MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWN ®EOEPALUU
MPUKA3
oT 22 mad 2023 r. N 249H

Ob YTBEPXOEHUU NMPABUN N3ITOTOBJIEHUA U OTIYCKA
NEKAPCTBEHHbIX NMPEMNAPATOB ANnA MEOULUMHCKOIO
NMPUMEHEHUA ANNTEYHBIMUA OPTAHU3ALIUAMM,
MMEOLLMMU NNLUEH3UIO HA PAPMALEEBTUYECKYIO
AEATENBbHOCTb

B cootBeTCcTBUM € YacTbio 1 cTatbn 56 PenepanbHoro 3akoHa ot 12 anpensa 2010 r.
N 61-9®3 "O6 obpalleHnmn nekapcTBeHHbIX cpeacTs” n nognyHkTom 5.2.170 nyHkTa 5
MonoxeHnss o MwuHuUcTepcTBe 3gpaBooxpaHeHust Poccunckon  depepaumn,
yTBepXaeHHoro noctaHosrieHnem [pasutensctBa Poccurickon ®epepaummn ot 19
nioHa 2012 r. N 608, npukasbiBato:

1. YTBEpaUTb npunaraemble nNpaBuna M3roTOBNEHUS W OTMNycKa NeKapCTBEHHbIX
npenapatoB Anss MEOULUMHCKOrO MPUMEHEHUS anTeYHbIMW  OpraHu3aumsiMu,
UMEIOLLINMM NNLEH3NIO Ha bapMaLeBTUYECKYIO OEeATENBHOCTb.

2. [llpusHaTb yTpatMBWMM cuny npukad MuHuUCTepcTBa 34paBOOXpPaHEHUS
Poccunckon ®epepaumm ot 26 oktabps 2015 . N 751H "O6 yTBEpXaeHun npasun
N3rOoTOBMEHNST W OTMyCKa JEeKapCTBEHHbIX MpenapaTtoB And MeAUUMHCKOro
NpUMEHEHNs anTeYHbIMK opraHMsaumsmu, NHOnBMAOYanbHbIMN
npeanpvHuMaTrensamu, NMELLNMM NNLEH3NIO Ha drapmaueBTUYECKYHO
aeatenbHocTb"  (3apermctpupoBaH  MuHUCTepcTBOM  tocTuumm  Poccuickon
®enepauum 21 anpens 2016 r., pernctpaumoHHbin N 41897).

3. Hactosawun npukas Bctynaet B cuny ¢ 1 ceHtabpsa 2023 r. u gencreyet o 1
ceHTabpa 2029 .

MwuHucTp
M.A.MYPALLKO

YTBepXaeHbl

npukasom MunHUcTepcTBa 34paBoOOXpPaHEHNS
Poccuickon ®egepauunm

oT 22 mast 2023 r. N 249H

MPABUNA
N3rOTOBINEHUA U OTMNYCKA JNIEKAPCTBEHHbBIX NMPEMNAPATOB
AnAa MEgMUMHCKOro NPUMEHEHNA ANTEYHBIMU OPTAHU3ALIMAMKA,
NWMEOWNMU NMUEH3NIO HA PAPMALIEBTUYECKYIO OEATENIBHOCTb

|. ObLwme nonoxxeHuns



1. Hacrtosawuwe npaBuna pacrnpoCTPaHAKTCA Ha M3rOTOBNEHME W OTMyCK
NEKAPCTBEHHbIX MpenapatoB And  MEOULUUHCKOrO MPUMEHEHUSI  anTEeYHbIMU
opraHM3aumsiMn, UMeEKLLMMN NNLEH3NI0 Ha (hapMaueBTUYECKYD OeATENbHOCTb, B
TOM 4ucne no peuentaMm Ha nekapcTBeHHble npenapaTtbl U MO TpeboBaHMSM
MEeOMLMHCKMX OpraHu3auun (ganee COOTBETCTBEHHO - NIEKAapCTBEHHblE npenaparbl,
peuenT, TpeboBaHue).

2. Tpn U3roTOBMNEHUN NEKapCTBEHHbIX MNPenapaToB anTeYHbIMWM OpraHn3aunusaMmn
NCNONb3YyOTCA  NeKapCTBeHHble  npenapatbl W (Mnn)  dapmMaueBTUYeCcKMe
cybCcTaHUuMK, BKOYEHHbIE B rOCY4AapPCTBEHHbIA PeecTp NeKkapCTBEeHHbIX CpeacTB Ans
MEOMLNHCKOrO  MpPUMEHeHust <1>, eauHbii  peecTp  3apermcTpupoBaHHbIX
NeKapCTBEHHbIX cpeacTB EBpa3ninckoro SKOHOMMYECKOro Cor3a <2>.

