIHBIX BEILECTB,
[Topsiaka UX M3rOTOBJICHUS, paclpeesieHus], PErUCTpalluy, yueTa U XpaHeHus, a Takxke [IpaBuin
oopmienuss OJIaHKOB pelenToB, B TOM uucie B (opMe DICKTPOHHBIX JTOKYMEHTOB'.
Penentypueiit  O6mank  ¢opmbr  107-1/y  nomkeH coiepxkarh — CIEAYIOLIME OCHOBHbBIE
(oOs3aTenbHBIE) PEKBU3UTHL: -LITAMII  MEIUIUHCKOM opraHumszauuu (c  ykasaHuem €
HaUMEHOBaHMs, ajpeca U TenedoHa); -1aTy BeIIUCKHU peuenta; -OHO nanuenTa (MOJIHOCTHIO) U
ero Bospact; - @O mMeauuuHCKOro paboTHUKA (IIOJHOCTHIO); ~-HAUMEHOBAHUE (HA JIATUHCKOM
A3bIKE) JICKApPCTBEHHOI'O Ipernapara, €ro JO03MPOBKY M KOJIMYECTBO; -MOJPOOHBIM crocod
IIPUMEHEHUS Ha PYCCKOM WJIM PYCCKOM U HAIMOHAJIBHOM f3BIKAX -IOJANKCH U JIMYHYIO IeYaTh
MeaUIMHCKOro pabotHuka. Ha ojHOM OnaHke MokeT ObITh BhIucaHo He 6onee 3 JIIT

2. B coorBerctBum ¢ Ilpukazom MunsgpaBa Poccum ot 22.05.2023 N 2491 "OO6
YTBEPXKIACHUH MTPaBUJI U3TOTOBJIEHUS M OTIIyCKa JIEKAPCTBEHHBIX IPENApaToB A1 MEAUIIMHCKOTO
MPUMEHEHUSI aNTEYHbBIMH OPTraHU3aAlMSIMH, UMEIOIIMMH JIUIEH3UI0 Ha (QapMaleBTUYECKYIO
JEATENIBHOCTD'' MAcCHoOpT MUCbMEHHOIO KOHTPOJISI COXPAHSIOTCA B alTE€Ke B TEUEHHE JIBYX
MECSIEB C MOMEHTA U3rOTOBJIEHHUS JIEKaPCTBEHHOT'O CPECTBA.

3. WsroroBneHue Tria3HbIX Kameidb B aNTeYHOHM OPraHM3allMM OCYLIECTBISETCA B
COOTBETCTBHUH CO CIIEAYIOIIMMU HOPMAaTUBHBIMU JOKYMEHTaMHU:

IIpukaz MunznpaBa Poccunm ot 22.05.2023 N 2491 "OO yTBepkIEHHH TpaBHII
W3TOTOBJIEHUSI M OTIYCKAa JIEKApCTBEHHBIX MPENapaToB JUIsi MEIUIUHCKOTO TNPUMEHEHUS
anTeYHbIMH OPTaHU3ALUSIMH, UMEIOIIMMU JIUIEH3HIO Ha (apMalleBTUUECKYIO JesITeIbHOCTD";

I'd XV ODPC «CtepuibHble JIeKapCTBEHHBIE MTpenapaThl aITEYHOI0 U3TOTOBICHUS;

ITocranoBnenue I maBHOTO rocyaapcTBeHHOro caHUTapHOro Bpada PO ot 24 nexadps 2020
r. Ne 44 «O0 yrBepxknenun canutapubix mpaswin CII 2.1.3678 - 20 "CanurtapHo-
SMHUIEMHOJIOTHYeCKHe TpeOOBaHUs K OSKCIUIyaTallud IIOMELICHUH, 3JaHHi, COOpYXEHUH,
00Opy/lOBaHUsl U TPAHCIOPTA, a TAKXKE YCIOBHUSIM JEATEIBHOCTH XO3AHWCTBYIOIIUX CYOBEKTOB,
OCYILIECTBISIONIMX MPOJIAKy TOBAPOB, BHIMOJIHEHNE pa0OT WIIM OKa3aHHUE YCIyT»;

CrangapTHble OIEpalOHHbIE HPOLEAYpPHI, YTBEPKICHHBIE PYKOBOJUTEIIEM AamnTeyHOU
OpraHM3alHH.

W3rotoBneHne Trha3HBIX Kamellb OCYLIECTBISIETCS B aCENTHYECKOM OJIOKe anTeKH.
AcenTuyeckuil OJIOK BKJIIOYAET MOMEIIEHHs JUIsl M3TOTOBJIEHUS, (AaCOBKUM M CTEPHIU3AINH, a
TaK)Xe MOJIyUYEeHHUs BOJABI JJII MHBEKUUH U OTHENIEH OT IPYIMX MOMEIICHHUN anTeKd HUII030M.
AcenThka — 3TO KOMIUIEKC MEPONPUITHH, MO3BOJIAIOIINN CBECTH K MUHUMYMY BO3MOKHOCTb
NONaJJaHusl MUKPOOPTraHW3MOB B JICKapCTBEHHbBIE IIPENapaThl HAa BCEX 3Tanax TEXHOJIOTUYECKOTo
npouecca. [Ipy 3TOM HCXOOAT M3 TOrO, YTO OCHOBHBIMM HCTOYHUKAMU 3arpsA3HEHUS
JICKapCTBEHHBIX NPENapaToB SBISAIOTCA: - MOMEUICHUs, - TEXHOJIOIMYecKoe 00OpyAoBaHUE, -
BO3AYyX, - OOCIYXHBAIOLIMA TIepcoHaN, - BCIOMOTAaTEIbHBIA MaTepuaig, - T[ocyda, -
JICKapCTBEHHbIE W  BCIOMOTraTelbHbIE BELIECTBA, PAcTBOpPUTENM. B  momemeHun s
MIPUTOTOBJICHHSI JICKAPCTBEHHBIX IPEMapaToB B aCENTUYECKUX YCIOBHAX CTEHBI JOJDKHBI OBITH



MOKpAIIEHbI MACIISIHOM 0esoil Kpackoil MM MOKPBITHI CBETIION KadenbHOoM mInTKoi. He 1omkHo
OBbITb KapHU30B, BBICTYIOB, TpelirH. [1oJ mOKphIBaeTCs JIMHOIEYMOM C 3aBapEHHBIMU IIBaMH.
JIBepu M OKHA JTOJDKHBI OBITH TIIATEJILHO MOJOTHAHBI M HE UMEThH LIeNeil. ACenTUYecKHii OJI0K
000opyayeTcsl HPUTOYHO-BBITSKHON BEHTHWIIALMEH C IPEUMYIIECTBOM IPUTOYHOIO Bo3yxa. Jlis
CHIDKEHHSI TIOTMaJaHisI MUKPOOPTaHM3MOB PEKOMEHIYETCS YCTaHOBKA (PHIBTPOB JJISI OYHCTKH
BO3AyXa U yabpTpaduoneroBoe obiaydeHue. s oOe3BpeKMBaHUS BO3/yXa B acENTUYECKOM
OJIOKe YCTaHABJIMBAIOT HEIKPAHMPOBAHHBIC OakTepuiMIHbIe Jamibl: HacTteHHble (OBH-150),
Oakrepunuaasie Jamnsl bYB — 25, BYB-30, BYB - 60 u3 pacué¢ra momHoctu 2-2,5 Bt Ha 1M3
00bEMa MOMEIICHHS, KOTOPYIO BKJIIOYAIOT Ha 1-2 yaca mepen HayauioM pabOThl IPU OTCYTCTBUHU
moaei. [lepen BXxonoM B acenTHUECKUI OJIOK Ha 3TOT IEpUO] BELIAOT TaOJIMUKY «HE BXOAMTH,
BKJIIOYCHA OaKTEepHLMIHAS JIaMIay. BXoa B momerieHue, rje BKIOYEHA HEIKPAHWPOBAHHAS
OaKkTepHLMIHAS JIaMIIa, pa3peLIaeTcs: TOIbKO MOciIe €€ OTKIIOYEeHHUs, a JJIMTEeNIbHOE NTpeObIBaHNE
B YKa3aHHOM IIOMEIIEHUH — TOJIbKO 4epe3 15 MuHYT mocie e¢ OoTKiIoueHus. B mpucyrcrBuu
IIepCOHaa MOTYT 3KCIUIyaTUPOBATbCS 3KpaHUPOBAHHbIE OaKTEPULUIHBIE JIAMIIbI, KOTOPbIE
YCTaHaBJIMBAIOTCS Ha BbicoTe 1,8 - 2 M ¢ MomHocThi0 B 1 BT Ha 1M3 nomenienust npu ycnoBuu,
YTO U3JIyYCHHE HE HAIPAaBIEHO HA JIFOJAEH, KOTOPbIE HAXOAATCA B nomeneHuu. [lockonbky npu
pabore OaKkTEepUIUAHON JIaMIbl 00pa3ylOTCs OKUCIBI a30Ta M O30H, TO B IOMEIICHUU
HeoOxoauMa paboTa BeHTWISALMM. Bce oOopynoBaHue M MeOenb KOTOpbIE BHOCATCA B
acenTUyecKuid  OJOK, NPEIBAapUTENIbHO  IPOTUPAIOT  BIAKHOMW  TPSANKOH  CMOUYEHHOM
Ne3UHPULUPYIOIIUM pacTBOpoM (Harpumep, pactBop xjopamuta b 1 %, pactBop xnopamuna b
0,75 % ¢ 0,5 % woromero cpencrsa, pactBop mnepekucu Bogopoaa 3 % c 0,5% wmoromero
cpeacta u Jip.). Mcnonp3oBaHue B aCENTUYECKOM OJIOKE MOCTOPOHHEr0 00OPYAOBaHUS CTPOTrO
3arnpenieHo. Y 0opka oMeIeHus: IpOBOAUTCS HE PEXE OJHOrO pa3a 3a CMEHY C MCIOIb30BaHUEM
NEe3UHPULIUPYIOIINUX CPEJICTB C MOCIEAYIOUMM YyIbTpaduoaeToBbIM 00nyueHrneM. OnuH pa3 B
HEZIeNI0 B MOMEIIEHUU MPOBOAAT TeHepalibHyto yOoopky. Ilepen BXoqoM B acenTHUECKHM OJ0K
JOJDKEH  JIeaTb  PE3WHOBBIM  KOBPUK, CMOYEHHBIM  J1€3MHQUIMPYIOLIMM  PacTBOPOM.
AcenTuueckuii 6JI0K OTAETSAETCS OT APYTUX MOMEIICHHH IITI030M.

4. B cootBerctBuu ¢ IIpukazom MunzapaBa Poccun ot 22.05.2023 N 2491 "OG6
YTBEPKACHUH MPABUJ U3TOTOBJIEHUS U OTITYCKA JIEKAPCTBEHHBIX MPENapaToB sl MEIULIUHCKOTO
NPUMEHEHHs aNTEeYHBIMH OpPraHM3aLUSAMH, HUMEIOIUMH JIMIEH3UI0 Ha (apMaleBTHUECKYIO
NESATeNbHOCTh"  MPUEMOYHBIM  KOHTPOJIb  3aKIOYaeTcs B IMPOBEPKE  MOCTYMAIOIIUX
JIEKapCTBEHHBIX CPEJICTB HA COOTBETCTBUE TpeOOBaHUAM MO TOKaszarensaMm: «OmucaHuey,
«YnakoBkay, «MapKkupoBkay, a Takke B IPOBEPKE MPaBUIBHOCTH  OQPOPMIICHHUS
CONIPOBOJUTENIBHBIX ~ JTOKYMEHTOB, BKJIOYas JOKYMEHTBI, IOATBEPXKAAIOIIME KAYECTBO
JIEKapCTBEHHBIX CPEJICTB.

5.JlefCTBYIOIIMMH BEIIECTBAMHU B COCTABE M3TOTOBJIEHHBIX TIJIA3HBIX Kalleib SBISIOTCS
pubodnaBun (mpenapar ButamuHa B2) m kucnmora ackopbunoBas (mpemapar BuTamuHa C).
OcHOBHas 11e/1b TPUMEHEHUS «BUTAMHHHBIX» TJIA3HBIX Karejlb HOpMallu3alus OOMEHa BEIECTB
POTroBUIIbI (HAPY>KHOM 000J0YKHM TJIa3HOTO sI0JI0Ka) M BHYTPEHHUX CpeEJ] I1a3a, MPeke BCero —
xpycranuka. llokazaHusMH K TPUMEHEHMIO M3TOTOBJIEHHOIO JIEKAPCTBEHHOIO Ipernapara
SIBJIIOTCS: ) IPEAyNPEXICHNE HAPYILIEHUsI ONITUYECKUX CBOWCTB POrOBUIIBI M XpYCTaJIMKa I1a3a
B IIpollecce CTapeHus, a TakXKe IPH COMAaTHYECKUX 3a00JIeBaHUIX, COMPOBOXKIAIOIIMXCS
rpyObIMM  HapyLIEHMsIMH  CHUCTEMHOro  MeTaloiiM3Ma, HampuMmep, TMpU  CcaxapHOM
nuabere/MeTaboIM4eckoM  CUHApoMe; ©O) KOppeKUus YK€ COCTOSBIIMXCS —HapyIIEHUH
ONITUYECKUX CBOMCTB POTOBUIIBI U XpyCTaJIMKa IMPU KaTapakTe

3aganue 79. CuryanroHHas 3ajgada
B antexy ropona B. oOparunace xeHIMHA C PEeLENITOM Ha Ma3h, BBIMMHUCAHHBIM Ha PELENITYPHOM

6manke Gopmbl Ne 107-1/y, opopMIECHHBIM B COOTBETCTBUHU C TPEOOBAHUAMU HOPMATUBHBIX
TOKYMEHTOB.



Boszomu: Cynvpayuna-nampus 1,8
Boowl ouuwennoii 1 mn

Jlanoauna 6ezeo0nozo 1,2

Baszenuna 1,4

Macna sazenunosozo 0,6

Cmewan. /lau. Obo3uaus. I nazuas mase.

dapMaleBT B aCENTHUECKUX YCIOBHSIX B CTEPUIILHOM CTYNKE U3MENbUNI CYNb(alliii-HaTpUs ¢
0,6 r cTepUIBLHOTO Ba3eIMHOBOIO Macia, J00aBHIII YaCTsIMH CTEPUIIbHBIH CIUIaB Ba3eJIMHA C
naHoJauHOM. B KoHIe 106aBm1 mopuusaMu 1 Mi1 CTepuiIbHON BOABI, TIHATEIBHO SMYJIbIUPYSL.
Massb nepeHéc B IUPOKOTOPIIYIO CKIISIHKY JJIsi OTIYCKa, 3aKPbUI IJIACTMACCOBOM KPBIIIKOM.
Ortuketku: «l ' mazHas Ma3b», «XpaHUTh B MPOXJIATHOM MecTe», «[I[pUroToBIeHO B aCeNTHUYECKUX
YCIIOBUSX.

1. [lepeunciure TpeboBaHus K OPOPMIICHUIO pPEIIETA.

2. VYKaxuTe CpoK XpaHEHH IJ1a3HON Ma3H.

3. OrneHnTe MPaBUIBHOCTH TEXHOJIOTUH U OCOOCHHOCTH 0(hOPMIICHUS JICKAPCTBEHHOM
¢dbopmel. Ornpenenute Tuil ocHOBBL. OTBET 000CHYHTE.

4, KaxkoB mopsiiok opranuzaiiiyu KOHTPOJIS IPU OTITYCKe?

5. KakoBa ocHOBHas 11€J1b IPUMEHEHUS U3TOTOBJICHHOM ri1a3Hoi Ma3u? Kakoi u3
MEPEUYHCIICHHBIX KOMITIOHEHTOB U3rOTOBJICHHOM TJIa3HOM Ma3u 00€CIIeUnBaeT OCHOBHOE
(hapmakoTepaneBTHYECKOE AcicTBrEC?

Omanon omeema:

1. B coorBercTBuu ¢ IIpuka3s MunucrepcTBa 3apaBooxpanenus Pocculickorn denepanuun
oT 24.11.2021 Ne 1094n "O06 ytBepxkaenuu Ilopsaka Ha3HaYEHMs JEKapCTBEHHBIX Mpenaparos,
(dopM perenTypHbIX OJaHKOB Ha JIeKapCTBEHHbIE npenapatsl, [lopsinaka opopmiieHus: ykazaHHbIX
ONaHKOB, WX Yy4yeTa W XpaHeHus, (GopM OJIAHKOB pEIENnToB, COJEpXKAllUX Ha3HAuYEeHUE
HAapKOTUYECKUX CPEACTB WJIM TMCUXOTPONHBIX BemlecTB, llopsaka WX H3TOTOBIEHUS,
pacripesielieHusi, perucTpaluy, ydera W XpaHeHus, a Taxke [IpaBun odopmieHus OnaHKOB
peLenToB, B TOM 4uciie B (opMe 3JIEKTPOHHBIX JOKYMEHTOB"

yKa3aHHas peLenTypHas IpOMNKCh BBIUCHIBAETCS Ha OJaHKe

dopmer Ne 107-1/y. Ha penentypHoM OJlaHKE CTaBUTCS INTaMI MEIUIIMHCKOMN
OpraHu3alM C yKa3aHHEeM e¢ HauMEHOBaHMd, ajapeca U TenedoHa, nata Beimucku, O.M.O.
ManueHTa ¥ MEJUIIMHCKOro pabOTHHUKA yKa3bIBAETCs MOJHOCTHIO, B rpade Bo3pacT yKa3bIBaeTcs
KOJIMYECTBO MOJHBIX JIET.

B rpade «Rp» ykaspIBaeTcs: Ha JIAaTUHCKOM $3bIKE€ HAaMMEHOBaHHE (papMalleBTUUECKUX
CyOCTaHIIMH, KOJIMYECTBO; HA PYCCKOM WJIM PYCCKOM M HAI[MOHAJIBHOM fA3BIKAaX CIIOCO0
MIPUMEHEHHUsI JIEKAPCTBEHHOIO IpenapaTa. Pernent, moAnuchBaeTcsi MEIUIUHCKUM PaOOTHUKOM
U 3aBEPSIETCS €T0 JTUYHOM MEYaThIO.

2.B coorBerctBuu ¢ I[lpukazom MunznpaBa Poccun ot 22.05.2023 N 2491 "O6
YTBEPKACHUU NTPaBUJI U3TOTOBJIEHUS U OTITyCKa JIEKAPCTBEHHBIX IPENApaToOB AJI1 MEAUIIMHCKOTO
MPUMEHEHUs] aNTEYHbBIMH OpraHu3alUsIM{, HMEIONIMMH JIMIEH3UI0 Ha (papMaleBTHYECKYIO
nestenpHOCT' U ['®@ XV OPC «CrepunbHble JIEKApCTBEHHBIE IpENaparbl anTEYyHOro
M3TOTOBJICHUS MPOJIODKUTEIHPHOCTD XPaHSHUS TJIa3HOW Mas3u He Oonee 10 cyToxk.

3.Cynbanun HaTpus JIETKO pacTBOPUM B Boje. B mpomucu ykazana 30% mazp (oOmias
Macca Mas3d, COTJIaCHO MPOIHCH,OT., CIEI0BATEIbHO, €CiH, 1.8 T COCTaBIse€T KOJIUYECTBO
cynbpaunna-Hatpusi, Maszp 30%-as1), mosToMmy cynabdanun HaTpus B KoiuuectBe 1.8 T
pacTBOpSIIOT B 1 MJI ropsiueil CTEpPUIBHOM OYMINEHHOM BOJbI. 3aT€M PACTBOP 3MYJbIUPYIOT
JIAHOJUHOM 0e3BOJHEIM 1.2 T, 1o0aBisioT BazenrnHoBoe Maciao 0.6 T v Basenuu 1.4 r

OcHOBa- 5MyJIbCUOHHAS.

@apmaneBT He CcOOMIONAN JAaHHYIO IOCIEeNI0BaTeNbHOCTh, ModToMy JID mpurorosieHa



HeBepHO. OcHOBHasi 3TUKeTKa «[7a3Hasi Ma3b», JOMOJHUTENIbHBbIE 3TUKETKH « XPaHUTh B
HEJOCTYITHOM JJIsl JeTel MecTe», «XpaHWUTh B 3aIIUIIEHHOM OT CBETa MECTe», « XPaHWUTH B
IIPOXJIaTHOM MecTe», «IIpuroToBieHo acenTUuYeCKn.

4. B coorBerctBuu ¢ Ilpukazom MunsnpaBa Poccum ot 22.05.2023 N 2491 "O6
YTBEPKJICHUH MPABUII U3TOTOBJICHUS U OTIYCKa JICKAPCTBEHHBIX MPENapaToB AJisi METULIMHCKOTO
MPUMEHEHUS aNTEYHBIMH OpraHu3alUsIM{, HMEIONIMMH JIMIEH3UI0 Ha (apManeBTHUYECKYIO
nestenbHocTh' U ' XV OPC «JlekapcTBeHHbIE Ipenaparbl anTeYHOro HW3rOTOBIICHUS»
KOHTPOJIO MPHU OTHYCKE JIEKAPCTBEHHBIX IIPErnapaToB, IOJBEPralOTCsl BCE H3TOTOBJICHHbBIE
JIEKapCTBEHHbIE MPENapaThl, B paMKax KOTOPOIO IIPOBEPSETCSI COOTBETCTBUE:

a) YIaKOBKHU JIEKQpPCTBEHHOTO mpemnapara (U3UKO-XMMHUYECKUM CBOMCTBAaM, BXOJAIIUX B
HETrOo JIEKapCTBEHHBIX CPE/ICTB;

0) yKa3aHHBIX B peLeNTe WIK TPeOOBAHUU 103 HAPKOTUYECKUX CPEACTB, MCUXOTPOIIHBIX,
CHJIBHOJIEMCTBYIOLINX BEILIECTB BO3PACTY MALUEHTA;

B) PEKBH3UTOB pelenTta, TpeOOBaHUS CBEACHUSM, VYKa3aHHBIM Ha  YIaKOBKE
M3rOTOBJIEHHOIO JIEKAPCTBEHHOTI'O Tperapara;

') MAPKUPOBKH JIEKAPCTBEHHOTO MIpernapaTa TpeOOBaHUSIM.

[Ipu BBISIBIEHUHM OJTHOTO M3 YKa3aHHBIX HECOOTBETCTBUU HM3TOTOBIICHHBIN JIEKAPCTBEHHBIN
npenapaT He MOAJIEKUT OTITYCKY.

5. OcHOBHas 11€J1b MPUMEHEHUS] U3TOTOBJIEHHOIO JIEKAPCTBEHHOI'O Ipernapara — MECTHOE
aHTHOaKTepuanIbHOE (aHTHCENTHYECKOER) BO3JICHCTBME  Ha  MATOTCHHYIO ¢braopy,
MapasUTHUPYIOIIYIO0 B KOHBIOHKTUBAJILHOM MMOJIOCTH, OTYACTH — HOCO-CJIE3HOM KaHaJe.

AnTtucentuueckud  3(pQexT - U3roToBIEHHOW  IWIa3HOM  Ma3u  oOecredrBaeTcs
cynbganuioMHaTpus B e¢ coctaBe. Cynbdari-HaTpusi — CHHTETUYECKOEe aHTHOAKTepUAITbHOE
CPEICTBO TpPYNIBl Cylb(paHUIAMUAOB C yMEPEHHOW BBIPAKEHHOCTHIO AaHTHOAKTEPHAIBLHOM
AKTUBHOCTHIO.

OCHOBHBIM  TIOKa3aHMEM K NPUMEHEHUIO HW3TOTOBJIEHHOTO JIEKapCTBA  SABIISIETCS
OaxkTepraibHbIN (THOMHBIN) KOHBIOHKTHBHUT.

3amanue 80. CuryarmoHHas 3aaaya

B anTeky noctynui peuent, BEIMMCAHHbIN Ha perentypHoM Osianke Ne 107-1/y:
Bozvmu: Hacmos mpaevl nycmuiprnuxa 200 ma

Ananveuna 5,0

Hampus 6pomuda

Maenus cynvgpama nopoeny no 4,0

Hacmorixu eanepuarvr 6 ml

Cmewau. /lau. Obo3naus. Ilo 1 cm. noscke 3 paza 6 Oensw.

®dapmareBT noMecTu B nephopupoBaHHbIN IIHHAP HaphopoBOro UHPYHAUPHOTO CTaKaHa
20,0 u3menpueHHON TpaBbl MyCThIpHUKA, 32111 200 MJI BOJIbI OUMILEHHON U HACTaWBAJl: B
nHQyHIUPHOM amnmnapare — 15 MUHYT (IepUOANYECKH MTOMEIINBAs), B YCIOBHIX KOMHATHON
Temreparypbl — 45 MUHYT. MI3roTOBIEHHBIA HACTOM OTaJl U MPO(UIBTPOBAI B MOJICTaBKY. B
MOJIyY€HHOM BOJTHOM H3BJIEYEHUH PACTBOPHII JIEKAPCTBEHHBIE BEIIECTBA, BHOBH MPOGHILTPOBAI
B OTITYCKHOH (py1akoH U 100aBMII 6 MJT HACTOMKHU Basiepuanbl. DIakoH yKyHMOPHII INIACTMACCOBOM
poOKOH ¢ HaBMHYMBarOIIEeH s KpbIikoil. Odopmui npenapar K OTIyCKy, CHAOUB AITUKETKAMU:
«BHyTpenHee» ¢ Haanuceio «Mukctypay», «llepen ynorpebnenuem B30antoiBathy. [Ipu
KOHTPOJIE IIPOBU30P-AHATIUTHK OLICHUI  Ka4yeCTBO JIEKapCTBEHHOTO mpenapara
«HeynoBiaeTBOPUTEIIBHOY.

Ilpumeuanue: Ké mpasvr nycmvipnuxa = 2 mu/e.

1. [Tepeunciure TpeboBaHMS K OPOPMIICHUIO pPEIlETA.
2. VYKaxkuTe CpoK ACUCTBUA U CPOK XPAHEHUS PELICITA B allTEKE.



