JokyMeHT npepnoctaBsieH KoHcyibTaHTINOC

3apeructpmposaHo B MuHtocte Poccnn 29 maa 2023 r. N 73564

MWHUCTEPCTBO 3, PABOOXPAHEHUA POCCUMCKOWN GELEPALIUN

MPUKA3
oT 22 mana 2023 r. N 249H

OB YTBEPXAEHUU NMPABUN
M3roToOBJIEHUA U OTMYCKA NEKAPCTBEHHbIX MPEMAPATOB
Aana MEAUUUHCKOro NnPMMEHEHMNA ANTEYHbIMU OPTAHU3ALIUAMMU,
MMEKOLWLMMU TNLIEH3UIO HA ®PAPMALIEEBTUMECKYIO AEATE/IbHOCTb

B cootBeTcTBUM C YacTbio 1 cTaTbm 56 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-3 "06
obpalleHMM NeKkapcTBeHHbIX cpeacts"” n noanyHKkTom 5.2.170 nyHKta 5 MonoxeHus o MuHucTepcTBe
34paBooxpaHeHns Poccuitckoit degepauunun, YTBEPKAEHHOrO nocTaHoBseHMeM [lpaBuTenbcTBa
Poccuiickon ®epepaumm ot 19 noHAa 2012 r. N 608, nprKasbiBato:

1. YTBEepauTb npuaaraemole npaBuaa U3roTOBJEHMA U OTNYCKA NEKAaPCTBEHHbIX NpenapaTtoB AaA
MeagnLmMHCKOro NPUMEHEHNA anTe4yHbIMU OopraHuMsaunamm, nmernwnmm NUEH3NIO Ha
cba PMaLeBTUHECKYIO OEATE/IbHOCTD.

2. Npu3HaTb yTPaTUBLIMM CUAY NPUKa3s MUHUCTEPCTBA 34paBooOXpaHeHus Poccuiickoit ®epepaLmm
OT 26 okTAbpa 2015 r. N 7511 "O6 yTBEpPKAEHUM NMPABUA U3TOTOBJIEHUS U OTNYCKAa JIEKAPCTBEHHbIX
npenapatos Aaa MeAULUMHCKOro MNPUMEHEHUA anTeYyHbIMU OpraHus3aumAMKM, WHANBUAYASIbHBIMU
npeanpuHMmaTenamm, MMeoLWMMN JIMLEH3MIO Ha bapmaL.eBTUYECKYIO aeATenbHoOCTL"
(3apeructpupoBaH MuHucTepcTBOM tocTuumm  Poccuiickonnt depepaummn 21 anpens 2016 .,
pernctpaunoHHbin N 41897).

3. Hactoswumii nprKas BcTynaet B cuay ¢ 1 ceHTabpsa 2023 r. u gencreyeT ao 1 ceHtabpa 2029 r.

MuHuncTp
M.A.MYPALLKO

YTBepxaeHsbl

npuKkasom MuHUCTEepPCTBA 34paBOOXPAHEHUSA
Poccuiickoin Pepepauymmn

oT 22 mana 2023 r. N 249H

NPABUNA
M3roTOBJIEHUA U OTMNYCKA JIEKAPCTBEHHbIX MPEMAPATOB
Ana MEAUUUHCKOIo NPUMEHEHUA ANTEYHBIMU OPTAHU3ALMAMMU,
MMEKOLWNMU NTNLEH3UIO HA ®PAPMALEEBTUMECKYIO AEATE/IbHOCTb

I. O6wue nonoxeHusa

1. HacToswme npaBuia pPacnpOCTPAHAIOTCA Ha W3rOTOBAEHME W OTNYCK JIeKapCTBEHHbIX
npenapaTos 411 MeAULMHCKOro NPUMEHEHMUS anTeYHbIMM OPraHMU3aLMAMMU, UMEIOLWMMU JINLEH3UIO Ha



bapmMaLeBTUYECKYIO AEeATENbHOCTb, B TOM 4YMC/Ne MO peuenTam Ha JIeKapCTBeHHble npenapaTbl U Mo
TpeboBaHUAM MEAMUMHCKUX OpraHusauuii (ganee COOTBETCTBEHHO - JIeKApCTBEHHble Mpenaparsl,
peuenT, TpeboBaHue).

2. Npn M3roToBAEHUMN fIeKAaPCTBEHHbIX NPenapaToB anTeYyHbIMW OpPraHM3aUMAMU MCMONb3YHOTCA
NlekapcTBeHHble npenapaTtbl U (an) papmauesTUYeckne CybCTaHUMM, BKAKOUYEHHbIE B rOCYAapCTBEHHbIN
peecTp /IeKapCTBEHHbIX CPEACTB  A/A  MEeAMUMHCKOTO NpuMeHeHua <1>, eauHbI  peecTp
3aperucTpMpPOBaHHbIX IeKapCTBEHHbIX cpeacTB EBPasMiMCKOro 3KOHOMMYECKOro cot3a <2>.

<1>Cratba 33 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d#3 "O6 ob6paweHun
NleKapcTBEeHHbIX cpeacTs”.

<2>Mopanok GopmMMpoOBaHMA N BeAEHNA eANHOTO peecTpa 3apermMcTPMPOBaHHbBIX 1EKAPCTBEHHbIX
cpencts EBPAsmMMCKOro 3KOHOMWMYECKOro COH3a, YyTBep)KAeHHbI PeweHnem CoseTa EBpasuiickoi
3KOHOMMYECKON Komuccum oT 3 Hosbpa 2016 r. N 84 "O nopsakax opmMnpoBaHUA U BeAeHMA eanuHOro
peecTpa 3aperncTpMpoBaHHbIX JIEKAPCTBEHHbIX CpencTs EBpasMIACKOrO 3KOHOMWYECKOro coto3a M
MHPOPMALMOHHBIX 633 AaHHbIX B cdepe obpallleHUs NeKapCTBEHHbIX cpeacTs”, opUUMAnbHbIN cainT
EBpasuifickoro akoHomuueckoro cotosa http://www.eaeunion.org/, 21 Hoabpsa 2016 r., BCTYNMAO B cuay
6 maa 2017 r., KoTopoe sABAseTcs obs3aTenbHbiM AnA Poccuiickon depepaunmn B COOTBETCTBUM C
Jorosopom o EBpasMinckom 3KOHOMMYeCKOM coto3e oT 29 mas 2014 r., patMdMUMPOBAHHbLIM
depepanbHbiM 3akoHOM 0T 3 okTAGpA 2014 r. N 279-93 "O patudumkauum [orosopa o EBpasmiickom
3KOHOMMYecKoM coto3e" (Jorosop BcTynua B cuay ana Poccuiickoin Geaepaumm 1 ausaps 2015 r.).

3. M3roTtoBneHWe NeKapCTBEHHbIX MNPEnapaToB OCYLLECTBAAETCA B YC/0BUAX, OTBEYAOLLUX
CaHUTAPHO-3NNAEMMUONOTMYECKMM TPebOoBaHUAM <3>.

<3> CaHuTtapHble npasuna CMN 2.1.3678-20 "CaHuTapHO-3NMAEMUONOTMYECKNE TpeboBaHMA K
3KcnayaTauMm NOMeLWEHUN, 30aHNIA, COOPYXKEHMN, 000PYA0BaHUA M TPAHCMOPTA, a TaKKe YC/IOBMAM
LEATEeNbHOCTU XO3AMUCTBYIOWMX CYOBEKTOB, OCYLLECTBAAIOWMX NPOAAXKY TOBApPOB, BbiNOAHEHMe paboT
WAW OKasaHue ycayr", yTBepXAeHHble NOCTaHoBAeHMeM [NaBHOro rocyfapcTBEHHOMO CaHUTAPHOrO
Bpaya Poccuiickoin depepaumm ot 24 pekabpa 2020 r. N 44 (3apeructpupoBaHo MUHUCTEPCTBOM
tocTnummn Poccuiickon ®epepaunn 30 aekabpa 2020 r., peructpaumoHHblii N 61953), ¢ nsmeHeHuem,
BHECEHHbIM NOCTAHOBAEHWEM [NaBHOIO rocyAapCTBEHHOIO caHUTAapHOro Bpayva Poccuiickoin ®eaepauymm
oT 14 anpena 2022 r. N 12 (3apeructpmpoBaHo MuHucTepcTBom toctnumm Poccuitickont Pegepaunn 15
anpens 2022 r., peructpaumoHHbiin N 68213), aelicteytowme ao 1 aHesapa 2027 r.

4. YNaKoBKa W3roTOB/IEHHbIX JIEKAPCTBEHHbIX NPENapaToB OCYLLECTBASETCA B 3aBUCMMOCTM OT
¢dopmbl 1 cnocoba NPUMEHEHUs NIeKapCTBEHHOro npenaparta B COOTBETCTBUM ¢ TpeboBaHUAMM obLel
dbapmakoneitHol cTaTbn"YNaKkoBKa, MapKMPOBKa M TPAHCMOPTUPOBaHME IeKapCTBEHHbIX cpeacTs".

Il. Cuctema KayecTsa U3roToB/IEHUA IEKAPCTBEHHbIX NpenapaTos

5. M3rotoBneHne neKkapcTBeHHbIX NpenapaToB HageXKallero KayecTsa B anTe4yHol opraHusauuu
OCYLLECTBAACTCA MOCPEACTBOM peanmnsaLmnmn KoMnaekca MeponpuaTriA, HanpasaeHHbIX Ha cobatoaeHue
TpeboBaHUIt HacToAWwmX MNpasun (aanee - cMCTeMa KavecTBa) U BK/KOYAKOLWMX B TOM YnUCe:

a) YCTaHOB/NEHNE NOCNenoBaTe/ibHOCTU U B3aMMOAEl71CTBMFI npoueccos, HeO6XO,£I,VIMbIX AanAa
obecneyeHuns cuctembl Ka4yecCTtBa, B 3aBUCMMOCTU OT UX BJIMAHUA Ha 6E3OI'IaCHOCTb, 3¢¢eKTMBHOCTb n
PaUunNOHaIbHOCTb NPU U3TOTOB/IEHNUN NEKAPCTBEHHbIX NPENapaTos;

6) onpeageneHne Kputepmes U METOA0B, OTPaXKakWMX OOCTUXKEHUE pPe3ynbTaToB, KakK MNpwn



OCYLLEeCTBNEHMM MPOLEeccoB, HeobxoaMmbix AO1A obecneyeHUs CUCTeMbl KadyecTBa, TaK M npu
ynpaBfieHuM Mmu ¢ ydyeTtom TpeboBaHuin 3aKkoHoaaTenbcTBa Poccuitickoit Pepepaumm o6 obpaleHnn
NleKapcTBEHHbIX CPEACTB;

B) onpeaeneHne Konn4ectBeHHbIX M Ka4eCTBEHHbIX NapaMeTpoB, B TOM 4YUCNe MaTepPUa/ibHbIX,
d)MHaHCOBbIX, MHCI)OpMaLJ,VIOHHbIX, TPyA4oBbIX, HEO6XO,CI,MMbIX ana noaaepXXaHunAa npoueccoB CUCTEMBbI
KayecTtBa U UX MOHUTOPKUHTQ;

r) obecneyeHne HaceneHUA KayecTBeHHbIMWU, 6e3onacHbIMU U 3GDGEKTUBHBIMU NEKAPCTBEHHbLIMM
npenapatamu;

,D,) npuHATHUE MEP, HEO6XO,£I,MMbIX ana  AO0CTUXEeHUA 3an1aHNPOBAHHbLIX PEe3ynbTaToB WU
NOCTOAHHOINO yny4vweHnA KadecCctBa WU3rotoB/sieHMA NeKapPCTBEHHbIX MpenapaTtoB W NoOBblWEeHUA
nepCOHaanoﬁ OTBETCTBEHHOCTU pa6OTHMKOB anTeyHou OopraHusauuu.

6. C uenbio OpraHMsaunn CcuUCcTtembl KayeCTBa MW3rotoB/IeHMA J1IEKAPCTBEHHbLIX MpenapaTtoB
pyKoBOoAUTENb anTeyHom OpraHM3auunn yTesepxgaeT:

a) NPUKa3bl N pacnopAXXeHnA pykosoantena anTeyHom opraHumsauunu no OCHOBHOW AeATENbHOCTU,

6) [OKYMEHTbl, pernameHTUpylolMe UCMNOoMHEHUE npoueayp, B KOTOPbIX ONUCaH nopAgoK
BbINO/IHEHUA NPOM3BOACTBEHHbIX OnepaLmii (4anee - cTaHAapTHblE onepaunoHHbIe Npoueaypsbl);

B) AOKYMEHTbI, coaepxalwmne TDE6OBaHMH n MetTobl onpegeneHnA Kadyecrsa MU3rotos/IEHHOIO
NEeKapCTBEHHOrIO nNpenaparta (,u,anee - AOKYMEHTbI B obnactu KOHTPONA I-(a‘-IeCTBa).

7. CTaHZapTHble onepaLyuoHHble NpoLeaypbl pa3pabaTbiBalOTCA B COOTBETCTBUM C TpebOBaHUAMM
dbapmakoneiHbix ctaTel M 06wWmx dapmaKonerHblix cTaTem.

CTaHpapTHble oOnepauMoHHble Mpoueaypbl PernameHTUPYT Moc/iefoBaTe/IbHOCTb AeNCTBUiA
dapmaueBTnyeckoro paboTHMKA MpM  OCYWECTBNIEHUM WU3TOTOB/IEHUA, B TOM uucC/ie B BUAe
BHYTPUANTEUYHOW 3aroTOBKM, yNaKoBKe 1 GacoBKe 1EKapCTBEHHbIX NPENapaTos, O4YNCTKN M Ae3UHPEKL UM
obopysoBaHMA, CcTepunnsaumm nabopaTopHOM nocyabl, YOOpPKM W Ae3MHPEKUMM MOMELLEHWUH,
NpoBeAeHUM  MPOBEPKM  NpU  OBHApyKeHUM  HeAoOpOoKauyecTBEHHbIX,  KOHTPAdaKTHbIX U
danbcnULMPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NPW BeAEHMM 3aMUCEN, OTYETOB U UX XPaHEHUS.

PykoBoguTenem anTeyHOM oOpraHM3auumn HasHavaeTcA paboTHMK anTeyHol opraHuM3auum,
OTBETCTBEHHbIN 32 BHeApPeHWE N obecrnevyeHrne CUCTEMbI KauecTBa, KOTOPbIN OCYLLECTBASET MOHUTOPUHT
30DEKTUBHOCTM CUCTEMbI KayecTBa M  aKTya/iM3aumio CTaHZAPTHbIX OMepaLMOHHbIX Mpoueayp,
noATBep:KAEeHMEe KayecTBa W3roTOB/IEHHbLIX JIEKAPCTBEHHbIX MPENApPaToB, a TaKXKe rapaHTUMpPYeT, 4To
JIeKapCTBEHHbIe NPenapaTbl M3roTOB/IEHbI COMIAaCHO CTAaHA4APTHLIM OMNEepPaUMOHHbIM Npoueaypam (ganee
- OTBETCTBEHHbI PabOTHMK anTe4yHOM opraHnsaumm).

OTBETCTBEHHbIM paGOTHMK anTeyHom OpraHunsaunmn ocywecTtBnAaeT noarsepxgeHne CooTBeTCTBnA
KaX40ro M3rotoB/1IEHHOro 1IEKAPCTBEHHOIO NpenapaTta YCTaHOB/IEHHbIM TDEGOBaHMﬂM A0 UX OTnycCKa.

8. KauecTBO M3roToB/JIEHHOrO JIEKAPCTBEHHOIO MpenapaTta OnpeaensieTca ero COOTBETCTBUEM
TpeboBaHUAM dapmaKonenHoM cTaTbm 1 0bwux papmaKkonenHbIX cTaTel, IMHO B C/ly4ae UX OTCYTCTBUA -
AOKYMeHTam B 0671aCTU KOHTPO/IA KayecTBsa.

9. PyKoBoauTeN b anNTeYHOW OpraHM3auun yTBeprKAAeT NiaaH-rpaduKk NpoBeaeHus NepBUYHOrO U
nocneayrolmx MHCTPYKTaxein paboTHMKOB HA 3HaHME CTaHZapTHbIX OMNepauvoHHbIX npoueayp,
NpoBoOAMMbIX He pexke 1 pasa B roa,.

10. B uenax MCKAKYEHUA 3arpA3HEHNA U3rOTaBAMBAEMbIX NEKAPCTBEHHbIX NPenapaTos:



a) He AOMNYCKaeTCa OCYLLeCTBAATb MPMem MulLM, ynoTpebneHune MKUAKOCTEW, KypeHWe B 30He
W3roTOBNEHMWSA SIeKapCTBEHHbIX NpenapaTos;

6) pabOTHWK anTe4yHOM OpraHM3auuKn, HEMNocpeaCcTBEHHO YYaCTBYHOWMA B  W3rOTOB/IEHUU
JIeKapCTBEHHbIX Npenapatos, 06a3aH yBeaomMUTb OTBETCTBEHHOrO PaboTHMKA anTeyHOW OpraHusauuu
nmbo, B cnyyae ero OTCYTCTBMA, PYKOBOAUTENA anTeYHOM OpraHM3auMu WaK IMLLO, UCTOJHAOWEE ero
06A3aHHOCTU, O HAaNNYMW Y HETO MHOEKUMNOHHbIX 3a60/1€BaHMIA M NOBPEKAEHUI HA OTKPbITbIX Y4aCTKax
Tena. OTBETCTBEHHbIN PAabOTHWMK anTeYHOW opraHM3aumMu (PyKoBOAMTENb anTeYHON OpPraHM3auum Mau
ML, UCMOJHAOLLEe ero 06583aHHOCTU) He AOMYyCKAaeT AaHHOro paboTHMKA anTeyHON OpraHuM3aLmu K
OCYLLECTBNEHNIO AeATENbHOCTM MO U3TOTOB/IEHWNIO IEKAPCTBEHHbIX NPENAapaToB;

B) B OTHOWEHWW JIEKAPCTBEHHbIX MpenapaToB, MPeACcTaBAAIOWMX MNOBbIWEHHbIA  PUCK
MUKPOBMONOrMYECKON KOHTaMMHALMK, NPUMEHAIOTCA 3alUMTHblE Mepbl (Ae3nHdeKuMa pyK, HoweHne
MacoK), NpeayCcMOTPEHHbIe CTaHAAPTHbIMM ONepaLMOHHbIMK NpoLeaypPamMu.

11. AnTeuyHble OpraHM3auUMM [O/MKHbI MMETb MNOMeLWeHUs U (ManM) 30HbI, B  KOTOPbIX
OCYLLECTBNAETCA W3rOTOB/IEHWE JIEKAPCTBEHHbIX NpPenapaTtoB B COOTBETCTBMM C TpeboBaHMAMMU
HacToAawmx Mpasua.

M3rotoBneHMe NIeKapCTBEHHbIX NPENAPaTOB OCYLLECTBAAETCA B MOMELLEHMAX U 30HAX, AOCTYMHbIX
TONbKO A/1A PabOTHMKOB anTeYHOW OpraHM3aLMW, NepevyeHb KOTOPbIX OMNpesesnseTca pykoBoauTenem
anTeYHOoM opraHmnsaLmu.

NekapcTBeHHble NpenapaTbl PasHbIX N€KaPCTBEHHbIX GOPM /IeKapcTBEHHbIX NpenapaTtos (ganee -
NekapcteeHHaa $opma) M3roTaBMBaKOTCA B PasHbIX 30HaX. B c/lydyae HEBO3MOMXKHOCTM pa3aefieHna 30H
NoA KOHKPETHble NeKapCTBEeHHble GOpPMbl, HEOBXOAMMO NPUHATL MPEeAYyCMOTPEHHble CTaHA4APTHOM
onepaLmoHHOM npoLeaypoi Mepbl, MMHUMU3UPYIOLWMNE PUCK 3arpsA3HEHUA IeKapCTBEHHOro npenapara,
B TOM UYMCNE NEePEKPECTHOTO.