<1> Cratba 33 ®epgepanbHoro 3akoHa ot 12 anpens 2010 . N 61-®3 "O6
obpalleHnn nekapcTBEHHbIX CPeacTB".

<2> [lopagok hopMmnpoBaHMSa U BeOeHUS eOUMHOro peecTpa 3aperMcTpupoBaHHbIX
neKkapCTBEHHbIX cpeacTtB EBpasMnckoro 9KOHOMMYECKOro COK3a, YTBEepPXOEHHbIN
PeweHnem Coseta EBpasuniickon aKoHOMUYeCcKom kommccum ot 3 Hoss6pa 2016 . N
84 "O nopsigkax hopMMpoBaHUS U BeOEHUS eANHONo peectpa 3aperncTpupoBaHHbIX
neKapCTBEHHbIX cpencTs EBpasunckoro 9KOHOMWYECKOro colosa "
MHpOpMaUMNOHHbIX 6a3 faHHbIX B cdepe obpalleHuss nekapcTBeHHbIX cpeacTts”,
odomumanbHbIN cant EBpasuinckoro 9KOHOMWYECKOro cotosa
http://www.eaeunion.org/, 21 Hoabps 2016 r., Bctynuno B cuny 6 mas 2017 r,
KoTopoe gaBnseTcsa obsasartenbHbiM ans Poccunckon depepaumm B COOTBETCTBUM C
[orosopom o0 EBpasnMmMcKkoM 3SKOHOMMYecKOM cow3e oT 29 wmaa 2014 r,
patudunumpoBaHHbiM PegepanbHbiM 3akoHOM OT 3 okTsi6ps 2014 . N 279-903 "O
patudukaumm Jorosopa o EBpasmnckom akoHoMmmnyeckom cotose” (Jorosop BCTynun
B cuny anga Poccuinckon ®epepaumm 1 auBapsa 2015 r.).

3. WsrotoBneHue JIEKApPCTBEHHbIX nNpenapartoB OCYyLWEeCTBIAETCA B YCIIOBUAX,
oTBe4HarLWnx CaHNTapHO-aNnMaeMnosiorm4eCKnm Tpe6OBaHI/I$IM <3>.

<3> CaHutapHble npasuna CI1 2.1.3678-20 "CaHuTapHO-anngemMmnonormyeckme
TpeboBaHMs K 3KcnnyaTtauum NoMELLEHWN, 30aHUIA, COOPYXeHu, obopyaoBaHUsa U
TpaHcnopTa, a Takke YCNoBUSAM OeATENbHOCTUM XO3ANCTBYHOLMX CYyObEKTOB,
OCYLLIECTBAWMNX NPOAaxXy TOBApOB, BbINOMHEHWE paboT wunu okasaHwe ycnyr",
yTBEpXAEeHHble MOCTaHOBNeHneM [11iaBHOro rocyapCTBEHHOrO CaHWTaApHOro Bpaya
Poccuinckon ®epepauumn ot 24 pekabpa 2020 r. N 44 (3apeructpupoBaHo
MwuHuctepctBoMm toctmuum  Poccuickon  ®depepaummn 30 pgekabpa 2020 .,
permctpaunoHHsin N 61953), C M3MEHeHWeM, BHECEHHbIM MOCTAHOBEHMEM
[MmaBHOro rocygapCTBeHHOro caHutapHoro Bpadva Poccuiickon ®epepaumn ot 14
anpena 2022 r. N 12 (3apeructpmpoBaHo MuHUCTEpCTBOM tocTMumMmn Poccuinckon
depepauumn 15 anpensa 2022 r., pernctpaunoHHsin N 68213), gencrteyrowme o 1
aHBaps 2027 .


http://www.eaeunion.org/

4. YnakoBKa W3roTOBSIEHHbIX JIEKAPCTBEHHbIX MpenapaTtoB OCYLWEeCTBNAETCS B
3aBMCUMOCTU OT hopmbl M crnocoba NpUMEHEHMsI NEKApCTBEHHOrO npenapaTta B
COOTBETCTBMM C TpeboBaHuaAMM o0O0Wen dapmakonenHon cTatbM "YnakoBka,
MapKMpoBKa N TPaHCNOPTMPOBAHNE NEKapCTBEHHbIX CpeacTs".