3. Yro nociayXuino NpUuYMHON HEyIOBIETBOpUTENbHON onieHKU? [Ipoananusupyiite
CUTYaLUIO, JAUTE 3aKJIIOUYCHUE.

4. ITo xakuM nokasaressiM MPOBOAAT IPUEMOYHBINA KOHTPOJIb JIEKAPCTBEHHBIX CPEACTB B
anTeke?
o. ITopexomenaylTe KIMEHTY allTeKU TOTOBBIE JIEKAPCTBEHHBIE CPEACTBA C LEIbIO

(hapmakoTepaneBTHUECKON 3aMEHbI BHIMTUCAHHONW MUKCTYphl. OO0OCHYITE CBOE MpEIOKEHHE,
COMOCTaBUB HanOoJIee BEPOSTHYIO 11€JIb HA3HAYEHUS BBIMUCAHHOW MUKCTYPBI U
dapmaxonornyeckue 3pPeKTrl NpeasioKeHHbIX BaMu ekapcTBEHHBIX CPECTB.

Omanon omeema:

1. TpeGoBanusi k o¢opMIEHHIO peuenToB mpuBeneHsl B IIpuka3 MuHucTepcTBa
3npaBooxpanenus Poccuiickoit @eneparuu ot 24.11.2021 Ne 1094n "O6 yrBepxkaenuu [lopsaka
HA3HAYEHUS JICKAPCTBEHHBIX IPErapaTroB, (OpPM pPEUENTYPHBIX OJAaHKOB Ha JICKApCTBEHHBIC
npenapatsl, [lopsaka opopmieHus: ykazaHHbIX OJaHKOB, UX y4yeTa U XpaHeHHs, popm OIaHKOB
pELEenToB, COJEpKallMX Ha3HAYEHHE HAPKOTHMUYECKUX CPEACTB WJIM IICUXOTPONHBIX BEIECTB,
[Topsinka MX M3rOTOBJICHUS, PACIIPENEICHUS, PErUCTPAIlUH, yueTa U XpaHeHusl, a Takxke [IpaBun
opopmnenuss  OMAaHKOB  pemenToB, B TOM  uucie B (GOpME  IIEKTPOHHBIX
nokymenToB"Peuentypusbiii 6iank ¢opmbl 107-1/y momkeH colepkaTh CIEAYIOIUE OCHOBHBIE
(0Os13aTEeNBHBIC) PEKBU3UTHI:

-IITaMO  MEIUIIMHCKOM opranu3anuu (c ykazaHueM € HauMEHOBaHHS, ajapeca U
TenedoHa);

-naty Boinucku peuenrta; @O manuenTa (MOJTHOCTHIO) M €0 BO3PACT;

- ®MO meaunuHCKOro paboTHHKA (TMTOTHOCTHIO);

-HaMMEHOBaHUe (Ha JIATMHCKOM f3bIKE) JIEKApCTBEHHOI'O IMperapara, ero JO3UpPOBKY MU
KOJIMYECTBO;

-110ApOOHBIH CIIOCOO MPUMEHEHHSI HAa PYCCKOM MJIM PYCCKOM U HallMOHAJIBHOM SI3bIKax

-MOJHUCH U JTUYHYIO IeYaTbMEAUIIMHCKOTO paOOTHHKA.

Ha oxnoMm Onmanke MoxeT ObITh Beimucano He ooiee 3 JIIT.

2. PeuienTel Ha IeKapCTBEHHBIE MTpENapaThl, BEIMMCAHHBIE HA PELIEITYPHBIX OJaHKaX

¢dbopmbl Ne 107-1/y, neiictButensHbl B TeueHue 60 AHEN CO THS BHIMHCHIBAHUS.

Peuentypnsiii 6;1ank Gopmsl Ne 107-1/y He XpaHUTCS B anTeke

3.JlaHHas MUKCTypa U3TOTOBJIEHA HEY/I0BJIETBOPUTENbHO. JlomyIieHa omuoKa npu pacueTe
KOJM4YecTBa BOJbI, Tak Kak KB. TpaBel mycteipHuka = 2,0 M1/, clleOBaTe€IbHO, BOJbI
Heo0xo1uMo B3sTh 240 M.

Kpome Toro, no cragum HactamBaHus HE0O0X0aAuMO (haphopoBbli MHQYHAUPHBIA CTakaH
nojorpets. Ilocie pacTBOpeHHs JIEKAPCTBEHHBIX BEIIECTB B HACTOE MHKCTYPY HEOOXOIMMO
GuIbTPOBaTH B MEPHBIM IMIIMHAP M IPU HEOOXOJUMOCTH JTOBECTH BOAOHN ouniieHHOU 10 200
MJI. 3aT€M MUKCTYpY IMEPEUTh B OTIYCKHOM (pJIaKOH TEMHOI'O CTEKIa, MOCJIe Yero J00aBUTh B
MOCIEAHIO ouepeapr 6 My HacTolku Banepuanbl. llpu odopmiienun cneagyer 100aBUTH
NpeaynpeIuTeIbHYI0 HAIMUCh: «XPaHUTh B MPOXJIaTHOM MeCTe»; U «XPaHUTh B 3aAIUIICHHOM
OT CBETa MeCTe», «XPaHUTh B HEJJOCTYITHOM JJIsl IETEH MECTE».

4. B coorBercTBUM C mpukazoM MunzapaBa Poccum ot 22.05.2023 N 2491 "OO6
YTBEP>KACHUH MPABUI U3TOTOBJIEHUS U OTITYCKA JIEKAPCTBEHHBIX MPENapaToB ISl MEAUIIUHCKOTO
NPUMEHEHHs aNTEeYHBIMU OpPraHMU3aLUsAMH, WMEIOIUMH JIMIEH3UI0 Ha (hapMaleBTHUECKYIO
nearenbHOCTE" U ['d XV ODC «JlekapcTBeHHBIE TpEnaparbl anTeYHOrO0 H3TOTOBJIECHUS
MIPUEMOYHBI KOHTPOJIb 3aKJIFOYAETCSl B IPOBEPKE MOCTYMAIOIIKX JIEKAPCTBEHHBIX CPEACTB Ha
COOTBETCTBHE TPEOOBAHUSAM IO MMOKA3ATEISAM:

«Onucanuey», «YnakoBkay, «MapKUpoBKa», a TaKkKe B TIPOBEPKE MPaBHILHOCTH
oQOpMIIEHHS CONPOBOJUTENBHBIX JOKYMEHTOB, BKJIIOYas JOKYMEHTHI, MOJATBEPKIAIOIINE
KaueCTBO JIEKAPCTBEHHBIX CPE/ICTB.

5. Bxopsmme B CcOCTaB BBIMMCAHHOW MHKCTYpbl HWHTPEIUEHTHl 00ECIEeYMBAIOT
BBIPQ)KEHHBIA CEAAaTUBHBIN/YCIIOKAaUBAIOIINN W aHAJIbreTHYecKuii/o0e300muBaromuii 3¢ eKxTsl.



JloOUThCS aHAIOTUYHOTO (hapMaKOTEPareBTUYECKOTO JCHCTBUS MOXKHO COYETAaHHEM TOTOBBIX
JIEKapCTBEHHBIX TPENapaTroB, pPa3peUICHHBIX K OTMYCKy B amnreke O0e3 penenTta Bpaya.
Hanpumep, bpomensan + Meramuzon; Marne-B6 (unu ananoru) + Metamu3zou u mp.

[lepcen, Adoba3omn- 061agat0T YCIOKOUTEIbHBIM U CEIaTUBHBIM JICHCTBUEM.

BAJIOKOPMU/I- ycnokauBaromiee ¢ CHA3MOJUTUYECKOE (CHHUMAIOIIEE CHa3Mbl)
cpeactBo. IIpuMeHSAIOT TpH  CEepPHEYHOCOCYAMCTBIX  HEBPO3aX,  COMPOBOXKIAIOLIUXCS
Opanukapauei.

BAJIOKOPJIMH- mpu HeBpo3ax C TMOBBINIEHHONH pPa3ipaKUTEIbHOCThIO, HEPE3KO
BBIPQKEHHBIX CIa3Max (CyKEHUU IPOCBETA) KOPOHAPHBIX (CEpACUHBIX) COCYIOB, TaXUKApAUU
(yyameHHBIX Cep/eOnueHusx), OSCCOHHMIE, pPaHHUX CTAIUAX TUIEPTOHUYECKOW O0JIe3HH
(CTOMKOM MOBBIIIEHUH apTEPUAJIBHOTO AABJICHUS) U ClIa3MaxX KUIIEUHUKA.

HOBO-ITACCHUT - xoMOMHHUPOBaHHBIN MperapaT, COCTOSIINN U3 KOMIUIEKCa SKCTPAKTOB
U3 JIEKapCTBEHHBIX pacTeHMid M TBaiieHe3mHa. Okas3blBaeT cenaTHBHOE (YCIOKAWBAIOIIEE) H
AHKCUOIIUTUYECKOe  (MPOTUBOTpPEeBOXKHOE)  neictBue. Jlerkme  Gopmbl  HeBpacTeHUH,
COIIPOBOXAAIOIINECS PA3APAXKUTENBHOCTbIO, TPEBOT'OM, CTpaxoM, YCTaJIOCTbIO, PacCEIHHOCTHIO,
HapyILICHUEeM NaMSTH, ICUXUYECKUM UCTOIICHHEM; JerKre (OpMbI PACCTPOICTB CHA; TOJIOBHBIE
0o, OOYCIIOBICHHBICE HEPBHBIM HANPSHKCHHEM; MHIPEHb; MOBBIIICHHAs HEPBHOMBIIICYHAS
BO30yIUMOCTb; KIMMAaKTePUUECKH CUHAPOM; (yHKUIHMOHAIbHBIE 3a00JIeBaHUS KENyI04YHO-
KHUIIIEYHOTO TPaKTa (JUCIETICUYECKUN CUHAPOM, CHHIAPOM "pa3apakKeHHOTO KHUIIIeYHUKA").

3ananue §1. CutyauroHHas 3aaa4da

B penentypHO-por3BOACTBEHHBIN OT/IEN allTeKU MOCTYMUI PEelEenTypHBIA OIaHK (HOPMBI
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 Koy cmon.

ACCHCTEHT W3TOTOBWJI JIEKAPCTBEHHYIO (HOpMy, YKymopuia U oQopMHUIT K OTIIYCKY,COOI01ast
TpeOOoBaHUsI HOPMATHUBHOW MPABOBOM TOKYMEHTAIIUH.

1. [lepeuncnure TpeboBaHMs K 0POPMIICHHIO PELIENTA.

2. KakoB nopsi1ok mpeaMeTHO-KOJIMYECTBEHHOTO Y4€Ta STUIIOBOTO criupTa’?

Omanon omeema:

1. B coorBerctBuM ¢ [Iprka3 MunncrepcTBa 3npaBooxpanenus Poccuniickoit denepanum ot
24.11.2021 Ne 10941 "O6 ytBepxkaenuu Ilopsiika Ha3HAUEHUS JIEKaPCTBEHHBIX MTPENAapaToB,
(hopM peLenTypHbIX 0JIaHKOB Ha JIeKapCTBEHHBIE MpenapaThl, [lopsaka opopmiieHns ykazaHHBIX
OJ1aHKOB, UX y4eTa U XpaHeHus, (opM OJaHKOB PEeLENTOB, COACPIKAIINX Ha3HAYCHHE
HapKOTUYECKUX CPEACTB UJIU MICUXOTPOIHBIX BeuecTB, [lopsiika UX U3roTOBIEHNUS,
pacripeienieHusi, perucTpalyy, yuera u XxpaHeHus, a Takxke [IpaBun opopmienns 61aHKOB
peLenToB, B TOM 4uciie B (opMe 3JIEKTPOHHBIX JTOKYMEHTOB"3TUIIOBBIN CIUPT (MTOAJIEKUT
IIPEIMETHO-KOJIMYECTBEHHOMY YUETY B COOTBETCTBUU C npuka3zoM M3 P® ot 22.04.2014 1. Ne
183H) BeIMUCHIBaeTCS Ha penentypHoM Oianke Gpopmbr N 148-1/y-88, KoTOpHIil 10KEH HMETh
HOMEp U CEpHUIO.

Peuentypnsriii 6;1ank popmer 148-1/y-88

O0bs3arenbHbIC PEKBU3UTHI:

1.IItamn MO ¢ ykazaHreMm HaMEHOBaHUs, afpeca u TeaedoHa

2.®.1.0 men.paboTHHKA (TTOJIHOCTHIO)



3.®.1.0 nauuenra (MoJHOCTHIO)

4.Bo3spact nairuenTa (KoJi-BO MOJHBIX JIET)
5./laTa BBIIMCKY penenTa

6.Hanmenosanue JII1 Ha TaTUHCKOM S3bIKE
7.1o3upoBka, kosi-Bo JIIT

8.Ciocob nmpuMeHeHUs

9.Iloanuck u MMYHAs NedaTh MeA.pabOTHUKA
JlonoHUTEeIbHbIE PEKBU3UTHI:

1.Cepust 1 HOMep Os1aHKa

2.Homep kapThl (MCTOPUH TAIIUEHTA)
3.Ileyars 1 peuenTos

Cpok aeitctBus-15 nueit. Cpok xpaHeHusi-3 roga

2. Criuprt trnoBsii cornacHo Ne964 [Mocranosnennto [IpaBurensctea PO «O06
YTBEPkKJACHUU CITUCKOB CHIIbHOACHCTBYIOIIMX U SIIOBUTHIX BEIIECTB, a TAK)KE KPYITHOTO pa3Mepa
CHJIBHOZEMCTBYIOLINX BELIECTBY» OTHOCUTCS K SIIOBUTHIM BEILLIECTBAM.

Tak>ke OH BXOJUT B IIEPEUEHb, YTBEPKAeHHBIN Mpukazom M3 PD Nel83H «Ilepeuens JIC
JUIS. METULIMHCKOTO TTpUMeHeHus, nojiexanmx [TKY».

VY4ér BenyT B )KypHaie, yTBepKAeHHbIM puka3zoM M3 PD Ne378u «O0 yTBepkaeHun
IIpaBWJI PETUCTPALIUU OTIEpaIil, CBSI3aHHBIX C 0OpallleHUEM JIEKApPCTBEHHBIX CPEJICTB AJIs
MEIUIIMHCKOTO MPUMEHEHHUS, BKIIFOUEHHBIX B MIEPEYCHb JICKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO MPUMEHEHHUS], OIIEKALIUX TPEIMETHO-KOJINYECTBEHHOMY yueTy». CoriacHo
JAaHHOMY NPUKa3y, )KypHAJ y4eTa JOJKEeH ObITh COPOIIIOPOBaH, MPOHYMEPOBAH U CKPEIICH
MOJNKCHI0 PYKOBOAMTENS IOPUANYECKOTO JIMIA U [1€YaThi0 FOPUINYECKOTO JUIa. 3alKcH B
KypHaJIe yueTa POU3BOASTCS JIULOM, OTBETCTBEHHBIM 3a MX BEICHHUE U XpaHEHHE, IIaPUKOBON
pYyUKoO# (YepHUIIaMH) B KOHILIE paboyero AHs Ha OCHOBAHUHU JOKYMEHTOB, MTOATBEPKIAI0IINX
COBEpILIEHHE ITUX OIEepaluil (B JaHHOM cilyyae — perenta). JJokyMeHTbI UM UX KOIHUH,
3aBEpEHHBIEC B YCTAHOBJICHHOM MOPSKE, MOJIIMBAIOTCS B OTAEIBHYIO MAINKy, KOTOpas XpaHUTCS
BMECTE C COOTBETCTBYIOLIMM JKYpHAJIOM yueTa. McnpaBieHus B )KypHanax perucTpanuu
3aBepsAI0TCA MOANUCHIO JINIA, OTBETCTBEHHOI'O 32 UX BeJleHUe U XxpaHeHue. [loquuctku u
HE3aBEpEHHbBIE UCIIPABIICHUS B )KypHaJlaX PETUCTPALMU He nonyckarorcs. Ha nociennee uncio
Ka)KJJ0T0 Mecs1a JINLO, YIOJHOMOYEHHOE Ha BeJIEHUE U XPaHEHUE )KYPHAJIOB YU€Ta, IPOBOAUT
CBEpPKY (PaKTHUECKOTO HAJIMYMS JIEKApCTBEHHBIX CPEICTB C UX OCTATKOM I10 JXypHally yueTa U
BHOCHUT COOTBETCTBYIOIIHE 3aMCH B XXypHal yuera. JKypHas XpaHUTCS B METAJUIMUECKOM
mkady (ceiide), KIH0UM OT KOTOPOTO HAXOAATCA Yy JIMLA, YIOJTHOMOYEHHOTO Ha Be/IEHUE U
XpaHEHUe JKypHaja y4era.

3amanue 82. CuryallnoHHas 3aga4ya

B AllTCKY MOCTYIINJI pCUCIIT Ha HeKapCTBeHHLIﬁ mperapar:
Rp: Dimedroli 0,02

Rutini 0,02

Calcii gluconatis 0,1

Acidi ascorbinici 0,3

Acidi acetylsalicilici 0,5

D.td. M 10

Signa.llo 1 nopowky 3 pasa 6 oens.

1. JlaiiTe XxapakTepUCTHKY JIEKAPCTBEHHOT'O MIpernapaTa, BHITUCAHHOTO B pelenTe,
MIPETIOKUTE TIOKA3aHUS K €T0 MPUMEHEHHIO M 0XapaKTePU3YHTE JIEKAPCTBEHHYIO opMy.
2. VYKakuTe NOpsA0K U MOCIEA0BATENbHOCTh ACUCTBUN MTPHU MPUTOTOBIIEHUH TaHHOTO

JeKapcTBEeHHOTO npenapara. O0ocHyiiTe npuunHy Bamero BpI00pa TEXHOIOTHH U3TOTOBIICHHS



IOopoOIIKa. KaxoBbl IMpaBuJia 3aro0JHCHHUA MaCrnopTa IMCbMCHHOI'O KOHTPOJIA: IJIA U€ro OH HY>KCH,
Koraa U KEM 3aIlOJIHACTCA, KEM ITPOBEPACTCA, CKOJIBKO XpaHI/ITCﬂ?

3. Omnpenenure 1enecooOpa3Hble BUIABI BHYTPHANITEYHOTO KOHTPOJIsL. B uém oHn
3aKJII0YAI0TCA?

4. Kakum 00pa3oM opopMIIIOTCS pe3yabTaThl 0043aTeIbHOI0 BHYTPHAITEYHOT'O KOHTPOJIS?
5. Kakum o6pa3om yrnakoBbIBaeTcsi 1 0pOpPMIIIETCS JaHHBIN JIeKapCTBEHHBIH Npernapar?

Omanon omeema:

1. Beimucana TJI® pacmpeaenuTeNbHBIM CIIOCOOOM, MPEICTABIISIIONIAS COOON CIIOKHBIH
JIO3UPOBAHHBIM MOPOIIOK JJII BHYTPEHHErO NPUMEHEHUs. J[aHHBIN JE€KapCTBEHHBIN Ipenapar
oOmensBecTeH Kak AHTUrpunnuH. dapmakonoruyeckoe [IeHCTBHE — KapONOHIDKAIOIIEE,
aHaypresupyouee, mnpoTuBoauiepruueckoe. Ilokazanuss — uWHGEKIMOHHO-BOCTAIUTEIbHbBIE
3aboneBanuss (OPBU, rpumm), compoBOXkIaromyecs: MOBBIIIEHHOW TEeMIEpaTypol, 03HOOOM,
TOJIOBHOM 00IbI0, OOJIIMU B CyCTaBax M MBIIIIAX, 3JI0KEHHOCTHIO HOCA M OOJSIMU B ropie U
rasyxax Hoca.

2. B coorBerctBue ¢ I'® XV ODC «HecrepunbHble JIEKapCTBEHHBIE MpemapaTsl
anTEeYHOr0 U3rOTOBJIEHMS B BUJIE TBEPBIX JIEKAPCTBEHHBIX (POPM» M3MEIBbUEHHE U CMEIINBAHNE
MOPOIIKOB OCYILECTBISETCS MyTeM J100aBIEHUS MOCIEI0BATEIFHO UHTPEAUEHTOB OT MEHBIINUX
KOJIMYECTB K OOJBIINM KOJIMYECTBAM B IMPEIBAPUTEIBHO 3aTEPTOi CcTynke MHIAN(P(HEPEHTHBIM B
(hapMaKoIOTHYecKOM OTHOIICHHHM BcIoMoraTelbHbIM BemecTBoM unu JIC ¢ cobmroneHuem
norepb. IlepBbIM B CTynKy A00aBISIIOT al€THJICAIMLMIOBYIO KHUCIOTY, UM 3aTUPAOT MHOPHI
CTYIIKY, TIOCJIE MIEPEMEIIAIOT Ha OyMaXKHYI0 Karcyny. [lanee BeniecTBa 100aBIsIOT 110 MPUHIUITY
OT «MEHbLIEro K OoisblieMy». B mpenBapuTelbHO 3aTepTyr0 CTYNKy Ao00aBisitoT pyrtuH 0,2,
KHUCJIOTY ackopOuMHOBYIO 3,0, KHCIOTY aleTHJICATUIMIOBYIO OCTaBIIeecs KOJIU4ecTBO. B
OTJIENbHON CTYIIKE 3aTHUPAIOT MOPBI CTYNKHU KajbleM ritokoHara 0,1 u g06aBistoT AMMENpOs
0,02, nzmenpuaroT. [Ipn U3roTOBIEHNN JIEKAPCTBEHHBIX MIPENAPATOB, B TOM YHCJE MO PELENTaM
n TpeOOBaHUSAM, a TaKKe€ B BUJE BHYTPHANTEUHON 3aroTOBKM, 3aroOHSAETCS MNacHopT
MUCHbMEHHOTO KOHTpPOJIA, B KOTOPOM YKa3bIBalOTCS: a) JaTa HM3TOTOBJICHMsS JIEKAPCTBEHHOIO
npenapata; 0) Homep peuenTa Wik TpeOOBaHMs; B) HAUMEHOBAaHUE MEIUIIMHCKON OpraHu3aIuiy,
Ha3BaHUE OTJeNIeHHs (IPU HAIWYKMM); HOMEp CePUHU, KOJIMUYECTBO B CEPUH - JUIsl JEKapCTBEHHBIX
MpernapaToB B BHJAE BHYTPUAINITEYHOM 3arOTOBKH; I') HAUMEHOBAHHUS B3ATBIX JIEKAPCTBEHHBIX
CPEACTB M MX KOJMYECTBA, CTENEHb B3ATHIX TI'OMEONATHYECKHUX Ppa3BEICHUN WIH
rOMEONaTUYECKUX CYOCTaHIIMM, YUCIIO /103, MOJIMUCH JIMLI, U3TOTOBUBIIETO, pachacoBaBIIETO U
npoBepuBLiero JjekapcTBeHHyr ¢opmy. IIIIK 3amonHsercs cpa3y mnociae H3rOTOBIEHUS
JIEKapCTBEHHOI'0 Ipernapara, ¢ yKa3aHUEM JIEKAPCTBEHHBIX CPEACTB HA JIATUHCKOM S3bIKE, B
COOTBETCTBHUHM C IIOCIIEOBATEIBHOCTHIO TeXHONOrHueckux onepanuil. 111K xpansrcs B TeueHue
JIByX MECALIEB CO JIHA M3TOTOBJIGHUS JIEKAapCTBEHHBIX IIpernapaToB. Bce pacuersl s
U3TOTOBJIEHUS JIEKAPCTBEHHOI'O IIperapara MPOU3BOAATCA OO M3TOTOBJIEHUS JIEKapCTBEHHOIO
mpernapaTa ¥ 3allMChIBAIOTCS. B IACHOpPTE MUCBMEHHOro KOHTpojs. l3roromieHHble
JIeKapCTBEHHbIE MpernapaThl, pelenTbl 1 TpeOOBaHUs, IO KOTOPBIM U3TOTOBJICHBI JIEKAPCTBEHHBIE
mpenapaTsl, 3allOJIHEHHBIE MAcHopTa MHCbMEHHOIO KOHTPOJIS TEpEelaloTcsi Ha IPOBEPKY
MIPOBU30PY, BBINOJHAIOUIEMY KOHTPOJbHbIE (YHKIMM TPU H3TOTOBIEHMH M  OTIIYCKE
JIEKapCTBEHHBIX TNpernapatoB. KoHTponb 3akioyaercs B MPOBEPKE COOTBETCTBUSA 3amHceil B
NacrnopTe MUCbMEHHOTO KOHTPOJS Ha3sHAYCHHWsSIM B pELeNnTe WM TpeOOBaHUH, NMPaBUIBHOCTU
MPOU3BEJICHHBIX pacyeToB. EciM MpoBU30pOM-aHAIMTUKOM IPOBEAECH MOJHBIA XUMHYECKHUI
KOHTPOJIb Ka4yeCTBa U3rOTOBJIEHHOI'O JIEKAPCTBEHHOI'O Npenapara, TO Ha MacnopTe NUCbMEHHOTO
KOHTPOJISI NPOCTABJISETCS HOMEP XHMHMUYECKOTO AaHAIW3a M MOJAINUCH IMPOBU30pa-aHAJIUTHUKA.
XpaHUTCS B TEUEHHE 2X MECSLIEB.