12. TexHosornmyeckoe ob6OpyAoOBaHME, a TaKXKe u3mepuTenbHble Npubopbl NPOEKTUPYHOTCS,
pa3mMeLLaloTCA, MCMNONb3YIOTCA M OOCNYKMBAKOTCA B COOTBETCTBMM C MX LENEBbIM Ha3HAYEHUEM U
PYKOBOACTBOM MO 3KCNAyaTauum Nnpoms3soanTens.

COBOKYMHOCTb AOKYMEHTOB, B KOTOPbIX GUKCUPYIOTCA $aKTbl, MMEIOLWME OTHOLIEHME K KayecTBy
M3roTaB/MBaeMOro SIeKapCTBEHHOro npenapaTa, B TOM YMC/e CTaHA4apTHbIEe onepaLMoHHble npoueaypsbl,
WHCTPYKUMM, AO/KHbI obecneunmsaTb MPOC/AEKMBAEMOCTb MPOLECCA M3rOTOB/IEHWUA /IEKAPCTBEHHOrO
npenapara.

13. B OTHOLWEHNW KaxKAOro HapyweHus TpeboBaHWiA, YCTaHOBAEHHbIX HAcToALWMMK MMpaBunamu,
CTaHAAPTHbIMM OMEpPaLMOHHbIMM MpoLeaypaMn, MPOBOAMUTCA BHYTPEHHAA MPOBEpPKAa C yCTpaHeHMem
BbIAB/IEHHbIX HAPYLLUEHWIA.

11l. Oco6eHHOCTM U3roTOBAEHUA IEKAPCTBEHHbIX NPenapaTos
13 papmaueBTUUECKUX CybCcTaHL Mt

14. NekapcTBeHHan popma "nopolikun" (ganee - NOPOLIOK) NoApasaenserca Ha:
a) npocTble (cocToALLME U3 OAHOTO UHIPeaneHTa);

6) cnoxkHble (cocToAlLMe U3 ABYX U Bonee MHrpeaneHToB);

B) 4,03MpPOBaHHbIE (pa3fAeneHHble Ha OTAEeNbHbIE A03bl);

r) He4o3MpPOBaHHbIe (HepasAeneHHble Ha OTAe/bHbIEe A03bl).

15. Cmecb AnAa M3rotosaeHuA NOPOLWKOB pa3genAaeTca Ha O03bl C UCNOJIb30OBaHNEM BeECOB Un



[,03aTOPOB B COOTBETCTBUM C MaCcCO OAHOrO NMOPOLLUKA U UX KONMYECTBOM, YKa3aHHbIM B peuenTte uam
TpeboBaHUN.

16. U3roTtoBneHune NOPOLWKOB OCYLWLECTBNAETCA Cneayrouwmmm cnocobamu:

a) pa3gennTenbHbIM cnocobom - NNeKapCTBEHHbIE BelleCTBa M/VII’IM NNEKapPCTBEHHbIE NpenapaTbl
BblIMCaAHbl Ha BCE A03bl, YKa3aHO, Ha CKOJIbKO 403 cheayeT pa3ae/inTb MacCy NOPOLLKa;

6) pacnpeaenntTenbHbim cnocobom - NNeKapCTBeHHbIE BELWECTBA BbIMUCAHbI Ha O4HY 003y, YKa3aHO
KO/In4ecTBoO A03.

17. K Xngkum NEeKapCTBEHHbIM (I)OpMaM OTHOCATCA pPacTtBOpbl Ha BOAHbLIX WU HEBOAHbIX
pacrBopuTenAax, MUKCTypbl, BOAHblIE U3B/1€HYEHUA U3 NIEKAPCTBEHHOIO PACTUTENIbHOIO CbipbA, PaCTBOpPbI
BbICOKOMOIEKYIAPHbIX BELWECTB, PaCTBOPbI 3alULLEHHbIX KON0OMA0B, Kan/n, CyCneH3nun, asMmysibCun.

HKuakne NNEKAPCTBEHHDbIE ¢OprI W3roTaBAMBAOTCA MacCCO-00bEMHbIM MmeTogom, metToaom no
macce nam metogom no O6'bEMy.

18. Macco-o06bemHbIM METOA40M WU3roTaB/INBAOTCA BOAHblE U BOAHO-CNUPTOBbLIE PACTBOPbI
I'IOpOLLIKOO6pa3HbIX NNEKapPCTBEHHbIX CPeAacCTB.

19. MeTogom nNO Macce W3roTaB/IMBAOTCA PACTBOPbl MOPOLIKOOOPA3HbLIX U KUOAKUX
NeKapCTBEHHbIX CPeACTB B BA3KUX U IETYYMX PACTBOPUTENAX, AO3UPYEMbIX MO MACCe, @ TAKKE 3MY/IbCUM,
CYCMeH3MN HE3aBUCMMO OT UX KOHLLEHTpaLmu.

Mo macce [03MPYIOTCA KMPHble U MUHEpanbHble Macna, [IUMLUEPWH, AuMmeKcua,
NONIMSTUNEHTNKONU  (MONMITUNEHOKCUADBI),  CUJMKOHOBbIE  KUOKOCTM,  3dup,  xnopodopm,
6eH3nnbeHso0aT, BaAnaon, BMHUAMH (6anb3am LLlocTakoBCcKoro), gerotb 6epesoBblil, UXTUOA, KUC/IOTa
MOJIOYHas, macna aGUpHble, CKUNNAAP, METUNCANULMNAT, HUTPOTANLEPUH, NEePruaponsb.

20. MeTogom no o06bemy W3roTaB/AMBAlOTCA pPacTBOPbl CAMPTa 3TUAOBOMO  Pa3NUYHOM
KOHUEHTPaLMK1, PacTBOPbI XUAKUX CTaHAAPTHbIX GapMaKonenHbIX pacTBOPOB (Kpome nepruapons).

Mo O6b€N\y TaKXe O03UPYyHTCA BOAa O4YMUWEHHAA W BOAa AONA VIHBEKLI,Mﬁ, BO4HblIEe PacCTBOpPbLI
NNeKapCTBEHHbIX CPeACTB, ra/lIeHOBble N HOBOrasieHOBbIE /1IeEKapPCTBEHHbIE CPpeaCTBa.

21. MNpwn yKasaHuM B peuLenTe WAN TpeboBaHMM B KayecTBe KOMMOHEHTA, MOAJ/eXKallero
M3roTOB/IEHWNIO, IEKAPCTBEHHOro npenaparta "Boda" Mcnonb3yeTca Boda ouulleHHas, "cnupt" - cnupT
aTunosbin, "apup" - adup AMITUNOBBLIN (MEAUUMHCKMIA), "ranuepunr” - raMuepuH MeaUUMHCKUNA,
copepxawmin 10 - 16% Bogbl, ¢ NAOTHOCTbIO 1,223 - 1,233 rpaMmm Ha KyOUYECKUIM CaHTUMETP.

Ecaun B peuente nan TDEGOBBHMM He YKa3aH pacTBOpUTE/Ib, UCNONb3YyeTCA BOAA OYMLLLEHHAA.

22. KoHUEeHTpMpOBaHHbIe PacTBOPbl M3roTaBAMBAOTCA MacCO-06beMHbIM METOA0M B MEPHOM
nocyse B acenTUyeckmx yCI0BUAX C UCMO/b30BaHNEM CBEKENOYYEHHOW OUYNLLLEHHOM BOAbI.

23. PacTBopbl Ha BA3KMX W NETy4MX pPacTBOpUTENAX (Kpome CNUPTOBbIX PacTBOPOB)
n3rotasamBaroTca no macce. Obuian macca onpeaenseTca CyMMUPOBaHNEM UHIPEAUEHTOB, BXOAALLMX B
NleKapcTBeHHbIM npenapar.

24. Tpy1 U3roToBAEHMM PACTBOPOB Ha BA3KUX U NETYUMX PACTBOPUTENAX HENOCPEACTBEHHO B CYXOM
bNakoH AONA OTNyCcKa [A03MPYIOTCA BCE WHIPEeAMEHTbl, 3aTemM OTBELIMBAETCA WAW OTMepAeTcs
pactBopuTENb.

25. MpK MCNONb30BaHMM BA3KUX PAcTBOPUTENEN A0MYCKAaeTCA NPUMEHATb HAarpeBaHWEe C y4eToM
OUBNKO-XMMUYECKNX CBOMUCTB MHIPEAUEHTOB.



26. CnupToBble pPacTBOPbl W3rOTaB/AMBAKOTCA MACCO-06bEMHbIM MeTogoM. B peuente wam
TpeboBaHMM YKa3bIBAETCA KONMYECTBO 3TU/IOBOMO CNMpPTa, COOTBETCTBYIOLLEE OOBEMHLIM eAMHMLAM
nsmepeHusa. MNpun oTcyTCTBMM B peuenTte uam TpeboBaHUM yKa3aHUA O KOHLLEHTPaLMKM STUAOBOIO cnupTa
ncnosbyeTcs sTMAoBbIN cnmpt 90%.

27. Ecan B peuente wauM TpeboBaHMM YyKasaH PacTBOP, MMEILWMIA HECKO/IbKO CTaHAAPTHbIX
KOHUEHTpaLmii, 6e3 yKasaHMA KOHLEHTPALWUK, OTMYCKAETCA PacTBOP HaMMEHbLLEN KOHLLEHTPALMN.

28. PacTBOpbl BbICOKOMONEKYNAPHbIX BELLECTB M3rOTaBJAMBAOTCA MaCCO-06BEMHbLIM METOZO0M
(pacTBOpbI NencuHa, enaTuHa, Kpaxmana u Apyrue) uam no macce (pactsopbl 3GUPOB LEN0A03bI U

apyrue).

[na pacTBOpeHWa OrpaHMYeHHO HabyXaloLWMX BbICOKOMONEKYNAPHbIX BELEeCcTB MCMO/b3yoTcA
TEXHO/IOTMYECKME NpUeMbl HabyxaHWA M HarpeBaHWA (PacTBOpPbI KenaTuHa, Kpaxmana U Apyrue) nam
oxnaxkaeHus (pacTBop MeTUALEN0N03bl U Apyrue).

29. BoAaHble u3BnedYeHMA (HAcToM, OTBapbl M UHble) W3roTaBAMBAOTCA  3KCTPaKUMel
IeKapCTBEHHOrO PacTUTE/IbHOTO CbipbA BOAOW OYMLIEHHOM, a TaK¥e PacTBOPEHUEM CYXUX WU KUOKUX
3KCTPAKTOB, CTaHAaPTM30BaHHbIX B pacCYMTaHHOM 06beme BOobl OUMULLEHHON.

Mpwn n3rotoBaeHnMM BogHbIX N3BNIeYEHUI He AONYyCKaeTCA 3aMeHa Z1IEKAPCTBEHHOIO pPacTUTENIbHOIO
CbipbA HacToOMKamm, 3¢MprIMM MacnamMmum N 3KCTpaKTamu, He npegHasdHa4yeHHbIMU ON1A U3roToOBNEHUA
BOAHbIX N3BAEYEHUI.

XpaHEHVIE BOAHbIX N3BNEYEHUN OCYLWEeCTBNIAETCA B YNAaKOBKe, o6ecneqMBarou.|,eV1 COXpaHeHNe unx
Ka4yecTBa.

30. I'IpM M3roToB/1€EHNUN BOAHbIX U3B/IEYEHUI U3 NNEKAapPCTBEHHOINo CblipbA HEe O0MNYyCKaeTcA
MCNoN1b30BaHNE KOHUEHTPUPOBAHHbLIX PaCTBOPOB /IEKAPCTBEHHbIX CPEACTB.

31. an MU3roToB/1€HNUN BOOHbIX N3BAEYEHWN MCNONb3YHKOTCA CTAHOAPTU30BAHHbIE CyXUE U XKUOKNe
3KCTPAKTbI.

32. PaCTBOpr 3alUUUEHHbIX KO/10M40B nNpOoTaprosia, Konnaprona, UXTnosaa U3rotaB/INBatOTCA
Macco-06beMHbIM MEeTO40M.

PacTtBopbl npoTaprona W3roTaBAMBAlOTCA MyTeM pPacCbiNaHMA €ero Ha MOBEpPXHOCTb BOAbI
O‘-IVILLI,eHHOl\;I M OCTaBNEHNA 00 NOJIHOIO PacCTBOPEHUA.

PactBopbl Ko/inaprona M3roTaB/AMBalOTCA C  NpeaBapuUTe/ibHbIM - ero  M3mesibdeHMeM U
CMeLLMBAHMEM C BOAOMN OYNLLEHHOM.

KonnougHble pacTBopbl GUABTPYIOTCA 4Yepe3 06e330/1eHHble ByMaykHble WM  CTEKAAHHbIe
dunbTpLI.

33. CycneH3nm n amynbCcmMmn He3aBUCMMO OT KOHLEHTPALLMM M3rOTaBINBAKOTCA METOA0M NO Macce.

MpY M3roTOBAEGHUN CYCMEH3UIA U SIMYNbCUA B CMECUTENAX BCE MHIPEeAMNEHTbI NepemeLlnBaloTca 40
nonyYyeHUa OAHOPOAHOM MacCbl. Bpema cmelwuBaHWA onpeaenseTcd CBOMCTBAMM NE€KAapCTBEHHbIX
cpeacts. CycneHsnn He noanexkat GpuabTpaummn.

34. MNpn U3roTOBAEHUU 3MYJIbCUIN UCMONBL3YIOTCA 3MY/IbraTopbl, BbIGOP KOTOPbIX 06YyCNOBAEH UX
TEXHOJIOTUYECKUMN U PUIUKO-XMMUYECKMMM  CBOMCTBAMM, KOJIMYECTBOM MacCaAHOM das3bl U
Ha3HaYeHMEeM 3MY/IbCUN.

IMYNbCUN U3rOTABAMBAIOTCA Yepe3 CTaAuIio MepPBUYHOM SMY/SbCUM C PacYeTOM KO/MYecTBa ee
WHIPeaMeHTOB C NocaeayoWwmm pasbasneHmem gUcnepCcMoHHOM cpeaon.



Cnocob BBeAEHMA NEKAaPCTBEHHbIX CPEACTB B AMYJ/IbCUK onpeaenaetca ux pUanKo-XMMmn4eckumm
cBOMCTBaAMMU.

35. Mo TMNy AMCNepCHbIX CUCTEM Masn MOAPA3LENAOTCA Ha roMoreHHble (CnaaBbl, PacTBOPbI),
rereporeHHble (CycneH3noHHbIe Y SMYbCUOHHbIE) U KOMBMHUPOBaHHbIE.

B 3aBMCMMOCTM OT KOHCUCTEHTHbIX CBOMCTB Ma3u noapasaenAarTca Ha ma3n, rean, Kpembl, NacTbl U
NNHUMEHTbI.

Masun nsrotaBanBatoTCA MeTo40M MO Macce.

36. [lna mnsrotoBneHmsa mazen MCNONb3YHTCA BCNOMOraTe/ibHble BelleCTBa: Ma3eBbleé OCHOBbLI,
KOHCEepPBAHTbI, aHTUOKCNAaHTbI, aKTUBATOPbI BCaCbiBaHUA.

MaseBasa ocHoBa obecneuymBaeT NpoasBAeHWe cneunduyeckoil akKTUBHOCTM Masu, He HapylaeT
bYHKUMM KOXKM, HE BbI3bIBAET a/lIEPrMYECcKnX peakumi, MHbIX NOBOYHbIX AEeMCTBUNA.

[nasHble masu U masn, BBOAUMbIE B MONOCTU Tesa, HAHOCMMbIE Ha O6LLII/1prIe PaHbl 1 OXorosbie
NOBEPXHOCTU, U3roTaB/IMBAOTCA B aCENTUYECKUX YCNTOBUAX.

37. K romoreHHbIM Ma3AamM OTHOCATCA Ma3un-CNAaBbI U Ma3n-pacTeopbl.

Masun-cnnasbl Ha ﬂVII'IOd)VIﬂbeIX OCHOBaxX MOJIy4aloTCA cn/laBeHNemM UHrpeaneHToB C y4eTomMm UxX
TeMNepaTypbl NaaBneEHNA.

Ma3un-pacTBopbl Ha /AMNOPUAbHBLIX OCHOBax MOAYYalOTCA PACTBOPEHMEM KMPOPACTBOPUMBIX
NeKapCTBEHHbIX CPeACTB B PacnNaBAEHHOW OCHOBE.

Masun-pacTBopbl Ha rMAPOPUABHBIX OCHOBaX MOJIyYatOTCA MPU PACTBOPEHUM BOAOPACTBOPUMBIX
NIeKapCTBEHHbIX CPeACTB B BOAE UAWN APYIUX KUAKOCTAX C Y4ETOM PAacTBOPUMOCTM, 3aTEM CMeELLMBAOTCA
C OCHOBOM WM PAcTBOPAKOTCA B HEN.

38. Mpu N3roToBNIEHNN CYCMEH3NOHHbIX Masein dapmaueBTUYECKMEe CybCTaHUMN U IeKAapCTBEHHbIE
npenapaTbl MU3Me/IbY4aloTCA, 3aTEM AMUCMEPTUPYIOTCA C ONTUMabHbIM KOMYECTBOM KUAKOCTU.

Mpu copepaHun TBepaol ¢asbl B cCOCTaBe Masn meHee 5% J/ieKapCTBEHHble cpeacTsa
M3MeNbYaloTcA C AO0MOJHUTENbHO BBOAMMOM KMAKOCTbIO, POACTBEHHOM OCHOBE, B KOJAMYeCTBe
NPMMEpPHO PaBHOM MONOBMHE MACChl U3Me/IbYaeMbIX SIEKapCTBEHHbIX CPeACTs.

Mpu coaepskaHuM B cocTaBe Masu TBepaoi ¢asbl oT 5% A0 25% NeKapCTBeHHble CpeacTBa
N3MeNbYaloTCA C YacTbio pacniaB/ieHHOW OCHOBbI, PAaBHOM NOIOBMHE OT MACChl IEKAPCTBEHHbIX CPEACTB,
0CTa/IbHOE KONNYEeCTBO OCHOBbI bepeTca B HepacniaB/ieHHOM BUAE.

Mpu copeprkaHUM B cocTaBe masu Teepaoi dasbl 25% u bonee MCNOAb3yeTCa pacniaBaeHHas
OCHOBa ANA ANCNEPrMPOBaHUA 1 pa3baBaeHUs KOHLeHTpaTa.

39. DMYyNbCUMOHHbIE Ma3u Ha AUNOPUAbHBIX U ANUPUABHBIX OCHOBAX COAEPKAT BOAHbIE WM
CMUPTOBbIE PACTBOPbI JIEKAPCTBEHHbIX CPEACTB. IMY/IbCMOHHbIE Masu Ha rMAPOPUSIbHBIX OCHOBAX
coaepat ruapodobHble KMUAKOCTU.

B sMy/nbCMOHHbIE Ma3uM B BuAe BOAHbIX PacTBOPOB BBOAATCA NPOTApros, KOANAProsa, cyxue
9KCTPaKTbl WM gpyrnme BOAOPACTBOPMMblE JiIeKapCTBEHHble cpeacTBa. [losyyeHHble pacTBOpbI
IMYNbIrMpyroTCcA N CMELNBAOTCA C OCTaBLLUMMCA KOZINHECTBOM OCHOBbLI.

*MugKme nekapcTBeHHble GOPMbl IMYNbIUPYIOTCA OCHOBOWA.

40. an M3roToBsieHnn KON\6MHMpOBaHHbIX masel NNEKapCTBEHHbIE CPeacTBa BBOAATCA B OCHOBY



Masu C y4eTomM QPU3MKO-XMMMUUYECKMX CBOMCTB JIEKAPCTBEHHbIX CPeacTB. TeXHOMOrMYeckue npuembl,
MCMo/ib3yemble MPU M3rOTOB/IEHUM KOMBUMHMPOBAHHLIX Masei, npeaynpexaaloT HeskenaTe/bHble
B3aMMOAENCTBUA /IeKapCTBEHHbIX CPeAcTB Apyr C APYrom WAM paccioeHve MasuM B npouecce
W3roTOB/NEHMUA U XpaHeHUs, obecneynBatoT NoayYyeHne og4HOPOLHOM Macchl.