Il. Cuctema kayecTBa U3roTOBMNEHMUS NEKAPCTBEHHbIX NpenapaTos

5. MNarotoBneHne nekapCTBEHHbIX NpenapaToB Hagnexallero Kadectsa B anTe4dHoOW
opraHuM3aumm OCyLLLEeCTBSETCA NOCPEACTBOM peanuaauumn Komniekca MeponpuaTuin,
HanpaBerieHHbIX Ha cobnogeHne TpeboBaHm HacToAwmx MNpasun (ganee - cuctema
KayecTBa) M BKIOYaOLWMX B TOM Yucne:

a) ycCTaHOBreHWe MocrnefoBaTesibHOCTM U B3aMMOLEWCTBUA  MPOLLECCOB,
HeobxoaMMbIX Ona obecnevyeHnss CUCTEMbl KadecTBa, B 3aBUCUMOCTU OT UX BIUAHUSA
Ha ©Ge3onacHoCTb, 9MEEKTUBHOCTb W pPaUMOHANbHOCTb MNPU  U3rOTOBIIEHUN
NeKkapCTBEHHbIX NpenapaTos;

0) onpegeneHne KpUTEPUEB N METOAOB, OTPAXAKLLNX OCTUXKEHME Pe3yrbTaToB, Kak
npyv OCYLLECTBIIEHUN TMPOLECCOB, Heobxoanmbix Ana obecnedyeHnss CUCTeMbI
KayecTBa, Tak M Npu ynpasfeHMn UMu C yd4eToM TpeboBaHMI 3aKoHOAaTenbCTBa
Poccunckon ®egepaumm 06 obpalleHnn nekapcTBEHHbIX CPEACTB;

B) onpeferneHne KOMMYECTBEHHbIX M KayeCTBEHHbIX MapamMeTpoB, B TOM 4ucne
MaTtepuanbHbIX, (PUHAHCOBbLIX, WH(OPMALUNOHHLIX, TPYyOOBbIX, HEOBXoAUMbIX AN
nogaepXaHus npoLeccoB CUCTEMbI Ka4yecTBa U UX MOHUTOPWUHTA;

r) obecneyeHne HacerneHust KadecTBeHHbIMKM, 6e3onacHbiMM U 3PPEKTUBHBIMK
neKkapCTBEHHbIMU NpenapaTamu;

A) NPUHATME Mep, HeOBXOoAMMbIX A8 JOCTUXKEHUS 3anfiaHUPOBaHHbIX PEe3yrbTaTtoB U
NMOCTOSIHHOIO YNyYLEeHUs KayecTBa W3roTOBIIEHUS NEeKapCTBEHHbIX MpenapaToB n
NOBbILLUEHWSI NEPCOHaNbHON OTBETCTBEHHOCTM PabOTHUKOB anTe4YHON opraHu3aLmu.
6. C wuenbio opraHM3auMm CUCTEMbl KayecTBa W3rOTOBMEHUS JeKapCTBEHHbIX
npenapaTtoB pyKOBOAUTENb anTEYHOW OpraHn3aumm yTBep>KaaeT:

a) NpuKasbl U pacrnopsiKEHUA PyKOBOAUTENS anTe4yHOW OopraHuM3auun no OCHOBHOW
AEeATENbHOCTY;

0) OOKYMEHTbI, pernameHTUpyloLne WUCNoNHeHWe npoueayp, B KOTOPbIX OMMcCaH
NMOPSIAOK BbINOMHEHUS MNPOU3BOACTBEHHbIX oOrnepauuni (ganee - CcTaHOapTHble
onepaumnoHHble npoueaypbl);

B) [OOKYMEHTbl, coaepxaiwime TpeboBaHWA W MeToAbl OnpedeneHus KadecTBa
N3roTOBMEHHOIO JIEKApPCTBEHHOrO npenapata (ganee - [OKYMEHTbl B obrnactu
KOHTPONS KavyecTsa).