3. B coorBerctBuM ¢ mpukazom Mun3apaBa Poccum ot 22.05.2023 N 2491 "O6
YTBEPKACHUU MTPaBUJI U3TOTOBJIEHUS M OTIIyCKa JIEKAPCTBEHHBIX IPENAapaToB AJI MEAUIIMHCKOTO
MPUMEHEHUS aNTeYHbIMH OpraHu3alWsIM{, HMEIOIIMMH JIMIEH3UI0 Ha (apMaleBTHUECKYIO
nestenbHocTh' U ' XV ODC «JlekapcTBeHHbIE IpenapaThl aNTEUYHOI'O H3TOTOBIICHUS»



KOHTPOJIb Ka4€CTBA U3TOTOBJIEHHBIX JIEKAPCTBEHHBIX MIPENAPATOB OCYLIECTBIISIETCS TOCPEICTBOM
KOHTPOJISi: TMPUEMOYHOI0, HMUCbMEHHOIO, OIPOCHOIO, OPraHOJENTHYECKOro, (PU3UYECKOrO,
XUMHUYECKOI0, IIPU OTIIYCKE JIEKAPCTBEHHBIX IpenapaToB. Bce M3roToBieHHbIE J1EKAapCTBEHHBIE
Ipenaparsl MOJIEKAT 00s3aTeIbHOMY MHCBMEHHOMY, OpPraHOJIENTHYECKOMY KOHTPOJIIO IpPU
ornycke. IluceMeHHBI KOHTpOJb: M3roTOBIIEHHBIE JIEKAPCTBEHHBIE IpENapaThl, peUEnThl U
TpeOOBaHUsA, IO KOTOPHIM H3TOTOBJIEHBI JIEKAPCTBEHHbIE Mpernaparhbl, 3all0JHEHHbIE MacropTa
IIMCBMEHHOT'0 KOHTPOJIA MEPEAA0TCS] Ha MPOBEPKY IPOBU30PY, BBIIOJHAIOIIEMY KOHTPOJIbHBIE
(GyHKLIMU [TPU U3TOTOBJIEHUH U OTIIYCKE JIEKAPCTBEHHBIX IpenapaToB. KoHTposb 3akitoyaercs B
IIPOBEPKE COOTBETCTBUS 3alMCEN B MACHOPTE MUCbMEHHOTO KOHTPOJS Ha3HAYEHUSM B peLEnTe
WU TpeOOBaHUH, NMPABUILHOCTH MPOU3BEACHHBIX pacdyeToB. ONMPOCHBIA KOHTPOJb: OnpOoCHBIi
KOHTPOJIb OCYIIECTBISICTCS BHIOOPOYHO W TPOBOJUTCA IOCIE M3TOTOBJICHUS (hapMaIleBTOM
(mpoBu30poM) He Oosiee MATH JieKapcTBeHHBIX (hopM. IIpu mpoBeneHHHM ONPOCHOTO KOHTPOJIS
MIPOBU30POM, OCYIIECTBIISIONIUM KOHTPOJIBHYIO (YHKIIMIO, HA3bIBACTCS NEPBOE BXOMAIICE B
COCTaB JIEKAPCTBEHHOIO IIpernapara JIEKapCTBEHHOE CPEACTBO, a B JIEKAPCTBEHHBIX Ipernaparax
CIIO)KHOTO COCTaBa yKa3bIBaeTCSl TAaKXKe €ro KOJIMYECTBO, IOCIE 4dero (QapmareBTom
(mIpOBHU30pPOM) YKa3bIBaIOTCS BCE HHBIE MCIIOJIb3YEMble JIEKAPCTBEHHBIE CpPEICTBA U HX
koinuuecTBa. OpraHonentuyeckuil KOHTpoJb: OpraHojenTUYeCKUil KOHTPOJIb  SIBJISIETCS
00s13aTeNIbHBIM BHJIOM KOHTpPOJIS M 3aKJIIOYAeTCs B IPOBEPKE JIEKAPCTBEHHOIO Iperapara Io
BHELIHEMY BHUJY, 3allaxy, OJHOPOJHOCTH CMEIINBAHUS, OTCYTCTBUIO MEXAaHUYECKUX BKIIIOUEHUI
B JKUJIKHMX JIeKapCTBeHHbIX (popmax. Ha BKyc mpoBepsitoTcsi BBIOOPOUHO JICKapCTBEHHbBIE (POPMBI,
IpeAHa3HadeHHble Ui gered. Ousndecknii KOHTpoab: PU3HYECKU KOHTPOJIb 3aKIHYACTCS B
IIpoBepKe o0Iel Macchl WIM 00bEMa JIEKapCTBEHHOTO Ipernapara, KOJMYeCTBAa M MacChl
OTJENbHBIX 103 (HE MEHee TPEX J03), BXOAAIIUX B JIEKAPCTBEHHBIN Ipenapar. XUMHYECKHUM
KOHTpOJb: XHWMHMUYECKHN KOHTPOJIb 3aKJIIOYaeTCsi B OLEHKE KauyecTBa HW3TOTOBJICHMUS
JIEKapCTBEHHBIX IpEnapaToB IO TOKa3aTeslsaM: * KauyeCTBEHHbIM aHalu3: MOAJMHHOCTh
JIEKApCTBEHHBIX CPEACTB; * KOJIMYECTBEHHBIH aHANM3: KOJMYECTBEHHOE OIpe/ieieHne
JIEKapCTBEHHBIX CpeACTB. Iy MpoBeneHus XUMHUUECKOr0 KOHTPOJIsl 000pyAyeTcs CrienuanbHOe
pabodyee MeECTO, OCHAICHHOE HEOOXOAUMBIM 000OpyJOBaHHEM, NPHOOpaMU U PEaKTHBAMH,
o0ecrieueHHOe JTOKYMEHTaMH B OO0JIaCTH KOHTPOJISI KauecTBa W CIPABOYHOM JIUTEPATypOM.
KonTpons npu ormycke: KoHTponto npu OTHycke JEKapCTBEHHBIX IPENapaToB IMOJABEPIarOTCs
BCE H3TOTOBJIEHHBIE JIEKAPCTBEHHbIE IIpemapaThl, B paMKaX KOTOPOTO IpOBEpseTCs
COOTBETCTBHE: a) YIMAKOBKH JICKApPCTBEHHOIO Ipenapara (U3MKO-XUMHUECKUM CBOICTBaM,
BXOJAIIMX B HEro JIEKAPCTBEHHBIX CPEACTB O) yKa3aHHBIX B peLEnTe WIu TpeOOBaHMUU 03
HapKOTHUYECKUX CPEJACTB, NICUXOTPOIHBIX, CHIBHOACHCTBYIOIUX BEIIECTB BO3PACTy NAIUECHTA;
B) PEKBU3UTOB pelenTa, TpeOOBaHUS CBEIACHMSM, YKAa3aHHBIM Ha YIAKOBKE H3TOTOBJIEHHOIO
JIEKapCTBEHHOTO Mpernapara; I') MapKUPOBKHU JIEKApCTBEHHOTO Mperapara.

4. CornacHo npuka3zy ot 22.05.2023 N 2491 "OO yTBep:kKIe€HUU MpaBUI U3TOTOBICHUS U
OTIIyCKa JIEKapCTBEHHBIX IpEnapaTroB i MEOUIMHCKOTO TNPUMEHEHHUS  alTeYHBIMU
OpraHu3alysIMH, UMEIOIMMU JIMLEH3UIO Ha (hapmaneBTHUecKyto AesTenbHocTh" U ' XV ODC
«JlekapcTBeHHBIE IpemapaThl aNTEYHOTO W3TOTOBJICHMS» PE3YJIBTAaThl OPraHOJIENTUYECKOTO,
(U3MYECKOTO W XMMHYECKOTO KOHTPOJS HW3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB
PETUCTPUPYIOTCS B JKypHaJle PETUCTPAIMH PE3YJIbTaTOB OPraHOJENTHYECKOT0, (PU3NYECKOTO U
XUMHUYECKOTO KOHTpPOJISI JIEKAPCTBEHHBIX IPENaparoB, M3rOTOBJICHHBIX [0 peLenTam,
TpeOOBaHUSIM W B BHJEC BHYTPHUANTEUHOW 3aroTOBKM, KOHLEHTPHUPOBAHHBIX PpACTBOPOB,
TPUTYpALIMA, CIUPTA STHUIOBOTO U (aCOBKU JIEKAPCTBEHHBIX cpeacTB. JKypHan oJKeH ObITh
IIPOHYMEPOBaH, MPOIIHYPOBAaH M CKPEIJIEH MOAMMCHI0 PYKOBOIUTENS allTEYHOW OpraHU3aluu
(MHAVMBUYATLHOTO TIPEANPUHAMATENS) U TTeYaThio (TPY HAJTMYWK 1edatd). B manHoM xypHaie
YKa3bIBAIOTCS CIEAYIOIINE CBEACHUS:

a) Jata OCYyLIECTBICHHs KOHTPOJI U HOMEp 110 MOPSIKY;

0) Homep perenTa, TpeOOBaHUs, HAMMEHOBAHWE MEAMIIMHCKOM OpraHU3alllM, BBIAABIICH
ux (MpU HAJTUYHH ),

B) HOMEp CEpUU JIEKAPCTBEHHOT'O CPEICTBA IPOMBIIIIJIEHHOI'O TPONU3BO/ICTBA;



I') COCTaB JIEKAPCTBEHHOI'O CPEACTBA: ONPEAEIAEMOE BEILIECTBO WM HOH (YKa3bIBA€TCS IIPU
(bU3MYECKOM WM XUMUYECKOM KOHTPOJIE JIEKAPCTBEHHBIX ()OPM, U3TOTOBIIEHHBIX IO PELIETITaM);

I) pe3yabTaThl (PU3MUECKOT0, OPraHOJICNTHUYECKOT0, KaYeCTBEHHOTO KOHTPOJIS (KaXKIbIid
MO IIKaJie: MOJIOKUTEIbHBIA WM OTPULIATENIbHBIN), XUMUYECKOIO0 KOHTPOJS (Ka4yeCTBEHHOE U
KOJIMYECTBEHHOE OTPE/ICIICHHE);

e) ®.1.0. nuna, u3roToBUBIIETO, pac(hacoBaBIIETO JEKAPCTBEHHBIHN Mpemmapar;

) ITOAIMKCH JIMIIA, IPOBEPUBIIETO N3TOTOBJIEHHBIN JIEKApCTBEHHBIN ITpenapar;

3) 3aKJOYeHHE IO pe3yabTaTaM MHCbMEHHOTO KOHTPOJS: YIOBJIETBOPUTENIHLHO WU
HEYJIOBJIETBOPUTEIIBHO.

XKypnan perucrpauuu pe3ylbTaTOB OPraHOJENTHYECKOrO, (GU3MUYECKOTO U XUMHYECKOIO
KOHTPOJISI JIEKAPCTBEHHBIX IPENapaToB, U3TOTOBJICHHBIX MO pelenTaM, TpeOOBaHUSIM U B BUJC
BHYTPHUAINTEUYHON 3arOTOBKH, KOHIICHTPUPOBAHHBIX PACTBOPOB, TPUTYpPALIUN, CIIUPTA STUIOBOTO
1 (hacoOBKH JIGKAPCTBEHHBIX CPEICTB JIOJDKEH OBITH MPOHYMEPOBAH, MPOIIHYPOBAaH M CKPEIUICH
MOAINKCHI0 PYKOBOJUTENSI aNTeuHON opraHu3anuy (MHIWBUIYATbHOTO MNpPEANpPUHUMATENS) U
nevyaThio (MpU HAIMYUU T1€YaTH ).

5. Ilpukaz MunznpaBa Poccun ot 22.05.2023 N 2491 "OOG yTBEp)KIEHUU IMPaBUI
U3rOTOBJIEHUSI M OTIYCKAa JIEKApCTBEHHBIX IMIPENapaToB JUIsi MEIUIUHCKOTO IPUMEHEHUS
anTeUYHbIMH OpPTaHM3AIMSIMH, UMEIONIMMH JIMIICH3UI0 Ha (apMaleBTUYECKYI0 AESITeIbHOCTh" U
I'd XV ODPC «HecrepunpHble JE€KapCTBEHHbIE IPENapaTbl alTEUHOTO U3TrOTOBJIEHUSI B BUJE
TBEPABIX JeKapcTBeHHbIX (opm» U ODC «VYmakoBKa JIEKAPCTBEHHBIX CPEACTB» YTBEPKIACT
HOpMbI O(OPMJIEHUSI HM3TOTOBJIEHHOTO JIEKApCTBEHHOro mpenapaTta. Kaxknas nosa mopoika
3aBOpauMBaeTCs B KalCylly, Kamcyidbl TOMEHIAIOTCS B OyMakHbIH TakeT. YIakoBKa
W3TrOTOBJICHHBIX JIEKAPCTBEHHBIX IIPENApaTOB OCYILIECTBISIETCS B 3aBUCUMOCTH OT (POPMBI U
crocoba MpUMEHEHHs JIEeKapCTBEHHOrO TMpemnapara. B mpollecce ymakoBKH HW3TOTOBJICHHBIX
JIEKapCTBEHHBIX MPENapaToB OCYLIECTBIISETCS MPOBEPKA OOIIEro BUIa YIAKOBKH, IPAaBUIBLHOCTH
WCIIO0JIb30BaHUsl YIIAKOBOYHBIX MAaT€pUAIOB, MAPKUPOBKHU yIaKOBKH. MapKUpOBKa:

1. Bce nekapcTBeHHBIC Tpemaparbl, H3TOTOBJIEHHbIE U pachacoBaHHBIE B aNTEUYHON
OpraHu3alil WM HWHIMBUAYQJIbHBIM MpEAIPUHUMATENEM, HMEIONIUM JIMIEH3UI0 Ha
(hapMaleBTUUECKYIO AESITEIbHOCTD, O(POPMIISIFOTCSI COOTBETCTBYIOIIUMH 3TUKETKAMH.

2. DTukeTka s oOpMIICHHUS JIEKAPCTBEHHBIX MPENapaToB B 3aBUCUMOCTH OT CIIOco0a UxX
npuMeHeHust. Dtukerka i nanHoro JIIT — xax ans JIIT gnst BHyTpeHHETO mpUMEHEHUs — ¢
Haanucelo: «BHyTpeHHee».

3. DTukeTka uMeeT Ha OeroM (poHe cienyrolue CUTHAIbHBIC I[BETa B BUE IMOJIS: TaK Kak
JUTsl BHYTPEHHETO MPUMEHEHUS — 3€JICHBIN LIBET.

4. Ha Bcex aTHKeTKax ajs OQOPMIIEHHS M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IPENapaToB
JOJKHBI  OBITH  OTIEYATaHbl TPEAyNPEAUTEIbHbIC HAJIMUCH, COOTBETCTBYIOIINE KaKIOU
JIeKapCcTBEHHOHU (opMe, HO Ui JaHHOTO MOPOILKA He IPETyCMOTPEHBI.

5. DTHKeTKa 00s13aTeNIbHO J0KHA COIePKATh MPEAYNPEIUTENbHYIO HAMUCh: «XPaHUTh B
HEJOCTYITHOM JIJIS IETEeN MeCTe».

6. Pazmep STUKETKH OMpeAenseTcss B COOTBETCTBHHM C pa3MepaMy TMOCYIbl WIH APYrou
YIaKOBKH, B KOTOPOU OTITYCKalOTCS M3TOTOBJIEHHBIE JIEKAPCTBEHHBIE MTPenapaThl.

7. JlekapcTBeHHBIE MpenapaThl B 3aBUCUMOCTH OT JIEKAPCTBEHHON (DOpPMBI M Ha3HAUYCHUS
cienyer opopMIISITh COOTBETCTBYIOIIMMH BHJIaMU 3THKETOK: TaHHYI0 — «llopomrkmy.

8. Ha osrtukerkax s odopmiieHHs IEeKapCTBEHHBIX MPENapaTroB, W3TOTOBICHHBIX IS
HAaceJIeHUs, JOJDKHO OBITh yKa3aHO: a) HaMMEHOBaHWE anTeyHod opranuzaunuu, O©.1.0.
WHIUBUAYAIBHOTO  TPEANpPUHUMATENS, HMMEIONIer0 JHUIEH3UI0 Ha  (papManeBTHYECKYIO
NesITeNIbHOCTh; 0) MECTOHaXOX/ICHUE alTeYHOW OpraHu3alliyd WM MECTO (apMaleBTUYECKOM
NEeSATEIbHOCTH WHAMBUIAYAJbHOTO MpeANpUHUMATENsl; B) HOMEp peuenrta (IpucBauBaeTcs B
anteke); r) @.1.0. nanuenTa; 1) HAMMEHOBAHHWE WJIM COCTaB JIGKAPCTBEHHOTO Tperapara; ¢)
croco® MPUMEHEHUs JIGKAPCTBEHHOTO Tpernapara (BHyTpeHHEE, HaApY>KHOE, JJII MHBEKITHI ), BUJI
JeKapCcTBeHHOW (opmbl (TJIa3HBIC Kaluid, Masb W T.A.); ) MOAPOOHOE OmMHcaHuEe crocoba
MPUMEHEHHUsI; 3) JaTa W3TOTOBJCHHUS JIEKQPCTBEHHOTO IIpenapara; M) CpPOK TOJHOCTH



nekapcTBeHHoro mpemnapara («l'ogeH o0  »); K) IleHa JIEKapCTBEHHOro Ipernapara; Ji)
npenocTepexeHue «XpaHuTb B HEOCTYIIHOM JUIsl I€TEH MecTe».

9. TeKCT 3TUKETKH JOJDKEH OBITh HaleyaTaH TUIOTrPad)CKUM CIOCOOOM Ha PYCCKOM SI3BIKE.
CoctaB JIeKapCTBEHHOI'O Ipenapara NHIIETCS OT PyKH WIM HAHOCUTCA  IITaMIIOM.
HanmeHnoBaHMs JE€KapCTBEHHBIX MpENapaToB, YAaCTO BCTPEUAIOIIMXCS B PELENTYpe, TAKHX Kak
AHTUIPUIIIIUH, WM M3TOTOBJIAEMBIX B BHUJIE BHYTPHANTEYHOH 3aroTOBKH, MOTYT OBITh
HareyaTaHbl THIOTPA(CKUM CIIOCOOOM.

3amanue 83. CuryalinoHHas 3aga4a

B anreky noctynuio TpeboBaHuE Ha U3TOTOBJICHUE H30TOHMYECKOTO pACTBOPA HATPHUSAXIIOPUIA!
Rp: Sol. Natrii chloride isotonica 1000 ml

Sterilisetur!

D.S. pro injectionibus.

1. KakoBbI oka3aHust K IPUMEHEHHIO TaHHOT'O JIeKapcTBEHHOro npenapata? Jlaiite
XapaKTePUCTHKY JICKApCTBEHHOH (opme.

2. KakoBbl 0cOO€HHOCTH N3rOTOBIIEHUS CTEPUIIbHBIX PACTBOPOB?

3. Onpenenure nenecooOpasHble BUABI BHYTPUANITEYHOTO KOHTPOJIS. B uém oHun
3aKJII0YaATCS?

4. Kakum 06pazom opopMIISIOTCS pe3yabTaThl 0053aTEIBHOTO KOHTPOJIS?

S. Kakum o0pa3oM ynakoBbIBaeTcs U opopMIIsieTcs JaHHBIN JIeKapCTBEHHBIN npenapat?

Omanon omeema:

1. Beimucana >xujakas JekapcTBeHHas (opMa i BHYTPUBEHHOTO IPUMEHEHUS —
UCTUHHBIA pacTBOp, TpeOylolias acenTU4YecKOro YCJIOBHS U3roToBieHHs. PacTtBop ams
WHBEKINN TIPEACTaBISIET COO0H MPO3PavHyIO JKUAKOCTH COIOHOBaToro Bkyca, pH 5,0 — 7,0.

dapMaKoI0ru4ecKoe JENCTBUE  —  THApaTHpYIOLIEE, JIe3UHTOKCUKALIMOHHOE,
mnasmosamernaromiee, Hopmanuzyromiee KILIC. [Tpumenenue: Gombiine moTepyu BHEKIETOYHOM
KHUAKOCTH (B TOM 4YHCIIE TOKCHMYECKass AMCIIENCHSA, XOJiepa, Iuapesi, HEYyKpoTHMas pBOTa,
OOIIMpHBIE OXOTM C CHUJIBHOM JKccynalueil), TUIOXJOPEMHMsI M TUIOHATPUEMHS C
00€3BOKMBAaHUEM, KHILIEUHAs HEMPOXOJUMOCTh, B KaUeCTBE JEC3MHTOKCUKAIIMOHHOIO CPEJCTBA;
NIPOMBIBAHUE paH, IJa3, IOJOCTH HOCA, I PACTBOPEHMS M Pa3BEACHUS Pa3IUYHBIX
JIEKapCTBEHHBIX BELIECTB M YBIAKHEHMs MepeBsi304HOro marepuana. JlekapctBeHHas gopma —
CTEPWJIBHBIN PaCTBOP JUIsl HHBEKIUH.

2. M3roToBieHne CTEpUIbHBIX PAaCTBOPOB OCYILIECTBISETCS B COOTBETCTBHE ¢ IIpukazom
Munzapasa Poccun ot 22.05.2023 N 2491 "OO0 yTBEep>KJIESHUHW MPABIII U3TOTOBIEHUS U OTIyCKa
JIEKapCTBEHHBIX IpPENapaToB JUIsl MEIULUHCKOIO IPHUMEHEHHUS AalTeUHbIMM OpraHU3alUsMH,
HMMEIOLUMH JIMIEH3UI0 Ha (apMaineBTH4YecKyto aesTenbHOCTh" U ['d XV ODPC «CrepuiibHble
JIEKapCTBEHHbIE IIpENapaThl alTEYHOTO HW3TOTOBIEHUS». I3rOTOBIEHHBIE WHBEKLIMOHHBIE U
MH(}Y3UOHHBIE PACTBOPHI JOJIKHBI OBITH CBOOOJTHBIMU OT BUJUMBIX MEXaHUYECKHX BKIIIOUEHU,
CTEpPHJIbHBIMHU, CTAOMJIBHBIMH, BBIIEP’KUBATh UCIBITAHUE HA MUPOT€HHOCTh. JlOMOTHUTEIbHBIMU
TpeOOBaHUSAMU JJIsi U3TOTOBJICEHHBIX MH(Y3MOHHBIX PACTBOPOB SIBISIOTCS MX HW30TOHUYHOCTD,
M30TUAPUYHOCTh, M30MOHUYHOCTH, M30BS3KOCTh. MHBEKIMOHHbIE W MH(Y3UOHHBIE PACTBOPHI
W3rOTABIIMBAIOTCS B ACENTHUYECKUX YCIOBUSX MAacco-OObEMHBIM METOJIOM Ha BOJE JUIs
MHBEKIMN. 3anpenaercs 0JHOBPEMEHHOE U3rOTOBJIEHUE HA OJTHOM pabodyeM MeCTe HECKOIbKHX
UHBEKIIMOHHBIX M MH(QY3HMOHHBIX pPAaCTBOPOB, COJEPKAILUX JIEKAPCTBEHHBIE CPEICTBA C
pa3IMYHBIMU HAUMEHOBAHUSAMHU WJIN JIEKAPCTBEHHBIE CPEJICTBA OAHOIO HAMMEHOBAHUS B Pa3HBIX
KOHIIEHTpauusaxX. VIHbeKIIMOHHbIE U MH(Y3UMOHHBIE PACTBOPHI (PUIBTPYIOTCS C HUCIOIb30BAHUEM
pa3pelIeHHbIX K IPUMEHEHHIO (HIBTPOBAIBHBIX MAaTEpPHAJIOB M YCTAaHOBOK. (DHIbTpOBaHHE
pacTBOpa COYETAETCA C OJHOBPEMEHHBIM DO3JIMBOM €r0 B IIOATOTOBICHHBIE CTEPUIIbHBIC
(1aKOHBI, KOTOpPBIE YKYHNOPHBAIOTCA CTEPHIIBHBIMU NpoOKamu. VMHTepBal BpeMeHH OT Hadaia



W3TOTOBJICHUSI MHBEKIMOHHOTO M HWH(Y3MOHHOTO pacTBOpa 10 CTEPUIM3AIMA HE JOJDKEH
npeBbliaTh 3  YacoB. VIHBEKIMOHHbIE U HH(Y3UOHHBIE PpACTBOPHI CTEPUIU3YIOTCS B
COOTBETCTBUHM C TPEOOBaHMAMU K peXHUMaM crepuimsanud, ykazaHHeiMH B ['® XIII ODC
«Crepummzanusi»y U ['d XV ODPC «CrepuiibHble JIEKAPCTBEHHBIC IMpeMaparbl arnTeYyHOIro
W3rOTOBIEHUS». He momyckaroTcs cTepuiu3anus pacTBOpoB o0bEMOM Oonee 1 nuTpa u
MOBTOPHAs CTEPUIN3AllUA MHBEKIIMOHHBIX U MH(Y3MOHHBIX pacTBOpoB. [Iporece crepunuzanumn
JOoKeH obOecrieunBaTh 3(P(GEKTUBHOCTh CTEPHIM3AIMH Bcero o0beMa 3arpy3kud. KoHTpob
napamMeTpoB U 3(PPEKTUBHOCTH TEPMHUYECKHX METOJOB CTEPUIIM3AIMN OCYILECTBISETCS C
MIOMOIIIbI0  KOHTPOJBHO-M3MEPUTENBHBIX MPHOOPOB, XUMHUYECKUX U OMOJIOTMYECKUX TECTOB.
Pexxumbl cTrepunusany UCXOAHBIX JIEKAPCTBEHHBIX CPEJICTB, U3TOTOBJICHHBIX UHBEKIIMOHHBIX U
MH(Y3MOHHBIX PACTBOPOB, a TAK)KE BCIIOMOTATEIbHBIX MAaTEPHAJIOB U MOCYABI PETUCTPUPYIOTCS
B JKypHajJ€ pErucTpalud pPeKHMa CTEPWIM3AUMU HMCXOIHBIX JIEKAPCTBEHHBIX CPEICTB,
W3rOTOBJICHHBIX JIEKAPCTBEHHBIX IPENapaToB, BCIOMOIATEIbHBIX MAaTEpUAOB, IOCYAbl U
MPOYMX MaTepualioB. B KypHane perucrpauud pexuma CTePUIIM3alMM  HCXOIHBIX
JIEKapCTBEHHBIX CPEJCTB, H3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IPENapaToB, BCIOMOIATEIbHBIX
MaTepUajoB, MOCYIbl U MPOYMX MATEPUAIOB YKa3bIBAlOTCA CIEAYIOLINE CBEACHUS: a) JaTa |
MOPSIIKOBEI HOMEp TMPOBEICHUS CTEpWiIn3anuu; 0) HOMEp perenta Wid TpeOOBaHUS, B)
HAaUMEHOBAHHME MaTepuana, T[OJUIekKAIIEer0 CTepUIN3allMi; T) KOJHMYECTBO HCXOJHBIX
JIEKapCTBEHHBIX CPEJCTB, H3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IPENapaToB, BCIOMOIATEIbHBIX
MaTepUasoB, MOCYAbl U IPOYUX MATEPHAIIOB; /1) YCIOBUS CTEpUIIM3AINH (TeMIepaTypa, Bpemsi);
€) TEepPMOTECT; >K) MOAMHUCH JIMIIA, MPOBOJIUBIIETO CTEPUIM3ALUI0 MaTepuanoB. KypHan
pPEruCTpallMi peXuMa CTEPUIIM3AMU HCXOAHBIX JIEKAPCTBEHHBIX CPEICTB, H3TOTOBJIEHHBIX
JIEKapCTBEHHBIX IPENapaToB, BCIIOMOraTeIbHbIX MaTEpHUaJOB, MOCYAbl U MPOYMX MaTEepHAIOB
JIOJKEH OBITh MPOHYMEPOBAH, MPOLIHYPOBAH U CKPEIUIEH MOJAMUCHI0 PYKOBOJUTENS aNTeUHON
OpraHu3aiyy (MHAMBUAYAJIBHOTO MNPEANpPUHUMATENS) U MedyaThlo (IpU HaIMYUU TI€YaTH).
O1eHKa KauecTBa HHBEKIIMOHHBIX U UH(PY3MOHHBIX PACTBOPOB JI0 CTEPUIM3ALMU TPOBOIUTCS I10
BHEIIHEMY BUJAY, OTCYTCTBUIO MEXaHMUYECKHUX BKJIIOYEHMH, 3HaueHHto pH, mommHHOCTH U
KOJIMYECTBEHHOMY COJEpPKAHHUIO JIEKAPCTBEHHBIX CPEICTB, COJEPKAHMUIO H30TOHUPYIOIIUX H
crabunm3upyronmx BeniecTB. OleHKa KayecTBa WHBEKLUHMOHHBIX W MH(Y3HMOHHBIX DPAaCTBOPOB
IIOCJIE€ CTEPUIIN3ALNMN ITPOBOAUTCS IO BHEIIHEMY BUAY, OTCYTCTBHIO MEXAaHMUYECKUX BKIIIOUECHUH,
MPOBEPKE HOMHUHAIBHOTO 00BEMa MpH po3iuBe BO (hIakoHbI, 3HaueHHio pH, mgomycTtumbie
MOTPEIIHOCTH TpU H3MepeHun Koropoil npuselneHel B I'd XV OPC «JlekapcTBeHHBIE
mpernapaTsl anTEYHOrO W3TOTOBJICHUS», MOUIMHHOCTH M KOJUYECTBEHHOMY COJIEP)KaHUIO
JIEKapCTBEHHBIX CPEJCTB, OTKJIOHEHHIO OT HOMHHAJIBHOTO 00BEMa, (UKCUPOBAHHOCTU
YKYHOPKH, CTEPUIBHOCTH, MUPOT€HHOCTH WM COJAEPKAHUIO OAaKTepUalbHBIX 3HJIOTOKCHHOB.
IIpy HECOOTBETCTBUM OJHOMY U3 IIEPEYUCICHHBIX TpeOOBaHUNH pPACTBOPBI  SABISIOTCS
HeT00pOKaYECTBEHHBIMH.