41. 3roToBAEHHbIE PACTBOPbI A41A UHBEKUMI U UHPY3UIA AONKHbI BbITb CTEPUbHbI, CTabUNbHBbI,
BblAEPKMBATb WCMbITAHWE HA MUPOTreHHOCTb WM BaKTepuasibHble 3HAOTOKCUMHbI. B M3roTOB/IEHHbIX
pacTBopax A1A WHBLEKUMA U MHOY3NIA OO0NXKHbLI OTCYTCTBOBATb BUAMMbIE MEXaHUYECKME BKIOYEHUA.
JononHuTenbHbIMM TpebOBaHMAMM 15 U3TOTOB/IEHHbIX PACTBOPOB 418 MHBEKLUMI U MHY3UI ABAAIOTCA
WX U30TOHWMYHOCTb, M30TUAPNYHOCTb, MU3OMOHMYHOCTb, M30BA3KOCTb.

PactBOp 419 UHBEKUMA U MHDY3UI MU3rOTABIMBAETCA B aCENTUYECKMX YCI0BUSAX MAacCCO-06bEMHbIM
METOZIOM Ha BoAe ANA UHbEKLMIA.

42. He ponyckaetca OAHOBPEMEHHOEe M3roTOB/JeHME Ha oAHOM pabovyem MecTe HECKOJIbKUX
pacTBOpPOB ANA WHBEKUUA M WHPY3UIA, COAEeprKaLLMX JIeKapCTBEHHble CpeacTBa C  PasIMYHbIMU
HaMMeHOBaHUAMM NN NeKapCTBEHHble CpeacTBa OAHOM0 HAaMMEHOBaHUA B PAa3HbIX KOHLEHTpaumAX.

He ponyckaeTcs W3rotaBivMBaTb MHBEKLMOHHble U WMHOY3MOHHble PaAcTBOPbI MPU OTCYTCTBUK
AaHHbIX O XUMUYECKON COBMECTMMOCTU BXo4AWUX B HUX JN1eKapCTBEHHbIX CpPpeacTtB, TEXHOJIOTMKN U
peXXMme CTepuamnsauuun, a TakKe MNpu OTCYTCTBMM METOAO0B KOHTPOAA KauyecTBa, YCTaHOBJ/IEHHbIX
dapmakoneinHoi cTatbei, obuweit dapmakonenmHon cratbert MO0 B C/lyd4ae ee OTCyTCTBMA -
AOKyMeHTaMM B 061aCTM KOHTPO/IA KavecTsa.

43. PactBopbl A4/ UHBEKUMA U UHPY3NN UABTPYIOTCA C MCNO/b30BaHUEM GUIbTPOBA/IbHbIX
MaTepnanoB U YCTaHOBOK. OUAbTpPOBaHME PacTBOPA COYETAETCA C O4HOBPEMEHHbIM PO3/IMBOM €ro B
NnoAroToB/EHHble CTepUbHble GNAKOHbI, KOTOPblE YKYNOPUBAKOTCA CTEPUIbHBIMM NPOGKaMu.

He ponyckaeTca npesblleHMe 3-X YacoB OT Hayasla WU3roTOB/JIEHMA PACTBOPOB A8 MHBEKUMI U
MHPY3UI A0 UX CTepUIM3aLUN.

44, JlekapcCTBeHHble npenapatbl ANA  JedyeHWa  odTanbmosiormyeckux  3abonesaHwuii
M3roTaB/AMBalOTCA B Ciedylolmx Gopmax: rnasHble Kanau, pacTBopbl ANA OPOLWEHWA, rAasHble Masw,
rnasHble NPUMOYKM.

[nA M3roToBAEHUA NEKAPCTBEHHbIX MPenapaTos 414 AedyeHna odTaibmoormyeckmx 3abonesaHnii
NPUMEHSAIOTCA NIEKAPCTBEHHblE CPEeACTBa M BCMOMOraTe/ibHble BellecTBa (pacTBopuTenn, MaseBble
OCHOBbI, CcTabunusatopbl, OydepHble pPaAcTBOPbI, W3OTOHUPYIOLLIME BELLECTBA, KOHCEPBaHTHI,
NPOJIOHraTopPbI).

MpY M3rOTOBNEHUWN KUAKMUX NEKAPCTBEHHbIX GOPM AO0MYCKAeTCA WMCMNO/b30BaHWE CTEPUbHbIX
rOTOBbIX JIEKAPCTBEHHbIX MNPENapaToB B KUAKMX M TBEPAbIX /IeKapCTBEHHbIX $opmax (MOPOLIKM,
nmodunnmsaTbl), NpegHasHayeHHbIX AN NPUrOTOBAEHWUA PACTBOPOB ANA UHBEKUMA U UHOY3MIA. Mpu
M3roTOBNEHMM JIeKAPCTBEHHbIX MPenapaTtoB AAA /edyeHua oQpTaNbMONOTMYECKMX 3aboneBaHuUi
[OOMYCKAaeTCcA MCNO/b30BaHME CTEPUbHbIX FOTOBbIX IEKAPCTBEHHbIX MPernapaTos B TBepAblX (MOPOLLKM,
nmodunmsaTbl ANA NPUTOTOBIEHUA PACTBOPOB UHBEKLMI U MHDY3MIK), dKUAKMX U MATKMX OopMaX.

45. BogHble rnasHble })uaKue fiekapcTBeHHble GOpMbl AONKHbI BbITb CTEPUJIbHBI U U3OTOHUYHDI,
€CIN HeT Apyrux YyKasaHui B ¢dapmaKonemHblX CcTaTbsX, MMETb ONTMMasibHoe 3HayeHue pH u
COOTBETCTBOBATb 3HauyeHUto pH cnesHolt xuakoctu - 7,4 (monyckatotca 3HadeHus pH ot 3,5 ao 8,5),
[O0/MKHbI BbITb CTabUNbHbI NPU XpPaHEHUM U COOTBETCTBOBaTb TpeboBaHMAM dapMaKonelHOW CTaTbM,
obuwelr dapmakonemHoOM CcTaTbM WAM AOKYMEHTOB B 00/1aCTM KOHTPO/JA KayecTBa Ha BuAUMble
MeXaHMYECKNE BKAKOUYEHMA.

46. [Na3Hble Kanam 1 PacTBOPbl M3roTaBAMBAOTCA B aCeNTUYECKUX YC/IOBUAX MaCCO-06bEMHbIM
METOZLOM Ha BOAE OYULLEHHOMN.



B rnasHbIX Kanaax u pacTBopax onpeaenaeTca OTCYTCTBUE MeXaHMYeCKnx BKHOYEHUI A0 un nocne
nx ctepunnsauymnun.

47. PacTBOpbl NEKAPCTBEHHbIX CPeACcTB, TPebylowmx 3almTbl OT BO3AEWCTBMA MNOBbILWEHHOM
TemnepaTtypbl, rOTOBATCA B aCeNnTUYECKUX YCNOBMAX HA CTEPUIbHOM BOAE O4YULLEHHON b6e3
nocneayroLLein cTepuansaLmm Uam ¢ UCNoJIb30BaHMEM CTEPUANU3ALUNN GUNBTPOBAHMEM.

48. TnasHble Kanau, coaep:Kallme HApPKOTUYECKMe CpeacTBa, MCUXOTPOMHble, AAO0BUTbIE,
CUIbHOLENCTBYIOLLME BELLLECTBA, MOABEPraAtOTCA XMMUYECKOMY KOHTPO/O B 06beme, YCTAHOBAEHHOM
NYHKTOM 72 HacTtoAwmx Mpaswuan.

49. TnasHble Ma3un U3roTaBAMBALOTCA B ACENTUYECKUX YCNnoBUAX Ha CTepMﬂbHOVI Ma3eBOM OCHOBe.

MaseBaA OCHOBa He [O0/IKHa CoAepXaTb HpMMeCGVI, AO0/KHa 6bITb HeﬁTpaana, CTepuabHa “
PaBHOMEPHO pacnpeaenAaTbCa no CAN3NCTOM 060N0YKe rnasa.

'nasHble Mmasn N3roTas/IMBAKOTCA METOA40M NO Macce.

Mpwn oTCyTCTBMM B peuenTe UaM TpeboBaHMM YKa3aHMI O cOCTaBe Ma3eBOM OCHOBbI UCMONb3YyeTcA
CnnaB BasefiMHa, He COAeprKalllero BOCCTAHAB/MBAOWMX BELWECTB, M fNaHOAMHA 6e3BOAHOro B
cooTHoweHun 9:1.

50. J/leKapcTBEHHblE CPeACTBA BBOAATCA B OCHOBY [/1a3HOM Masu No TWUMY PAcTBOPA, 3MYJbCUM,
cycneHsum.

Ma3b-paCTBOp MU3roTaB/INBAETCA PaCTBOPEHUEM JIEKAPCTBEHHbIX CPeacTB B CTEpVIﬂbHOI?I Ma3eBou
OCHoBe.

Masb-aMmynbcna Ha abcopbLUMOHHOM OCHOBE M3roTaBAMBAETCA PAaCcTBOPEHMEM BOAOPACTBOPUMBIX
IeKapCTBEHHbIX CPeAcTB (B TOM uuCae, Pe30pLUMHaA U LUMHKa cyabdata) B MUHMMaAbHOM KOAMYecTBe
CTEePUNbHOW BOAbI OYULLEHHOWN M CMELUMBAHMEM C Ma3eBOM OCHOBOM.

B Ma3b-CycrneH3uIo ieKapCcTBEHHble CPpeacTBa BBOAATCA B BMAE MesibYalluMX MOPOLIKOB noc/e
TLWATENIbHOrO AUCNEPTrUPOBaHNUA C HEBONbLIMM KOMYECTBOM CTEPUIbHON BCMOMOraTe/IbHOW MKUOKOCTU
(npn copepskaHUM NeKapCTBEHHbIX CPEACTB A0 5%) WAM YacTM pacniaBfieHHOW OCHOBbl (mpu
coAeprKaHnN NeKapcTBEHHbIX cpeacTs 5% un 6onee).

51. T[nasHble Mmasu, cogepkalime HAPKOTUYECKMe CpeactBa, MNCUXOTPOMHble, ALO0BUTHbIE,
CUNbHOAEWNCTBYIOWME BELLECTBA, NMOABEPraloTcA XMMUYECKOMY KOHTPO/IIO B 0bbeme, yCTaHOBEHHOM
NYHKTOM 72 HacToAwmx Mpasun.

52. NeKapcTBeHHble $opMbl, NpeaHa3HaYeHHble AN JIeYeHMA HOBOPOMKAEHHbIX U aeTein ao 1
roga, roTOBATCA B aCENTMYECKMX YC/AOBUAX MO MNpaBuaM M3rOTOB/JIEHUA /IeKAPCTBEHHbIX GOopMm,
YCTAHOB/IEHHbIX HacToAWwMMM [MpaBunamm.

53. NleKkapcTBeHHble dopMbl, NpeaHasHaAYeHHble AN Jie4eHMA HOBOPOXKAEHHbIX U aeTeit ao 1
roga, B TOM YMcne pacTBOpbl A1A BHYTPEHHErTO U HAPYKHOIMo NPUMEHEHUA, B 3aBUCMMOCTM OT NPUPOLbI
NeKapCTBEHHbIX CPEACTB, BXOAALWMX B UX COCTaB, M TEXHONOMMYECKOro NpoLecca N3rotoBaeHuaA, Aenarca
Ha [gBe Trpynnbl: PacTBOPbl, KOTOpble CTEPUAMIYIOTCS B KOHEYHOM YMNaKOBKe, M pPacTBOPbI,
M3roTaB/MBaeMble B acenTUYECKUX YCNOBMAX Ha CTEePUIbHOM pacTBopuTene 6e3 nocneaytouLen
TEPMUYECKOM CTEPUIN3ALUN.

IV. Oco6eHHOCTU U3roToB/IEHUA NNIeKapCTBEHHbIX NpenapaTos
M3 rOTOBbIX JIEKaPCTBEHHbIX NpenapaTos

54. UsrotosneHue NOPOWKOB U3 TOTOBbIX /N1IEKAPCTBEHHbIX NpPenapaTtoB OCyWeCTBAAETCA Mo



YKa3saHHOMY Bpayom COCTaBy M3roTaB/AMBAEMOro NEKapCTBEHHOro npenapata M BCMNOMOraTe/NbHOMY
BellecTsy (Npu HeobxoaMMOCTH) B peuenTe uam TpeboBaHuu.

[onycKkaetca U3rotoBNeHWE MNOPOLWIKOB U3 /IeKapCTBeHHbIX ¢opm (Tabnetok, Kancyn),
obecneumBalonNX HemedseHHOe BbICBOBOKAEHWE /IeKapCTBEHHbIX cpeacTts. He agonyckaetca
W3roToB/IEHNE NOPOLLIKOB M3 JIeKapCTBEHHbIX Gpopm (TabeTok, Kancyn) NPoIOHIMPOBAHHOIO AeNCTBUSA U
NMOKPbITbIX KULIEYHOPACTBOPMMOM 060/1I04KON.

Mpyn M3rotToBAEHUM MOPOLWIKOB M3 TabneTok ee uamenbyaloT. Ecan B coctaB Tabnetku BXxogaT
HapKOTUYECKMe CpeacTBa, NCUXOTPOMHbIE BeLLecTBa, CUM/bHOAENCTBYIOWMNE SIeKapCTBEHHbIE CPeacTsa,
TO NpeaBapuTeNbHO U3MebYatloT HANGPEpeHTHOE BCnomMmoraTe/ibHOe BeLLecTBo.

55. MMpn M3roToBAEHNM NOPOLIKOB M3 Kancyn MX COAep*KMMOe BBOAAT B MOPOLWIKM MO Npasuaam
M3roTOBNEHMA IEKAPCTBEHHbIX NPenapaTos B GOpMe NOPOLIKOB C Y4ETOM GUINKO-XMMUYECKMX CBOMCTB
WHrpeaneHTOB.

Macca ofHOro mnopoLWKa, NPUrOTOBNEHHOTO M3 JIeKapCTBEHHbIX ¢dopm (Tabnetok, Kancyn),
coctagnneT He meHee 0,1 rpamma. lNpu OTCYTCTBMM yKasaHWit B peuente u (uau) TpeboBaHWM Ha
BCMOMOraTe/ibHble BelecTBa UCNob3yoT nHaAnddepeHTHoe BCNoMoraTe/lbHOE BELLECTBO, BXOAALLEE B
COCTaB AaHHbIX TabneTokK (kancyn).

56. M3roToB/ieHWe pacTBOPOB AN MHBbEKUMIA U MHDY3UI U3 TOTOBbIX JIEKAPCTBEHHbIX NPenapaTos
He AgonycKaeTca.

V. KoHTpO/ab KayecTBa 1eKapCTBEHHbIX NpenapaTtos

57. KOHTpOAab KayecTBa WM3roTaB/IMBAaEeMbIX W W3rOTOBAEHHbIX NEKAPCTBEHHbIX MNpenapaTos
OCYLLLECTBNAETCA NOCPEACTBOM:

a) NPUEMOYHOTO KOHTPOAS;

6) NMCbMEHHOro KOHTPONS;

B) ONPOCHOIO KOHTPOIA;

r) opraHoNenTUYecKoro KOHTPONS;

4) dusnyeckoro KoHTpons;

€) XMMWYECKOro KOHTPONS;

) KOHTPOAA NpU OTNYCKE IeKapCTBEHHbIX NPenapaTos.

Bce M3rotoBneHHble JfieKapCTBEHHble mnpenapaTbl nogjnexart o6a3aTesibHOMYy MUCbMEHHOMY,
OPraHoNENTUYECKOMY KOHTPOJIIO NPW OTMYCKe.

58. Pe3ynbTaTbhl OpraHoO/EnTUYECKOro, GpU3NYECKOro M XMMUYECKOro KOHTPO/A M3TrOTOBAEHHbIX
/IeKapCTBEHHbIX MpenapaTos, B TOM YMC/Ae B BWAE BHYTPUAMNTEYHOW 3aroToBKM W  (aCOBKMK,
KOHLEHTPUPOBAHHbIX pPacTBOPOB, TPUTypaLMiA, CcnMpTa 3STUIOBOFO PErUCTPUPYIOTCA B KypHase
peructpaumm  pesynbTaTOB  OPraHOMENTUYECKOro, GU3MYECKOro M XMMWYECKOTOo  KOHTPOAA
JIeKapCTBEHHbIX MPEnapaTos, U3roTOB/IEHHbIX MO peuenTtam, TpeboBaHMAM U B BUAE BHYTPUANTEYHOM
3aroTOBKM, KOHLEHTPMPOBAHHbIX PacTBOPOB, TPUTYPaLMA, CIMPTA 3TUIOBOIO M GaCOBKMN NEKAPCTBEHHbIX
cpeAacTs.

B AaHHOM KypHane yKa3blBatoTCA CAeaylolime CBeAEeHMA:

a) AaTa OCYLLECTB/IEHNA KOHTPOA M HOMEP MO NOPAAKY;



6) Homep peuenTa, TpeboBaHMA, HAMMEHOBaHME MEeAMLMHCKOW OpraHn3aunmn, BblaasLwen nx (npu
Hanuumm);

B) HOMep Cepunn NeKapCTBeHHOro cpeacrsa NPOMbILWINEHHOIO NPOnU3BOACTBa;

I') COCTaB NeKapCTBeHHOro cpeacrsa: onpegenaemoe Bewecrtrso ManM WMOH (yKa3bIBaETCFI npu
¢M3MHECKOM NN XUMNYECKOM KOHTPOJ1E NEKAPCTBEHHbIX d)OpM, M3roToBJ/IEHHbIX NO peu,enTaM);

4) pe3ynbTaTbl GU3NYECKOrO, OPraHOAENTUYECKOro, Ka4eCTBEHHOrO KOHTPOASA (KaXkabli Mo WKane:
NONOMKUTENbHBIN UAW OTPULLATENbHbINA), XMMWYECKOTO KOHTPOAA (KAaYyecTBEHHOE M KOJIMYECTBEHHOE
onpeaeneHue);

e) damuama, umA, oTyecTBO (NpM HaAMuMM) NMLA, W3rotoBMBLIEro, pacdacoBaBLIEro
NleKapcTBeHHbIN Npenapar;

)K) noanuncb nMua, nposepusBLllero N3roTOB/IEHHbIM ﬂeKapCTBeHHblﬁ npenapart,

3) 3aknk4yeHne no  pesysibtTatam NMUCbMEHHOro  KOHTPO/IA:  yAOBANAETBOPUTE/SIBHO UK
Heyn0BNETBOPUTENBHO.

59. }KypHan peructpauum pesynbTaTOB OPraHONENTUYECKOro, (GU3NYECKOTO U XMMMUYECKOro
KOHTPONIA JIEKAPCTBEHHbIX MPEnapaToB, W3rOTOBAEHHbIX MO peuentam, TpeboBaHWAM M B BUAe
BHYTPUANTEYHOW 3aroTOBKM, KOHLLEHTPUPOBAHHbLIX PAcTBOPOB, TPUTypaLMi, CNupTa 3TUIOBOMO U
($acoBKM NIEKAPCTBEHHbIX CPeAcTB HyMepyeTcsi, MNPOLWHYPOBbLIBAETCA W CKPenaserca noAnucbo
pyKOBOAWUTENS aNTEYHOM OpraHM3aLuKn W nedyatblo (Npu Hanuumm). JonyckaeTca BeAeHMe YKasaHHOoro
JKYpPHana B 3/IeKTPOHHOM BUZE.

60. MpK M3roTOBAEHMMU KOHLLEHTPUPOBAHHBLIX PAcTBOPOB, NOAYyPabpPMKATOB, NEKAPCTBEHHbIX
npenapaToB B BMAE BHYTPMANTEYHOMN 3aroTOBKM U HaCOBKe JIeKapCTBEHHbIX MpernapaToB BCE 3anucu
NPOM3BOAATCA B »KypHasne nabopaTopHbiXx M $acoBOYHbIX pPaboT, odpopmasemom Ha 6BymarkHOM
HocuTesNe UAW B 3NIEKTPOHHOM BuAe. Hymepauumsa 3anuvceid B XKypHasne 1abopaTopHbIX U $pacOBOYHBIX
paboT OCyL,eCcTBNAETCA B TeYeHMe KaleHAapHOro ro4a B NopsAKe BO3pacTaHMs HOMEPOB.

B kypHane nabopatopHbIX U $acoBOYHbIX PaboT yKa3bIBaOTCA CeAyHoLWME CBEAEHUS:

a) AaTa v MNOPAAKOBbLIA HOMEP MPOBEAEHMA KOHTPOAA BblAaHHOro B paboTy JIeKapCTBEHHOro
cpeacTsa (cbipba);

6) Homep cepuu;

B) HauMMeHOBaHMEe JIeKapCTBEHHOro cpeacTsa (cbipbs), eAMHULA W3MEpPEHUs, KONMYECTBO,
PO3HMYHaAsA LUeHa, CyMMa PO3HUYHAA (B TOM YMCae CTOMMOCTb Nocyapbl);

r) nNopAaAgKoBbIM HOMep pachacoBaHHOW NPOAYKUMM, eAMHMLA MW3MEPEHUA, KOAMYeCTBO,
PO3HMYHAsA LeHa, CYMMa PO3HUYHAA, B TOM YnUCae 418 NeKapCTBEHHbIX NpenapaTos B popme TabeToK,
NleKapcTBeHHbIX MpenapaTtoB B GopmMe MOPOLWIKOB, A03MPOBAHHbIX XUAKUX SIeKapCTBEHHbIX Gopm,
OTK/IOHEHWUE;

4) nognucb Anua, pacdacoBaBLLEro NeKapCcTBEHHOE CPeacTBo (Cbipbe);

e) nognucb Auua, nposepusliero pacdacoBaHHOE NEKapPCTBEHHOe cpeacTBo (cbipbe), AaTa M
HOMep aHanu3a.

*ypHan nabopaTopHbix U $acoBoYHbIX PaboT HymepyeTca, NPOLIHYPOBbLIBAETCA M CKpenaseTtca
NOAMMCHIO PYKOBOAMTENA anTeYHON OpraHmn3aumm 1 neyatbto (Npy HaAnuum).

61. MPMEMOUHbIA KOHTPO/Ib OPraHU3yeTcA C LeNblo NpeaynpexXaeHusa NocTynaeH s B anTeyHyto



OopraHunsauuto He,ﬂ,06pOKaLIeCTBEHHbIX NeKapCTBeHHbIX CpeacTB, WUCMOZIb3yemblX AONA WU3rotossieHUA
NNIEKAPCTBEHHDbIX NPenapaToB, a TakKXKe HeKa4yeCTBEHHbIX YNAaKOBOYHbIX MaTepnaios.

Bce noctynalolmMe fneKapcTBEHHble CPeacTBa (HE3aBUCMMO OT WCTOYHMKA WX MNOCTYNAeHMWSA)
MoABEPratoTCA NPUEMOUYHOMY KOHTPOIIO.

62. MpMeMoUHbI KOHTPO/Ib 3aK/NOYaeTCA B MPOBEPKe MOCTYyNatoWwmX AeKapCTBEHHbIX CPeAcTB Ha
cooTtBeTcTBME TpeboBaHMAM Mo nokasatensm: "OnucaHue", "YnakoBKa", "MapknpoBKa"', a Takxe B
npoBepKe NpaBUAbHOCTU 0DOPMNEHUSA CONPOBOAUTENbHbIX LOKYMEHTOB.

B KOHTponb no nokasatento "OnucaHue" BK/IOYAETCA NPOBEpPKa BHELWHEro BMAa, arperaTHoro
COCTOAHMA, L,BETA, 3aMaxa /IeKapCTBEHHOIO cpeacTBa. B cnyyae BO3HMKHOBEHMA COMHEHUI B KayecTse
JIEKapPCTBEHHbIX CPeACcTB 06pasubl HaNpPaBAAOTCA B aKKPeAMTOBAHHYO UCMbITaTeNbHYIO fNabopaToputo
(LeHTp) ana nposeaeHUA AOMNOJHUTENbHbIX UCMbITAHWIA. JIeKapCTBEHHbIE CPeAcTBA C 0BO3HaYeHMeMm
"3abpakoBaHO MpU MPUEMOYHOM KOHTPO/ie" XPaHATCA B KAPAHTUHHOM 30HE MOMELLEHUA XpaHeHUs
W30/IMPOBAHHO OT APYrMX IEKAPCTBEHHbIX CPEACTB.

Mpu KOHTpO/e no nokasartento "YnakoBka" oueHMBaEeTCA LLeNOCTHOCTb YNAaKOBKU IeKapCTBEHHOMO
CPeAacTBa U ee COOTBETCTBUE GU3NKO-XMMMUYECKMM CBOMCTBAM JIEKAPCTBEHHbIX CPEACTB.

Mpyv KoOHTpose no nokaszatento "MapKMpoBKA" NpoBepsAeETCcAs COOTBETCTBME MapPKUPOBKM
NepBUYHON, BTOPUUYHOM YNAKOBKM JIEKAPCTBEHHOIO cpeacTsa TpeboBaHMAM cTaTbu 46 dGepepanbHOro
3aKoHa oT 12 anpena 2010 r. N 61-®3 "O6 obpalleHUN NeKapCTBEHHbIX cPeacTs”, HanYMe NUCTKa-
BKNAAbIWA HA PYCCKOM fA3blke B YMAKOBKE (MM OTAENbHO B Mayke Ha BCE KOJIMYECTBO FOTOBbIX
JIeKapCTBEHHbIX NPenapaTos).

63. Mpwn n3rotosneHNM neKkapcTBeHHbIX NPenapaTos, B TOM YMcae Mo peuentam m Tp66OBaHMﬂM, a
TaKXe B Bnge BHYTpMaHTeLIHOVI 3aroToBKH, 3aNOJIHAETCA NAaCNoOpPT MUMCbMEHHOIO KOHTPO/IA, B KOTOPOM
YKa3blBatOTCA:

a) AaTa U3rOTOB/IEHUA NEKAapPCTBEHHOrO Npenapara;
6) Homep peuenTa nan TpeboBaHus;

B) HaMmeHoBaHMe MeAMLUMHCKOM OopraHusaluuu, HasBaHWe oTaeneHua (NpU HaaMuuK); Homep
cepuun, KONNYEeCTBO B CEPUM - ANA IeKapCTBEHHbIX NpenapaTos B BUAE BHYTPUANTEYHOM 3aroToBKY;

r) HAMMEHOBAHMSA B3ATbIX IEKAPCTBEHHbIX CPEACTB, BCMOMOraTe/IbHbIX BELECTB U UX KOJIMYECTBa,
cTeneHb B3ATbIX TOMEONATUYECKUX PAa3BEAEHUIN AN TOMEONATUYECKMX CyOCTaHLMIA, YNCIO A03, NoANWCH
/L, M3roTOBMBLLErO, pacdacoBaBLLErO U NPOBEPUBLLErO IeKAapPCTBEHHYIO dopMmy.

MacnopT NUCbMEHHOro KOHTPOAA 3aNOAHAETCA Cpa3y Noc/ie M3roTOBAEHUA JIeKapCTBEHHOro
npenaparta, € ykadaHnem 1eKapCTtBeHHbIX CpeaAcCTB Ha JTAaTUHCKOM A3blKE B MMEHUTE/IbHOM NajexKe Uaun
Ha PYCCKOM A3blKE B POAUTE/IBHOM Nagexe, B COOTBETCTBUU C NOCNE€O0BaTE/IbHOCTbIO TEXHO/TOTNMYECKUX
onepau,m7|, cepua JieKapCTBEHHOro npenapata, M3 KOTOPOro M3roToBuAM NOPOLWKK. [flonyckaeTtca
BeAeHWMe YKAa3aHHOro nacnopta NMCbMEHHOTO KOHTPO/1A B 3/IEKTPOHHOM BUAE.

I'IacnopTa NMNCbMEHHOI0 KOHTPOANA XPaAHATCA B Te4YeHue ABYyX mecAueB CO AHA U3rotoBaeHUA
NEKapPCTBEHHDbIX NpPenapaTos.

I'IpM M3roToB/1IEHNN NOPOLWIKOB, TOPUEB YKA3bIBAKOTCA d)aKTVI‘-IECKOE 3Ha4yeHue 06LLI,EI\;I MacCcCbl (I'IpM
B3BELIJVIBaHVIM), KO/1IM4eCTBO U MacCCa OTAe/IbHbIX 403.

Obuwas cynnosnTopHaa Mmacca, KOHUEHTpauusa n obbem (MAn macca) M30TOHUPYIOLWEro BELLecTBa,
n06aBNeHHOro B rNasHble Kamnau, pacTBOPbl AN MHBEKUMA U UHODY3NIN, YKA3bIBAKOTCA HE TONbKO B
nacnopTax MMCbMEHHOro KOHTPOASA, HO U Ha 0BOPOTHOM CTOPOHE peLenTa Ha IeKapCTBEHHbIN Npenapar.



B cnyyae Mcnosib30BaHUA KOHLEHTPUPOBAHHbLIX PAacTBOPOB B NacnopTe NMUCbMEHHOro KOHTPoAA
YKa3bIBalOTCA UX COCTAB, KOHLUEHTPaUUA 1 B3saTbI 0b6bem.

64. Bce pacyeTbl ANnA U3rotoBsiEHNA NE€KAPCTBEHHOIO Npenapata NPon3Bo4ATCA A0 U3FOTOBIEHUA
NNEKapPCTBEHHOIO NpenapaTta U 3anNnCbiBalOTCA B NacnopTe NMMCbMEHHOIo KOHTPOAA.

Echn B coctaB nekapcTBeHHOro npernapata BXOAAT HapKOTUYECKMe cpencTBa, NCUXOTPOMHbIe,
A0OBUTbIE U CM}'IbHOLI,EI\;ICTByIOLLI,Me BellecTBa, a TaKXe gpyrme nekapCrBeHHble CpeacTtsa, noanexaupe
npegmeTHO-KoNn4yeCTtBeHHOMY yyeTy, X KONIMYeCTBO YKa3bliBAETCA Ha 060pOTHOl\;1 CTOpOHE peuenTa.

65. B cnyyae, ecv neKkapcTBeHHble npenapaThl M3roTaBAMBaOTCA M OTNYCKAOTCA OAHMM U TEM Ke
IMLOM, NacrnopT NUCbMEHHOTO KOHTPO/A 3ano/HAETCA B MPOLECCe M3roTOBAEHUA /1IeKapCTBEHHOMO
npenapara.

66. M3roToB/NeHHble /NEKApPCTBEHHbIe MpenapaTtbl, peuenTtbl M TpeboBaHWA, MO KOTOPbIM
M3roTOBNEHbl JIeKAapPCTBEHHble NpenapaTbl, 3ano/IHEHHble Macnopta MNUCbMEHHOTO  KOHTPOAA
nepesaltTca Ha NPOBEPKY NPOBU30PY-aHANMUTUKY, BbIMOMHAIOWEMY KOHTPO/bHblE GYHKUMM Npu
W3roTOBNEHMM U OTMYCKE NEeKapCTBEHHbIX NpenapaTos.

KOHTpOﬂb 3aK/1Il04aeTCA B NPOBEPKE COOTBETCTBUA 3anucen B nacnopte NMCbMEHHOIo KOHTPOA
Ha3Ha4YeHUAM B peuenTte nnum TpE6OBaHMM, NpPaBuUIbHOCTU NPOU3BEOEHHbIX Pac4eToB.

Ecan NPOBU30OPOM-aHA/IMTUKOM nNpoBeaeH XUMUYECKUNIA KOHTPOJIb Ka4deCTBa W3roToB/1IEHHOIO
NNEKAPCTBEHHOINo npenaparta, TO Ha Macnopte nNMUCbMEHHOIo KOHTPO/AA NPOCTaBnAeTcA HOMep
XUMUNYECKOro aHannsa n noanmcb NnpoBmn3opa-aHaINTUKa.

67. ONpOCHbIA KOHTPO/b OCYLLECTBAAETCA BbIGOPOYHO M MPOBOAUTCA MOCAE W3TOTOB/IEHUA
dapmaueBTom (MpoBM3opom) He bosiee NATU NEeKapPCTBEHHbIX GOPM.

Mpn NpoBeAeHNN ONPOCHOTO KOHTPO/IA MPOBM30POM, OCYLLLECTBAAIOLMM KOHTPOIbHYIO QYHKLMIO,
Ha3blBAeTCA NepBOe BXOAALLEe B COCTaB JIeKApPCTBEHHOrO MpenapaTta /eKapCcTBEHHOE CPeaCTBO, a B
NleKapcTBEHHbIX MNpenapaTax C/NOMXKHOIO COCTaBa YKA3blBAaeTCA TaKMKe ero KO/JMYecTBO, Moc/ie Yero
dapmaueBTom (MPOBM30OPOM) YKa3bIBAlOTCA BCE MHblE MCNOJIb3yeMble NEKAPCTBEHHbIE CPEeACTBA M WX
KonnyectBo. [pM MCNONb30BaHUM KOHLEHTPUPOBAHHbLIX pacTBOpoB ¢apmauesTom (NpoBM30OpPOM)
YKa3blBaeTCA TaK¥Ke MX COCTaB M KOHLEHTpauums.

68. OpFaHOJ'IeI'ITMLIECKMﬁ KOHTPO/1b ABNAETCA obAzaTenbHbIM BUOOM KOHTPO/ZIA U 3aK/NKOYaeTCA B
npoBepKe NeKapCTBEHHOrNo npenapara no BHeWHemy BuAay, 3anaxy, OAHOPOAHOCTU CMelWnBaHWUA,
OTCYTCTBUO MEXaHUNYeCKUxX BK/IIOYEHUN B KNOKNUX NEeKapCTBEHHbIX d)opmax. Ha BKyc nposepAwoTcA
BbI60pOHHO NEeKapCTBEHHbIE ¢opr|, npegHasHa4yeHHble gnAa ,D,ETGVI.

OfLHOPOAHOCTb  MOPOLUKOB, TPUTYpPaUMiA  rOMeonaTMYecKuMx, Macesa, CUpPOoMoB, Masew,
CynnosunTopureB NpoBepsAeTcs BbIGOPOYHO Y KaxKaoro ¢apmalesTa (NpoBM3opa) B TeueHne paboyero gHs
C YYETOM BMA0B M3rOTOB/IEHHbIX 1IEKAPCTBEHHbIX GOpM.

Pe3ynbTaTbl OPraHONENTUYECKOrO KOHTPOAS  PErucTpupyloTCs B KYpHane  perucrpauuu
pe3ynbTaToB  OPraHONENTUYECKOro, GU3MYECKOT0 M XMMUYECKOrO KOHTPOAA  JIEKAPCTBEHHbIX
npenapaToBs, M3roTOB/IEHHLIX MO PeLenTam Ha JIeKapcTBeHHbIe Npenapatbl, TPeboBaHMAM MeANUNHCKUX
OpraHv3auMii U B BUAE BHYTPMANTEYHOW 3arOTOBKM, KOHLEHTPUPOBAHHbLIX PACTBOPOB, TPUTYpaLMU,
CNMpPTa 3TUI0BOrO U GACOBKM IEKAPCTBEHHbIX CPEACTB.

69. Pusnueckni KOHTPO/Ib 3aK/HO4aeTCA B MNPOBEPKE MacCCbl UIU obbema NNEKapCTBEHHOIO
npenaparta, Koan4yecrea U MaccCbl OTAE/IbHbIX A03 (He MmeHee Tpex ,CI,OB), BXo4AWUnX B HEKapCTBEHHbIVI
npenapart, Koan4yecrtsa rpaHys1 B OA4HOM rpaMmme IEKAapPCTBEHHOIO NpenapaTta B d)opme romeonaTtnyeckmnx
rpaHyn (,a,anee - romeonaTtnyeckme FpaHyan), pacnagaemMoCcTh romeonaTn4yeCKknx rpaHyn.



B pamKax ¢U3MYECKOro KOHTPOAA NPOBEPAETCA TaKMKe KauyecTBO YKYMOPKW W3rOTOB/EHHOrO
JIeKapCcTBeHHOro npenapara.

JlekapcTBeHHble npenapaTtbl, W3roTOB/JEHHble MO  peuentam, TpeboBaHUAM, nogaexar
bM3nYEeCKOMy KOHTPOIO BbIBOPOYHO B TedeHue paboyero AHA C y4EeTOM BCEX BUAOB WM3rOTOBJ/IEHHbIX
NleKapcTBeHHbIX GopM, HO He MmeHee 3% OT UX KOIMYECTBA 3a A€EHb.

NekapcTBeHHble npenapaTbl, M3rOTOB/IEHHblE B BWAE BHYTPUAMNTEUYHOW 3aroTOBKW, MOANEXKaT
bU3MYECKOMY KOHTPOJIIO B KOIMYECTBE HE MEHEe TPEX YNaKoBOK KaxKaoi cepumn (B Tom umncne pacoska
MPOMbILLJIEHHOW MPOAYKUMM W TOMEOMNATUYECKUX NEKaPCTBEHHbIX cpeacTs). PUSUYECKMIA KOHTPOAb
OCYLLECTBAAETCA B OTHOLUEHWWM /IeKAapPCTBEHHbIX MpenapaToB, NpeaHasHauyeHHbIX ANA NPUMEHEHUa y
AeTeit B Bo3pacte A0 1 roda, cogeprKalmx A40BUTbIE, HAPKOTUYECKME CpeacTBa, MCUXOTPOMHbIE U
CUNbHOAEWNCTBYIOWME  BELLECTBA, JIeKapCTBEHHble  npenapaTbl, Tpebylolwme  cTepuansaumu,
CYNMNO3UTOPMEB, MHBEKLIMOHHbIX FOMEONaTUYECKMX PacTBOPOB, HACTOEK FOMEOoNaTUYECKMX MaTPUYHbIX.

70. KOHTPOAO KOAMYECTBa rpaHyA B OAHOM TrpamMme MOANEeXKaT rpaHy/bl CaxapHble, Kak
BCMOMOraTe/ibHOe BELLECTBO, NPU NOCTYNIEHUM B aNTEYHYIO OpraH13aLmio.

B3BewmBaerca 1 rpamm rpaHyn ¢ TodHocTbio 0,01 rpamma M NOACHMTLIBAETCA KONMYECTBO FpaHy.
MpoBoAMTCA He MmeHee AByX onpeaeneHuni.

lpaHynbl romeonaTUYeCcKMUe, U3roToBAEHHbIE B BUAE BHYTPMANTEYHOW 3aroTOBKM, NoAgBepratoTca
KOHTPO/IIO pacnafaemMocty BbIbopoyHo, HO He meHee 10% OT 0bLero Yncna U3roToBAEHHbIX 33 MeCcsL,
cepun.

10 rpaHyn NOMELLAOTCA B KOHUYECKYIO Konby BmecTumocTbio 100 ma, npubasnaercs 50 ma soabl

OYNLLEHHOM, nmetowen Temnepatypy 37 °C * 2 °C. Konba meaneHHo nokaumsaetcs 1 - 2 pasa B
cekyHay. MNpoBoauTcA He meHee Tpex onpeaeneHui. [paHyabl AOMXKHbI pPacnagaTbCA B TeYeHUe He
6onee 5 MUHYT.

71. Pe3ynbTaTbl GU3MYECKOTO KOHTPOAS (GUKCUPYIOTCA B KypHaie pernctpauuu pesynbTaToB
OpraHoNenTUYecKoro, @U3NYECKOr0 U XMMMUYECKOrO KOHTPOAS  /JIeKapCTBEHHbIX Mpenapartos,
M3roTOB/JEHHbIX MO  peuenTam, TpeboBaHMAM U B  BMAE  BHYTPUANTEYHON  3aroTOBKW,
KOHL,EHTPUPOBAHHbIX PAcTBOPOB, TPUTYPaLMIA, CMPTa 3TUOBOTO U GpacoBKM IeKapPCTBEHHbIX CPEACTB.