3. Buapl KOHTpOJIS MpU U3TOTOBJICHUM JIEKAPCTBEHHBIX MpPENapaToB PErJIAMEHTHUPYIOTCS
npukazoM Munsnpasa Poccun ot 22.05.2023 N 2491 "OO0 yTBepK/I€HUHU MPaBU U3TOTOBICHUS
U OTHYCKa JIEKAPCTBEHHBIX IPENaparoB Uil MEAWLHMHCKOIO IPUMEHEHHUS aNTEYHBIMHU
OpraHu3aIysIMU, UMEIOIIMMHU JIUIICH3UIO Ha (hapMarieBTHIecKyo AesTeabHOCTh" u [ XV ODC
«JlexapcTBeHHBIE IIpENapaThl allTEUHOTO U3rOTOBIEHU ». KOHTPOJIb KauecTBa N3rOTaBINBAEMBbIX
U HU3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IMPENapaToB OCYIIECTBISETCS MOCPEICTBOM: MPUEMOUYHOTO
KOHTpPOJIS; MMCbMEHHOTIO KOHTPOJI; ONPOCHOTO KOHTPOJIS; OPraHOJIENTUYECKOrO KOHTPOJIS;
(U3MYECKOTO KOHTPOJIS, XUMHUYECKOTO KOHTPOJISL; KOHTPOJS MPH OTIYCKE JEKAapCTBEHHBIX
npenaparoB. Bce H3roToBIEHHBIE JIEKapCTBEHHBIE Mpenaparhl MOJuIekKaT 00sS3aTeIbHOMY
MMACBMEHHOMY, OPTraHOJENTUYECKOMY KOHTPOJIIO IpU OTHycKe. PacTBop uisi WMHBEKIMI
KOHTPOJIMPYETCS Ha MEXAaHUYECKUE BKIIIOUCHMUS.

[IucbmenHBIi  KOHTpPOJb. M3roTOBIEHHBIE JIEKAPCTBEHHBIE IIpENaparbl, pELENnTbl U
TpeOOBaHUs, IO KOTOPBHIM H3TOTOBJICHBI JIEKAPCTBEHHBIEC IpENaparhl, 3aloJHEHHbIE Macrlopra
MMACBMEHHOTO KOHTPOJIA MEPENA0TCs Ha MPOBEPKY MPOBU30PY, BBIIOJIHIIONIEMY KOHTPOJBHBIE
(GYHKLIMU [IPU U3TOTOBJICHUH U OTITYCKE JIEKAPCTBEHHBIX IpenapaToB. KoHTponb 3akioyaercs B



IIPOBEPKE COOTBETCTBUS 3allMCEH B MACIOPTE NUCbMEHHOTO KOHTPOJS Ha3HAUEHUSM B peLENTE
WM TpeOOBAaHUH, IPABUILHOCTH MTPOU3BEACHHBIX pacueToB. [Ipu N3roToBiIeHUN JTE€KapCTBEHHbBIX
MpenapaToB Uil UHBEKIUNA M UH(Y3HA BCE CTaUH W3TOTOBIICHHUS PETUCTPUPYIOTCS B XKypHaie
pPErucTpalii  pe3ylbTaTOB KOHTPOJS OTACNbHBIX CTAJAUM H3TOTOBJICHHS JIEKAPCTBEHHBIX
MPEenapaToB Ui MHBEKIUN 1 HHPY3HIA.

B xypnase perucrpauuu pe3yiabTaTOB KOHTPOJS OTAEIbHBIX CTAaJWA H3TOTOBJIEHUSA
PacTBOPOB ISl HHbEKIHA U UHPY3UH YKa3bIBAIOTCS CICIYIOINE CBEICHUS:

a) aTa U MOPAIKOBBIM HOMEp MPOBEICHUS KOHTPOJIS;

0) HOMep pelienTa Wi TpeOOBaHMUS,

B) HAMEHOBAHUE U B3ATOE KOJUYECTBO UCXOIHBIX CPEJICTB (B TOM YHCIIE BOJIBI);

I') HAUMEHOBAHHUE U 00BEM H3TOTOBIIEHHOTO PAaCTBOPA;

1) IOATHKCH JIUIIA, U3TOTOBUBLIETO PACTBOP;

e) ¢punpTpoBaHue u (pacoBka (po3uB) (YKa3bIBAETCs 00HEM B MIJLTUIUTPAX U KOJIUYECTBO
OyThLIOK ((p1aKOHOB); XK) MOAMKCH JTUIIA, pacPacoBaBILIEro PacTBOD;

3) HOJANHUCH JIUIA, IPOBOAMBILEIO IEPBUYHBIM KOHTPOJb pacTBOpa Ha MEXaHUYECKUE
BKJIFOUCHUS;

1) crepuian3auus (yKa3blBaeTCsi TEMIIEpaTypa, BPEMsl «OT» U «J0», TEPMOTECT, MOJANUCH
JUIa, IPOBOUBIIIETO CTEPUIIN3ALIMIO PACTBOPA HA MEXaHHUECKHE BKIIFOUCHUS );

K) NOJIUCH JHIA, IPOBOJMBIIEIO BTOPHYHBIN KOHTPOJb pacTBOpa Ha MEXaHUYECKUE
BKJIFOUYCHUS;

JI) HOMEpa aHAJIU30B JI0 U MOCIIe CTEpUIIN3aIiK (YKa3bIBalOTCS Yepe3 Apoob);

M) KOJIMYECTBO €EMKOCTEH rOTOBOM MPOIYKIIUH, ITOCTYMUBIIEH /7151 OTITYCKa;

H) HOJNUCH JIMLA, AONYCTHUBIIEr0 M3rOTOBJIEHHbBIE JIEKAPCTBEHHBIE MpENapaThl K OTIIYCKY
(1oTyCK M3TOTOBJIEHHBIX PAacTBOPOB JJIsl MHBEKIMH M HMHQY3MH K OTIYCKY OCYIIECTBISET
OTBETCTBEHHOE JIMIIO, HA3HAYeHHOE pYKOBOJUTENIEM  alTE€YHOW OpraHu3alud, WIH
UHAWBUIYAIbHBIH  MpeaNpUHUMATeNb, HUMEIOIUN  JIMIEH3UI0 Ha  (hapMaleBTHUECKYIO
NESTETLHOCTD ).

XypHan perucrtpauuum pe3yJbTaTOB KOHTPOJS OTHENBHBIX CTAaAUd H3TOTOBICHUS
PacTBOPOB Uil UHBEKIUN U MHPY3UI JOHKEH ObITh IPOHYMEPOBAH, MPOLIHYPOBAaH U CKPEIJIEH
MOJITMCHIO PYKOBOAMTENS aNnTe4YHOM oOpraHuzalyuy (MHAMBUIYAIBHOTO MpEANpUHUMATENs) U
nevyaThio (MPU HATMYUU TI€YaTH ).

OnpocHblif KOHTPOJIb. ONPOCHBIH KOHTPOJIb OCYLIECTBISAETCS BBIOOPOYHO U MPOBOIUTCS
IocJie U3roToBieHus (apmaleBToM (IIpOBU30pOM) He Oosiee MATH JiekapcTBeHHBIX (opMm. [Ipu
MIPOBE/IEHUU OIPOCHOI'0 KOHTPOJS MPOBU30POM, OCYIIECTBISIOUIMM KOHTPOJIbHYIO (DYHKIIHIO,
Ha3bIBAETCs IIEPBOE BXOJSAIIEE B COCTAB JIEKAPCTBEHHOTO MperapaTa JIEKapCTBEHHOE CPE/ICTBO, a
B JIEKAPCTBEHHBIX IIpenapaTax CJI0XHOI'O COCTaBa YKa3bIBa€TCS TAK)KE €ro KOJIMYECTBO, IOCIE
4yero (apmManeBToM (IIPOBH30POM) YKa3bIBAIOTCS BCE HHBIE HCMOJIb3yeMble JIEKApPCTBEHHBIE
CPEICTBA U UX KOJINYECTBA.

OpranonenTU4ecKuid KOHTPOIb. OPraHoJENTHYECKUM KOHTPOJb SIBIISIETCS 0053aTeIbHBIM
BHUJIOM KOHTPOJI U 3aKJIH0YAETCS B MPOBEPKE JIEKAPCTBEHHOTO IIpenapara 10 BHEIIHEMY BHIY,
3amaxy, OJHOPOJHOCTH CMEIIMBAaHUSA, OTCYTCTBHUIO MEXAHMYECKHUX BKJIIOYEHHH B JKHUIKHUX
nekapcTBeHHbIX (opmax. Ha Bkyc mpoBepsitoTCs BBIOOPOYHO JIEKApCTBEHHBIE (DOPMBI,
NpeAHa3HadYeHHble U1 aereid. Ou3znyecknii KOHTpoJib. PU3NYECKUIT KOHTPOJIb 3aKIHOYAETCS B
poBepke o0Imeil Macchl WM 00bEMa JIEKAPCTBEHHOrO IpenapaTa, KOJIMYECTBA M MAacChl
OTIENbHBIX /03 (HE MEHee TPEX J/03), BXOJAIIMX B JIEKAPCTBEHHBIN mpenapar. XUMHUECKUIl
KOHTpOJb. XHWMHUYECKUH KOHTPOJIb 3aKJIIOYAaeTCsi B OLIEHKE KadyecTBa W3TOTOBJIECHUS
JIEKAPCTBEHHBIX MPENapaToB IO IOKA3aTeNsIM: KAYEeCTBEHHBIM AaHAIM3: IOJJIMHHOCTh
JIEKapCTBEHHBIX  CPEACTB;  KOJMYECTBEHHBIM  aHAJINW3:  KOJIMYECTBEHHOE  OIpEACIICHUE
JIEKapCTBEHHBIX CpeAcTB. JlJig MpoBeneHNsT XMMHUUECKOr0 KOHTPOJIsSI 000pyAyeTcsl CrelualbHOoe
pabouee MecTo, OCHAIICHHOE HEOOXOAMMBIM 000pyIOBaHHMEM, NPUOOpPaMHU U pEaKTHBAMH,
o0ecrieueHHOe JOKyMEHTaMH B OO0JIaCTH KOHTpOJISI KauecTBa W CIPABOYHOM JUTEPATypOM.
KoHnTponps Ha mexaHunuyeckue BKIOYEHMs. Jlo M MOcie CTEepWIN3allMd CTEPUIIBHBIX PacTBOPOB



BBITIONTHSETCS WX KOHTPOJIb Ha MEXAaHWYECKHE BKIIIOYEHHUs. MeXaHHYeCKUMHU BKIIOYCHHSIMH
SIBJIAIOTCSL TIOCTOPOHHHE TMOJIBI)KHBIE HEPACTBOPUMBIC BEIIECTBA, KpPOME Iy3bIPbKOB rasa,
CIIy4aiilHO IPUCYTCTBYIOIIME B PACTBOPAX JIEKAPCTBEHHBIX ITpenapaToB. OJHOBPEMEHHO JOJKHbI
MIPOBEPSATHCS 00BEM PACTBOPOB B EMKOCTSAX M KaU€CTBO MX YKYIOPKHU. B mporiecce u3roroBieHus
CTepUJIbHBIC PACTBOPBI JOJKHBI IOABEPraThCsl TMEPBUYHOMY M BTOPUYHOMY KOHTPOJIIO HaA
MeXxaHuueckue BKItoueHUs. [lepBUYHBIA KOHTPOJb OCYIIECTBISETCS Mocie (GUIbTPOBaHUS U
(acoBKHM HM3TOTOBJIEHHOTO pacTtBopa. IIpu oOHapyKeHMH MEXaHMYECKUX BKIIOUEHHH pacTBOP
MOBTOPHO  (MIIBTPYETCS, BHOBb IPOCMATPHUBAETCA, YKYHNOPUBAETCS, MapKUpyeTcs |
cTepuin3yercs. PacTBOpbI, U3rOTOBJIEHHBIE ACENITUYECKH, MPOCMATPUBAIOTCA OAMH pa3 I0CIe
(dacoBku wunu crepuwiusytoniero (uiabtpoBaHus. I[lepBUYHOMY U BTOPHYHOMY KOHTPOJIIO
noanexar 100% emkocreit ¢ pactBopamu. KOHTpoIb pacTBOPOB Ha OTCYTCTBHE MEXaHMUYECKUX
BKJIFOUEHUH OCYIIECTBIISIETCS MPOBU30POM - TEXHOJIOIOM C COOJIIOJICHUEM YCIIOBUI U TEXHHUKH
KoHTpoJsi. s mpocMoTpa €MKOCTEH IOJDKHO OBITh CIIEIHaIbHO 00O0pyAOoBaHHOE pabouee
MECTO, 3alIMIICHHOE OT TMOMAaJaHusl MPSMBIX COJIHEYHBIX Jy4ei, OMyCKaeTcs NpUMEHEHHE
4epHOOETIOr0 3KpaHa M CICIHAIBHBIX YCTPOWCTB. B 3aBUCHMOCTH OT 00BEMa EMKOCTH
MIPOCMATPUBAIOTCS OJTHOBPEMEHHO OT OAHOM 10 msitu mTyK. KoHTposns npu otmycke. Kontposmro
IIpU OTIYCKE JIEKAPCTBEHHBIX MpENapaToB MOJBEPrarTCs BCE M3TOTOBIICHHBIE JIEKApPCTBEHHBIE
mpemnapaTsl, B paMKax KOTOPOTO MPOBEPSETCS COOTBETCTBUE:

a) YIaKOBKHU JICKQPCTBEHHOTO Mpernapara (GU3UKO-XHMHYSCKHM CBOMCTBAM, BXOJSIIUX B
HEro JIEKapCTBEHHBIX CPE/ICTB;

0) yKa3aHHBIX B peIrente Win TpeOOBaHUH /103 HAPKOTHUECKUX CPEICTB, MCUXOTPOITHBIX,
CHJIBHOJCMCTBYIOUINX BEILIECTB BO3PACTY MAallMEHTA;

B) PEKBH3UTOB pelenra, TpeOOBaHHA CBEJCHHUSAM, YyKa3aHHBIM Ha  YINAKOBKE
M3TOTOBJIEHHOTO JIEKAPCTBEHHOTO Mpernapara;

') MapKUPOBKH JIEKAPCTBEHHOTO Mpernapara.

4. Pe3ynpTaThl OpraHoJIEITUYECKOTO, (U3MUECKOTO M XUMHYECKOTO KOHTPOJIS
W3TOTOBJICHHBIX JICKAPCTBEHHBIX TIPENapaToB PETHCTPUPYIOTCS B IKypHAJIE pPErHCTpaIiiu
PE3yNbTaTOB OPraHONENTUYECKOTO, (U3UYECKOTO M XMMHYECKOTO KOHTPOJIS JIEKapCTBEHHBIX
MperapaToB, M3TOTOBIICHHBIX IO PelenTaM, TPEOOBAHUSM H B BUJC BHYTPHAINITCYHOM 3aTOTOBKH,
KOHIIEHTPUPOBAHHBIX PACTBOPOB, TPUTYpPALIUN, CIHPTA ITUIOBOTO U (PACOBKHU JIEKAPCTBEHHBIX
CpeacTB. B naHHOM XypHase yKa3bIBalOTCs CIIEIyIOIINE CBEICHUS:

a) laTa OCYIIECTBICHUS KOHTPOJS K HOMEP IO MOPSAKY;

0) HoMmep pernenTa, TpeOOBaHUs, HAUMEHOBAHHUE MEAUIIMHCKONW OpraHU3allMH, BBIAABIICH
ux (P HAJIHYUN);

B) HOMEp CEpUU JIEKAPCTBEHHOT'O CPEICTBA IPOMBIIIJIEHHOT'O TPOU3BO/ICTBA;

I') COCTaB JIEKAPCTBEHHOT'O CPEJICTBA: OMPEEieMOe BEIIECTBO UM MOH (yKa3bIBaeTCs MpU
(GU3NIECKOM HITH XUMHUYECKOM KOHTPOJIE JIEKAPCTBEHHBIX (POPM, U3TOTOBIICHHBIX IO PELIENTaM);

1) pe3ynbTarhl (U3UYECKOTO, OPTaHONCNITUYECKOT0, KAaUeCTBEHHOTO KOHTPOJS (KaXKIIbIi
M0 IIKaJie: MOJIOKHUTEIBHBIA WM OTPHIIATEIBHBIN), XUMUIECKOTO KOHTPOJS (Ka4eCTBEHHOE U
KolM4yecTBeHHOe ompenenenue); e) @O.M.O. nuua, M3roTOBUBLIEro, pachacoBaBIIETO
JIEKApCTBEHHBIN ITpenapar;

) TIOJTMHKCH JINIIA, TPOBEPHUBIIIETO U3TOTOBIECHHBIN JIEKAPCTBEHHBIN Mpenapar;

3) 3aKJIYeHHE [0 pe3yJbTaTaM IHUCbMEHHOIO KOHTPOJIS: YAOBJIETBOPUTENIBHO WIH
HEYJIOBJIETBOPUTEIIBHO.

XKypHnan perucrpauuu pe3yabTaTOB OPraHOJENTHYECKOro, GU3NYECKOTO U XUMHYECKOIO
KOHTPOJIS JIEKAPCTBEHHBIX MPENaparoB, U3TOTOBJICHHBIX IO pellenTaM, TpeOOBaHUSIM U B BUJC
BHYTPHUANTEUYHON 3arOTOBKH, KOHIIEHTPUPOBAHHBIX PAaCTBOPOB, TPUTYPALIMA, CIUPTA STHUIOBOTO
1 (acoBKH JIEKAPCTBEHHBIX CPEACTB JODKEH OBITh IPOHYMEPOBAH, MPOIIHYPOBAH U CKPEIUJICH
MOAINKCHI0 PYKOBOJUTENSI aNTeUHOM opraHu3anuu (MHIWBUIYATbHOTO MNpPEINPUHUMATENS) U
neyaThlo (MpU HAIMYUU [1€YaTH ).

5. VYmakoBka u  0QOpMJIEHHE  U3TOTOBJCHHBIX  JIEKAPCTBEHHBIX  IIPENapaToB
pETTIaMEHTHPYETCS:



IMpukaz MunznpaBa Poccunm ot 22.05.2023 N 2491 "OO yTBepKIEHHH TpaBHII
U3TOTOBJICHUSI M OTIYCKa JIEKApCTBEHHBIX IMPernapaToB [Uisi MEIUIIMHCKOTO TNPUMEHEHUS
aNTEeYHBIMH OPTaHU3ALUSIMHI, UMEIOIIUMU JIMICH3HIO Ha (hapMaIleBTUYECKYIO JESITEeIbHOCTD'

I'd XV ODC «JlekapcTBeHHBIE MpeNapaThl alTEYHOTO U3TOTOBICHUSY;

I'd XV ODPC «CrepuibHble JIEKapCTBEHHBIE ITpeNapaThl aITEYHOI0 U3TOTOBICHUS;

I'd XV ODC «YnakoBka JEKapCTBEHHBIX CPEIACTBY.

OTUKETKU Ha JIEKapCTBEHHBIE IIpenapaThl AJi NapeHTEPaJbHOIO0 BBEIEHUS C HAJIUCHIO:
«J17151 UTHBEKITHI.

DOTUKETKH HMMEIOT Ha OenoM (OHE CIEAYIONIMe CUTHAIbHBIC I[BETa B BUIC MOJS: JJIS
UHBbEKUUH W uHpy3ul — cuHuil 1Ber. Ha Bcex sTukeTrkax [uisi oOpMIIEHUS HU3TOTOBICHHBIX
JIEKapCTBEHHBIX IIPENapaToB JOJDKHBI OBITH OTIEYAaTaHbl MPENyNpPEIUTENbHbIE HAAINUCH,
COOTBETCTBYIOIIME KaXKIOH JIEKapCTBEHHOW QopMe: p-p Uil WHBEKIUH W HHPY3UH —
«CtepuibHO». Pazmepbl 3TUKETOK ONpPENENSIIOTCS B COOTBETCTBUHU C pa3MepamMH MOCYIbl WU
Jpyroi YIakoBKH, B KOTOPOIl OTITYCKAIOTCSI M3TOTOBJICHHBIE JIEKAPCTBEHHBIE MPETapaThl.

Ha Bcex sTukeTkax aist opOpMIICHHS JEKapCTBEHHBIX NPENapaToB, U3TOTOBICHHBIX IS
MEIUIIMHCKUX OpraHU3aIfii, JOMKHO OBITh YKa3aHO:

a) HaUMEHOBAHHWE MEJMIMHCKON OpraHu3aluy U €€ CTPYKTYpHOE MojapasjaeieHue (mpu
HEOOXOUMOCTH);

0) HaumeHOBaHHE anTe4yHoi opranuzanyu/d.1.0. HHANBHUYATBHOTO TPEATPHHUMATEIS,
HMMEIOIIETO JUIEH3UI0 Ha (papManeBTUYECKYI0 NESTEIbHOCTh; B) MECTOHAXOXKICHHE aNTeUHOM
opranu3anuu/papManeBTUYeCKOil  JEATENIbHOCTH  WHAWBUAYAJIBLHOTO  MPEIIPUHUMATEII,
UMEIOIIETO JIMIIEH3UI0 Ha (papmarieBTHUECKylo nesarenbHocTh; r) D.M.O. manuenta, s
KOTOPOTO MHIUBUIYaJILHO U3TOTOBIICH JICKAPCTBEHHBIH Mpenapar (Ipu HeoOXOAMMOCTH );

1) crnoco0 TPUMEHEHUs JIeKapCTBEHHOIO Ipernapara (BHYTpEHHEe, HapyxkHoe, s
MHBEKIUHN), BUJI JIEKapCTBEHHOU (pOpMBI (TJ1a3HbIE KAIlJIU, Ma3b U T.1.);

€) JaTa U3roTOBJIEHHUS JIEKApCTBEHHOTO MTpenapara;

) CPOK TOJIHOCTH JIEKapCTBEHHOTO Tipenapara («['oaeH 1o »);
3) TOJMUCH W3TOTOBUBIIETO, MPOBEPUBIIETO U OTIYCTHUBILETO JICKAPCTBEHHBIM Mpemapar
(«M3rotoBUI , IPOBEPUIT , OTITYCTHJI »);

M) HOMEp aHaJu3a IMPOBEPKH JIEKAPCTBEHHOr'O Mpernapara; K) COCTaB JIEKapCTBEHHOI'O
npenapata (mpeaycMaTpuBaeTcs IIyCTO€ MeECTO JJsi yKa3zaHus cocrtaBa). Ha aTukKeTkax
JICKApCTBEHHBIX TNpenapaToB Uil WHBEKIMH M HUHPY3Ud JOMKEeH OBITh YyKa3aH CIocoo
MIPUMEHEHHUS JIEKapCTBEHHOT' 0 Ipernapara: « BHyTpuBEHHOM.

VYnakoBbIBaeTcst pacTBop Harpus xjopuaa 0,9% Bo ¢uakonax emkoctsio no 50, 100, 200,
400. Odopmmsitor «PacTtBop i1 UHBEKIUNY», «CTEPUIBHO», «XPAaHUTh B MPOXJIAJTHOM MECTEe»,
«XpaHUTh B HENOCTymHOM g neted Mecte». Cpok romHoctd 90 CyTOK IpH peXHUME
crepum3aruu 120 °C— 8 muH.

3ananue 84. CuryalinoHHas 3agaqya

B antexy oOparuiack JieBylIka ¢ Mpoch00il M3rOTOBUTH JIEKAPCTBEHHBIMIIPENapar no pernenty
Bpayva:

Recipe: Infusi foliorum Menthae piperitae ex 3,0 — 80 ml

Sirupi simplicis 5 ml

Misce. Da. Signa. 77o 1 cm. noacke 3 paza 6 Oenw

[Tpumeuanue: KB nucTheB MATHI - 2,4.
1. [TpoBenuTe GapMareBTUIECKYIO IKCIIEPTU3Y IIPOITUCH PELIeTITa.

2. OdopmuTe macnoptT NUCbMEHHOT'O KOHTPOJISI, PACCYUTANTE KOJIUYECTBA UHTPETUEHTOB.
3. [IpemioxuTe BapuaHT TEXHOJIOTUU U3TOTOBIICHUS JIEKAPCTBEHHOM (DOPMBI C



HCIOJIb30BAHUEMIICKAPCTBEHHOTO PACTUTEILHOTO CHIPhSL.
4, OdopmuTe ekapcTBEHHYIO GOPMY K OTITYCKY.
5. [TpoBeauTe OIIEHKY KauecTBa U3TOTOBICHHOTO JIEKAPCTBEHHOTO Tpenapara.