72. XMMMWYECKMA KOHTPOJIb 3aK/IOYAETCS B OLIEHKE Ka4yecTBa M3roTOB/IEHUA JIEKAPCTBEHHbIX
npenapaTos No NokKasaTenam:

a) KayecTBEHHbIN aHaNU3: NOAJ/IMHHOCTb 1EKaPCTBEHHbIX CPEACTB;
6) KONNYeCTBEHHbIM aHaNM3: KOIMYECTBEHHOE onpeaeneHmne eKapcTBeHHbIX CPpeacTs.

Ona  npoBefeHMA XMMUYECKOTO KOHTpoAns obopyayetcs paboyee MecTo, OCHalLeHHoe
cneumanbHbiM 060pyaoBaHUEM, NpUbopaMn U peakTMBamM, obecrneyeHHoe AOKYMeHTamMu B 061acTu
KOHTPO/IA Ka4ecTBa M CNpaBOYHOWN INTEPaTYpPOiA.

Pe3ynbTaTbl KAauyeCTBEHHOro aHa/iM3a PErucTPUPYIOTCA B KYpHane pPerucTpauum pesynbTaTos
OpraHoONEenTUYECKOro, OU3NYECKOr0 U XMMWYECKOTO KOHTPOAA JIeKapCTBEHHbIX NpenapaTtos,
M3roTOBNEHHbIX NO  peuentam, TpeboBaHMAM W B  BMAE  BHYTPMANTEYHOM  3aroTOBKM,
KOHLLeHTPUPOBaHHbIX PacTBOPOB, TPUTYPaLMIA, CNMPTa STUOBOrO M GacOBKM NEKAPCTBEHHbIX CPEACTB, a
TaK¥XKe B )KypHase perncrpaumm pesynbTaToB KOHTPOA NeKapPCTBEHHbIX CPEACTB Ha MOAIMHHOCTD.

73. KauecTBeHHOMY aHaNM3y NoABeEPratoTCA:

a) ouMLLLEeHHan BOA4A M BOAA AN UHBEKUMI eXXeaHEBHO M3 Kaxkaoro 6annoHa, a npu nogaye BoAbl
no TpybonpoBoAy - Ha KaxA0M paboyem mecTe Ha OTCYTCTBME XN0PMAO0B, CyNbdaTOB M CONel Kanbuma 1



MarHua, TaKXe MNPou3BOAMUTCA KOHTPO/b 3HavyeHusa pH. Boaa, npeaHasHauyeHHaa ANA U3roTOBAEHMSA
CTePU/IbHBIX PacTBOPOB, NPOBEPAETCA Ha OTCYTCTBME BOCCTAHaB/IMBAIOLMX BELLECTB, COJIe aMMOHNA U
yrnepoga ANoKcnaa;

6) BCce NeKkapcTBeHHble CPeacTBa M KOHLEHTPUPOBAHHbIE PacTBOPbl (B TOM 4YMC/AEe HACTOMKM
romeonaTMyeckme MaTpuyHble, TPUTYypauuM FOMeonaTUYecKkMe MepBoro AecATUYHOro pas3BedeHus,
pacTBOpbl romMeonaTMyeckne Mepsoro AeCATUYHOro passefeHus), NocTynawoume M3 NoMelleHnin ans
XpaHeHWA B MOMELLEHNA ANA U3rOTOBAEHMA IeKapCTBEHHbIX NpenapaTos;

B) /IeKapCTBEHHble CPeacTBa, NOCTYMMBLUME B anTeYHYIO OpraHuM3auuMio B C/lyyae BO3HUKHOBEHMA
COMHEHMSA B UX KaYecTBe;

r) KOHUEHTPUPOBAHHbIE PACTBOPbI, }KMAKME NEKAaPCTBEHHbIE CPeACTBa B 6IOPETOYHON YCTaHOBKe U
B LUTAHrNAcax C NUMNEeTKamMM, Haxo4AlWMecs B MOMELLEHUN U3TOTOB/IEHUA SIEKAPCTBEHHbIX NPenaparos,
NpU UX 3aN0AHEHUNK;

,D,) pacd)acosaHHble NNIEKapPCTBEHHbIE CpeacTBa NPOMbILWNEHHOIO NPON3BOACTBA,

E) romeonatnyeckmne ekapCreBeHHble npenapaTtbl B BnAae BHyTpMaHTeLIHOVI 3aroToBKKU. KayecTtso
NNEKAPCTBEHHOIO NpenapaTta OLLeHMBAKOT NO BCMOMOraTe/ibHbIM BeLW,EeCTBaM.

Boga ounweHHaa 1 Boga gna MH'bEKLI,Mﬁ €)XeKBapTaZbHO NoABepratoTCA NOJIHOMY Ka4eCTBEHHOMY
N KOZIN4HECTBEHHOMY aHaNN3Yy.

74. Tpu npoBeAeHUN XMMUYECKOrO KOHTPO/A O4YULLEHHOW BOAbl M BOAbl ANA UHBEKUMK B
YKypHane perncrpauum pesynbTaToB KOHTPOAA BOAbl OYMLLEHHOM, BOAbI ANA UHBEKLMI YKa3biBatOTCA:

a) gaTta nony4yeHua (OTroOHKK) BOAbI;

6) AaTa KOHTPO/IA BOAbI;

B) HOMep NPOBEAEHHOIO0 XMMUYECKOro aHa/1M3a BOAbI;

r) Homep 6annoHa nan 6IOPETKM, U3 KOTOPbLIX B3ATa Ha aHaNU3 BOA3;

[) pe3ynbTaTbl KOHTPOA Ha OTCYTCTBUE NMPUMECEN B BOAE;

e) 3HaYeHUA SNeKTPONPOBOAHOCTU BOAbI;

) 3aKNtoYeHne o pesybTaTax aHanusa BoAbl (Y40BNETBOPAET UAN He YA0BAETBOPAET);
3) nognNucb N1La, NPOBOAMBLIErO aHaNU3 BOApbI.

H(ypHan perncTtpaunun  pe3ynbtatoB KOHTPO/IA BOAbI O‘-IVILLI,eHHOl\;L BOoAbl AnA MH'beKLI,Mﬁ
HyYMepyeTCAa, NPOWHYPOBbIBAETCA U CKpenadaeTcA noanncbio pyKoBOAUTENA anTeyHou OopraHunsaumm m
nevyaTbio (an HaﬂM‘-IMVI). JonycKaeTca BeAeHMe YKa3aHHOrO KypHasia B 3/IeKTPOHHOM Buae.

75. KauecTBeHHOMY aHanu3y noasepratoTcA BbiIGOPOYHO SIeKapCTBEHHbIE npenapaTbl PasinyHbIX
NeKapcTBeHHbIX GOpPM, U3roToBNEHHbIE GapmMaL,EeBTOM (MPOBM3OPOM) B TeueHWe paboyero gHs, HO He
meHee 10% OT o06LWeEro KO/JMYEecTBAa W3rOTOBNAEHHbIX KaxAbiM (GapMauLeBTOM 1IeKapCTBEHHbIX
npenapaTos, KPOMe FOMeoNaTUYECKMX.

FomeonaTunyeckne nekapcTBeHHble NpenapaTbl B BUAE BHYTpMaI'ITe‘-IHOI;'I 3aroTOBKU U3roTaB/INBaAlOT
noa HaGIHO,D,EHMeM npoBun3opa-aHaJINUTUKa nnn npoBn3opa-TexHoO0ra. B TPUTYPaUMNAX
romeonaTtnyeCckmnx n romeonaTtnyeCKkmnx rpaHynax Ka4yecrso 1IEKapCTBEHHOIO npenapata 40NO/IHUTE/IbHO
OUEHUBAKOT NO BCNOMOraTe/ibHbiM BelleCTBaM.



76. MNpy NpoBeAEHUN XMMMUYECKOTO KOHTPO/IA MNOANIMHHOCTM JIEKapCTBEHHbIX CPeACTB B XKypHasne
perucTpaumm pesyabTaToB  KOHTPO/A JIEKAPCTBEHHbIX CPeACTB Ha MNOAJ/MHHOCTb  YKa3blBaloTCA
cneaylolme cBeaeHus:

a) naTa 3anonHeHus 6IoPEeTOYHOM YCTaHOBKM, LUTAHINAaca;
6) NopaLKOBbI HOMEP XMMUYECKOTO aHaNN3a;
B) HAMMEHOBaHMeE NEKAPCTBEHHOIO CPEACTBA;

I') HOMep Ccepun Uam HOMeEpP aHasIn3a ZIEKAPCTBEHHOIO Cpeacrtesa NponsBoanTENA NEKAPCTBEHHDbIX
cpeAacTs,

) Homep 3ano/IHAEMOrO LWTaHrnaca;

e) onpegensemoe BeLLECTBO (MOH);

) pe3ynbTaTbl KOHTPOAA MO WKane "nac" nnm "muHyc";

3) NOANUCK NNLL, 3aMNOHMUBLLMX U NPOBEPUBLINX 3aNOJHEHNE.

MypHan pesynbTaToB KOHTPOAA J/IEKAPCTBEHHbIX CPEACTB Ha MNOAJIMHHOCTL HymepyeTca,
NPOLHYPOBbLIBAETCA U CKpenseTca NoAMUCbI0 PYKOBOAUTENA anTeYHOW opraHM3aumm M nevatbio (Npu
HanMuuK).

77. KayecTBEHHOMY M KONMYECTBEHHOMY aHa/IM3y NOABEPratoTCA:

a) pacTeopbl ANA UHBEKLUMIA M UHPY3NI Nocae CTepuamsaunmn NPoBeEPAOTCA MO 3HavyeHuto pH,
NOA/IMHHOCTM U KO/NIMYECTBEHHOM COLEPMKAHWUIO BELLECTB; M3OTOHMpPYIOWME U CTabuaunsmpylowme
BEL,ecTBa NOC/Ae CTEPWUIM3ALMM MPOBEPAIOTCA NUWb B CAyYae, NPeasyCMOTPEHHOM AOKYMEHTaMW B
061aCTN KOHTPO/IA KAYecTBa;

6) 10% neKkapCTBEHHbIX NPENapaToB KaX4oW Cepuu, M3rOTOB/IEHHbLIX B BUAE BHYTpMaNTeYHOM
3aroTOBKM, B TOM YMC/Ie PacTBOPbI ANA UHBEKLMUI N MHDY3UI, KpOME TOMEONATUYECKUX NEKAPCTBEHHbIX
npenaparos;

B) CTepu/ibHble PAcTBOPbl AJ/1A HaPYKHOrO0 NpuMMeHeHuA (opTanbMoNOrMyYeckne pacTBopbl AnA
OPOLLUEHWN, PAacTBOPbI ANA IEYEHMSA OXKOTOBbIX MOBEPXHOCTEN M OTKPbLITLIX PaH, 418 MHTPABarnMHaAbHOro
BBEeAEHMA U MHble CTepUNbHbIE PacTBOPbI);

I') rnasHble KaninM U masu, cogepxauwme AaoBuUTble, HAPKOTUYECKUE Cpeactea, NCUXOTPOMHbIE,
CManOAeﬁCTBYIOU.I,Me BewecTBa. lNpn aHanun3e rnasHbIX Kanesab CoAeprKaHne B HUX U30TOHUPYIOLWMX U
CTa6M}'IM3MpyIOLLI,MX BelWecCTB onpeagenAaeTca oo ctepuamnsaynm;

A) BCeé NNeKapCTBEHHbIE (bOprI, npeaHasHa4yeHHble anAa ne4yeHmAa HOBOPOXKAEHHbLIX U p,eTeﬁ no 1l
roaa;

e) pacTBopbl aTponuHa cynbdaTa M  KUCAOTbl  XJIOPUCTOBOZOPOAHOM (ANA  BHYTPEHHEro
NpPYMeHeHWA), PacTBOpPbI cepebpa HUTPaTa;

) BCE KOHLEHTPMPOBAHHbIE PacTBOPbI, TPUTYPALMKN, KPOME TOMEONATUYECKUX TPUTYPALLMIA;

3) ctabunusaTtopbl, NPUMEHAEMbIE MPU M3TOTOBNEHUW PACTBOPOB AN UHbEKUMI U UHOY3UIA,
6ydepHble pacTBOPbI, MPUMEHAEMbIE MPU U3FOTOBIEHWUM TNA3HbIX Kanesb;

M) KOHLEHTpauus cnvMpTa 3TWAOBOTO MNpW pPasBedeHWM, a TaKKe B CAydae BO3HMKHOBEHMUA
COMHEHMWI B KayecTBe CNupTa 3TUN0BOrO NPY ero NoCTyn/eHUU B anTeUYHYI OpraHu3aLuio;



K) UHBEKLMOHHbIE TOMEONaTUYeCKMNE PaCTBOPbI;

1) neKkapcTBeHHble GOPMbl, M3rOTOBNAEHHbIE MO peuLentam M TPebOBaHWAM, B KOJIMYECTBE He
MeHee Tpex JIeKapCTBeHHbIXx ¢opmM npu paboTe B OAHY CMEHY C YY4ETOM pPas/iMYHbIX BUAOB
NeKapcTBeHHbIX ¢OpmM, B TOM UMCAE NeKapCTBeHHble ¢GopMbl Ans  AeTel, NpUMEHsemble B
0pTaNIbMONOTMYECKOM NPAKTUKE, COoAeprKaline SOO0BUTble BeLEecTBA, HAPKOTUYECKUE CpeacTBa,
NCUXOTPOMHbIE BELLECTBA, CU/IbHOAENCTBYIOLLME BELLECTBA, PACTBOPbI ANA NeYeOHbIX KAU3Mm.

78. U3roToBNEeHNE M KOHTPOJIb KauyecTBa CTEPU/IbHbIX PACTBOPOB OCYLLECTBASAIOTCA B COOTBETCTBUM
Cc Hactoawmmu [lpaBunamn, TpeboBaHUAMM COOTBETCTBYHOWMX dapmMmaKoneirHbix cTtated u obuimx
dbapmaKonenHbIx cTaTel UK AOKYMEHTOB B 06/1aCTU KOHTPOJIA KayecTBa.

79. MUKpObMONOrMYECKNn KOHTPOIb PAaCcTBOPOB, 32 UCK/IIOYEHMEM PAcTBOPOB UHAMBUAYA/IbHOIO
W3roTOB/NIEHUA, Ha CTEPUIBHOCTb M WUCMbITAHWE HA MUPOreHHOCTb UK BaKTepuanbHble 3HAOTOKCUHDI
PacTBOPOB A1 UHBbEKLUNI U MHPY3UIA NPOBOAMTCA B COOTBETCTBMU C TPeOOBAaHUAMM COOTBETCTBYHIOLLUX
dbapmakoneiHbix cTtateit M obuwmx dapmaKonelHblXx CTaTelt UAM AOKYMEeHTOB B 06/1acTM KOHTpoOAA
KauecTsa.

80. o wu nocne cTepunnsautmn  CTepUNbHBbIX PaCTBOPOB BbIMOHAETCA WX KOHTPOJIb Ha
MmexaHn4yeckmne BKIK4YeHUA.

MexaHUYECKMMU BKTIOYEHUAMM ABAAIOTCA NOCTOPOHHME NOABUMKHbIE HEPACTBOPMMbIE BELLECTBA,
Kpome My3blpbKOB rasa, C/ly4ainHO NPUCYTCTBYIOLLMX B PACTBOPAX IeKapCTBEHHbIX MPenapaTos.

OAHOBpeMEHHO nposepAeTcAa obbem PacTBOpPOB B EMKOCTAX N Ka4eCTBO UX YKYNOPKW.

81. B npovecce M3roToBAeHUS CTEPUNbHbIX PACTBOPOB OCYLLLECTBAAETCA MEePBUYHbIA U BTOPUYHbIN
KOHTPO/Ib Ha MeXaHUYECKMe BKIOYEHWA.

MepBUYHbIA KOHTPO/b OCYLLECTBAAETCA noc/ie ¢UAbTPOBaHMA M (ACOBKM M3rOTOB/IEHHOIO
pacTBopa.

Mpy OBHapPYKEHUN MEeXaHWYECKUX BKJIOYEHWA pPacTBOp NOBTOPHO OUALTPYETCA, BHOBb
NPOCMATPUBAETCA, YKYNOPUBAETCS, MapPKUPYETCS U CTEPUINBYETCA.

PacTBOpbl, WM3roTOB/IEHHbIE acenTUYeckn, MPOCMaTPMBAlOTCA OAMH pa3 nocsie ¢GacoBKU WUAU
cTepuansyiollero GpuabTpoBaHus.

MepBUYHOMY M BTOPUYHOMY KOHTPOJIO nognexkat 100% emKocTel ¢ pacTBoOpamm.

82. KOHTPO/1b PacTBOPOB Ha OTCYTCTBME MEXaHUYECKUX BKIOYEHWNI OCYLLLEeCTBAAETCA NPOBU30POM
- TEXHO/IOFOM C COBNOAEHNEM YCIOBUIA U TEXHUKU KOHTPOJIA.

[na npocmoTpa emkocTelt obopyayetca pabodyee MecTO, 3alMLWEHHOE OT MonagaHusa NPAMbIX
COMTHEYHbIX Aydel. [lonyckaeTca npUmeHeHne YepHo-6en0ro sKkpaHa 1 cneumasnbHbIX YCTPOMCTB.

B 3aBMCMMOCTM OT 06 beEMa EMKOCTH npocmaTpmnBardTCA O AHOBPEMEHHO OT OAHOI‘;I A0 NATU WTYK.

VI. CpOKM rogHOCTU Ha U3rotTaBsinBaemble
NeKapCTBeHHblIe npenapaTbl

83. CpOoKM rogHOCTU NIEKAPCTBEHHbIX MPENapaToB, U3roTOBJIEHHbIX aNTEeYHbIMM OpPraHM3aLUSAMMU,
COCTaBAAIOT:

a) 19 HECTEPU/IbHBIX TBEPAbIX N1EKAPCTBEHHbIX GOPM U Maszen, IMHUMEHTOB - 14 CyTOoK;

6) 4N1A HECTePUNbHbIX TBEPAbIX XENaTUHOBbIX Kancy - 45 CyTok;



B) 418 HECTePWbHbIX MUAKUX JIEKAapCTBEHHbIX GOPM, 3a WCKIOYEHMEM, HACTOEK Kamnesb,
3MYNbCUI U cycneH3um - 14 cyTok;

r) ANA rNasHbIX Kanesb - He 6osiee 2 CYTOK;
A) ANA HacToeB, OTBApoOB, Cn3el - He 6onee 2 CyTOK;
€) oA PacTBOPOB MHBEKLUMI U MHDY3UI - He Bonee 2 CyTOoK;

) ONA 3MYNbCUI, CyCNeH3Mit C UCMNO/Nb30BaHWEM CTabuamnsatopoB - He 6osiee 7 cyTok, 6e3
CTabUN3aTOPOB - 2 CYTOK;

3) AnA TBEPAbIX KEeNATMHOBbLIX KANCy/, COAEPMKALMX MOPOLIKNU, U3TOTOB/IEHHbIE B aceNTUYECKMX
YC/IOBUAX U3 CTEPU/IbHBIX MHTPEeAMeHTOB - 90 CyToK;

1) AN OCTasIbHbIX JIEKAPCTBEHHbIX GOpPM - He bonee 10 cyTok.

84. AnTeyHas opraHM3auus BnpaBe YCTaHaB/IMBATb WMHble CPOKM FOAHOCTU, U3rOTaB/MBAEMbIX
JIeKapCTBEHHbIX NPenapaTos, eC/IM OHU NPeayCMOTPEHbI 06LWUMK GpapMaKonenHbIMU CTaTbAMM.

VII. NpaBuna oTnycka U MapKUPOBKU IEKapCTBEHHbIX NpenapaTos

85. ﬂeKapCTBEHHbIe npenaparbl, U3roTOBNIEHHbIE U pacd)acosaHHble B anTeyHowu OopraHusauum,
Od)OpMIIFHOTCFl COOTBETCTBYHOLLUMMU STUKETKAMMU.

ITUKETKM Ana opopMIeHUA NIeKAapCTBEHHbIX MpenapaToB B 3aBUCMMOCTM OT cnocoba ux
npPUMeHeHMA NoapasaenaTca Ha:

a) 3TUKETKM AN NeKapCTBEHHbIX MPEenapaTtoB BHYTPEHHEro MNPUMEHEHUA C  HaANuchbio
"BHyTpeHHee";

6) 3STUKETKM AN NEKapCTBEHHbIX NMPenapaToB Hapy»KHOro NPUMeHeHUA ¢ Hagnucbto "HapykHoe";

B) 3TUKETKM A4/1A IeKAPCTBEHHbIX NPENAPATOB MECTHOTO MPMMEHEHUSA C Hagnucbio "[aa MecTHoro
npumeHeHma";

r) STUKETKM Ha NeKapCTBEHHble NpenapaTbl 4NA MapeHTepasbHOro BBeAEHWs C Hagnucoto "Ana
nHbeKkumn", "Ona nnoysmin®;

) 3TUKETKU Ha rNasHble NeKapCcTBeHHble npenapaTbl ¢ Hagnucbio "fnasHble Kanau", "MnasHasn
masb", "PacTBopbl Ans opolleHua";

e) ANA rOMeonaTMYeCKUX JIEKAapCTBEHHbIX NPenapaToB C Haanucbio "TomeonaTuyeckuin" umam
"fomeonaTuyeckoe fiekapcTBEHHOE cpeacTso”.

86. Ha 3TMKeTKax A1a OpOpM/IeHNA M3TOTOBJ/IEHHbIX JIEKAPCTBEHHbLIX MPENnapaToB MNeyaTatoTcs
npeaynpeautesibHble HagNMCK, COOTBETCTBYHOLLME SIEKAPCTBEHHOW dpopMme:

a) AnAa MUKCTYp - "XpaHuTb B nNpoxnafHOM W 3awMuweHHoMm oT cBeta Mecte", "Mepeps
ynotpebneHnem B3b6anTbiBaTh";

6) ons masei, rnasHbIXx Maseil M rnasHblX Kaneab - "XpaHUTb B NPOXJafHOM M 3aLLULEHHOM OT
cBeTa mecTe", 4nA romeonaTMyeckmx masei "XpaHuTb B 3alLMLIEHHOM OT CBeTa MecTe Npu TemnepaType
ot 5 o 15 °C";

B) ANA Kaneib BHYTPEHHEro npumeHeHus - "XpaHuTb B 3aliMLLEHHOM OT cBeTa mecTe"; ans
romeonaTMyeckmx Kanenb - "XpaHUTb B 3allMLLIEHHOM OT CBeTa MecTe, Npu TemnepaType He Bbile 25



°C"; ans rpaHyn romeonaTU4Yeckmx - "XpaHUTb B CYXOM, 3aLUMLLEHHOM OT CBETa MECTe, NPU TemnepaTtype
He Bbiwwe 25 °C";

r) 4NA MHBEKUMI M UHPY3UI U APYTUX CTEPUbHBIX IEKAPCTBEHHbIX Popm - "CTepunbHO".

87. Bce 3TMKeTKM A0/KHbI coAep»KaTh npeaynpeautensHyo Haanucb "XpaHUTb B HEAOCTYNHOM
ansa aeten mecre".

88. [lnA NeKapcTBEHHbIX MpenapaTos, TPebylowmx ocobbix YCAOBUI XpaHeHMs, obpalleHua u
NPUMEHEHMSA, Ha STUKETKAX NeyaTaroTca AN HAaKNenBatoTCa NpeaynpeanTebHble Haanmcu.

89. Pasmepbl 3TMKETOK OMPeaenatoTca B COOTBETCTBMM C pasMepamu Nocyabl WAW Opyroi
YMNaKOBKM, B KOTOPOI OTMYCKAOTCA M3rOTOB/IEHHbIE JIEKAPCTBEHHbIE NPenaparb.

90. JleKapcTBeHHble npenapaTbl B 3aBMCMMOCTM OT JIEKAPCTBEHHOW GOPMbl M Ha3HAYeHUs
0pOpPMAIAIOTCA COOTBETCTBYIOLLMMMU BUAAMU ITUKETOK.

91. Ha aTukeTKax gna Od)OpMﬂeHMﬂ NEKapPCTBEHHbLIX NPENAPAaTOB, N3FOTOB/NIEHHbLIX /1A HAaCe/1eHUA,
YKa3blBaeTCA caieayroulee:

a) HaMMeHoBaHMWe anTe4YHOM opraHM3aLuuy;

6) MecToHaxoXaeHne anTe4yHol opraHu3aumm;

B) HOMep peLenTa (NpUcBanBaeTca B anTeke);

r) damumnusa, ums, oTyecTso (Npy HaANYMK) NALMEHTa;

[) HaMeHOBaHWe UK COCTaB IEKAapPCTBEHHOTO Npenapara;

e) cnocob NnpMmeHeHna NeKapCTBEHHOTO Npenapara, BUA 1eKapCcTBEHHOW GOpMbl;
) pemMm L,03MpoBaHUsA;

3) AaTa M3roToB/EHWA JIEKAPCTBEHHOIO NpenapaTa;

N) CPOK rogHOCTUN NeKapcTBeHHoro npenaparta ("fogeH go _ ");
K) ueHa nNekapCTBEHHOro NpenapaTa;

N) npeaocTepexeHune "XpaHUTb B HeAOCTYNHOM AN AeTei mecte".

92. Ha >TukeTKax ana odOPMIEHMA NeKapCTBEHHbIX MpenapaToB, W3roTOB/IEHHbIX ANA
MeANLIMHCKNX OpraHM3aLmii, yKasbiBaeTca cieayloulee:

a) HauMMeHOBaHME MeAMUMHCKON opraHusauuMnM U ee CTPYKTypHoe nogpasgeneHue (npwu
HeobxoaMmocTHn);

6) HaMmeHOBaHMe anTeYHOW opraHM3auum;
B) MeCTOHaxoXaeHWe anTeyHol opraH13aLumu;

r) pammnus, ums, oT4ecTBo (NpW HaMYMM) NALMEHTA, AN KOTOPOro MHAMBUAYAIbHO U3rOTOB/IEH
JIeKapCTBEHHbIM Npenapart (npy HeobxoaMmocTw);

A1) cnocob npumeHeHUn eKapCcTBEHHOTO NpenapaTta, BUa, 1IeKapcTBEHHON GopMbl;

E) AaTta N3rotoBneHnAa NeKapCTBeHHOro npenaparta,;



) CPOK rogHOCTU ieKapcTBeHHOro npenaparta ("foaeH ao ");

3) MmoAnuCM M3rOTOBMBLLErO, NPOBEPMBLUETO W OTMYCTMBLUErO JIEKAPCTBEHHbIM npenapaT
paboTHMKOB anTeyHol opraHumsauuu ("Usrotosun , NpoBepun , OTNYCTUN ");

1) HoMep aHa/M3a NPOBEPKM IeKapCTBEHHOIO NpenapaTa;

K) coCTaB /ieKapCTBEHHOTO NpenapaTa (NpeaycmaTpuBaeTca NycToe MecTo A/ YKa3aHMsA COCTaBa).
Ha 3TMKeTKax NeKapCTBEHHbIX MPEnapaToB 418 UHbEKLMI U MHDY3UIA YKa3blBaeTcA Cnocob npMMeHeHus
JIeKapcTBEHHOro npenapara: "BHyTpuBeHHO", "BHyTpMBEHHO (KanenbHo)", "BHyTpumbleyHO".

93. TeKCT 3TUKETOK nevyaTaetcA TMI'IOI'pad)CKVIM Ccnocobom MM C MCNONb30BAHUEM neyvyaTtarouwmx
YCTpOﬁCTB Ha PYCCKOM A3blKe. Cocras NEKapPCTBEHHOINO npenapata nNUueTca OT PYKKN UAN HAaHOCUTCA
wramnom. HammeHoBaHMA NeKapCTBEHHbIX MNpenapaTtos, 4acTO BCTPeyvaloWMXcA B peuentype, UM
M3roToBAEMbIX B BUAE BHyTpMaﬂTeqHOVI 3aroToBKU, AONYCKAETCA HAaNe4vaTaTb TMI'IOI'pad)CKVIM cnocobom
UM € ncnNosib3oBaHMeEM nevyatTarowmx yCTpOVICTB.

94. Ha »3TuKeTKax pAnAa Oq)OpMJ'IeHMFI romeonaTtnuyecknx J1IeKapCTBEHHbLIX MNMpPenapaTos,
MU3rOTOB/IEHHbIX KaK BHYTpPpMUaNTe4YHaA 3arotoBKa, YyKa3blBaeTCA:

a) HaMmeHoBaHMe anTe4yHon opraHu3auuu;
6) afpec MecToHaxoXKAeHWsA anTe4yHoW opraHn3aLmy;

B) HaMMeHOBaHWE MOHOKOMMOHEHTHOr0 rOMEeOoMNaTUYecKoro JEeKapCTBEHHOro npenapaTta Ha
PYCCKOM A3blKe (TpaHcauTepaums);

r) HaMMeHOBaHME KOMMIEKCHOrO FOMEOonaTUYEeCKOro JIeKapCTBEHHOro npenapata Ha PYCCKOM
A3blKe;

lEl,) COCTaB [A/14 MOHOKOMMOHEHTHbIX WU KOMMJEKCHbIX TromMmeonaTtnyeCknx NeKapCTBEHHbIX
npenapartos (aKTMBHbIe KOMMNOHEHTbl - Ha JIaTUHCKOM A3blKe, BCOMOraTte/ZibHble KOMMOHEHTbl - Ha
PYCCKOM A3bIKE);

e) Macca romeonaT4YecKoro JieKapCTBeHHOro npenapara;
%) cnocob NPUMEHEHMA rOMeonNaTUYeCcKOro NeKapCcTBEHHOro Npenapara;

3) BMA, NeKapcTBeHHOW ¢Gopmbl (rpaHynbl romeonaTUYeckMe, Kanau romeonatuyeckue, masb
romeonaTmMyeckas, TpUTypauma romeonatmyeckasn);

1) AaTa U3roToB/IeHUss roMeonaTUYECKOro JIeKapCTBEHHOTO Npenapara;

K) CPOK rogHOCTM roMeonaTUYecKoro ekapcTBeHHoro npenapaTa ("logeH ao ");
n) cepus;

M) LLeHa romeonaTUYEeCKOro IeKapCTBEHHOTO NpenapaTa;

H) WTpUX-Kog (Npu Haanuum);

0) npeaocTepexeHune "XpaHWUTb B HEAOCTYNHOM AN1A AeTeil mecTe", yCA0BUA XpaHeHus.

95. MapKupoBKa W3roTOBAEHHbIX pPaaModapMaLeBTUYECKMX NEKAPCTBEHHbIX MpPenapaTos
OCYLLECTBAAETCA B 3aBMCMMOCTM OT JIeKapCTBEHHOM GopMbl U cnocoba NpPUMeEHEHUA NIEKAPCTBEHHOTO
npenapaTta B COOTBETCTBUM C TpeboBaHUAMM 0bLeln dapmakoneliHon ctatbn'" Pagnodapmauestmyeckme
NleKapcTBeHHble npenapartbl”.



VIIl. KoHTpoab npu OTNyCKe NeKapCTBEHHbIX NpenapaTos

96. KOHTPO/IlO NpW OTMYCKe /IeKapCTBEHHbIX MpenapaTtoB MNOABEPraloTCA BCE M3rOTOB/IEHHbIE
JIeKapCTBEHHbIE Npenaparbl, B paMKax KOTOPOro NPoBepAeTca COOTBETCTBME:

a) YMaKOBKW J/IeKApCTBEHHOro npenapata GpU3NKO-XMMWYECKUM CBOMCTBAM, BXOAALLMX B HEro
JIeKapCTBEHHbIX CPEACTB;

6) yKasaHHbIX B peLenTe Man TpeboBaHUN A03 HAPKOTUYECKMX CPeACTB, MCUXOTPOMHbIX BELLECTB,
CUIbHOLENCTBYIOLLMX BELLLECTB BO3PACTY NaLMEHTa;

B) PEKBU3NTOB peLenTa, TpE6OBaHVIﬂ cBegeHnAm, yKasaHHbIM Ha YMNakKoOBKe W3rotoB/1IEHHOIo
NNEKAPCTBEHHOrIO Npenapara,

r) MapKMPOBKK NEKapCTBEHHOro Npenapara TpebosaHuam rnasbl VIl HacToAwmx Mpasua.

B pamKax KOHTpOAa npu OTNycKe NpoBepsAeTcs Haauume WMHOOPMAUMM O MOATBEPKAEHUU
OTBETCTBEHHbLIM PAaBOTHMKOM anTeyHOM OpPraHM3auMKU COOTBETCTBMA WM3rOTOBAEHHbIX JIEKAPCTBEHHbIX
npenapaTtoB TpeboBaHWAM, YCTaHOB/EHHbIM HacToAwMmKM [Mpasunamu (Lanee - noaTBeprKAatoLWas
nHbopmauus).

Mpw BbIABAEHUWN OAHOTO M3 YKa3zaHHbIX B NoAnyHKTax "a" - "r'" HacToALLero NnyHKTa HECOOTBETCTBUI
n (MAn) oTcyTCTBMM NoATBeprKAalowen MHPOPMaLMK, U3FOTOBAEHHbIA NEKApCTBEHHbLIM NpenapaT He
NOANENKMUT OTMYCKY.

IX. Oco6eHHOCTM U3roToBAEHUA roMeonaTUYecknx
NeKapCTBeHHbIX NpenapaTtoB

97. NleKapcTBeHHbIM npenapaTt B ¢opme TpUTypauumM romeonaTUYecKkoi M3rotTaB/MBaeTca B BUAE
NMopoLLKa, COCTOAWEro U3 OAHOr0 UAWN HECKOJIbKMX U3MENbYEHHbIX aKTUBHbBIX KOMMOHEHTOB U (MAK) KX
pa3BeAeHMn CO BCMOMOTaTe/IbHbIM BELLECTBOM. B KauecTBe BCNOMOraTe/ibHOro BELLECTBA MCMO/b3yeTcs
JIAaKTO3bl MOHOIMMAPAT (€C/K B peuenTe Uan TpeboBaHUKN He YKa3aHO UHOE).

98. M3roToBieHNe TPUTYypaL Ml FOMEeoNaTUYECKUX OCYLLECTBSETCA CAeayoWmMMmn cnocobamu:
a) M3roToB/IEHNE TPUTYPALMM FOMEONATUYECKON U3 TBEPAbIX IEKAPCTBEHHbIX CPEACTB;

6) M3roTossieHne TPUTypaunn romMmeonaTtMyeckom M3 HACTOEK roOMeonaTU4ecKmnx MaTPUYHbIX,
PacTBOpPOB roMmeonaTnvyeCcKknXx N XnAKnMxX romeonaTn4eCcknx passep,eHmZ.

M3rotoBneHne Tputypa LI,Mﬁ romeonatnyecknx npomssoamMTCcA MeTogom no mMacce C
MUCNO/Ib30BaHMEM MaCCOBbIX YacTeM.

99.B TPUTYpPaUMNAX romeonaTUuyeCkmnx pasmep noay4yeHHbIX 4aCcTul, NCXOA4HOro BeLWeCTBa B NeEpPBOM
AeCATUHHOM U NepBoOM COTEHHOM pa3BedeHUN HeE NMpPeBbIWAET 100 MUKPOMETPOB.

100. FomeonaTryeckme rpaHy/bl N3roTaB/AMBaOTCA B BUAE chep 1A Npuema BHYyTPb 04MHAKOBOIo
AMaMeTpa, COAEp)Kallytd aAKTUBHbLIA  KOMMOHEHT (aKTMBHble KOMMOHEHTbl) B  pa3BeieHusax
romeonaTuyeckmx.

101. Tomeonatnyeckmne rpaHyabl U3roTaBAMBAOTCA MYTEM HACbIWEHUA WUIN HAHECEHMUA XUAKOro
romeonaTtn4yeckoro paseegeHna ogHoro Manm HECKOJIbKUX aKTUBHbIX KOMMNOHEHTOB Ha BCMOMOTaTe /ibHbIN
KOMMNOHEHT - TrpPaHy/ibl, NoJsiydaemble W3 Caxapo3bl, NAKTO3bl WU LOPYrnx noaxogAulnx CcCaxapos,
pa3peweHHbIX K MeAULUNHCKOMY NPUMEHEHUIO.



Ons obecneyeHMa pPaBHOMEPHOro pacnpeneneHus KUAKUX FomeonaTUYecKuMx pasBeaeHui
NPUMEHAITCA rOMeonaTUYecKme rpaHy/ibl 04MHAKOBOro pasmepa.

Pasmepbl romeonaTU4yecKknx rpaHyn pasnmyatoTca no Homepam ot 1 go 12 B 3aBMCMMOCTU OT MX
ANaMeTpa, eCan He NPUMEHAKDTCA UHbIE.

FomeonaTrMyeckme rpaHy/ibl KnaccuduuMpyroTcs nNo Koanyectsy rpaHyn B 1 rpamme. Konmyectso
romMmeonaTMyecKkmx rpaHya NoACYUTbIBAETCA B ABYX NapaffienbHbIX Npobax B HaBeCKe, B3BELIEHHOW C
ToyHocTbo 0 0,01 r.

102. U3roTtoBneHNE romeonaTUHeCcKnX rPaHy OCyLWEeCTBNAETCA caeayrouwnmm cnocobamum:

a) HacblWeHWe TrpaHyn caxapHbIX MKUOKMUM TOMEOMATUYECKMM pPasBeAeHUEM UAM CMECbHO
pasBeaeHuit;

6) HaC/1lanBaHWMe Ha rpaHy/ibl CaXxapHble XXUAKOro romeonaTtnyecKkoro passeaeHuA.

103. PaCTBOPbI romeonatnyeckme 1 pa3segeHna romeonaTu4eCckmne U3rotaBiMBatOTCA No macce un
MCNonb3yrwTCA B Kayecrtee Cy6CT3HLI,VIﬁ ana  n3rotoBneHnAa romeonaTtudeCknx NeKapCTBEHHbIX
npenapatos Uan B Ka4decCTBe /ZIEKAPCTBEHHbIX MpenapaTtoB AN1A BHYTPEHHEro, Hapy*HoOro n MecTtHoro
NMPUMEHEHNA.

PassegeHuna romeonatnyeckume nony4yaroTcAa nytem CTyneH4yaToro pa3ﬁaBI'IEHVIF|,
conpoBoXgawweroca BCTPAXMBaHMEM pPACTBOPOB FOMeOonaTU4eCKux, TpMTypaLl,VIﬁ romeonaTtn4yeckux,
HACTOEK romeonatnyeCKknx MmaTpudHbIX.

B KauecTBe pacTBopuTeiei NPUMEHAIOTCA BOAa OYMLLEHHas, BOAA AN UHBEKLUMIM, PacTBOP HaTpuUA
X0pMaa W30TOHMYECKWUMW, TAULEPWMH, CNUPT 3TUOBLIA WMAW APYroi PacTBOPUTE b, YKasaHHbIA B
dapmaKoneinHol cTaTbe UK B C/ly4ae ee OTCYTCTBUS B LOKYMEHTAxX B 061aCTU KOHTPO/IA KayecTBa.

BOAHbIe pa3BeneHuA romeonatnyeckme UCNonb3ywTca ONAa M3roToss1ieHUA pacTesopos
WHBEKLIMOHHbIX romeonaTn4yecKkux, Maaeﬁ, cynno3nTopunes, Kanesb rna3HbiX romeonaTtn4yecKkux.

BogHble pasBedeHMA TromeonaTMyeckue, nNpeAHasHayeHHble AA  NOAyYeHua Maseild U
CYNno3nTOPMEB, M3roTaB/IMBAIOTCA Ha BOAE OYULLLEHHOMN.