Omanon omeema:

1. AHanu3 noka3bpIBaeT:

- KOMIIOHEHTBI IPOIIMCH COBMECTUMBI;

- IIperapart A0/HKeH ObITh BhIMCAH Ha OyaHke perenta ¢gopmbl Ne 107-1/y;

- BeecTs, noaiexamux IIKY Her;

- mpoBepKa 1103 He TpedyeTcs. [Ipenapat N3roraBIuBaTh MOXKHO.

2. Ob6opotHas cropona [ITK

JIncteeB MATHI 3,0

KBII nmucteeB MATEL —2,4

Boxapr ounmennoi 80 + 3,0x2,4=87,2 mn

Cupomna caxapHoro 5 mi

JIuuesas cropona I1ITK

Hara  Ne penenra

Foliorum Menthae piperitae 3,0

Aquae purificatae 87,2

Sirupi simplicis 5 ml

Vo061 —85 M

[TpuroroBun (moamuck)

[IpoBepui (moamnuce)

3.JIuctes MATHI M3MENBYAOT 70 pa3Mepa He Ooiee 5 MM, OTCEMBAIOT OT MbUIH,
otBemuBaroT 3,0.

[TomemiatoT B mporpeTyro HHOYHIUPKY, 3aTMBAIOT 87,2 MJI BOJIbI OYUIICHHOHN, HAKPHIBAIOT
KPBIIIIKOM M HACTaMBAIOT HA KUILAIIEH BOAsSHOM Oane 15 MuHyT He mepememmuBas. HactauBarot
[P KOMHATHOM Temneparype 45 MUHYT.

Hacroii nmpouexuBaroT 4yepe3 ABOMHOW CJIOW Mapiu C MOJJI0KEHHBIM KOMOYKOM BaTBhI,
MEPEHOCIT B MEPHBIA LUIUHJP, TOBOAIT BO10M 10 80 M.

[TonydyeHHbI HAcTON MepeHOoCAT BO (UIAaKOH ISl OTIYCKa, M00aBisAOT 5 MII cupora
CaxapHOro.

4. @yakoH YKYNOpPHUBAIOT IUIOTHO IUIACTMAcCOBOM MPOOKOW C HaBMHYUBAIOLIEHCS
KpbIIIKOM. HaknenBaroT HOMEp pelenTta u 3TUKETKY.

Ha »stukerxkax st odopmileHHs JI€KapCTBEHHBIX IIPENapaToB, H3TOTOBIEHHBIX JUIS
HaCeJIeHUS, JT0JKHO ObITh yKa3aHo:

a) HauMeHoBaHMe anTeyHor opranuzanuu, ©.J1.0. HHAUBUIYATLHOTO MpPeANpPUHUMATENS,
MMEIOILETo JIMIEH3UIO Ha (hapMaIleBTUYECKYIO eI TeIbHOCTD;

0) MECTOHAXOXJICHUE AaNTEeYHOU OpraHM3allM WJIM  MecTo  (hapMalleBTHUECKON
NEeSATEIbHOCTH UHAUBUAYATbHOTO IPEANPUHUMATETIS;

B) HOMeEp pernenTa (IpUCBaBaETCs B allTEKE);

r) ®.1.0. nanuenra;

n) «Bryrpennee», Mukcrypa»

€) nmoapoOHOe omHcaHue croco0a MPUMEHEHHs (Ul MHUKCTYp: «IO JIOKKE pa3 B JICHb
epl»);

) JlaTa U3TOTOBJICHUS JIEKAPCTBEHHOTO MpPEmapara;

3) CPOK TOJHOCTH JIEKapCTBEHHOTO Tipenapara («['ofeH 10 »); M) IleHa JIEKapCTBEHHOTO
npenapara;

K) IIpelocTepekeHrne «XpaHuTh B HEIOCTYITHOM JUTsl IETEi MecTey.

Jiss MUKCTYp o0O0s3aTeNbHBI  JIOTMONHUTENbHbIe ATHKeTKH «llepen ymoTpebnennem
B30aNTHIBAThY», «XPAHUTH B MPOXJIATHOM U 3aLIUIIEHHOM OT CBETa MECTEM.

TekcT 3TUKETOK AOJDKEH OBITh HamedaTtaH TUIOrpad)CKUM CIocoOOM Ha PYCCKOM SI3BIKE.



Cpoxk xpanenust — He 0oJiee 2 CyTOK.

Odopmnenne cormacHo TpeboBanusam npukaza M3 PD ot 22.05.2023 N 249H

S. AHanu3 nokyMeHTanuu. MMeromuiics penent, nacnopT NMCbMEHHOTO KOHTPOJI U
HOMeEp JIEKapCTBEHHOU (POPMBI COOTBETCTBYIOT.

WHrpeueHTsl COBMECTUMBI, pacdeThl caeliaHbl BepHO. O0BEM (hakoHa COOTBETCTBYET
00BeMy JekapcTBeHHON (opmbl. DIakoH YKYNOpeH TepHeTHYHO. DTUKETKAa COOTBETCTBYET
croco0y NpUMEHEHHSI.

OpranonenTH4ecKuii KOHTPOJIb. CBETIO-KENTAsl )KUAKOCTD C XapaKTEPHBIM 3aMaXOM.

MexaHnuyeckre BKIIOUEHHUS] OTCYTCTBYIOT.

O0beM JnexkapcTBeHHOW ¢GopMbl 85+2,5 MII, 9TO COOTBETCTBYET HOPMaM JIOMYCTUMBIX
otksioHeHUH (£3%) o I'® XV ODC «JlekapcTBEHHbIE penapaThl alITEYHOI0 U3TOTOBICHUS»

3amanue 85. CuryalinoHHas 3agaqa

B anrteky oOpatuics My>K4rHa C TPOCHOOI M3TOTOBHUTH JICKAPCTBEHHBIN TpenapaT 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 cronoBoii 10xKke 3 pa3a B I€Hb

[Tpumeuanue: Kopeuna-6enszoar narpus BP/] = 0,5, BC/l = 1,5; KB TpaBbI nycTbipHuKa - 2,0.

1. ITpoBenuTe papmaneBTHUECKYIO SKCIIEPTU3Y ITPOIUCH peLenTa.

2. OdopmuTe nacnopT NUCbMEHHOTO KOHTPOJIS M pacCUUTalTe KOJIUYECTBA

3. [IpeuioxuTe BapuaHT TEXHOJIOTUU U3TOTOBJICHUS JIEKaPCTBEHHON (OPMBI ¢
HCIOJIb30BAaHNEMJIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPBSI.

4. Odopmure ekapcTBEHHYIO GOPMY K OTITYCKY.

5. [IpoBenuTe OLIEHKY KauecTBa U3TOTOBJIEHHOTO JIEKAPCTBEHHOT'O Mpernapara.

Omanon omeema.
1. AHanu3 NOKa3bIBAET:
- KOMITOHEHTBI TIPOITUCH COBMECTHUMBI;
- IIpernapar J0JDKeH ObITh BBIMCAH Ha Oianke penenta ¢popmsl Ne 107-1/y;
- BemecTB, Tognexkamux 1KY Her;
- MPOBEPKA J103:
Kodenna-6enszoara Hatpus
BPJ1 = 0,5; Yucno npuémon: 75/15=5; PJ1 = 0,1/15=0,007
BCH =1,5; CII=0,007%x3=0,02
J103b1 HE 3aBBIIICHBI
[Ipenapat u3roraBiIuBaTh MOKHO
2.. [IK (nuieBast 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 mi

IIpurorosui:



IIposepuir:

IIIK (oGopoTHas cTopoHa):

O6opotnas cropona [I1K: Tpassr mycteipauka 70/10=7,0. KBII tpaBsl mycTtsipauka — 2,0.

Bogapr ounmennoi 70 + 7,0x2,0=84 mi1.

Kodenna-6en3oara natpus 0,1.

Harpus 6pomuna 0,2.

Pacuér conepxanusi B Mukctype tBepabix Jjs: 0,1+0,2=0,3

0,3-75 Mn

X -100 mn

x= 0,4% (menb11e 3%, npupoct 00bEMa He yuuTbiBaeM) HacToiiku Banepuansl 5 M

3.TpaBy MmyCThIpHUKa H3MEIBYAIOT 10 YacTUIl He Ooyiee 5 MM, OTCEMBAIOT OT IIbUIH,
orBemmBarot 7,0. [lomemaroT B nmporperyro HHQYHIUPKY, 3aJIMBAIOT 84 MII BOJIbI OYHIIEHHOM,
HaKpBIBaIOT KPBIIIKON M HAacTauBarOT Ha KUIALIEH BOASHOM OaHe 15 MuUHYT He mepemeninBas,
HACTauBaIOT P KOMHATHOHM TeMnepaTtype 45 MUHYT.

Hacroii npouexuBaroT 4yepe3 ABOMHOW CJIOW Mapiu C MOJJI0KEHHBIM KOMOYKOM BaTBhI,
MEPEHOCAT B MEPHBIN LIMIMHIP, JOBOJAT BOJOM 10 70 ML

[Tonmy4eHHBI HACTOM TIEPEHOCAT B MOACTAaBKY U pacTBopsoT B HEM 0,1 kodennabenzoara
HaTpus U 0,2 HaTpus 6poMuaa, GUIBTPYIOT BO (PIIAKOH Ui OTIIyCKa, JOOABIIAIOT 5 MJI HACTOMKH
BAJICpUAHBI. Y KYIIOPUBAIOT.

4. dnakoH cBeto3amuTHOrO crekia V 100 M1, yKynopuBaroT MOJIUITUICHOBOM POOKOI U
HAaBUHYMBAIOUIEICS KPBIIIKOM, MPOBOASAT KOHTPOJb Ha MeXaHuWdeckue npumecu. HaxneusaroT
HoMmep penenta U 3anonustoT IIIIK nuneByro cropony. Ilpemapar oTmyckaroT ¢ 3TUKETKaMH
«Buytpennee», «llepex ymoTpeOneHreM B30aNTBIBAaTH», «XpaHUTh B  TMPOXJIATHOM,
3alMIICHHOM OT CBETa MECTE» U «XPaHUTh B HENOCTYITHOM AJIs ieTell MecTe». CpoK XpaHEeHUs
2 cytok. Ha saTukeTke orpakeHa ¢pamuinst 00JIbHOTO, HOMED pelenTa, Cocod MPUMEHEHHUS.

5. AHanmu3 aokyMmeHTanuu. MMerommiics penent, HnacrnopT NUCbMEHHOIO KOHTPOJIS U
HOMeEp JIEKapCTBEHHOUN (POPMBI COOTBETCTBYIOT.

WHrpenneHTsl COBMECTHMBI, J03bl HE MPEBBIIEHBI, PacdyeThl chesiaHbl BepHO. O0beM
(1akoHa COOTBETCTBYET OOBEMY JieKapCTBEHHOW (opMmbl. DIIAKOH YKYNOPEH TI'€pPMETHYHO.
OTHKETKa COOTBETCTBYET CIIOCOOY MPUMEHEHHUS.

OpranonenTuueckuii KOHTPosb. CBETI0-KOPUYHEBAS KHUAKOCTh C XapaKTEPHBIM 3aIlaxoM.
MexaHnuyeckre BKIOUEHHUS OTCYTCTBYIOT.

O6beM nexkapcTBeHHOW (opmbl 75+2,3 MII, UTO COOTBETCTBYET HOPMaM JIOIMYCTUMBIX
otksoHeHuH (£3%) o I'd XV ODC «JlekapcTBeHHBIE MpenapaThl alTEYHOTO0 U3TOTOBICHUS»

3ananue 86. CuTyalmoHHas 3a1a4a

B anTexy obpaTuics MyX4uHa ¢ MPOChOOil M3rOTOBUTH JEKapCTBEHHBIMIPENnapar no perenty
Bpaua:

Rp.: Infusi radicis Althaeae 180 ml

Natrii benzoatis 4,0

Misce. Da.

Signa. T1o 1 cmonosoti noxcke 3 paza 6 Oeno.

[Tpumeuanue: KYO natpus 6enzoara = 0,6 MiI/T; 10IMyCTUMbIE OTKJIOHEHHUS 1J1s1 o0beMma oT 150
10200 M = 3%.

1. TIpoBeauTte hapMaeBTUIECKYIO AKCIIEPTHU3Y MPOIKUCH pelerTa.

2. IIpoBenute pacu€Tsl ¥ 0HOPMUTE JIHUILIEBYIO CTOPOHY MACIIOPTa MUCBMEHHOTO KOHTPOJIS.

3. IlpennoxuTe TEXHOIOTUIO U3TOTOBJICHUS IEKAPCTBEHHOT'O IIperapara us3
JICKApCTBCHHOTOPACTUTCIIBHOT'O ChIPbA.

4. OdopmuTe JeKapCTBEHHBIN TIpenapar K OTIYCKY.

5. [IpoBeauTe OlLEHKY KauecTBa U3TOTOBICHHOTO JIEKAPCTBEHHOTO Mpenapara



Omanon omeema:

1. AHaJli3 OKa3bIBAECT:

- KOMITOHEHTHI MPOIUCH COBMECTUMBI;

- mpermapar 10JDKeH ObITh BbITMCaH Ha Oanke perenta Gopmsl Ne 107-1/y;

- BemecTs, momieskamux [IKY Her;

- IpoBepKa 7103 He TpedyeTcs.

[IpemapaT u3rotaBiauBaTh MOXKHO.

2. O6opoTHas CTOPOHA:

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

Kpacx=1,3

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

Boxap! ounmennoi: 180x1,3 =234 ma

Harpus 6enzoara: 4,0

[Tpupoct o6beMa (KYO = 0,6 mu/T) = 0,6 Mur/r x 4,0 = 2,4 M

Jomyctumblie OTKIIOHEHUS B 00beMe (+/- 2%) = 180 Min%x2%/100% = 3,6 ma 6onbie 2,4 mi
CrnenoBaTesbHO, TPUPOCT 00BEMA YKIIAABIBACTCS B JOIMYCTUMBIE OTKJIOHEHHS

JluneBas cropoHa:

Hara Ne peuenra

Radicis Althaeae 11,7

Aquae purificatae 234 mli

Natrii benzoatis 4,0

Voo — 180 mu

[TpuroToBun (MOAMKCH)

[IpoBepui (moamnuce)

3. [TockonpKy B perienTe He yKa3aHO KOJIMYECTBO KOPHS alTesi, HAaCTOM roToBAT 5%
KOHIICHTpAIIUH.

YuuTteIiBas 0COOEHHOCTH CHIPbS U TO YTO CJIM3b alTes] HE OTXKUMAIOT U3 CHIPbS, TIPH
M3TOTOBJIEHUH HUCIIOJIb3YIOT PACXOAHbIN KO3(DPUIMEHT AJis ChIPbS U BOJIbI, paBHBIN 1,3.

bepyt 11,7 r cbipbs u 234 mu1 Boas! ouniieHHoN. HactauBanue npoBoadar B TeueHue 30 MUHYT
MPU KOMHATHOM TeMIIepaType Mpu MepruogNIECKOM MepeMeIiBaHIH.

[Tocne HacTauBaHus U3BJIEUEHUE PUIBTPYIOT, HE OTXKUMasl ChIPbs, Yepe3 JTBOMHOMN CIION Mapiu ¢
MO/JIOKEHHBIM BaTHBIM TAMIIOHOM B MEPHBIN IJIMHJIP U MIPOMBIBAIOT CHIPHE BOJION OUHUIIIEHHOM,
J0BOJs 00beM m3BieueHus 10 180 mi.

OtBemuBaroT 4,0 T HaTpusi 6eH30aTa, PACTBOPSAIOT B MPOYUIETPOBAHHOM HACTOE, XOPOIIIO
MePEeMEIIUBAIOT, TIOCTIE Yero emie pa3 GUIbTPYIOT BO (IaKOH [ OTIyCKA.

4, @D1aKoH OPaHKEBOTO CTEKJIA YKYMOPUBAIOT TUIOTHO TJIACTMACCOBOM MTPOOKOH ¢
HAaBUHYMBAIOLLIEWCS KpbIIKOW. HaknenBaroT OTAeNbHbIN pELENTYPHBI HOMED U TUKETKY.

Ha stukerkax nmst opopmMiieHHs JTEKapCTBEHHBIX MPEMapaToB, H3TOTOBJICHHBIX 71T HACEJICHHS,
JOJKHO OBITH YKa3aHO:

a) HalMEHOBAaHUE anTeYHOU opranusanuu, ©.1.0. WHIMBULYAIIBHOTO
NpeINpUHUMATEIS, UMEIOLIET0 JTUIEH3HIO Ha (apMalleBTUYECKYIO JAesITeIbHOCTD;
0) MECTOHAXOKJIECHUE allTEYHOU OpraHM3aly UiIu  MecTo (hapMaleBTHUECKOI

JEeSATEIbHOCTH HHIMBUAYAIbHOIO IPEANTPUHUMATEIIS;
B) HOMep penenTa (nmpucauBaercs B anreke); T) @.1.0. nauenra;
1) HAMMEHOBAaHME UJIM COCTaB JIEKAPCTBEHHOIO NIpemnapara;

e) croco0 MIPUMEHEHHUS JICKaPCTBEHHOTO npenapara  («BHyTpeHHeey),
BUJI JIEKapCTBEHHOH (opMbI («MUKCTypay);

) OJPOOHOE OMHMCAHKE CTI0CO0a MPUMEHEHHS (11 MUKCTY]: «I10 JIO’)KKE pa3 B JICHb
eIIbI»);

3) JaTa U3rOTOBJIEHUS JIEKAPCTBEHHOIO IIpernapara;
1) CPOK TOAHOCTH JIEKApCTBEHHOT O IpenapaTta («I'oxeH no»);



K) LIEHa JIEKApCTBEHHOI'O IIPEnapara;

J1) IpeiocTepexeHne « X paHUTh B HEOCTYITHOM JIJIsl IETeH MECTe».

Jlist MEKCTYp 00s13aTelIbHBI JONOTHUTEIbHbIE STHKETKH «llepen yrmorpebieHneM B30anThIBaTh,
«XpaHUTh B MPOXJIAJHOM U 3aIIUIICHHOM OT CBETa MECTE».

TekcT ITUKETOK 0JKEeH OBITh HalleyaTaH TUIOTPAdCKUM CIIOCOOOM Ha PYCCKOM SI3bIKE.

CocTaB J1lekapCTBEHHOIO IIpernapaTa MUIIETCs OT PYKU WM HAHOCUTCS HITAMIIOM.

Cpok xpaneHusi — He 6oJiee 2 CyTOK.

Odopmnenue cormacHo TpeboBanmsm npukaza M3 P® ot 22.05.2023 1. Ne 2495 u I'd XV ODC
«HecrepuiibHble 1€KapCTBEHHBIE IPENIApaThl AlITEYHOTO U3TOTOBJIEHUS B BUAC KUIAKUX
nekapcTBeHHBIX (hopm»; ['D XV ODC «JlekapcTBEHHBIE MPEMapaThl AlITEUHOTO U3TOTOBICHHS
; TD XV ODPC «Hactou u oTBapbI».

5. Ananus noxkymenrauuu. Mmerommuiics perent, nacopT MUCbMEHHOTO KOHTPOJISL U HOMEP
JIEKapCTBEHHOH ()OPMBI COOTBETCTBYIOT.

WHrpeaueHTsl COBMECTUMBI, pacueThl ceNanbl BepHO. [IpaBUIbHOCTh YIIAKOBKH U O(OPMIICHHUS.
O0BeM (prrakoHa OPAHIKEBOTO CTEKIJIA COOTBETCTBYET 00BEMY JIEKApCTBEHHOM (POpMBI, TpoOKa
HY>KHOTO KayecTBa 00eCleynBaeT repMEeTUYHOCTh YKYITOPKH.

OprasHoyienTHYECKUi KOHTPOJIb. MOII0OUHO-0€emast JKUAKOCTH CO CIa0bIM 3aI1axoM.

O6beMm nekapeTBeHHO# Gopmbl 180 + 3,6 M1, YTO COOTBETCTBYET HOPMaM JOMYCTUMBIX
oTksIoHeHUH (£ 2%) o I'® XV ODPC «JlekapcTBeHHBIE ITpenapaThl alITEYHOTO U3TOTOBICHUS

3ananue §87. CuTyallOHHas 3a7a4a

B anreky moctynuit penentT cieayroIero coctana:
Rp.: Riboflavini 0,02
Acidi ascorbinici 0,15
M.f. pulvis D.t.d Ne 6
S. Ilo 1 nopowky 3 paza 6 OeHo.
1. CpaenaliTe HEOOXOJAMMBIC pacCYeThl W OIUIIUTE TEXHOJIOTHIO W3TOTOBJICHHS
MTOPOIIKOBOW CMECH TI0 MPOITHCH perenTa
2. Odopmure 00OPOTHYIO M JUIEBYIO CTOPOHY MaclopTa MUCbMEHHOT'O KOHTPOJIS.
Omnpenenute 1eiIecooOpa3Hble BUAbI BHYTPUANTEYHOrO0 KOHTpoJs. Ompenenure
TpeboBanus k opopmieHuto JIOD.
3. VYKaxuTe CPOK U YCIOBHUS XpaHEHUS U3TOTOBJICHHBIX MOPOIIKOB B alTEKe.

Omanon omeema:

Rp.: Riboflavini 0,02
Acidi ascorbinici 0,15 M.f.
pulvis D.t.d Ne 6
S. ITo 1 mopomiky 3 pasa B IeHb.

Hacnopm NUCObMEHHO20 KOHMPOJiA

Jluuesas cropona OGopoTHasi cTOpoHa

Jlara Ne penenra PuGodmasuna 0,02x6 = 0,12

Acidi ascorbinici 0,9 Kucnotsr ackopobunosoii 0,15x6 = 0,9
Riboflavini 0,12 0,17 O6mas macca: 0,12+0,9 = 1,02

Ne6 TTpurorosui PazBecka: 1,02:6 =0,17

PuGodnaBuH OTHOCHUTCS K KpacsAlIMM BeIECTBAM. OTH BEILECTBA 3arps3HSIIOT
CTYIIKY, IECTHK TaKUM 00pa3oM, 4YTO OKpacka He ynajiseTcss npu OObIYHOM crocobe



oOpaboTku mocynbl. J[aHHBIE J€KapCTBEHHBIE BemecTBa (CyOCTaHIIMM) XpaHSAT B
OTJENbHOM IIKady; s MPUTOTOBJIEHUS MOPOIIKOB OPraHU3yIOT CIIEUAIbHBIE MECTa,
UCIONb3YIOT OTAEIbHBIE CTYNKH U niecTuku (TpedoBanue H/I). M3roToBnenue nopomkos
C TAKUMHU BEUIECTBAMHU OCYULIECTBIISIIOT CIEAYIOIIMM o0pa3oM. B cTynke chHauana
pacTUparoT HEOONBIIYI0 YacTh HEOKPAIIEHHOIO BEIIECTBA, J00aBISIOT Kpacsllee
BELIECTBO, 3aTEM OCTaBLIEECS KOJIMYECTBO HEOKPALIEHHOIO BEUIECTBA U BCE CMEIINBAIOT
IO TIOJNyYEHUs OJHOPOAHOW Maccel. IIpm Takom mOpsAIKE CMELNIMBAaHUS BEIIECTB
YCTpaHSAETCA 3arpsi3HEHHUE CTYNKH M IECTUKA W JOCTUTaeTcs JydYllee CMEUIMBaHUE.
YroObl He 3arps3HUTH JPYrHe JIEKapCTBEHHbIE Mpenapathl, U3rOTOBJISEMbIE B aIlTEKe,
KpacsIye BEeIleCTBa CJIEAyeT OTBEUIMBATh Ha OCOOBIX BECOUYKaX U M3TOTOBJIEHUE TaKUX
MOPOIIKOB MMPOBOJAUTDH OTAEIBHO OT APYTUX BEIIECTB.

Tak xak oOmias macca nopoika cocrasiusier 1,02, To BeiOupator crynky Ne3. B
ctynky Ha BP-1 orBemmBator 0,9 KuCIOTBI acCKOpOMHOBOM, TIIATENbHO PACTUPAIOT U
BBICBHIIAIOT Ha Oymary Wiu KarcyiaaTypKy, OCTaBUB HEOOJBILIYIO YacTh (MPUOIUZUTEIBHO
0,3) B cTynke. 3aTeM OTBEIIMBAIOT HA CIELUAJIbHBIX BECOYKAX M BBICBHINAIOT B CTYIKY
0,12 pubodnaBuHa, CBEpXy HACHINAIOT CJIOW KUCIOTHl aCKOPOMHOBOM, CMEIIMBAIOT U
MOCTENEHHO J00aBIISAIOT OCTaBILIeeCs KOJIMYECTBO KUCIOTHI aCKOPOMHOBOIA.

['oTOBBII paBHOMEPHO OKPALICHHBIN CJI0KHBIA IMOPOILIOK PAa3BEIIMBAIOT HA 6 MOPIUI 1O
0,17.

ITopomky yrnakoBbIBAaIOT B )KEJATUHOBBIE KAIICYJIbI (TAK KaK COAECPIKUTCS Kpacsliee
BEIIECTBO) MO0 B KarCyJbl U3 BOLIECHON Oymaru (KUciIoTa acCKOpOMHOBasE MOKET
agcopOupoBaTth Biary). CKIapIBalOT MO TP KaICyJbl BMECTE, IOMEIAIOT B OyMaKHbIN
MaKeT.

Odopmisitot sTuKeTKOM «BHYTpenHeey. "[lopomku", « XpaHuTh B 3alUIIEHHOM OT
cBeTa MecTey, " XpaHUTh B HEJOCTYITHOM JUIs JE€TEN MecTe".

OneHka KauecTBa U CPOKU XpPAHEHHUS B allTEKE OCYILIECTBISAETCS B COOTBETCTBHUHU C
npukazom M3 PO ot 22.05.2023 r. Ne 2491 u I'® ODC «JlekapcTBEeHHbIE TpenapaThl
anTEYHOI0 U3rOTOBIEHUS»

AHanu3 fokyMeHTauuu: Penent Beinucad npaBuibHO. UHIpeIMeHThl COBMECTUMBI.
PacueTsl caenanbl NpaBUIIBHO, ACIOPT MUCbMEHHOTO KOHTPOJISI BBITUCAH, BEPHO.
JlonycTUMBbIE€ OTKJIIOHEHHUS B Macce OTIEIbHBIX /103 MOPOLIKOB. [IpaBUIBHOCTH YIAKOBKH
1 0OpMIICHHUS.