104. Ons nonyyeHus passeaeHUii romeonatMyecknx (pacTBopoB romeonaTMiecknx) MCNoab3yoTcs
meTtoabl NaHemaHa, Kopcakosa n LM-meTog,

105. f'omeonaTUyeckme CMecu M3roTaB/IMBAIOTCA B BMAE CMECel TPUTypauuii romeonaTUyeckmx,
HaACToeK romeonaTtnyeckmnx MaTPUYHbIX, pacTesoposB romeonaTtnyeckunx nnn passep,eHmZ
romeonaTtnyecKkmnx c paszIM4YHbiIMM BCNOMOraTe/ibHbIMU BelleCTBaMn U NpeaHa3Ha4YatoTCcA AN1A noayv4yeHunA
NeKapCTBEHHbIX CPeacTB.

CreneHb pa3BefeHUA aKTUBHbIX KOMMOHEHTOB B rOMeOonaTUYeCcKnX cMmecax NoJsiydyaeTca nyTem ux
nocnenoBaTeNbHOro CTyneH4yaToro pa3basneHus (noTeHuMpoBaHUs) o npMmMeHeHnem
BCMOMOraTeNbHOTO BeLecTBa (Hampumep, pacTBOpuUTeNb, HOCUTE/b), KoTopoe JobaBnsetca B
cooTHoweHun 1:10, 1:100 nam B MHOM COOTHOLLEHWUK, YKAa3aHHOM B peLenTe uam tTpebosaHuu.

CreneHb pasBefeHMA aKTUBHbIX KOMMOHEHTOB B rOMeonaTUYecKUx CMecsiX COOTBETCTBYET YMCay
CTyneHeln ux pasBeseHus npu Noay4eHnmn romeonaTMYeckmux Cmecei.

106. FTomeonaTnyeckne cMmecu noay4datoTca caeayowmmm cnocobamm:

a) Kakapbl aKTUBHbIN KOMMNOHEHT, BXOAALLMIA B COCTaB romeonaTUyYeckoi cmecu, npeasapuTesnbHo
noteHumMpyeTca A0 HeobXxoAMMON CTeneHu pasBedeHMA, W 3aTeM CMeLlMBaeTca npeanucaHHoe
KOAIM4ecTBO (MO Macce) KaXKAoro noJsiydeHHOro passeaeHus.



6) cmeuwmnsaroTca npeanncaHHoe Koam4yectso (I'IO MaCCE) KaXX4o0ro akTMBHOIro KOMMOHEHTa,
B3ATOrO B pa3BefeHUn Ha pAaa CTyHeHeVI HWXe KOHeyHOro, n CcoBMeCTHO NOoTeHUUpyrTCcaA A0
HGO6XO,£I,MMOVI cTeneHn nx pa3segeHnAa B CMecu.

107. CoBMeCTHO NOTEHLUPYIOTCA:

a) romeonaTUYecKkne CMecu, CoAepKalllMe TOMbKO UAKME FOMeonaTUYyeckue pasBeneHus, npu
MoJlydeHMM KOTOPbIX B KayecTBe pacTBOpUTEns (MAM 3IKCTpPaAreHTa) MCNnosb3yeTcAa ChMpPT 3TUIOBLIN
pa3NMYHON KOHUEHTpaumm npu cobaogeHmm cootHoweHuns 1:10 uaum 1:100.

6) TpUTypauum romeonaTMHYecKMe M KUAKME FoMeonaTUYeckue pasBedeHMUs, MOJyYeHHble C
MCMNONb30BaHWEM BOAbl, BOAHO-CONEBbIX WAM  BOAHO-T/IMLEPMHOBbLIX PAcTBOPOB B  KayecTBe
pacTBopuTeNa (UK SKCTpareHTa).

B) roMeonaTUYeCKMe CMECH, COAePKALLUE TONbKO TPUTYpaLMM romeonaTuyYecKme, U3roToB/IeHHble
M3 MNOPOLUKOB, FOMEOMATUYECKMX MATPUUHbBIX HACTOEK, PacTBOPOB TrOMeOoNnaTUYeckux u (uam) wux
pasBeseHUin.

108. FomeonaTMyeckue Kamnau W3roTaB/AMBAlOTCA B BWUAE KWUAKOW JIEKapCTBEHHOW ¢opMbl,
cofepKawen OAuH MW HECKONIbKO aKTMBHbLIX KOMMOHEHTOB B COOTBETCTBYIOLLMX FOMEONaTUYECKUX
pasBeseHunnx.

fomeonaTmMyeckne Kanam rotoBATCA MO macce U MOryT cogepxatb OAUH Unun 6onee aKTUBHbIX
KOMMNOHEHTOB.

B KayecTBe aKTMBHbIX KOMMNOHEHTOB NpU N3roTtoBAEHNN TOMeOoNnaTUYECKNX Kanesib NCnoJsib3yrTcA
romeonatnyeckume MaTpU4HbIe HACTOMKM, nx romeonaTtnyeckume pa3BegeHuns, pacTeopbl
romeonatnyeckme, Xnakme romeonatnyeckume paspegeHua. MNocnepgHee AecATUYMHOE WMAW COTEHHOEe
pa3BegeHue dKTUBHOIO KOMMNOHEHTa noTeHumnpyeTca c NMPUMEHEHNEM pacTeBopuTensa,
npeagycMmoTpeHHOro B COCTaBe romeonaTtnuyeCKknx Kanenb.

B KauectBe pacTBOpUTENE MPU WM3rOTOBAEHMM TFOMEOMATUYECKMX Kamnenab WCMONb3yHTCA
OYMLLEHHAA BOAA, MMULLEPUH, CMIMPT, }KUPHbIE U MUHEPasibHble MAcNa, UHON PAcTBOPUTENb, YKa3aHHbIN B
dapmakoneiiHol ctatbe, obuwei dpapmakoneHon cTaTbe MAM AOKYMeHTax B obsactu obecneyeHus
KayecTBa.

109. U3rotoB/ieHHble romeonaTuyeckne Kanam paCd)aCOBbIBaPOTCFI C MNCNnosib3oBaHUeEM MepHOVI
nocyabl UK Pas3IMYHbIX 403aTOPOB B COOTBETCTBUA C 06bEMOM romeonaTUYeCcKUX Kanenb.

110. TomeonaTnyeckmmn cumpon wm3rotassmMBaeTca B Buae CUpona, coaeprawero oauvH wunn
HECKOJ/IbKO aKTUBHbIX KOMMNMOHEHTOB B COOTBETCTBYHOLLUNX rOMEONaTUYECKUX Pa3BeaEHUNAX.

foMeonaTMYyecKkuUii CMPON WM3roTaB/AIMBAETCA NOCPeACTBOM PACTBOPEHUA CUpoMnoobpasyowero
KOMMOHEHTA B KUMNAWENW ouueHHoN Boge. MosyyeHHbIi cupon GUAbTpyeTcs B ropsyYem Buge B
CTEPU/IbHYI0O EMKOCTb. KOHUEHTPALMA caxapa B rOMeONaTUYECKOM CUpone He MOXKeT bbiTb bonee 72%.

B ocTbiBLINIA cupon BBOAATCA romeonatnyeckne matpudHble HACTOMKM UM UX TOMeoNaTU4eckue
pa3BeneHnAa, pacTtBopbl romeonaTndeckne wu XKunakme romeonathvyeckne passeneHuAa, Tputypauuu
romeonatnyeckme 1 (I/II'IVI) nx romeonathyecCkme passeaeHuA.

B KauecTBe KOHCEpBAHTA ANA M3TOTOB/IEHUA TOMEOMNATUYECKOro CMpOMNa MCMob3yeTca ChupT,
npPUMeHeHMe 4PYrMX KOHCEPBAHTOB HEAOMYCTUMO.

MonyyeHHbI rOMeonaTUYeCcKUidi CMpON MPOLEKMBAETCA 4Yepe3 MNOTHYH TKaHb WAM Apyroi
noaxoaawmii matepuman. KoHueHTpaLmMa caxapa B IeKapCTBEHHOM npenapare He MmeHee 64%.



111. Hactoliku romeonaTuyeckune MaTpUYHble N3roTaB/INBaAlOTCA B BUAE KUOKUX M3BJIEYEHUN U3
BbICYLLEHHOIO PAaCTUTENbHOTIO CbliPpbA, CMECK COKa paCTeHVIl‘/JI C 3TaHOJ/IOM.

BbICylleHHOEe pacTUTeNIbHOE Cbipbe, NpPeAHa3HauYeHHoe A NOJyYeHUs T[OMEeOoNaTUYEeCKMX
MaTPUYHbIX PepPMEHTUPOBAHHbIX HACTOEK, M3MEe/IbYaeTCA A0 PasMepa YacTul, NPOXoAALMX CKBO3b CUTO
C OTBEPCTUAMMK pasMmepom He bonee 0,5 muaammeTpos.

Mpu  u3rotoBaeHMM  GEPMEHTMPOBAHHbLIX  FOMeOoNaTUYecKMX  Hactoek  cobnwopgaetca
TEMMNEPATYpPHbIA  peXxum, 3HadeHue pH cpeapl, MNPOAOKUTENbHOCTb HACTaMBaAHUA U PEXUM
nepemelumBaHua. TemnepaTypHbld pexum (HarpesBaHue) NoAAepKMBaeTCcA C MOMOLLbI0 TePMOCTATOB.
lMpouecc aKCTPaKLMN MHTEHCUULMPYETCA TIaTeNbHbIM NepemellMBaHMEM MaLLEPATOB ABaXK bl B A€Hb.

112. HacToMku romeonaTUyeckMe MaTpPUUHbIE MOAy4YalTCcA cnocobamu nepkoaauMM UK
maLepauum 3TaHo/I0M COOTBETCTBYHOLLEN KOHLLEHTpaLUum, maLepauum OYULLEHHOM
CBEXKENPUroToB/IEHHOM BOAON C AobaBieHMEM Meda WAM CMEeCM MeAa C JIaKTO30M, mMalepauuu
rANLEPUHOM B MPUCYTCTBUM UK 6e3 HaTpua xnopuaa.

113. TomeonaTUYecKne masm COCTOAT N3 OCHOBbLI U PaBHOMEPHO pacnpeaeneHHbIX B HeM oaHoro
NN HECKOJIbKNX aKTUBHbIX KOMMOHEHTOB romeonaTnyeCckmnx pa3Bep,eHm7|.

10 KOHCUCTEeHUMWN M COCTaBY OCHOBbI Ma3n romeonaTmyeckme nogpasaenatoTca Ha:

a) romeonaTMyeckMe Masu (MArkaa nekapcTeeHHas Gopma, COCToALLanA M3 OCHOBbI U PaBHOMEPHO
pacnpefeneHHblX B HeWl OAHOr0 WAM HECKONbKUX aKTUBHbIX KOMMOHEHTOB romMeonaTUyYeckmx
pa3BeaeHuin);

6) romeonatnyeckme onoaenbaoku (MbII'IbeIl\;I JIMHUMEHT, COCTOFILLI,MVI N3 CMeCUn aKTUBHbIX
KOMMNOHEHTOB romeonaTn4yecKkunx pa3Be,£|,eHm71 n OCHOBbI).

114. Mpn wun3rotoBneHumn roMeonaTM4eckoM Masu aKTMBHblE KOMMOHEHTbI BBOOATCA B BuAae
romeonatnyeCknx MaTpUYHbIX HACTOEK WU (VIJ'IM) nx passep,eHMﬁ, TpMTypaLl,I/IVI romeonaTtnyeckux,
PacTBOpPOB romeonaTu4eCknx U XUOKnNX romeonatnyeckmnx pa3Be,u,eHm7|, CY6CTaHLI,Ml71 CUMHTETUNYECKOrO,
MWUHEPAZIbHOTO U NPUPOAHOIO MNPOUCXOHKAEHNA UTU MHOTO NPOUCXOKOEHNA.

115. TomeonaTnyeckoe Macno M3roTaBaMBAETCA B BUAE 9KCTPAKTa UK pacTBopa A7 HAPYXKHOIo
npUMeHEHNA, COCTOALWLYIHO W3 TOMEONATUYECKUX JNEKAPCTBEHHbIX Cpeacts W PaCTUTENBbHOIO WU
MWUHEPAZIbHOIo macna.

FomeonaTMyecKkoe Macsio U3roTaB/IMBAETCS:

a) MauepaLmeit BbICYLIEHHOTO PAacTUTE/IbHOTO CbipbA PACTUTENIbHLIM UAN MUHEPasIbHbIM MAC/I0M;
6) cmewnBaHmemM 3GUPHbIX Macen U PacTUTE/IbHbIX MU MUHEPa/bHbIX Macen;

B) MHbIM cnocobom, obecneymBaloWmUm NoaydeHne cTabuabHoOM NeKapCcTBEHHOM GOpMbl.
fomeonaTMyecKoe Mac/o COAEPKNUT 0AMH Unm 6onee MHIPeaMEeHTOB.

116. lTomeonaTUyecKkoe Mac/io M3roTaB/MBaeTcA Mo macce B COOTHoLleHuu: (1:10) uam (1:20) nan s
WHbIX COOTHOLLIEHUAX.

B KayecTBe macen UCNoNb3YyOTCA OJIMBKOBOE, apaxmcoBoe, NoACONHEeYHOEe, KOCTOYKOBbIe N apyrue
pacTuTeNnbHblIE MaC/sla U MMUHEpPAJIbHble MacC/a, pa3pelleHHble ANnA MeAUNUUNHCKOIo NpuMeHeHuUA.

JlekapcTBeHHble npenapaTbl HA OCHOBE Macen AeNnATCA HA MOHOKOMMOHEHTHblE N KOMMIEKCHbIE.
KomnnekcHble NEeKapCTBEHHbIE MNpenapaTtbl Ha OCHOBE MacCen WU3rotaBINBAOTCA CMeELWLNBAHUEM
MOHOKOMMOHEHTHbIX Macen, I'lOTeHLl,VIpOBaHHOﬁ OCHOBbl U ApPYrKMX BO3MOXHbIX WHIrpeaAueHTOoB C



macnamm unm 6es Hux.

117. TomeonaTnyeckmne cynno3nTopumn coaepaTt OANUH NN HECKONbKO aKTUBHbIX KOMMNOHEHTOB B
COOTBETCTBYHOLWMNX rOmeonaTu4eCKkmnxX pa3seaeHunAax.

[omeonaTnyeckne CynnosuUTOpMK codepraT aKTUBHble KOMMOHEHTbl B FOMeonaTUYeCcKux
pa3BeneHnAxX, paBHOMEPHO pacnpeneneHHble B CyI'II'IO3MTOpHOI‘;I OCHoOBe.

B KauyecTBe aKTMBHbIX KOMMOHEHTOB MCNO/b3YyOTCA HAaCTOMKK romeonaTuyeckme MaTpU4HbIE U
(MIIM) romeonaTtnyeckme passeaeHnAa 1 (MIIM) NMX CMeCu, Tputypaunm romeonathnyeckue.

118. NHBbEKUMOHHbIE romeonaTnyeckue PacTBOpbl N3roTaBNINBAKOTCA B BUAE CTEpVIJ’IbHOVI )KVI,D,KOI\;I
HEKapCTBeHHOVI d)OprI, co,u,ep>+<au.|,ei/'1 OANUH  WUAN  HECKOJIbKO  aKTUBHbIX KOMMNOHEHTOB B
COOTBETCTBYHOLMNX rOMmeonaTU4eCKknX pa3seaeHnAX.

Ycnosua u npasusia MU3rotoBs1eHNA romeonaTnyeCknX HUHBEKLMOHHbLIX PacTBOPOB AO0J1XKHbI
COOTBETCTBOBATb YC/IOBUAM U NPaBU1aM U3FrOTOBIEHNA PAaCTBOPOB O1A MH'bEKLI,Mﬁ n MH¢y3Mﬁ.

[NnA V3rotoBNEHUN WMHBEKUMOHHbIX FOMEONaTUYECKUX PacTBOPOB B KayecTBe pPacTBopuTens
MCNONb3yeTca BoAa ANA UHbEKLMNA.

Ona M30TOHMPOBAHUA MPUMEHAETCA HATPUs Xaopua. Mcnonb3oBaHUe APYrnx BCMOMOTraTebHbIX
BELLLECTB, 33 UCK/IOYEHNEM BELLECTB A1 U30TOHMPOBAHMA M NoAAepKaHUsa NOCTOSHCTBA 3HaYeHus pH,
He JonyckaeTca.

119. ThasHble romeonaTnyeckue Kanam coaepxat ognH Uan HECKOJIbKO aKTUBHbBIX KOMMOHEHTOB B
COOTBETCTBYHOLMNX romeonaTUu4eCKknxX pa3seaeHunax.

FNnasHble romeonaTMYyeckMe Kanau M3roTaB/AMBAOTCA MO Macce B acenTUYeCcKUX YcioBusX. B
KayecTBe pacTBOpMUTE/NeN MPUMEHAIOTCA BOAA OYMILEHHAA CBEXENPUroToB/EeHHasn, WM30TOHUYECKMI
pacTBOp HaTpusA xaopuaa nam bydepHble pacTBopbl.

X. Nopapok usrorosneHusa pagunodpapmaueBTUHECKUX
JNIeKapCTBEHHbIX NpenapaTos

120. WsroToBneHne paamodapmaLeBTUYECKUX JIeKAPCTBEHHbIX MpenapaToB OCYLWEeCTBAAETCA C
yyeTom ocobeHHOCTel, YCTaHOB/AEHHbIX 3aKkoHoAaTenbcTBOM Poccuitickoit depepaumm B 06nacTy
obecneyeHuns paanaLMoOHHOM 6e30MacHOCTU.

TpeboBaHMA HacToAWEN rNaBbl PACNPOCTPAHAIOTCA Ha WM3roToBJAEHME pPaaModapMaLLeBTUYECKUX
NleKapCTBEHHbIX NPenapaTos, COAEPKALLMX B FOTOBOM A1 UCNO/b30BAaHUA GOPMeE OAUH PALUOHYKANA,
WM HECKOJIbKO PaAMOHYKNNA0B (PagnNoaKTMBHbIX M30TOMNOB) B KaYecTBe AeNCTBYIOWEro BELLLECTBA UM
B COCTaBe AeWCTBYIOWEro BellecTBa, AMArHOCTMYECKOTo WM TepaneBTUYECKOro HasHauyeHws, B TOM
yncne AN NO3UTPOHHO-3IMUCCUMOHHOM ToMOrpaduK, NOAYYEHHbIX C UCNONb30BAHUEM PALUOHYKAMAHBIX
reHepaTopoB, LMKNOTPOHOB, HAabOpPOB peareHTOB, pPacTBOPOB PAAMOHYKIMAO0B, PALMOAKTUBHbLIX
(pafMOHYKAMAHBIX) NpeAWwecTBEHHMKOB pagnmodapmaLeBTUYECKUX IeKapCTBEHHbIX NpenapaTos.

TPEGOBaHMﬂ HaCToALWEro pasgena He pacnpocCTpaHAKTCA Ha AOeATeNbHOCTb MO Npou3BoACTBY
pap,mod)a PMaLeBTUHECKUNX NEKAPCTBEHHbIX CPEACTB.

121. M3roTtoBneHve paanodapmaLeBTUHECKMX JIEKAPCTBEHHbIX MPenapaToB OCYLLEeCTBAAETCA Mo
TpeboBaHUAM.

I'IpM M3roToBsieHNN pa,ﬂ,MOd)apMaLI,EBTI/I‘-IECKVIX NNEKAPCTBEHHDbLIX MNPEnapaTtoB MUCNOJb3YHOTCA
NNEKapPCTBEHHbIE MpPenapaTtbl U (MIIM) (I)apMaLl,eBTMLiECKVIe Cy6CTaHLI,MM, BK/TlO4YEHHbIE COOTBETCTBEHHO B
I'OCYAapCTBeHHbII\/'i peecTp NeKapCrBeHHbIX CpeacTs AN1A MeAUULUHCKOro NpuMMeHeEHNUA, e,D,MHbIVI peecTp



3aperncTpmMpoBaHHbIX IEKAPCTBEHHbIX CpencTB EBPasnincKOro 3KOHOMMYECKOrO COO3a B YCTAHOBIEHHOM
nopsake.