Cpoxk xpanenus— He 6osee 10 cyTok.

3ananue 88. CuTyalmoHHas 3a1a4a

B anrexy mocTymnui peuent Ciaeayromero Cocrasa:
Rp.: Talci
Zinci oxydi aa 4,0
Aquae purificatae 100 ml
M.D.S. HanocuTh Ha KOXY.

1. Cnenaiite HEOOXOIMMbIE PACUEThl U OMUIIUTE TEXHOJIOTUIO U3TOTOBJICHUS
JIEKapCTBEHHOTO Mpernapara 1o nponucH, BbIOpaB ONTUMAIbHBIN BApUAHT TEXHOJIOTHH.

2. ObopMute  OOOPOTHYHO M  JHUIEBYIO  CTOPOHY  Macrmopra  MHCbMEHHOIO
KOHTPOJISL. Omnpenenure 1enecoodpasHpie BU/IbI BHYTPHUAIITEYHOTO
koHTpoJsi. Onpenenute TpedoBanus k opopmiienuto JID.

3. YKaXHTe CPOK U YCIOBUS XpaHEHUS U3TOTOBIeHHOM JID B anTeke.



Omanoun omeema.

Recipe:  Talci

Zinci oxydi aa 4,0

Aquae purificatae 100 ml
M.D.S. HaHocuTb Ha KOXY.

Ilacnopm nucemenno2o KOHmpos
Obopomuas cmopona
Konyenmpayus meepooii ghaszwi 6onee 3 %, cycnensuio 20mosum no macce
Bona ounmennas 100 mn

[Huuk oxcun 4,0

Tansk 4,0

Macca JI® = 100+4,0+4,0=108,0
JInnesas cropoHa

Jara Ne penenra

Zinci oxydi 4,0

Talci 4,0

Aquae purificatae 100 ml

Oo6mas macca 108,0

[TpuroroBm (MOAMHCEH)
[TpoBepun (moamnuce)

Otnyctun (NMOAMHUCH)

[luHka OKCHUJ W TaJbK OTHOCITCS K TpPYINNE TUAPOPUIBHBIX JIEKaPCTBEHHBIX
BemiecTB. [loaToMy cTaOunm3upoBaTh AAaHHYIO CYCHEH3MIO He TpeOyercs, T.K. Ha
MOBEPXHOCTH YACTHUI] TaKUX JIEKAPCTBEHHBIX BEIIECTB 00pa3yeTcsi COJNbBATHBIN
(ruapatHeIil) coii, oOecrneynBaoInil yCTONYMBOCT CUCTEMBI.

JInst mony4yeHuss TOHKO M3MENbYEHHBIX JICKAPCTBEHHBIX BEIIECTB PEKOMEHIYETCS

MpU  PACTHUPAHUM NPUMEHATH BOJAY WJIH JIPYTy0 BCIOMOTATEIbHYIO XUIKOCTH B
KOJNIMYECTBE A OT Macchl M3MENbYaEMOro JIEKaPCTBEHHOro BemlecTBa (mpaswio b.B.
Hepsruna).  [lpubaBneHue  KUAKOCTH  3HAYUTEIBHO  CIIOCOOCTBYET  MpoOIecCy
nucneprupoBanusa. OOBSCHAETCS 3TO MOHWKEHUEM TBEPIOCTH U3METHYaeMOro BellecTBa
Y PaCKJIMHUBAIOIIUM JIEUCTBUEM KUJKOCTEH, KOTOPhIE TPOHUKAIOT B MOJTYUYUBIINECS TIPU
M3MENbYCHUN MHUKPOTPEIIUHBI, PACIIUPAIOT, PACKIMHUBAIOT MUX U TEM CIHOCOOCTBYIOT
nanpHeneMy u3MenbueHuro («oddext Pebunaepar).
B cTynky moMemaoT MMHKa OKCUJ, U3MENbYaIOT, JOOABISIOT H MIPUMEIINBAIOT TanbK. K
MOJIYYCHHOMY TMOPOIIKY J00ABISIOT 4 MJI BOABI OUUIIICHHOMN JIJISl TIOTYYEHUS TIEPBUYHOM
nynbnbl. OcTaBUIyIOCS BOAY, OYMILEHHYIO HCIONB3YIOT Jid pa30aBieHHs] MEpBUYHOMN
MyJbIbI, WCIOJB3Ysl TPHUEM B3MYYHUBAHHS C IEJIbI0 (PPaKIMOHUPOBAHUS YACTHII.
B3MmyunBaHue 3akito4aeTcss B TOM, 4YTO IPU CMEIIMBAaHUU TBEPJOrO BEILIECTBA C
KUIKOCThI0, B 10-20 pa3 mo oObemy MpeBBIMIAIONIEH €ro Maccy, MEJIKHE YacCTHIIbI
HAXOoJATCSI BO B3BELIEHHOM COCTOSIHUMHU, KPYIIHBIE YAaCTHLBl OCEHAIOT HAa JHO. TOHKYIO
B3BECh CJIMBAIOT, OCAJ0K IOBTOPHO H3MENIbYAIOT M B3MYYHMBAIOT C HOBOH MOpLMEH
xuakoctu. Onepanuio NOBTOPSIOT, IIOKa BECh 0CAJ0K HE MEPEHIET B TOHKYIO B3BECh.

@iakoH OECIBETHOrO CTEKJa YKYMOPHUBAIOT IUIOTHO TJIACTMACCOBOM MPOOKOH C
HAaBUHYMBAIOLIENCS KPBILIKOM.



Odopmisiror  stuketkorr  «HapykxHoey, mnpeaynpeauTenbHbIMU — HATIUCSIMHU:
«XpaHUTh B TPOXJIATHOM, 3alIUIIEHHOM OT cBeTa Mmecte», «llepen ymnorpebiieHuem
B30aNThIBaTh», «XpaHUTh B HEIOCTYIHOM Juis neredl Mecte». HaxneuBaroT HOMeEp
peuenra.

OneHka KayecTBa U CPOKM XPAHEHHSI B AlITEKE OCYLIECTBIISIETCSI B COOTBETCTBUU C
npukazoM M3 P® ot 22.05.2023 N 2491 "OO6 yTBepKACHUU TPaBUI H3TOTOBICHUS H
OTIyCKa JIEKAPCTBEHHBIX MPENApaToB s MEIUIMHCKOIO IMPUMEHEHHS AaNTeYHBIMU
OpraHU3alUsAIMU, UMEIOIIMMHU JHUIEH3UI0 Ha (apMaleBTHYECKY0 AedareabHocTh" n ['Od
XV ODC «JIexkapcTBEeHHBIE MpenapaThl alTEYHOT'O U3TOTOBICHUS».

AHanu3 JokyMeHTauuu: Penent BeIMMCaH NpaBuiIbHO. HIpeANMEHTh COBMECTHMBI.
PacueTsl caenaHbl NpPaBUIBHO, MAaCHOPT HMUCBMEHHOTO KOHTPOJIS BBIIIMCAH, BEPHO.
OTkiOHEHHE B Macce JIeKapCTBEHHOM QopMbl. OLEHKa pecycrneHIupyeMOCTH.
[IpaBUIBHOCTH YITAKOBKU U OPOPMIICHHS.

Cpok xpaHeHHs 2 CYTOK.

3amanue 89. CuryalmoHHas 3agaqya

B anTeky mocTynui 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 10XKKe 3 pa3a B JICHb.

1. CnenailiTe HEOOXOAUMBIE pacyeThl M OIHUIINATE TEXHOJIOTHUIO H3TOTOBIICHUS
JIEKapCTBEHHOTO Ipernapara 1no MPONUCH C KCMHOJIb30BAHUEM JKUJIKOTO AKCTpaKTa-
KOHIIEHTPATa TPaBhI MMYCTHIPHUKA, BEIOPAB ONTHUMANIbHBIN BApUAHT TEXHOJIOTHH.

2. OdopmuTe 000POTHYIO U JIUIIEBYIO CTOPOHY MAcmopTa MUCHMEHHOTO KOHTPOJIS.
Onpenenure 1enecooOpa3Hbie BHUJBI BHYTPUANTEUYHOTO KOHTposs. Ompenenute
TpeboBanus k oopmiienuro JIO.

3. VYKaxuTe CpoK U yCIIOBUS XPAaHEHUS U3rOTOBIEHHOM JID B anteke.

Omanon omeema.

Rp.: Infusi herbae Leonuri ex 5,0 - 100 ml
Natrii bromidi 1,0

Glucosae 5,0

M.D.S. ITo 1 cTonoBoii 10XKe 3 pa3a B ICHb.

Ilacnopm nucomennozo konmponsn (IHIIK)

Jluyesas cmopona Obopommuas cmopoHa

Aquae purifcatae 75 ml 3. OO6mmmii 066em 100MT

Solutionis Natrii bromidi (1:5) 4. DkcrpakTa BaJiepuaHbl
5mil CTaH/IapTU3UPOBAHHOTO KUAKOTO 1:2
Solutionis Glucosae (1:2) - 5 x 2=10Mm

10 ml 5. PactBopa Hatpust 6pomuaa 20%
Extracti Leonuri standartsati fluidi (1:5)1 x 5= 5mn

(1:2) 10 ml 6. PactBopa rimoko3st 50% (1:2)
OOmuit 00bem 100 M 5x2=10mn

Ilpucomosun 7. Bojbl OUHIIIEHHON:




IIposepun 100Mma-(10+ 5+ 10)=75 mn
Omnycmun

Bo ¢makon s oTmycka  opaHKeBOro  crekia  (HaTpus  Opomuj
CBETOUYBCTBUTEJIbHBINM) OTMEPHUBAIOT 75 MJI BOJABI OYMILEHHOM, 5 MJ pacTBOpa HaTpHs
opomuga (1:5), 10 mum pactBopa rmoko3bl (1:2), 10 M 3KcTpakTa-KOHIIEHTpaTa
MyCThIPHUKA KUIKOTO (1:2), XOpOIIO IepeMEenInBatOT.

@d1akoH YKYyNOPUBAIOT IIOTHO IJIACTMACCOBOM MPOOKOM ¢ HABUHUMUBAIOILICHCS
KpbiKo#. HakienBatoT HoMep perienta U 3THKETKU: «BHyTpenHee», «llepen
ynoTpebaeHueM B30aIThIBATEY, « XPAaHUTh B POXJIATHOM, 3alIUIIICHHOM OT CBETa
MecTe», «XpaHUTh B HEAOCTYITHOM JUIsl IeTeil MmecTe». KOHTpOoIupyroT COBMECTUMOCTD
VHTPEIUECHTOB.

AHanu3 nokyMeHTanuu. [[paBuiabHOCTh HAaNIMCAaHUS TACIOPTa MUCHbMEHHOTO KOHTPOJIA.
[IpaBuibHOCTH yakoBKU U opopmiieHus. OpraHoJeNTHUECKH KOHTPOoIib. OO0beM
JIEKapCTBEHHOU (POPMBI.

OneHka KadyecTBa M CPOKHM XPAaHEHMS B AITEKE OCYIIECTBISETCS B COOTBETCTBUU C
npukazoM M3 P® ot 22.05.2023 N 2491 "OO6 yTBepKII€HUU TPaBUII U3TOTOBICHUS U
OTIyCKa JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOIO IMPUMEHEHHS AaNTeYHbIMU
OpraHu3aIusIMUi, UMEIOIMMHU JIUICH3UI0 Ha (DapMmarieBTUUYECKyl0 AesiTeabHOCTh" u ['D
XV ODC «JlexkapcTBEeHHbIE ITpenapaThl alITEUHOIO U3TOTOBIECHUSD.

Jlo oTmycka OOJbHOMY JIE€KapCTBEHHBIM Ipenapar XpaHUTCS B 3alHpPaOIIEMCs
mkagy. Cpok XpaHeHHsI B allTeKe 2 CYTOK.

3amanue 90. CutyalimoHHas 3agada
B anTeky nocTynui penent cieyroero cocrana:

Rp.: Sol. Natrii chloridi isotonicae 200 ml
D.S. 115 BHYTpUBEHHOTO BBEJCHMUSI.

1. Cnenaiite HEOOXOAMMBIE pacyeThl W OMNUIIUTE TEXHOJOTUIO M3TOTOBICHUS
JIEKaApCTBEHHOTO TIpemnaparta 1o MponucH, BEIOPAB ONTUMAIbHBIC YCIOBUS TEXHOJIOTHH.
2. OdopmuTe 000POTHYIO W JIMIICBYIO CTOPOHY IAcropTa IMHUCHMEHHOT'O KOHTPOJIS.

Omnpenenure 1enecooOpa3Hble BUABl BHYTpHANTeyHOro KoHTposs. Omnpenenure
TpeboBanus k opopmieHuto JIOD.
3. YKa)XUTe CPOK U YCIOBUS XpaHeHUs n3rorosieHHou JID B anreke.

Omanon omeema:

Rp.: Sol. Natrii chloridi isotonicae 200 ml

D.S. 1111 BHYTpUBEHHOTO BBEICHUS
Ilacnopm nucomenHo20 KOHMPOJIA.

JInuesas cropoHa

Jara Ne penenra

Aquae pro injectionibus 200 ml

Natrii chloridi 1,8

V =200 ml IIpocrepunuzoBano! [Tpurorosui (moamuck) [TpoBepuin
(monmuck) OTmycTui (TIOAMHKCH)

O6opoTHas cTopoHa
Harpus xnopuaa 0,9 - 100 M



x-200mMn X=1,8
C max =MKVYO =2:0,33 =6,1%, KYO ne yuutsiBaercs Boapl 11 unbexuuit 200 M

B cootBercTBun ¢ I'® XIII ODC «JlekapcTBeHHBIE (OPMBI TS TApEHTEPATHHOTO
NPUMEHEHMS» JJI1 M3TFOTOBJIEHUS HHBEKIHMOHHBIX M HH(Y3MOHHBIX IpernapaToB
MCIOJIB3YIOT CYOCTaHIIMM, MPOIIEIINE HCIBbITAHUS Ha OaKTepUAIbHBIE SHAOTOKCHUHBI
WJIN TUPOTEHBI.

B acenTtuueckux yclOBHUSIX B CTEpUIIBHOM IOJACTaBKE B BOJAE IJIsi HUHBEKUIUU
pactBopsoT 1,8 T HaTpusl XJIOpUJa, 3aT€M pacTBOpP (UIBTPYIOT UY€pe3 CTEKJISIHHBIN
¢buneTp ¢ pazmepom mop 10-16 MKM WM CTEpUIBHYIO (UIBTPOBAIBHYIO Oymary c
NO/JIO)KEHHBIM KOMOYKOM CTEPHJIBHOW JIIMHHOBOJIOKHUCTOM MEAWUIMHCKOW BaThl B
CTEpUJIbHBIN (PJTAKOH HEHTPATILHOTO CTEKIa BMECTUMOCTHIO 200 MI1.

N3roToBiaeHHBI PacTBOpP MOJABEPrarOT MOJHOMY XMMHUYECKOMY KOHTPOJIIO A0 H
nocne crepwimzanuu. (ns sToro Bo (rakoH M3 CTEKIOAPOTa OTIUBAIOT 2-3 M
pacTtBopa.

@yIakOH YKYIOpPUBAIOT «IOJ OOKaTKy», CTEPWIN3YIOT BMECTE€ C OCHOBHBIM
¢dnaxonom. Ilocne crepwimzanuu pacTBop U3 (prakoHa MCIONB3YIOT IS MPOBEACHUS
MOJIHOTO XUMHUYECKoro aHanmsa.) Kpome Toro, ¢uakoH ¢ pacTBOpOM MPOCMATPUBAIOT
HEBOOPYKEHHBIM IJ1a30M Ha OTCYTCTBHE MEXAaHUYECKUX BKIIOUEHUH Ha O€JI0M M YepHOM
(hoHe, OCBEIIEHHOM JJIEKTPUYECKON JTaMIIOYKOM MAaTOBOTO CTekia MomHOCThI0 40 BT.
[Ipuyem, mpoBepka Ha OTCYTCTBHE MEXAHMYECKUX BKIIOUEHHI MPOBOJUTCS TaKXKe
JBAXK/bI: 10 U TIOCJIE CTEPUITU3ALNY.

YkynopuBarT U crepuiin3ytot npu 120 °C B TeueHue § MUH.
Odopmisitotr «PacTBop utst UHBEKIHIY, « CTEPUITBHOY, «XPAHUTH B IPOXJIATHOM
MecTe», «XPaHUTh B HEAOCTYITHOM JUJISl AETEU MECTEY.
OneHka KadyecTBa M CPOKHM XPAaHEHMSI B AITEKE OCYIIECTBISETCS B COOTBETCTBUU C
npukazoM M3 P® ot 22.05.2023 N 2491 "OO6 yTBep)KII€HUU MPaBUJI U3TOTOBICHUS U
OTIIyCKa JIEKaPCTBEHHBIX IIPENapaToB I MEIULMHCKOIO IIPUMEHEHHS AanTCYHBIMU
OpraHu3alusAIMHU, UMEIOIUMH JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JesTenbHOCTh" u 'O
XV O®C «JlekapcTBeHHBIE @pemaparbl anTe4YHOro M3rotoBiaeHuss» u  ODC
«CTepunpHble JEKapCTBEHHBIE NTPENapaThl alTEUHOTO U3TOTOBICHUS.
AHanu3 nokyMeHTauuu. [IpaBUiIbHOCTE HaNMCAHMS MACTIOPTA MUCBbMEHHOI'O KOHTPOJIS.
[IpaBunbHOCTH yNMakoBKU U odopmiieHHs. OpraHonentuyeckuid KOHTposib. ONpOCHBIM
KOHTpPOJIb. OOBeM sekapcTBeHHOU (hopMbl. Pexum crepunmzanuu.

Jlo ormycka OOJIBHOMY JI€KapCTBEHHBIM Mpenapar XpaHWUTCS B 3aMUPAIOLIEMCS

mKagy.
Cpok xpanenus 90 cytok npu ycinouu crepunuzanuu 120 °C B TeueHue 8§ MUH.

3amanue 91. CuryarimonHas 3agada

B anrteky moctynui pemenT ciaeIyronero cocrana;
Recipe:  Zinci sulfatis 0,05
Solutionis Acidi borici 2% 10 ml
M.D.S. Ilo 2 xarmuu 4 pa3a B 1eHb B 00a r1asa
1. CuenaiiTe HEOOXOAWMMBIC pacyeThl W ONHIIMTE TEXHOJOTUIO W3TOTOBJICHUS
JIEKapCTBEHHOI'O Iperapara IO IPOIKCH, BHIOpAaB ONTUMAIbHBIA BapUaHT
TCXHOJIOTUH C HUCIIOJIb30BAHHUEM KOHIICHTPUPOBAHHBIX PACTBOPOB JICKAPCTBCHHBIX
BEIIIECTB.



2. Odopmute 000POTHYIO U JHUIEBYIO CTOPOHY MACHOpPTa MUCHMEHHOTO KOHTPOJIS.
Omnpenenute neiaecooOpa3Hble BUIbl BHYTPHANTEYHOIOo KOHTpois. Ompenenute
TpeboBanus Kk opopmienuro JID.

3. YKaXHUTe CPOK U YCIOBUSA XpaHeHUs n3rorosieHHon JID B anreke.

Omanon omeema.

Recipe:  Zinci sulfatis 0,05

Solutionis Acidi borici 2% 10 ml

M.D.S. Ilo 2 xamu 4 pa3a B icHb B 00a ri1asa

Ilacnopm nucbmenno2o KOHmpos ObopoTHas cTropoHa

JIuneBasi cTopoHa

Jata Ne peuernra Kucnotsr 60pnoii (2x100)/10=0,2
Solutionis Acidi borici (1:25) 5 ml PactBopa GopHoit kuciaotel (1:25)
Solutionis Zinci sulfatis (1:100) 5ml 0,2 x 25=5 M

OO6mwuit o0vem 10 mi PactBopa nunka cynbdata (1:100)
[IpurorosneHno acentnyecku! 0,05x100=5 mn

[IpurotoBun  (mOAMUCH)
[IpoBepun (moamuce)
Otnyctun  (TIOJHUCH)

B acentuueckux yCIOBHUAX OTMEPUBAIOT S5 MII BOJbl OYHUIIEHHOUN
MpenBapuTeNnbHO TMpocTtepwm3oBaHHod mpu 120 °C, no0aBisiiOT pacTBOp IMHKA
cynbdarta (1:100) Bo dakoH s OTHYCKa, TyAa K€ OTMEPUBAIOT KOHIICHTPUPOBAHHBIN
pactBop OopHoit kuciotel (1:25), ykymopuBaioT (JaKOH C PacTBOPOM PE3UHOBOU
MPOOKOW C METAUIMYECKUM KOJMAauyKoM, MPOCMATPUBAIOT HA OTCYTCTBUE MEXAaHHMUECKUX
BKJIIOUEHUH, u odopwisitoT K  oTnycky. Odopmienue: «[mazHple — Kamimy,
«IIpuUroToBiIeHO acenTHYeCKH», «XpaHUTh B MPOXJAJHOM MecTe». «XpaHUTb B
HEJOCTymHOM s Jereil Mectey». OIleHKa KadyecTBa M CPOKM XpaHEHUS B amTeKe
permameHTupyercss mnpukazom MunsnpaBa Poccum ot 22.05.2023 N 2491 "OG6
YTBEP)KJIEHUU TMpaBUJI HU3TOTOBJIEHUS U OTIIyCKa JIEKAPCTBEHHBIX TMpEnaparoB IS
MEIUIMHCKOTO MPUMEHEHUS aNnTEeYHbIMU OPraHM3alMsIMH, UMEIOUUMU JIHUIEH3UI0 Ha
dapmarneBtuueckyo nesrenbHocTh" U ['d XV ODC «JlekapcTBeHHBIE TpenapaThl
anTe4yHOT0 U3TOTOBJICHUSY.

Ananu3 gokymeHTanuu. I[IpaBUIBHOCTH HaNMCaHUA MACHOpTa MHHUCHMEHHOTO
KOHTPOJIS.
[TpaBunbHOCTH yakoBkH U opopmieHus. OTKIOHEHUS B
o0beme JiekapcTBeHHOM (hopMbl. OpraHoJeNTHYECKUI
KOHTpPOJIb. OnpocHbIN KOHTPOJIb Cpok rogHocTH 30 CyTOK.

3amanue 92. CuryallnoHHas 3agava

B anTeky nmoctynui peuent cleayroliero cocrTana:
Recipe: Coffeini natrii benzoatis 0,65

Natrii salicylatis 1,2

Aquae purificatae 85 ml

M.D.S. no 1 neceptHoii n0XxKe 3 pa3a A€Hb.



1. Crenaiite He0OX0OAUMBIE PACUEThl M OMHIIUTE TEXHOJIOTHIO H3TOTOBJICHUS
JIEKapCTBEHHOT'O IperapaTta 1o NponucH, BEIOpaB ONTUMAaIbHBIA BapHAHT TEXHOIOTHH.

2. Odopmute 000pOTHYIO U JIMIEBYIO CTOPOHY MACIIOPTa MUCHbMEHHOTO KOHTPOJISL.
Omnpenenure nenecooOpasHbie BUIbI BHYTPUANITEYHOTO KOHTpoui. Onpenenure TpeOOBaHUS K
odopmiienuto JID.

3. VYKaxuTe CpoK U YCIOBUS XpaHeHUs U3rorosiieHHou JID B anTeke.

Omanon omeema.

Recipe:  Coffeini natrii benzoatis 0,65
Natrii salicylatis 1,2

Aquae purificatae 85 ml

M.D.S. no 1 necepTHOM J0KKEe 3 pa3a JICHb.

HacnopT IMHUCbMCHHOI'O KOHTPOJIA

JInuesas cropona

Hata Ne penernra

Aquae purificatae 72 ml

Natrii salicylatis 1,2

Sol. Coffeini natrii benzoatis 5% (1:20) 13 ml
OO6wmit 066eM 85 Mt

O06opoTHas cTopoHa

PactBopa xodeunna narpus 6enzoara 5% (1:20) 0,65 « 20 =13 mn

KoHuenTpanus HaTpus canuuuiaTa B penente 1,2 - 85w

x-100 M1 x=1,41%

[TpuroToBun (MOAMKCH)

[IpoBepun (moanucs)

Otnyctun (MOAMKUCH)

4.

5,1%>1,41%, KYO npu pacuere KoaMuecTBa BOJIbl HE Hcnoyb3yeTcs Boabl ountienHoii 85 - 13
=72 M

O06mwem pactBopa paBeH 85 M. Cmax mpu pacTBOpEeHUM HaTpus canuuuiara = 5,1%, C% B
peuente > 1,41%, cnenoBarenbHo KYO npu U3roToBiI€HUHN pacTBOpa HATPUs CaIMLIMIIaTa HE
HCIOJIB3YIOT.

B nanHoM citydae 1enecooOpa3Ho HCIOIb30BaTh KOHIIEHTPUPOBAHHBINA pacTBOp KoenHa
Hatpus 6enzoara 5% (1:20).

B noacraBky oTMepHBarOT 72 MJI BOJIbI OUMIIIEHHOM, paCTBOPSIOT 1,2 T HATpHS CaTUIIMIIATA.
OuUIBTPYIOT PACTBOP HATPHSI CANULIMIIATA Yepe3 CKIaa4aThlii OyMakHbIH GUIbTp C
MIO/IJI0’KEHHBIM KOMOYKOM BaThl BO (UIAKOH Ui OTHycKa. Bo ¢uiakoH /uig oTIycka opaHKeBOro
CTEKJIa OTMEpPHUBAIOT U3 OropeTouHOoN ycTaHoBKM 13 Mt 5% pactBopa kodenHa HaTpus 6eHzoara
u nepeMeninBaroT. OPOpMIISIIOT K OTITYCKY.

®dakoH OPaHKEBOT'0 CTEKJIAa C MUKCTYPOM YKYIOPUBAIOT IJIOTHO TJIACTMACCOBON MPOOKOIi ¢
HABUHYMBAIOIIECWCS KPBIIITKOM.

OdopmitsitoT 3TUKETKON «BHYTpeHHee», IpenynpeanTeIbHBIMUA HAITUCIMU «XPaHUTh B
MIPOXJIaTHOM, 3ALUIIEHHOM OT CBETa MECTe», «XPaHUTh B HEJIOCTYITHOM JUIsI IETE MecTey.
Hakneusaror HoOMep penenTa.

OreHka kayecTBa M CPOKH XPAaHEHHUs B allTEKE OCYLIECTBISIETCA B COOTBETCTBUU C IIPUKA30M
Munsapasa Poccun ot 22.05.2023 N 2491 "OO0 yTBepKIeHUN PaBUII U3TOTOBICHHS U OTITyCKa
JIEKapCTBEHHBIX MPENapaToB /il MEAUIUHCKOIO IPUMEHEHNUS allTeYHBIMU OPTaHU3aALUSIMH,
MMEIOIIMMHU JIMICH3HIO Ha (hapMalieBTUYECKyIo aearenbHocTs" u ['d XV ODPC
«JIexapcTBEHHBIE MTPENapaThl ANTEYHOI'O U3TOTOBICHUS»

AHanu3 gfokymeHTanuu. [IpaBuiIbHOCTh HaNKMCaHUs NAcCOPTa MMCbMEHHOTO KOHTPOJIS.



[IpaBUABHOCTH yakoBKU U ohopmiieHusi. OTKIOHEHHS B 00beMe JIeKapCTBEHHOH (POPMBI.
OpranosnentTuyeckuit KOHTPOIb. OnpocHbIi KOHTPosIb Cpok Xxpanenus 10 cyTok.

3amanue 93. CuryalinoHHas 3agaqa

B anrexy nmoctynui penent ciaeayoero cocrana:
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 A€Hb

1. C[[eﬂaflTe HeO6XOIII/IMI>Ie PACUYCTBI U OIMUINHUTC TCXHOJIOIUIO U3IrOTOBJICHHUA
JIEKapCTBEHHOTO Ipernapara 1o MpOIKCH, BEIOPAaB ONTHMAILHBINA BAPHAHT TEXHOJIOTHH.

2. Odopmute 060pOTHYIO U JIUIEBYIO CTOPOHY MACIIOPTa MHCHbMEHHOTO KOHTPOJISL.
Omnpepenure 1es1eco00pa3Hble BUIIbI BHYTPHANITEYHOT0 KOHTPOJIsi. Onpenennte TpeOoBaHUs K
odopmitenuto JID.

3. VYKaXUTe CPOK U YCIIOBHS XPAHEHHSI H3TOTOBJICHHBIX MTOPOIIKOB B alTeKe.

Omanon omeema.

Rp.: Streptocidi 0,12

Analgini 0,1

Magnesii oxydi 0,15

M.f.p. D.t.d. NNe6

S.: o 1 moporiky 3 pa3a B JieHb.
[IpoBepka 103 HAPKOTHUYECKUX, STOBUTHIX, CUIIbHOAEUCTBYIOIINX BEIIECTB U HOPM
OJIHOPA30BOTO OTITYyCKA.

Crpenronua:

B.p.a. 2,0 p.a. 0,12

B.c.1. 7,0 c¢.n. 0,36 10361 HE 3aBbILIECHBI
Amnanprus:

B.pxa.-1,0 B.c.n. - 3,0
p.a. 0,1 c.1. 0,3

J103b1 HE 3aBBIIICHBI.

[TacopT MUCHMEHHOTO KOHTPOJIS.
JInueBas cropoHa

Jata Ne penenta
Streptocidi 0,72

Spiritus aethylici 95% gtt.VI
Analgini 0,6

Magnesiioxydi 0,9

0,37 Ne 6

[TpuroToBun (MOAMKCH)
[Tposepwt (moamuck)
Otnyctun  (TOAMUCH)

Ob6opoTHast cTopoHa
Crpentomuaa 0,12x6=0,72
CHI/IpTa 9THUJIOBOI'O AJIsI U3MCJIIBUYCHU S



CTpENTOoIH/ 1a
Ha I r - 5 xamenb

Ha 0,72 - x kameinp; Xx=4 Kamm
Amnansruna 0,1x6=0,6

Marnusg oxkcuna 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 pacuere Ne cTynku Maccy MarHusi OKCH/ia yJIBauBaroT, KaK MOPOLIOK C
MaJjioi 00beMHOM Maccoii) momeniatoT 0,72 T cTpenTouaa, U3MENbYA0T B CTYIKE OKOJIO 3
MUHYT, HECKOJIBKO pa3 CHUMasl KalCyJ1aTOpKOH MOPOIIKOBYIO CMECH CO CTEHOK CTYIKHU U
MIECTHKA ¢ 4 KaIUIAMU CIUPTA (KaK TPYIHOIIOPOIIKYEMOE BELIECTBO). 3aTE€M Ha PyUHBIX BECax
BP-1 orBemmuBatoT ananbrus 0,6 T, MOMENIAIOT B CTYNKY, U3MENIbYAIOT U CMEIIUBAIOT /10
MOJTy4YEeHHUsl OJTHOPOJHOIO MOpoIlKa. B nocnenHiow oyepenb 100aBISIOT JETKOMbLIAIEe
BELIECTBO MarHusi OKCHUJl, OCTOPO’KHO CMELINBAIOT OPOILIOK.

IIpoBepsOT OTHOPOAHOCTH MOPOIIKA U Pa3BEIINBAIOT ¢ OMouIbio BecoB BP-1 110 0,37 r Ha 6
103.

ITopomky ynakoBbIBarOT B BOLLEHBIE KAIICYJIBI - @HAJIBIUH -TUTPOCKOIMYHOE BELIECTBO.
[Topo1ku ckiaapIBatOT 10 TPU, HOMEUIAIOT B OyMasKHBIH MMaKeT.

Odopmitsitot sTukeTkamu «Ilopomkuy, «Bayrpenneey. [lpenynpenurenbabie HaaMUCH:
«XpaHUTh B HEAOCTYIIHOM JUIA AeTeil mecTe» HaknensaroT HOMep penenra.

Onenka kayecTBa U CPOKM XpaHEHMsI B alITEKE OCYIIECTBIIAECTCS B COOTBETCTBUU C IIPUKA30M
Munszapasa Poccun ot 22.05.2023 N 2491 "O6 yTBep:KIeHUU IPABIII U3TOTOBJICHUS U OTITYCKa
JIEKapCTBEHHBIX NPENapaToB JUIsl MEAULUHCKOTO IPUMEHEHUS allTeUHbIMHA OpraHU3alUsIMH,
MMEIOLIUMHU JIMIEH3UIO Ha (hapMalleBTUYeCKyto AesaTeabHocTh" u 'O XV ODC
«JIexapcTBeHHBIE IpENapaThl alTE€YHOTO U3TOTOBIECHUS

Ananu3 nokymeHTauuu. [IpaBuabHOCTD HalMcaHUs MacnopTa MUCbMEHHOTO KOHTPOJISL.
[IpaBUABHOCTH YaKOBKU U 0hopMiIeHuUs. JJomycTHMBIe OTKIIOHEHUS B Macce OTJIENIbHBIX J103.
OpranonentTu4eckuiit KOHTPOIb. ONMpocHbIN KOHTPOIb Cpok xpaHeHus 14 cyTok.

3amanue 94. CuryarinoHHas 3agaqa

B anTexy mocTynui penent cleAyoero cocrana:

Rp.: Infusi herbae Leonuri 100 ml

Natrii bromidi 2,0

M.D.S. Ilo 1 cTonoBoii noxke 3 pa3a B IE€Hb.

1. Crenaiite He0OXOUMBIE PACUETHI U OMUIINTE TEXHOJIOTUIO U3TOTOBICHHUS
JIEKapCTBEHHOT'O Mpenapara o MpomrcH, BBIOpaB ONTUMAIbHBIN BApHAHT TEXHOJIOTHH C
MCIOJIb30BaHUEM JKHMJIKOTO IKCTPAKTa-KOHIIEHTpATa TPaBbl MyCThHIPHUKA

2. Odopmute 060pOTHYIO U JIMIIEBYIO CTOPOHY NACIOpTa MMCbMEHHOTO KOHTPOJISL.
Omnpenenure nenecooOpa3Hble BUbI BHYTPUANITEYHOTO KOHTpouist. Onpenenute TpeOoBaHUS K
odopmienuto JID.

3. VYKaxuTe CpoK M yCIOBHs XpaHEHUs N3rotosiieHHoU JID B anTeke.

Omanon omeema.

Rp.: Infusi herbae Leonuri 100 ml

Natrii bromidi 2,0

M.D.S. Ilo 1 cTonoBoii noxke 3 pa3a B I€Hb.

[Taciopt nucemennoro koutpoJis (II1K)

JIuuesas cropoHa O6opoTHast CTOpoHa

Aquae purifcatae 70 ml 1. OO6muii 066emM 100M1




Solutionis Natrii bromidi (1:5) 10 ml 2. Macca tpassl mycteipauka 10,0

Extracti Leonuri standartsati fluidi (1:2) 20 3. DKCTpaKTa MyCThIPHUKA

ml CTaHIAPTHU3UPOBAHHOTO YKUIKOTO

O6mmit 06seM 100 M 1:2-10,0 x 2=20Mmn

[TpurotoBmi 4. PactBopa natpus opomuaa 20% (1:5)

[Iposepun 2,0 x 5= 10mn

Otnyctun 5. Boap! ountennoii: 100mi- (20+ 10)=70
MIT

Bo dnakon 11t oTIycka opaHKeBOro cTekiia (HaTpusi OpoMHI CBETOUYBCTBUTEIbHBII)
orMepuBaioT 70 Mu1 Bojbl ounIieHHo#, 10 M pactBopa Hatpust Opomuaa (1:5), 20 Mt skcTpakTa-
KOHIIEHTpaTa MyCThIpHUKA KHUAKOro (1:2), XOpoIlIo nepeMennBaoT.

@DJ1akOH OpaHKEBOI'0 CTEKJIA YKYIOPUBAIOT IUIOTHO IJIaCTMACCOBOM MPOOKOH ©
HaBHUHYMBAIOIIEHCs KpbIKol. HakinenBaroT HOMep perenta u dTUKeTKU: «BHyTpeHHeey,
«Ilepen ynorpebaeHreM B30aNTHIBaTh», «XPAaHUTh B IIPOXJIATHOM, 3ALIUIIEHHOM OT CBETa
MecTe», «XpaHUTh B HEIOCTYITHOM JUIS IETeH MecTey.

OneHka KayecTBa U CPOKM XpaHEHMsI B alITEKE OCYLIECTBIIETCSA B COOTBETCTBUU C IPUKA30M
Munzapasa Poccun ot 22.05.2023 N 2491 "O0 yTBep:kI€HUU MPABHII U3TOTOBJICHUS U OTITyCKa
JIEKApCTBEHHBIX MIPEMapaToB sl MEIUIIMHCKOTO TPUMEHEHUS allTeYHBIMHU OPTaHU3AIUSIMH,
HMMEIOLIUMHU JIMIEH3UIO Ha apMalieBTUYeCKyIo aesaTenbHocTh" u 'O XV ODC
«JlexapcTBeHHbIE IpenapaThbl alTEYHOTO U3TOTOBICHUS.

Ananu3 nokymeHtanuu. [lpaBunbsHOCTD HaMMCaHUS MAacopTa MUCbMEHHOTO KOHTPOJISL.
[IpaBUIBHOCTH yIakoBKH U ohopmiteHusi. OTKIOHEHHs B 00beMe JIeKapCTBEHHOH (POPMBL.
OpranonentTuyeckuii KOHTPoJIb. ONMpoCHbBIN KOHTPOJIb CPOK XpaHEHUs 2 CYTOK.

3amanue 95. CuryarinoHHas 3agaqa

B anrexy nmoctynun penent ciaeayoero cocTana:
Rp.: Infusi rhizomatis cum radicibus Valerianae ex 3,0 - 100 ml

Kalii bromidi 3,0
M.D.S. Ilo 1 cTonoBoii noxke 3 pa3a B I€Hb.
1. Crenaiite He0OOXOIUMBIE PACYETHI U OMUIINTE TEXHOJIOTUIO U3TOTOBJICHHUS

JIEKapCTBEHHOT'O Mpenapara no npomnrcy, BBIOpaB ONTUMAIbHBIN BApHAHT TEXHOJIOTHH

C MCIOJIB30BAHUEM KHUAKOTO IKCTPAKTA-KOHIIEHTPAaTa KOPHEBHUIL C KOPHIMU BaJE€PHUAHBI.

2. Odopmute 060pOTHYIO U JIMIEBYIO CTOPOHY NACIOPTa MUCbMEHHOT'O KOHTPOJISL.
Omnpenenure nenecooOpa3Hble BUIbI BHYTPUANITEYHOTO KOHTpouist. Onpenenure TpeOoBaHUS K
odopmienuto JID.

3. VYKaxXuTe CpoK M yCIOBHS XpaHEHUs N3roTosiieHHOU JID B anTeke.

Omanon omeema.

Rp.: Infusi rhizomatis cum radicibus Valerianae ex 3,0 - 100 ml
Kalii bromidi 3,0

M.D.S. Ilo 1 cTonoBoii noxke 3 pa3a B IE€Hb.

HacnopT INMHCBMEHHOT'O KOHTPOJIA

JIuneBast cTopoHa

Hata Ne penenra

Aquae purificatae 79 ml

Sol. Kalii bromidi (1:5) 15 ml

Extr.Valerianae standartisati fluidi (1:2) 6 ml

O6mmit 06BEM 100 mut [TpuroroBui (moanuck) [Tposeput (moamuck) OTmycTH (TIOITUCH)




Ob6opoTHast cTopoHa

DKCTpaKTa BaJIEpHaHbl CTAHIAPTU3UPOBAHHOTO JXKUAKOTO (1:2)
3,0 x 2 = 6 mx PacTBopa xanus 6pomuna (1: 5)

3,0 x 5=15 ma Boap! ounmennoi 100 - 15 - 6 =79 ma

JU1sl U3rOTOBJIEHUSI MUKCTYPbI HCIOJIB3YIOT SKCTPAKT - KOHLIEHTPAT Bajlepuanbl xKuakui (1:2),
KOTOpBIH OEpyT B IBOTHOM KOJIMYECTBE K KOJIMUYECTBY KOPHEN ¢ KOpHEBUILIAMU BajiepuaHsl. [1pu
U3TOTOBJIEHUH HACTOEB U3 DKCTPAKTOB -KOHLIEHTPATOB MOKHO MCIIOJIb30BaTh
KOHLEHTPHUPOBAHHBIE PACTBOPHI COJIEH.

Bo ¢uakoH 11 oTITycKka OpaH>XE€BOr0 CTEKJIa OTMEPUBAIOT 79 MJI BOJbI OUHMILEHHOM, Ky/a
N00aBJIAIOT 15 MII KOHIEHTPUPOBAHHOTO pacTBOpa Kajuus Opomuia, 6 M1 SKCTpaKTa-
KOHIIEHTpaTa BajiepuaHsbl )kuKoro (1:2). Be€ TmarensHo B30ANTHIBAIOT U 0QOPMIISIOT K
OTIIYCKY.

®dakoH yKYyMOPUBAIOT IJIACTMACCOBOM MPOOKOH ¢ HaBUHYMBaroLIeics Kpbikoi. Ha diakon
HakseuBatoT Ne perienita. OpopMIISIOT ITUKETKON «BHYTpeHHee», «XpaHUTh B IPOXJIaJHOM
Mmectey, «Ilepen ynorpediaeHneM B30anThIBaThy, «XPAHUTh B HEJOCTYITHOM /IS JIeTe MecTey.
HaxkneuBarotr HOMep penenra.

Onenka kayecTBa U CPOKH XpaHEHMsI B alITEKE OCYIIECTBIIAECTCS B COOTBETCTBUU C IIPUKA30M
Munszapasa Poccun ot 22.05.2023 N 2491 "O6 yTBep:KICHUU IPABIII U3TOTOBJICHUS U OTITYCKa
JIEKapCTBEHHBIX NIPENapaToB [l MEAULIUHCKOTO IIPUMEHEHUS allTeUHbIMU OpraHU3alusiMu,
MMEIOIIMMHU JIMICH3HIO Ha (hapMarieBTUIECKyIo aedarenbHocTh" u ['D XV ODPC
«JIexapcTBEeHHBIE IIPENapaThl AITEYHOTO U3TOTOBICHUS

Ananus nokymeHTauuu. [lpaBunbHOCTD HalMcaHUs MacnopTa NUCbMEHHOTO KOHTPOJISL.
[IpaBUABHOCTH yakoBKU U ohopMmiieHusi. OTKIOHEHHs B 00beMe JIeKapCTBEHHOM (POpMBI.
OpranonenTu4eckuii KOHTPOIIb. ONpOoCHBIM KOHTPOIb CPOK XpaHEeHUs 2 CyTOK.

3amanne 96. CutyarinoHHas 3agaqa

B anrtexy nmoctymnun penent ciaeayomero cocTapa:
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 mopouiky 3 pa3a B 1eHb

1. Cnenaiite He00X0AUMBIE PACUETHI U OMUIINTE TEXHOJIOTHUIO U3TOTOBICHHS
JIEKapCTBEHHOI'0 IIperapara 1o NponucH, BbIOpaB ONTUMAaIbHBIA BapHAHT TEXHOJIOTHH.
2. Odopmute 060pOTHYIO U JIMIEBYIO CTOPOHY NACIOpTa MMCbMEHHOTO KOHTPOJISL.

Omnpenenure nenecooOpa3Hble BUbI BHYTPUANITEYHOTO KOHTpouist. Onpenenure TpeOoBaHUS K
odopmienuto JID.
3. VYKaxXuTe CpoK M yCIOBHs XpaHEHUs N3rotosiieHHoOU JID B anTeke.

Omanon omeema:

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 mopomky 3 pa3a B JcHb.

[IpoBepka 103
Kodenna-6en3oara natpus



BP/10,5 PJ10,1
BCJI 1,5 C/I 0,1 x3=03

J103b1 HE 3aBBINICHBI

HacnopT IMUCBbMCHHOI'O KOHTPOJIA
HI/IHeBaH CTOpOHa

Natrii tetraboratis 1,32

Spiritus aethylici 95% 6 gtts
Coffeini-natrii benzoatis 0,6
Calcii gluconatis 0,9

M= 2,82

m1 =0.47 Ne6

(TTIITK)

O6opoTHas CTOpoHa

Kodewnna natpus 6enszoara 0,1 x 6 =0,6
Hatpus terpadopara 0,22 x 6 = 1,32
Kanesuus rimoxonar 0,15 x 6 =0,9
Crmpta strnoBoro 95 % -6 kaneinb
Passecka 0,1+0,22+0,15=0,47 Ne 6
Macca oGmas 2.82

IIpuroroBun

[Iposepui

Otnyctun

B crynky Ne 3 nHa pyunsix Becax BP-1 orBemmBaror 1,32 r HaTpusi Terpabopara u 6 Kamenb
CHUpTa 3THJIOBOTO U3MENbYAlOT (KaK TPYIHONOPOILIKYEMOE BEUIECTBO), 3aTeM a00aBistoT 0,6 T
ko(denHa HaTpusa OeHzoaTa (cooTHomeHue 1:20 He mpeBsbiieHo) U 0,9 T KanpIUs TIIOKOHATA U
CMEINBAIOT. JTUKETKU: «BHyTpeHHee», «XpaHUTh B MPOXJIaJHOM, 3aIIMIIEHHOM OT CBETa
MECTE», «XPaHUTh B HEJIOCTYITHOM JUIsl JETEN MECTEe».

Jlo otnycka 6071bHOMY JIEKAPCTBEHHBIN MpenapaT XpaHUTCA B 3anuparouieMcs mkady.

OneHka kadyecTBa M CPOKM XPAHEHHUS B alTEKE OCYILECTBISETCS B COOTBETCTBHM C IIPUKA30M
MunzapaBa Poccun ot 22.05.2023 N 2491 "OO0 yTBep»KACHUU MPABUI U3TOTOBJICHUS M OTITyCKa
JIEKapCTBEHHBIX IpPEnapaToB Uil MEIULUHCKOIO NPUMEHEHHs aNTE4YHBIMH OPraHU3aALUsSIMH,
UMEIOLMMHU  JIMLIEH3UI0 Ha  ¢apmaneBTuyeckyto aedrenbHocts’ u [ XV OOC
«JlexapcTBEHHBIE IpENapaThl alTE€YHOTO U3TOTOBIEHUS.

Ananu3 nokymeHTanuu. [lpaBuabHOCTD HalMcaHUs MacnopTa MUCbMEHHOTO KOHTPOJISL.
[IpaBUABHOCTH yNMaKOBKU U odopmieHus. [lomycTuMble OTKIOHEHHS B Macce OTAEIbHBIX J03.
Opranonentudeckuid KOHTpPoOJb. OnpocHbI KOHTPOJb Cpok xpaHeHus 10 cyTok.

3aganue 97. CutyallnoHHas 3agaqa
B antexy noctynui peuent ciaeayromero cocraBa:

Rp.: Sol. Pilocarpini hydrochloride 2 % - 10 ml
D.S. Ilo 2 xanuu B 00a rna3a 4 pa3a B JI€Hb.

1. Craenaiite HEOOXOAUMBIC PACUYETHI U OMUIIUTE TEXHOJIOTUIESCKHUIA TIPOIIECC U3TOTOBJICHUS
TJIa3HBIX KallCJib IO IMPOIKUCHU PCICIITA.
2. OdopmuTe 000POTHYIO U JTUIEBYIO CTOPOHY IMACIIOPTa MTUCEMEHHOTO KOHTPOJIA.

Onpenenure 1ienecooOpa3Hble BUIbI BHYTPUANITEYHOT0 KOHTpoJs. Ornpenenurte TpeOoBaHUs K
opopmienuro JID.
3. VYKaxXuTe CpOK U yCIOBUS XpaHEHUs U3roTosiieHHOU JID B anTeke.



Omanon omeema.

Rp.: Sol. Pilocarpini hydrochloridi 2 % 10 ml
D.S. Ilo 2 karum B 00a ria3a 4 pas3a B JICHb.

[TaciopT MMCHMEHHOTO KOHTPOJIA.

JlunieBast cropoHa

Brrgan:

Pilocarpini hydrochloridi 0,2 r

(1Ba neuurpamma)

Hara TToamuce

[Tonmyumnir:

Pilocarpini hydrochloridi 0,2 r

(1Ba neuurpamma)

Hara Iloamuce

Hara Neo penenra

Aquae purificatae 10,0
Pilocarpini hydrochloridi 0,2
Natrii chloridi 0,046
V=10ml
[IpocrepunuzoBano!
[TpuroroBui (moamuCk)
[IpoBepuin (moamnuce)
Otnyctun (moanucs) OG0poTHAs CTOPOHA
[TnokapnuHa rugpoxaopuaa
2-100

x —10

Harpus xnopuna:
SKBUBAJIEHT NUJIOKAPIIMHA TUAPOXJIOPU/IA I1I0 HATPHUSI XIIOPUIY

022 r NaCl - 10 r MAJIOKApPIUHA THIPOXJIOpUIA
X r NaCl — 0,2 T NUJIOKapIUHa THIPOXJIopuaa
X=0,22x0,2

Macca natpus xsuopuaa 0,09 — 0,044= 0,046 r

C% cyxux BeniectB B perente 2,7% KYO He ucnonb3ymorT.

Bogs! ounmennon 10 mi

B acentnueckux ycnoBusax B 5 MiI BOABI OUHIIEHHOHN pacTBopsroT 0, T nuinokapnuHa
runpoxiopuna. (ITunokapnuna runpoxsopua B konuuectse 0,2 0TBEIIMBAET MPOBU30P-
TEXHOJIOT B MpUCyTCcTBUU accucTenTa. O0 stom aenaercs orMerka B [1I1K u Ha oGopoTHOI
cTopoHe peuernTa.) 3atem orBemuBatoT 0,05 r HaTpUs XJI0pHUAa U pacTBOpsOT. PacTBop
GuILTPYIOT BO (hIIAKOH ISl OTITyCKA Yepe3 CTEPUIIbHBIN (QUIIBTP, IPOMBITHINA BOION OYHIIIEHHOM.
OUIBTP NPOMBIBAIOT 5 MJI BOJIbI OYMILEHHOH C IENIbI0 COXPAaHEHNs KOHIIEHTPaluu U 00beMa
pacTtBopa.

PacTBOp MpoBepsIIOT HAa OTCYTCTBHE MEXaHUYECKUX BKJIIOUEHUH, YKYTIOPUBAIOT «I10]1 OOKaTKy» U
crepunu3yroT nipu 120 °C — 8§ MUHYT.

dnakoH 0OPMIIAIOT ITUKETKOM ¢ CUTHAJIBHON TOJI0CON PO30BOTO IIBETA IS TJ1a3HBIX Kallelb,
Ha KOTOPOH YKa3bIBaIOT HOMepa anTteku, perenta, DO 601bpHOTO, CIIOCOO MPUMEHEHHS.
JlekapcTBeHHYIO (POpPMY OINEUATHIBAIOT CYPryqyHON NeUaThio, BHITUCHIBAIOT CUTHATYPY.
HaknenBaroT npeynpeauTenbHble STUKETKA: «XPaHEHUE B 3aIMILEHHOM OT CBETa MECTEY,
«CrepunpHOY», «O0paaTbesi C OCTOPOXKHOCTBIO», «XPAHUTh B HEIOCTYITHOM IS JeTel MecTe
Onenka kayecTBa U CPOKH XpaHEHMsI B AlITEKE OCYIIECTBIIACTCS B COOTBETCTBUU C IPUKA30M
Munsapasa Poccun ot 22.05.2023 N 2491 "OO0 yTBepKIeHUN PaBUII U3TOTOBICHHS U OTITyCKa



JIEKApCTBEHHBIX IIPENapaToB sl MEAULIMHCKOTO TPUMEHEHUS alITEYHBIMU OPTaHU3ALUAMH,
MMEIOIIMMHU JIMIICH3UI0 Ha (hapManieBTHIeCKyr0 AesaTenbHOCTh" u ['d XV ODC
«JlekapcTBeHHBIE MpenapaThl AlTEYHOTO U3TOTOBIICHUSI.

Ananu3 nokymeHTanuu: Penent Beinucan npaBuiibHO. HTpeeHThl cCOBMECTUMBL. PacueTsl
CJIeJIaHbl TPABUIIBHO, MTACMIOPT MUCHMEHHOTO KOHTPOJIS BBIITUCAH, BepHO. OTKIOHEHHE B 00bEMe
nexapcTBeHHOU (opMbl. OTKIIOHEHHE B JO3UPOBKE JIEKapCTBEHHOTO BellecTBa. [IpaBuiibHOCTD
YIaKOBKU U 0(hOPMIICHUSI.