JonycKkaetca u3rotoBneHWe pagModapmMaLeBTUYECKUX  JIEKAPCTBEHHbIX NPenapaTtoB U3
XMMMWYECKUX MNPeaecTBEHHUKOB U PagUMOHYKAUAHbLIX NpeawecTBeHHUKOB, B COOTBETCTBUU C
TpeboBaHuAMM  obuwein  dapmakonenHo  cTaTbu'PagmnodapmaueBTMYECKME  NIeKApCTBEHHbIE
npenapaTtbl”.

122. KayectBO M3roToBAEHHOrO pagModapmaLeBTUYECKOrO JIeKAPCTBEHHOrNO  npenapaTta
onpeaenseTca paboTHMKOM anTe4YHON OpraHM3aLumMmn ero CooTBeTcTBMeM TpeboBaHMAM dapmaKonenHom
cTaTbk, obuwen dapmakonerHoW ctatbM, NM6O B Cayd4ae UX OTCYTCTBMA - AOKYMeHTOB B obnactu
KOHTPO/IA KayecTBa.

123. MsroToBneHue paanodapmaLeBTUUECKMX JIEKAPCTBEHHbIX MPEnapaToB OCYLLECTBAAETCA B
KOHTPOAMPYEMBIX 30HaX (NomelleHMsAX), OTBeYaloWmx TpeboBaHNAM CaHUTapPHO-3NUAEMMNONOTUYECKMX
NpaBua U TMIMEHUYECKUX HOPMATUBOB B 061acTK obecneyeHna paamMaumoHHon 6e30nacHoCTH.

He ponyckaetca, 4Tobbl NoBEpPXHOCTM 060pYyA0BaHMA, MCNOb3YEMbIX MaTePManos paboumx 30H,
conpuKacatowmeca ¢ pagnodapmaleBTUUYECKMM JIEKapCTBEHHbIM MPenapaTtom WAW  BelecTBamMy,
BXOAALMMM B €r0 COCTaB, BCTYNaAN C HUMU B XMMMUUYECKYHO PeaKLuio, Bblaensinu uam abcopbuposanu
BELLECTBA, YTOObI HE M3MEHUTb KauyecTBO paanodapMaLLeBTUYECKOro IeKapCcTBEHHOrO Npenapara.

He ponyckaetca OA4HOBPEMEHHOE M3roTOB/IEHWE  PasAuyHbIX  pagnodapmaLeBTUYECKUX
NleKapcTBeHHbIX MpPenapaTtoB B o4HOW paboyel 30He (NaMMHApPHOW 30HE MAW 3alMTHOM LWKady) c
LUENblo UCKNOUYEHMA MEPEKPECTHOro 3arpsA3HeHMs PagMoakTUBHbIMM BELECTBaMM WAM MepeKkpecTHOM
KOHTaMMHaLMW.

124. Mpwn n3rotoBaeHMKn paanodapmaLeBTUHECKMX NEKaPCTBEHHbIX NpenapaTos cobatoaatoTca:
a) Mepbl MO NPeAO0TBPALLEHMNIO NEPEKPECTHOM KOHTaMMHALMY;
6) mepbl NO 3aLLMTe 30HbI U3TOTOBAEHUA OT PALMOAKTUBHOIO 3arpsA3HEHUA.

125. AnTeyHasa opraHu3aums paspabaTtbiBaeT W yTBEpKAAeT TpeboBaHMA K cucTeme
OOKYMEHTaLMM MO W3roTOB/IEHUIO paanodapmMaueBTUYECKMX JIEKAPCTBEHHbLIX MPEMNapaToB, a TaKkKe
OOKYMEHTaLMI0 NO WM3roTOB/IEHMIO, KOHTPO/IIO M obecneyeHUto KayecTBa paanodapmaueBTUYECcKMX
JIEKapPCTBEHHbIX NpPenapaToB, B KOTOPOW C y4eToM TpeboBaHWI COOTBETCTBYHOWMX (apmaKkonenHbix
ctateit U obwmx dapmaKonelnHbIX cTaTel nocsieaoBaTesibHO (NO3TanHO) onucbiBatOTCA TpeboBaHUA K
WUCXOAHOMY CbIpblo, YMaKOBOYHbIM MaTepuasam, matepuanam Ans MapPKUPOBKWU, KPUTUYECKMM ANs
KauyecTBa pagModapmMaLleBTUUYECKUX JIEKAPCTBEHHbIX MPEenapaToB MPOMEXKYTOYHbIM MaTepuanam U
rotToBbiM paanodapmaueBTUYECKMM NEeKapCTBEHHbIM MpenapaTtam, TeXHOJIOrMA  U3roTOBAEHUS
paanodapmaLeBTUYECKMX JIEKAPCTBEHHbIX MNPenapaToB, YCTAHAB/AMBAKOTCA NpedesibHble 3HAYeHus
M3MEHEHUI XapaKTepUCTUK pagmodapmalLleBTUUYECKUX NEeKapCTBEHHbIX MPenapaTtoB, CPOK FOAHOCTH,
TpeboBaHUA K YNakoBKE M MApPKMPOBKE, KOHTPO/IO KauyecTBa, a TaKKe TpeboBaHMA K NpoBeAeHUIo
onepaLuin, CBA3aHHbIX C OYUNCTKOM, Ae3aKTMBaLmel, aesnHdeKkumnei (ctepunmnsaumeii) obopyaosaHus.

126. [OKymeHTauua No W3roToBNEHMIO WM obecneyeHMIO KayecTBa anTeyHoW opraHusaLuu,
OCYLLEeCTBAAIOLLEN N3roToBAeHMe paanodapMaLeBTUYECKMX IeKapCTBEHHbIX NpenapaTos, 0dpopmaneTcs
B BMAE YTBEPXKAEHHbIX PYKOBOAMTE/NEM anTeYHOW OpraHuMsaumMm npoueayp, B KOTOPbIX OMNMCbiBaeTcA
NOpPAAOK BbIMNOJHEHNA MPOU3BOACTBEHHbIX ONepaLmnii, BKAOYan:

a) noctynneHue, uMAeHTMOUMKALMIO, MapPKUPOBKY, 06paboTKy, oTbop npob, Mcrnosb3oBaHue,
XpPaHeHME U YHUUTOXKeHUe/yTUAM3aumMIo M3rotaBaiMBaembix paanodapmaleBTUHECKMX IeKapCTBEHHbIX
npenaparos;

6) ob6cayXMBaHME W MOBEPKY M3MepUTesbHbIX NpMbopoB M 060pPYAOBaHUA ANA KOHTPOAA



OKpY*KatoLiel cpeabl;
B) NPMroTOBAEHME UCXOAHbIX BELLECTB;
r) BeaeHve 3anucei, OTYETOB U UX XPaHEHUE;

4) obcnykmBaHue npubopos, 0b6OpygZoBaHMA M NOMELLEHMI, B KOTOPbLIX OCYLLECTBAAETCA
M3roToBAEHME PaaModapMaLLeBTUYECKUX SIEKAPCTBEHHDBIX NpenapaTos;

E) npuem, pasmeuleHune, XxpaHeHmne, onncaHue, MAEHTM(bVIKaLI,MPO MUCXOO4HOTO CblpbA N MaTEPUNANOB;

)K) BegeHue 3anmce17|, CBA3aHHbIX C MU3rotToBaeHNEM U KOHTPO/IEM KadeCTBa M3rotaB/iMnBaemMblX
pa,ﬂ,MOd)apMaLI,EBTVI‘-IECKMX NEeKapCTBEHHbIX NpPenapaTos.

127. AnTeyHol opraHM3aumen pa3pabaTbiBaloTCA U YTBEPIKAAOTCA:

a) OOKYMEHTbl, B KOTOPbIX YKa3blBalOTCA TPe6GOBaHMA K KauyecTBy WMCXOAHbIX W YMaKOBOYHbIX
MaTepranos, MUCMOAb3yeMbIX NPV  WU3TOTOBAEHUM  pagnModapmMaLeBTUYECKMX  1IEKAaPCTBEHHbIX
npenaparos;

6) NopAZOK KOHTPOIA UCXOAHBIX U YNAaKOBOYHbIX MaTEPMANOB;

B) AONyCTUMble npeAefbHble 3HaYeHUA U3MEHEHMIA XapaKTepUCTUK paanodapmaleBTUYEeCcKUX
JIeKapCTBEHHbIX MNpenapaTtoB, BKAOYas TPeboBaHMA K BbIMYCKY M CPOKY XpaHeHus (B Tom uucne
PaAMOXMMUYECKOM YUCTOTbl, OOBEMHOM aKTUBHOCTW, PAAUOHYKIMAHOM UYUCTOTbl U yAe/NbHOM
aKTUBHOCTW);

r) NUCbMEHHbIE MHCTPYKUMM Ha BCe oOnepauuu, CBA3AHHble C OYUCTKOM, Ae3aKTuBaLumen,
nesnHdekumeln (cTepuamsaumeit), TexXHM4eckum obenyxumeaHmem obopyaoBaHus.

128. 3anucyM nNo MCMO/b30BAHUID, OYUCTKE, Ae3MHPEKUUN UAN CTepunusaumm, TeXHUYECKoMy
06CNyXKMBaHMIO OCHOBHOrO 060pyAoBaHMA MOANWUCLIBAIOTCA PabOTHMKOM anTeyHoW OopraHusauum,
BbIMOJIHMBLIMM pPaboTy, C YyKa3aHMem [JaTbl, BPEMEHW BbIMNOJIHEHUA oOnepauun, HauMeHOBaHUA
pagmodapmaLLeBTUYECKOrO NpenapaTta n Homepa TpeboBaHuA.

129. U3roToB/IEHWE U OLLEHKA KayecTBa JIeKAPCTBEHHbIX MpenapaToB B TBepAblix dopmax B BMAe
Kancyn, cogepawux paanopapmaueBTUYECKUIA NIeKapCTBEHHbIM MpenapaT, OCYLLeCTBAAIOTCA B
COOTBETCTBUM C TpeboBaHUAMM PpapMaKoMNenHbIX cTaTel Ha AaHHbIe 1IeKapCTBEHHbIEe npenapaTsbl, 0bLwmx
dapmakoneiHbix ctatel "PagnodapmaueBTUUYECKME NeKapCTBeHHble npenapatbl" U "JleKapcTBeHHble
dopmbl".

MN3rotoBneHne U OLEHKa KayecTBa paanodapmaleBTUYECKMX KUAKUX NeKapCTBEHHbIX ¢opm K13
KOHUEHTPUPOBAHHbIX PaCTBOPOB PAAVMOHYKAINMAOB, MOJNYYEHHbIX W3 PAAUOHYKAUOHbLIX reHepaTopos
(an0aTOB PagMOHYKANAHBLIX FreHepaTopPOoB), OCYLLECTBAAIOTCA B COOTBETCTBUM C TpeboBaHMAMUK 0blLLel
dapmakoneiiHol ctatbM"PagmModapmaLieBTUYECKME IEKAPCTBEHHbIE NpenapaTbl”.

130. K uM3roToBNeHMIO NeKapCTBEHHbIX GOPM B aCENTUYECKMX YCNOBUAX NpeabsaBAAtoTCA
TpeboBaHMA B COOTBETCTBUMM C PyKOBOACTBOM MO acenTMYecKMm npoueccam B dapmaL,eBTUYECKOM
NpPOM3BOACTBE, MNPEAYCMOTPEHHbIM MpuaoXKeHnem K PekomeHgauuam Konnermn EBpasuiickoi
3KOHOMMYecKon Kommccum ot 1 mapta 2021 r. N 6 "O PykoBoACTBE MO acenTMYecKMm npoleccam B
dapmaueBTMYECKOM Npoun3BoacTBe''<4>,

<4> OduumanbHbli caT EBpasuitickoro skoHomuyeckoro cotosa http://www.eaeunion.org/, 4
mapta 2021 r., Bctynuam B cuny 4 ceHtabpsa 2021 r., KoTopble sABAAlOTCA 0bA3aTesibHbIMKM  ANA
Poccuiickoit ®egepaunm B cooTBeTcTBUM ¢ [loroBopom 0 EBpasmiicKom sKOHOMMYECKOM coto3e oT 29



maa 2014 r., patuduumpoBaHHbiMm DdefepanbHbiM 3aKOHOM OT 3 OKTabpa 2014 r. N 279-03 "O
paTudmkaumm Lorosopa o EBpasMiiCKOM 3KOHOMMYecKom cotose" ([oroBop BCTynua B cuay gas
Poccuiickoit depepaumm 1 aHBaps 2015 r.).

[locTyn B 30HY acenTUYecKOro M3rotosBaeHua paanmodapmMaLeBTUUYECKOro JIeKapCTBEHHOTO
npenapata OrpaHWYmMBaeTcA ANA  PabOTHUMKOB  anTe4YHOW  OpraHM3auuu, He  npollesmx
COOTBETCTBYylOLLEE 0OyYeHue.

131. W3rotoBneHHbIE WHBEKLMOHHbIE pPaACTBOPbI paanodapMaLeBTUYECKUX IEKAPCTBEHHbIX
npenapatos AO0/1XKHbI 6bITb CTepUbHbI, CTabunbHbI N BblAePXKNBATb UCMbITaHNE HA NMNPOreHHOCTb.

Ona  ¢nakoHoB, copeprKawmux  paguodapmaLeBTUYECKME  JIeKApCTBEHHble  Npenaparbl,
HaMo/IHAEMbIX B acenTUYEeCKUX YCJIOBUAX, OCYLLECTBAAETCA KOHTPOAb LIENIOCTHOCTU MeMBpaHHbIX
dUNbTPOB, C yyeTom HeobxoammocTu obecneyeHua paauvaLMoOHHOM 6e30MacHOCTM U COXpaHeHusA
cTepuabHoOCcTM GUABLTPOB.

UHbEeKUMOHHble pacTeopbl paanodapmaueBTUYECKMX NleKapCTBEHHbIX npenapaTos
W3roTaB/AMBAlOTCA B aCENTUUYECKUX YCAOBMAX C WCMNONb30BaHUMEM BOAbl ANA WHbEKUMA un (uan)
dU3NONOTMUYECKOro PacTBopa, B KAYECTBE PaCTBOPUTESIE KOHEYHOW JIEKAPCTBEHHOM GOPMbI.

132. 3anpeuiaetca M3roTaBAMBaTb MHBEKLMOHHbIE PacTBOpbl  paanodapmaueBTUYECKMX
NNEKaPCTBEHHbIX NMpenapaToB NpPu OTCYTCTBUN AaHHbIX O XMMMWYECKON COBMECTUMOCTHU BXOo4ALWNX B HEro
XUMUYECKUX COEAUHEHUIA, TEXHOMOMUU U PEXMUME CTepPUaN3aLmMKn, a TakKe Mpu OTCYTCTBMM METo0B
KOHTPOJIA KayecTBa, YCTaHOBNAEHHbIX dapMmaKoneHom cTaTbel, obuielt dapmakonenHol ctatbelt 1Mbo B
Cy4yae ee OTCYTCTBMA - [JAOKyMeHTamMu B 061acTU  KOHTPOAA KadectBa, paspaboTaHHbIMUK
HenocpeacTBEHHO B aNTeYHOM opraHu3auuu.

133. VYnakoBKa M3roToB/IeHHbIX paanodapmaLeBTUYECKMX JIeKapCTBEHHbIX MpenapaTtos
OCYLLECTBAAETCA B 3aBMCMMOCTM OT JieKapcTBeHHOW Gopmbl U cnocoba NPUMEHEHUA SIeKaPCTBEHHOro
npenapara.

134. CpoK roAHOCTU W3rOoTOBAEHHOro paanodapmaLeBTUYECKOro J1eKapCTBEHHOro npenapara
YyCTaHaBAMBAETCA Ha OCHOBaHUK caeayowmx GakTopos:

a) cTabuabHOCTM coCTaBa paanodapMaLeBTUYECKMX IEKaPCTBEHHbIX NPenapaTos;

6) yMmeHblleHMUA aKTMBHOCTU PaAMOHYKAMAA C TEYEHUEM BPEeMeHM MO 3aKOHY pPaanoaKTUBHOrO
pacnaaa;

B) BO3pPacCTaHnA OTHOCUTE/NIbHOIO coaepXaHuAa AOONTOXUBYLWUX PaAUOHYKANOHDBIX anN\eceﬁ,
nMmMmeruwmnx nepmnoabl nonypacnaga 60nblNe, Y4eM OCHOBHOM pPagnoHyKaunAa.

135. Kaxpgas cepua W3roToBJEHHOrO pagnodapmaLeBTMYECKOro JIeKapcTBEHHOro npenapaTa
npoBepaeTcaA No NoKasaTeNsM KayecTBa B COOTBETCTBUM C OKYMEHTaMM B 061aCTM KOHTPOAA KayecTsa.

136. WUsroTtoBneHHble pagnodapmaLeBTUUECKME NEeKapCTBEHHble NpenapaTbl MoABepratoTca
KOHTPO/It0 paboTHMKOM anTe4YHol opraHM3aLmmn, NPy KOTOPOM MPOBEPAIOTCA:

a) ynakoBKa pa,Cl,MOd)apMaLl,eBTMHECKOI'O NEKapCTBEHHOrNo npenaparta Ha COOTBETCTBUE
TPE6OBaHMﬂM AOOKYMEHTOB B obnactu KOHTPO/1A Ka4eCTBa;

6) PEKBU3UTDI TpeboBaHuA MeaNLUMHCKOM opraHusaumm Ha N3roTosJsieHUe
paanodapmaleBTUYECKMX NEeKAPCTBEHHbIX MPEnapaToB, Ha COOTBETCTBME CBEAEHUSAM, YKa3aHHbIM Ha
yNaKOBKe M3roTOB/IEHHOIO paanodapmMaLLeBTUYECKOrO IeKAPCTBEHHOrO Npenapara;

B) MapKMUpPOBKa pap,mod)apmau,eBTquCKoro NEKapPCTBEHHOrNo npenaparta Ha COOTBETCTBUE



TpeboBaHUAM 0blLel dbapmaKkoneiHol cTaTb' PagnodapmaLieBTMYECKME NeKapcTBEeHHble Npenapathbl”.

Mpu BblABAEHUN HecooTBeTCTBUA YKa3aHHbIM TpeboBaHMAM N3roTOBAEHHbIN
pagnodapmaLeBTUUECKUIA NeKaPCTBEHHbIN NpenapaTt He NOoANEXUT OTMYCKY.

137. [donyckaeTcA OTNyCKaTb W3roTOB/EHHble pagModapmaLeBTUYECKME NeKapCTBEHHbIe
npenapatbl A0 3aBeplieHWA MOJHOMO0 UMKNA MUCMbITAaHWMI KOHTPOAA KayecTBa, YCTaHOB/IEHHOrO
AOKyMmeHTamMM B 061aCTU KOHTPOAA KayecTBa. B aTom ciyyae onpegensetca NopsaAoK OTNycKa, BKAOYan
OTBETCTBEHHOCTb paboTHMKOB anTe4yHom opraHu3saumm n OLEHKY apPeKTUBHOCTH
pagnodapmaLeBTMYECKOro NeKapCTBEHHOrO Npenapara.

138. PaanodapmaueBTMYECKME NeKapcTBeHHble npenapaTthl XPaHATCA B 3aKPbITOM 30He,
npeaHasHa4eHHON ANA AaHHbIX Uenen, ¢ ycTaHOBAEHUEM OrpaHUYeHUin U nopaaKa AocTyna paboTHUKOB
anTeyHoW opraHu3aLmm, B KOTOPOW obecneyeHbl YCA0BMA XPAaHEHNA C y4EeTOM crneludryeckmx CBONCTB
paavodapmaLLeBTUYECKOrO JIeKapCTBEHHOro npenaparta U HeobXxoAMMOCTM COXpaHEHUS ero Kavyecrtsa,
npeaycmoTpeHHble  TpeboBaHMAMM  COOTBETCTBYWOLIMX  dapmaKkonenHbix crtaTed U obwmx
dapmakoneinHbIx cTaTen.
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