OUKCUPYIOT MPABWIBLHOCTD cTepuiinzanuu. Cpok xpaHeHus — 30 cyTok

3aganue 98. CuryanroHHas 3ajgada

B anTeky nocTynui penent cieayroiero cocTasa:
Rp: Sol. Zinci sulfatis 0,5 % 10 ml

Acidi borici 0,2

D.S. o 2 xanu B 06a r1a3a 4 pasa B IeHb.
1. CaenaiiTe HEOOXOIMMBIE PACUETHI U OMHUIIUTE TEXHOJIOTHYECKHI IPOLIECC U3TOTOBIICHHUS
TJIa3HBIX KarlCjib I10 IIPOIMMCH PEICIITa, BI)I6paB ONITHMAaIbHBIN BAapHAHT TCXHOJIOTHHU C
UCIIOJIb30BAHUEM KOHIICHTPUPOBAHHBIX PACTBOPOB JICKAPCTBEHHBIX BEILIECTB.
2. OdopmuTe 000POTHYIO U JIUICBYIO CTOPOHY MMACIOPTa MMChbMEHHOT'O KOHTPOJISL.
Omnpenenure 1e71€c000pa3Hble BUABI BHYTPUANITEYHOr0 KOHTpOIs. Onpeaenurte TpeOOBaHUS K
odopmitenuto JID.
3. VYKaKHUTE CPOK U YCIOBHS XPaHEHUsI H3rotopieHHoit JIO B anTeke.

Omanon omeema.

Rp: Sol. Zinci sulfatis 0,5% 10 ml

Acidi borici 0,2

D.S. Ilo 2 xaruu B 00a rna3a 4 pa3a B J€Hb
[TaciopT MMCbMEHHOT'O KOHTPOJIS
JInuesas cropoHa

Ne penenra 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

O6opoTHas CTOpoHa

[unka cynsgata 0,05

Hatpus xnopuna (3O uunka cynsdara = 0,12)

1,0 Hunka cynbdara — 0,12 marpus xsnopuaa 0,05 Lunka cynbdara — X HATpHs XJI0opuaa
x=0,006

Bopnoit kucnotsl 0,2

Hatpus xnopuna (3 6opHoit kucnotsl = 0,53)

1,0 bopnoii kucnots! — 0,53 Hatpus xnaopuaa 0,2 bopHoil kuciIoTs — X HAaTpUA XJIOpHUIA
x=0,106

Ha u3otonupoanue 10 mu Boast HeoOxoaumo 0,09 HaTpust xinopuaa
0,006+0,106=0,112

0,112 >0,09 => kamuu runeproHnyeckue Pacuer KOHIIEHTPUPOBAaHHBIX pacTBOpoB: PacTtBopa 2%
IIUHKA cyibdara 2,5 M

2,0 -100 mn



0,05-x x=2,5

PactBopa 4% xucnotsl 6opHoit Smit 4,0 — 100 mi

0,2 —xx=5 M1

B acentryeckux ycioBHSX B CTEPHIBHBINA OTITYCKHOM (PJIAKOH OTMEPHUBAIOT 2,5 MJT BOBI
ouuieHHoH, crepunusytot npu 120°C 8 muH. [locie crepunuzanuu 1 OXJIaXKIECHUS B OTITYCKHOMN
¢bnaxon oTMepuBaroT 5 mMi 4% CTEPUIIBHOTO.

KonnentpupoBanHoro pactTBopa O0pHON KUCIOTHI U 2,5 M 2% CTEpUIBLHOTO
KOHIIEHTPUPOBAHHOT'O PACTBOPA LIMHKA Cylb(dara.

®dnakoH yKyMOPUBAIOT MO/ O0OKATKY.

OdopMISIOT OCHOBHOM 3TUKETKOM: «[ J1a3Hble KAy, NpeaynpeInTeIbHbIMU HAATUCAMU:
«IIpUroTOBIIEHO «aCeNTHUYECKN», «XPAHUTh B MPOXJIAJHOM U 3ALIUIIEHHOM OT CBETa MECTE,
«XpaHUTh B HEAOCTYITHOM JUJISl AETEN MECTE», OTAENIbHBIM PeLenTypHbIM HOMepoM. Ha sTukerke
ykasbiBatoT Ne anrrekn, DO 60sbHOTO, CIOCO0 TPUMEHEHUS, ATy U3TOTOBIICHUS.

OueHka KayecTBa U CPOKM XPAHEHUS B alITEKE OCYILIECTBIIAETCS B COOTBETCTBUU C IIPUKA30M
Munszapasa Poccun ot 22.05.2023 N 2491 "OO yTBEepKICHUU MTPABWII U3TOTOBJICHHS M OTITYCKa
JIEKApCTBEHHBIX IIPENapaToB sl MEAUIIMHCKOTO IPUMEHEHUS allTEYHBIMU OPTaHU3aLUAMH,
HMMEIOLIMMHU JIMLEH3UIO Ha (hapMalieBTUYECKYI0 aedarenbHocTh" u 'O XV ODC
«JlekapcTBeHHBIE MpenapaThl alTEYHOTO U3TOTOBIICHUS.

AHanu3 1oKkyMeHTauuu: Penent Beinucan npaBuibHO. MHIpeAueHThl COBMECTUMBI. PacueTsl
cIeTIaHbl MIPABUIIbHO, MACIIOPT MUCHbMEHHOT'O KOHTPOJIS BHITUCAH, BepHO. OTKIIOHEHHE B 00BbEMe
JeKapcTBEHHOH Gopmbl. OTKIOHEHHE B T03UPOBKE JIGKAPCTBEHHOTO BeliecTBa. [IpaBiiIbHOCT
YIaKOBKHU U 0(hopmIIeHUS.

OUKCUPYIOT NPABWILHOCTH cTeprm3anud. CpoK XpaHSHHS — 2 CYTOK

3ananue 99. CutyanmoHHas 3aza4da

B AllITCKY MOCTYHIHII PEUCITIT CJICAYIOUICTO COCTaBa:
Rp.: Acidi salicylici 0,1

Vaselini 10,0

M.D.S. Hanocutb Ha KOXy.
1. Cnenaiite He0OXOANMBIE PACUETHI U OMUIINUTE W3TOTOBJIECHHE JEKAPCTBEHHOTO
nperapara 1o MmpoIvcH, BEIOPaB ONTUMAIBHBIA BapUaHT TEXHOJIOTHH.
2. Odopmure 000pOTHYIO U JIMIEBYIO CTOPOHY MACIOPTa MUCbMEHHOTO KOHTPOJISL.

Omnpenenure nenecooOpasHble BUbI BHYTPUANTEUHOr0 KOHTpouid. Onpenenure TpeOoBaHUS K
odopmienuto JID.
3. YKaxuTte CpoK M YCIOBUS XpaHEHUsI U3roToBiIeHHOM JID B anTek

Omanon omeema:

Recipe: Acidi salicylici 0,1
Vaselini 10,0

M.D.S. HaHocuth Ha KOXY.
[TacriopT mUCHMEHHOTO KOHTPOJIS

JluneBasi cTopoHa O6opoTHasi CTOpoHa

Jara Ne penenta 1. Konuentpauus tBepnoit ¢aszel 0,1 —

Acidi salicylici 0,1 10,0

Vaselini 10,0 x —100,0 x=1%

Oo6mas macca 10,1 5% > 1%, He00X0UMO U3MEIbYATh B

[IpuroroBun (moAmnuck) MPUCYTCTBUH BCIIOMOTaTEIbHON KHUJIKOCTH,

[Iposeput (moanucs) POACTBEHHOU K OCHOBE

OTtmycTit (TTOATHCH) 2. Macna BazenunoBoro 0,1 : 2 =0,05 (3
Karl.)




| 3. Macca masu 10,0+0,1=10,1

Coneprxanue TBep10i a3l (KUCIOTHI CAMHIIOBOH) — 1%.

[IpornrcanHOE KOJMYECTBO CATHUIIMIIOBOM KHCIOTH HE 00ECTIEYNBAET PACTBOPUMOCTH B OCHOBE.
Ee nHeoOxoaumo BBECTH 1O TUITY CycrieH3uu. B crynky nmomemiaror 0,1 canuiuioBoi KHUCIOTH U
TIIATEIBHO PaCcCTUPAIOT C 3 KaruisiMu BazenuHoBoro macia (0,05 mo macce), Tak Kak
MPOIKCaHHAas OCHOBA YTJIEBOJOPOIHOIO XapakTepa (poJCTBEHHA Ba3enuny). K usmensueHHOMY
TaKiUM 00pa3oM Ipenapary 4acTsiMu J00aBISIOT Ba3eJIUH U TOMOT€HUZUPYIOT J0 OAHOPOJAHOCTH.
Mas3b nomemaroT B CTEKISHHYI0 0aHKY C HABUHYUBAIOILIEICS KPBIIIKOH € MOJITI0KEHHBIM MO]T
Hee KyCOUYKOM CTepUJIbHOM nepraMmeHTHor Oymaru. HakiienBatotr Homep perernra.

Odopmistor sTukeTkoi «HapyxkHoe» ¢ ykazanuem Homepa anteku, ©.1.0. 6onpHOTO, criocoda
MIPUMEHEHUSI, JaThl U3TOTOBJICHUS, IIEHBI; MPEYNPEIUTEIbHBIMU HAAMUCIMU: «XPaHUTh B
MIPOXJIaTHOM, 3aILUIICHHOM OT CBETa MECTe», «XpaHUTh B HEJOCTYITHOM JIsI IETEi MecTey.
OreHka KayecTBa U CPOKH XPAHECHHS B alITEKE OCYIIECTBIISECTCS B COOTBETCTBUH C TIPUKA30M
Munzapasa Poccuu ot 22.05.2023 N 2491 "OO yTBep:KI€HUU MPABHUI U3TOTOBJICHUS U OTITYCKA
JIEKApCTBEHHBIX MIPENapaToB sl MEIUIIMHCKOTO TPUMEHEHUS allTeYHBIMHU OPTaHU3AIUSIMH,
MMEIOILIUMHU JIMIEH3UI0 Ha apMalieBTUYeCcKyto aedareabHocTh" u [ XV OOC
«JlekapcTBeHHBIE MpenapaThl ATEYHOTO U3TOTOBIICHHS.

Ananu3 nokymeHTanuu: Perent Beinucan npaBuiibHO. IHTpeeHTh COBMECTUMBIL. PacueTsl
CZIeJIaHbl IPABUIIBHO, NMACTIOPT MUCHMEHHOTO KOHTPOJIS BBINTKMCAH, BepHO. OTKIIOHEHHE B Macce
nexapcTBeHHON (opMbl. [IpaBUIBHOCTH YIIAKOBKH U O(OPMIICHHUS.

Cpox xpanenusi — 10 cyTok.

3aganue 100. CutyauroHnHas 3aga4a
B antexky noctynun peuent ciaeayomero cocTapa:

Rp.: Ung. Acidi borici 5 % 10,0
D.S. Brupatp B nopaxxeHHbIE Y4aCTKH KOXKHU.

1. Cpnenaiite He0OX0IMMBbIE pacueThl U OMUILIUTE U3TOTOBJIEHUE JIEKAPCTBEHHOTO Mpernapara
10 MIPONKCH, BBIOPAB ONTUMAIbHBIN BapUAHT TEXHOJIOTHH.

2. OdopmuTe 000POTHYIO U JIMIIEBYIO CTOPOHY MAaCIOPTa MUCHMEHHOTO KOHTPOJIS.
Omnpenenure nenecooOpasHble BUIbl BHYTPHANITEYHOTO KOHTpoJis. Onpenenure
TpeboBanus k opopmiienuro JID.

3. VYkaxwure CpoK M ycJIOBUS XpaHeHHUs U3rotosieHHoi JID B anreke.

Omanon omeema.

Recipe: Ung. Acidi borici 5 % 10,0
D.S. Brupats B nopax€HHbIE YYaCTKH KOXKH.

HacnopT IMCbMCHHOI'O KOHTPOJIA

JIuuesas cropoHa O6opoTHast CTOpoHa

Jata Ne penenta 1.Kucnotst 60pHoii B 5,0 — 100,0
Acidi borici 0,5 X -10,0 x=0,5

Vaselini 9,5 2.Bazenuna — 10,0 - 0,5=9,5
OOmas macca 10,0 OOmas macca 10,0

[TpuroToBun (MOAMHKCH)
[Tposepwt (moaAmucCH)
Otnyctui (MOANKUCH)




Brimucana mMasp cycrnieH3ust Ha ruipodoOHoi ocHoBe. Conepkanue TBepAon (a3bl (KUCIOTHI
6opHoit) — 5%. Ee HeoOxoaumo BBeCTH 1O TUITY cycrieH3uu. B ¢papdopoBoii BeimapuTenbHOit
Jaike Ha BOASHOU OaHe pacmasisitoT 0,25 BazenuHa mpu Temnepatype He Boire 40-50 °C, unu
K€ MCIIONB3YIOT IPUEM HCIIONIb30BaHUS TEIJION CTYIIKH, YTO SBJsETCs OoJiee palliOHAIbHBIM. B
TETUTYIO CTYNKY nomemaioT 0,5 KUCIoTsl O0pHOM U THIATENBHO pacTHparoT BHavane ¢ 0,25 T
BazenuHa. K u3aMenbueHHOMY TakuM 00pa3oM IpenapaTy 4acTaMu JOOABJISIOT OCTABIIUICS
Ba3eJIMH U MEPEMEUINBAIOT /IO OTCYTCTBHUS BHIUMBIX YaCTHUI] KUCIOTHI OOPHOM.
['omoreHu3upyroT 10 MOTHOW OJHOPOJAHOCTH.

Mas3p MoMeImaroT B CTEKISHHYIO0 0aHKY ¢ HABUHYMBAIOIIEHCS KPBIIITKOU C TOIJIOKEHHBIM 0T
Hee KyCOYKOM CTEepHIIbHOI nmepramenTHoi Oymaru. HakienBaoT Homep pelenra.

Odopmastor aTuKeTKON «HapyxHoe» ¢ ykazanuem Homepa anrteku, ©.1.0. 6oiapHOTO, cCrIoco6a
IIPUMEHEHUS], 1aThl U3TOTOBJIEHUS, EHBI; IPEAYNPEAUTEIbHBIMU HAAMUCAMU: «XPaHUTh B
[IPOXJIaJTHOM, 3AILUIIEHHOM OT CBETa MECTEe», «XPaHUTh B HEJOCTYITHOM JUIsl IETEH MecTe».
OueHka KayecTBa U CPOKM XPAHEHUS B alITEKE OCYILIECTBIIAETCS B COOTBETCTBUU C IIPUKA30M
Munszapasa Poccun ot 22.05.2023 N 2491 "O6 yTBep:KICHUU IPABKII U3TOTOBJICHUS U OTITYCKa
JIEKApCTBEHHBIX IIPENapaToB sl MEAUIIMHCKOTO IPUMEHEHUS allTEYHBIMU OPTaHU3aLUAMH,
HMMEIOLIMMHU JIMLEH3UIO Ha (hapMalieBTUYECKYI0 aedarenbHocTh" u 'O XV ODC
«JlekapcTBeHHBIE MpenapaThl alTEYHOTO U3TOTOBIICHUS.

AHanu3 1oKkyMeHTauuu: Penent Beinucan npaBuiibHO. IHrpeAMeHThl COBMECTUMBI. PacueTsl
CZeJIaHbl IPABUIIBHO, ACIIOPT MUCbMEHHOTO KOHTPOJISL BBINIMCAH, BepHO. OTKIOHEHHE B Macce
nexapcTBeHHOH Gopmbl. [IpaBUIBLHOCTH YTAKOBKH U 0()OPMIICHHS.

Cpoxk xpanenust — 14 cyTok.



Kpumepuu oyenueanusa npu 3auéme

Jdeckpunropnl

NMPOYHOCTH 3HAHUIA,

YMeHHe 00bSICHATH

JIOTUIYHOCTb U

Otmerka MOJIHOTA BBITOJHECHUS CYIIHOCTH SIBJIEHHIA, MOCJIe0BATEIbHOCTD
3a1aHUH TeKYLIEero MPOILECCOB, /1eJ1aTh
KOHTPOJIsI BBIBO/IbI

3a4TE€HO MPOYHBIC 3HAHUS OCHOBHBIX | yMeHHE OOBICHATH JIOTHYHOCTH U
MPOIIECCOB U3y4aeMOM CYIIHOCTD SIBICHUH, MOCJIeI0BATEILHOCTb,
IpeAMETHON 00J1acTH, MIPOIIECCOB, COOBITHIA, MIPOSIBIICHHBIC TIPH
IMOJIHOTA paCKPBITUA TEMBI, J€J1aTh BbIBOJbI U BBIINTOJTHEHUHN 3aﬂaHI/II>'I
BIIaJICHUE 00001IeH s, JaBaTh TEKYIIETO KOHTPOJIA.
TEPMUHOJIOTHICCKUM APryMCHTHPOBAHHBIC
arrapaToM IIpy BBIIIOJHCHUHN OTBEThI, IPUBOAUTH
3aJlaHUN TEKYILEro MPUMEPBI, TIPOSIBIICHHBIC
KoHTpoua. bonee 70 MIPY BHITOJIHEHUN
MPOLICHTOB 3a/laHUI 3alaHUH TEKYLIEro
TEKYIET0 KOHTPOJIS KOHTPOJISL.
BBIIIOJTHCHBI.

HE 3a4TCHO HEIOCTATOYHOE 3HAHHE ca0ble HABBIKK aHaM3a | OTCYTCTBHE JIOTUYHOCTH H

M3y4aeMoOU NpeaMETHON
obnacry,
HEYJIOBIIETBOPUTEILHOE
PacCKpBITHE TEMEI, cllaboe
3HaHHE OCHOBHBIX BOIIPOCOB
TEOpUH, TOYCKAIOTCS
CyIIECTBEHHbIE OIUOKH TIPU
BEITIOJTHEHHUH 3aJaHHH
TEKYILEro KOHTpOJs. MeHee
70 mpOLIEHTOB 3aJaHUI
TEKYIIEro KOHTPOJIS
BBITIOTHEHBI.

SIBJIEHUU, ITPOLIECCOB,
COOBITHH, OIIMOOYHOCTH
WJIM HEYMECTHOCTh
MIPUBOJIMMBIX TIPUMEPOB,
MPOSIBIICHHBIE TIPU
BBITIOJTHEHUH 3aJJaHHUI
TEKYIIEro KOHTPOJIS.

MMOCJICA0BATCIILHOCTHU IIPpU
BBITTOJTHCHUH BaHaHI/Iﬁ
TEKYLICTO KOHTPOJIA.

K'pumepuu OUCHUBAHUA MECM 06020 KORmMPOJis:

MPOIICHT MPABUIBHBIX OTBETOR OT™meTKH

91-100 OTJINYHO

81-90 XOPOIIO

70-80 YJIOBJIETBOPUTEIIHHO
Menee 70 HEYIOBIETBOPUTEIHLHO

[Ipu oneHWBaHMM 3aJaHUl C BBIOOPOM HECKOJILKHX IIPABUIIBHBIX OTBETOB JOIyCKAeTCS OJHA
ormmoKa.



Kpumepuu ouyenusanusa cobecedosanus:

Jdeckpunrtopnbl

yMeHHe 00bSICHATH

JIOTUIHOCTH H

OTMeTKa (mpeacTaBJsiTh) MocJjie10BaTeIbHOCTh
NPOYHOCTb 3HAHUI CYLIHOCTD SIBJICHMH, 0oTBeTa
NMPoLECCOB, 1e1aTh
BbIBO/IbI
OTJINYHO MIPOYHOCTh 3HAHUH, 3HAHUE BBICOKOE YMEHUE BBICOKAsl JIOTUYHOCTh U
OCHOBHBIX IIPOLIECCOB OOBSACHSTH CYIIHOCTb, MOCJIEI0BATENBHOCTh
M3y4yaeMou MpeIMETHOMN SIBJIEHUU, ITPOLIECCOB, OTBETa
00nacTH, OTBET OTIHYAETCS COOBITHIA, 1€TIaTh BEIBOIBI
TITyOWHOM W IOTHOTOM 1 0000IIeH s, 1aBaTh
PACKPBITHSI TEMBI; apryMEHTHPOBaHHbBIC
BIIAZICHUEM OTBETHI, IPUBOIUTH
TEPMUHOJIOTMYECKUM IpUMEPBI
arnmapaToM; JOTUYHOCTHIO U
MOCJIEIOBATEIHHOCTHIO
OTBETa
XOpOouIo MIPOYHBIE 3HAHVSI OCHOBHBIX | YMEHHE OOBSCHSITH JIOTUYHOCTb U
MPOLECCOB U3y4aeMoOi CYUIHOCTb, SIBJICHUH, MOCJIEI0BATENbHOCTD
MpeIMETHON 00J1acTH, MPOIIECCOB, COOBITHUH, OTBETA
OTIIUYAETCS TITYOHMHOH 1 JleJaTh BBIBOJBI U
MOJIHOTOM PacCKPBITUS TeMbI, | 0000IICHHMS, JaBaTh
BIIAZICHUE apryMEHTHPOBaHHbBIC
TEPMUHOJIOTMUYECKUM OTBETHI, IPUBOJAUTH
arnmapaTom; CBOOOIHOE MPUMEPBL; OHAKO
BJIQJICHUE MOHOJIOTHYECKON | JOIyCKaeTcs OHA - JIBE
pedblo, OJTHAKO JOMYCKAETCS | HETOYHOCTHU B OTBETE
OJ/IHA - IB€ HETOYHOCTH B
OTBETE
YAOBIETBOPUTEN | YIOBJICTBOPUTEIIHHBIC YIOBIIETBOPUTEIILHOE YIOBIIETBOPUTEIbHAS
BHO 3HAHUS IPOLIECCOB YMEHUE AaBaTh JIOTUYHOCTb U
M3y4aeMou npeaMeTHOU apryMEHTUPOBAHHbIE MOCJIEI0BATENbHOCTh
00J1acTH, OTBET, OTBETHI U TIPUBOIUTH OTBETa
OTJIMYAIOLIUICS IIPUMEDBI;
HEJ0CTATOYHOU ITyOMHON U | yJIOBIETBOPUTEIEHO
MTOJTHOTOU PaCKPBITHS TEMBI; | C(HOPMHUPOBAHHBIC
3HAHHEM OCHOBHBIX HaBBIKH aHAJIN3a
BOIIPOCOB TEOPUHU. SIBJICHUM, ITPOLIECCOB.
JomyckaeTcst HECKOJIBKO JomyckaeTcsi HECKOJIBKO
OommMOOK B COACPKAHUHT ommOOK B COAECPKAHUT
OTBETa OTBETa
HEYJIOBIIETBOPUT | claboe 3HAHHE N3ydaeMOit HEyMEHHE /1aBaTh OTCYTCTBHE
€JIbHO MpeIMeTHON 00acTH, apryMEHTHUPOBAHHbIE JIOTUYHOCTH U
HErTyOOKOE PacKphITHE OTBETHI MTOCJIETOBATEIHHOCTH
TeMBI;, c1aboe 3HaHHe OTBETa

OCHOBHBIX BOIIPOCOB TEOPHH,
ciabbple HABBIKW aHAIHM3a
SIBJICHUM, TTPOLIECCOB.
JomnyckaroTcsi cepbe3Hble
OIMMOKH B COJICPKaHUH
OTBeETa




Kpumepuu OUCHUBAHRHUA CUMYAUUOHHbBIX 3aoau:

Jdeckpunrtopnbl
OTMeTKa HOHMMANME aHaJIn3 HABBIKH npogeccuoHaIbHOE
CHUTYyalu penieHust MblIIJIEHU e
npood.JieMbl
CHUTYaIHHU
OTJIIMYHO MOJTHOE BBICOKAS BBICOKAs BBICOKHI yPOBEHB
MOHUMAaHNE CIOCOOHOCTH CIIOCOOHOCTD mpogecCHOHANTBHOTO
mpoGemsl. Bee AHAIN3UPOBATh  BBHIOPATH METOX MBIIILTCHHS
TpeboBaHus, CHUTYAIIHIO, perieHus
peIbSBISCMBIC K [1€JIaTh BBIBOJBI  [IPOOJIEMBI,
BaTaHUIO, yYBEpEHHBIE
BBITIOJTHEHBI HABBIKH PEIICHHS
CUTyalun
XOPOILO MOJTHOE CIIOCOOHOCTH CIIOCOOHOCTD MOCTaTOYHBIN YPOBECHb
MOHMMaHHE AHAIN3UPOBATh  BHIOPATH METOJ npoheccnoHaIbHOTO
mpoOemsl. Bee CHUTYAIIHIO, perieHus MBIIILTCHHS.
TpeOoBaHMs, menaTh BHIBOABI  [MPOOIIEMBI JlormyckaeTcs oJiHa-/1Be
MpeIbsIBISEMBIE K yBEpEHHBIE HETOYHOCTH B OTBETE
BaTaHUIo, HABBIKH PEIICHHS
IBBIITIOJTHECHBI CUTyalluu
YIOBIETBOPHUTENl [MACTHYHOE yIOBIICTBOPUTEI [yAOBICTBOPUTENBH [TOCTaTOYHBIH YPOBEHB
BHO MOHMMaHHE Hast CTIOCOOHOCTD bl HAaBBIKK npoheccnoHaIbHOTO
MpOOIIEMBI. AHAIN3UPOBATh  [PEICHUS MBIIILTCHHS.
BonbIMHCTBO CUTYalHIo, CUTYyaluw, Jlomyckaetcst Gomee
TpeOoBaHuiA, e7IaTh BEIBOJIBI  (CIIOKHOCTH C NBYX HETOYHOCTEH B
MPEABSIBISEMBIX K BBIOOPOM METOZa  OTBETE JHOO OIMOKa B
BaJaHUIo, peleHus 3a1a4l  [TOCIIeI0BATEILHOCTH
IBBITTIOJTHECHBI CIIICHUA
HEYJIOBJICTBOPHUT HEMOHHMMaHHE HU3KasT HEI0CTaTOYHBIE OTCYTCTBYET
€JIbHO poOJIeMBI. CIIOCOOHOCTB HaBBIKH PEIICHHS
MHorue AHAIIM3UPOBATh  CUTyaluu
TpeboBaHus, CHTYaIHIO

MpeIbABISEMBIE K
BaJIaHUIO, HE
BBIIOJIHEHBI. Het
orBeTa. He ObLIO
[OMBITKU PELIUTh
Bamaqy