7. CTaHgapTHble ornepaumnoHHble npouenypbl paspabaTbiBaloTCa B COOTBETCTBUMU C
TpeboBaHMsMM hapMakonerHbIX cTaten u 0bLLMX hapmMakonenHbiX CTaTen.
CtaHpapTHble onepauuoHHble npoueaypbl perfaMeHTUPYT MnocrefoBaTesibHOCTb
AeNncTBuMi papMaueBTMYECKOrO paboTHMKA NPU OCYLLECTBNEHMM W3TOTOBMEHUSA, B
TOM 4ucCrie B BUAE BHYTPMANTEYHON 3aroTOBKM, YNAKOBKe N (paCoBKE NeKapCTBEHHbIX
npenapaToB, OYMCTKM 1 Ae3nHdekunmn 0b6opyaoBaHus, ctepunuaauumn nabopaTtopHom



nocyabl, yOopkM W AOE3NHMEKUUN MNOMELLEHUIN, NPOBEAEHUN MPOBEPKM MNpwU
oBHapyXeHun HegobpOoKa4YeCTBEHHbIX, KOHTpadakTHbIX M hanbCnunMpoBaHHbIX
neKkapCTBEHHbIX CPeacTB, NPU BEAEHUM 3anncen, OTYETOB N UX XPaAHEHMS.
PykoBogutenem anteyHoW oOpraHuMsaumm HasHadaetTca pabOoTHMK — anTeyHoWn
opraHmsaumn, OTBETCTBEHHbIA 3a BHeApeHue N obecnevyeHne CUCTEMbl KadecTBa,
KOTOPbIM  OCYLLECTBNAET MOHUTOPUHT 3(PPEKTUBHOCTM CUCTEMbI KadecTBa U
aKTyanuaauuio CTaHZ4apTHbIX OrnepauMoHHbIX npouenyp, NOATBEPXKAEHME KayecTBa
N3roTOBMEHHbIX JIEKAPCTBEHHbIX MpenapaTtoB, a Takke rapaHTUpyeT, 4To
NleKapCTBEHHbIE NpenapaTbl U3roTOBMEHbI COMMAacHO CTaHAAPTHLIM OnepaLyOHHbIM
npoueaypam (aanee - OTBETCTBEHHbIN PabOTHMK anTEYHON OpraHm3aLmm).
OTBETCTBEHHbIN PabOTHUK anTe4YHOW OpraHuM3auuMn OCYLLECTBNSAET NoaTBEPXAEHWE
COOTBETCTBUSA Kaxkgoro N3roTOBMEHHOIO neKkapCTBEHHOro npenapara
yCTaHOBMNEHHbIM TpeboBaHNAM 4O UX OTNycKa.

8. KayecTBO W3roTOBMEHHOrO JlEKApPCTBEHHONO npenapaTta onpeaensieTca ero
cooTBeTcTBMEM TpeboBaHMSAM hapMakonernHon ctaTbn U OBLMX hapMakonenHbIX
ctareun, Nnbo B crnyyae ux OTCYTCTBUS - LOKYMEHTaM B 0b6nacTy KOHTPOMA KayecTaa.
9. PykoBoguTenb anTeyHoM opraHumsauum yTBepXxaaeT nnaH-rpaduk nposeneHua
NEPBUYHOIO M MOCNEenyLNX NHCTPYKTaXXen pabOTHMKOB Ha 3HaHME CTaHOAPTHbIX
onepaumoHHbIX npoLlenyp, NPOBOANMbIX He pexe 1 pa3a B rog.

10. B uensAx WCKNIYEHUsT 3arpsa3HEHUa U3roTaBfMBAEMbIX NEeKapCTBEHHbIX
npenapartosB:

a) He JOMyCKaeTCsl OCYLEeCTBATbL NPUeM NULLK, ynoTpebneHne XnaKkocTen, KypeHme
B 30HE U3rOTOBIIEHMS NIEKAPCTBEHHbIX NPEenapaTos;

0) paboTHMK anTeyHoW oOpraHM3aunn, HEenocpeacTBEHHO Yy4acTBYHOLWMA B
N3roTOBIEHNN JEKAapPCTBEHHbIX npenapaTtoB, 06s13aH yBegomMuTb OTBETCTBEHHOIO
paboTHMKa anTe4yHon opraHu3aumm nnbo, B criydae ero OTCYyTCTBUS, PyKOBOAUTENS
anTe4YHOW OopraHM3auum UNKU NMLO, UCMOSHAKLWEE ero 06A3aHHOCTU, O Hanuium y
HEro WHMEKUMOHHbIX 3aboneBaHun U NOBPEXAEHUA Ha OTKPbITbIX yyacTkax Tena.
OTBETCTBEHHbLIN PabOTHMK anTe4yHOW opraHu3auum (pykoBOAUTENb anTeyHOWn
opraHu3aumMm unu nuuo, UCMOSHSAKLWee ero obsa3aHHOCTU) He OO0MNyCKaeT AaHHOro
paboTHMKaA anTe4YHOW oOpraHu3auMm K OCYLLUECTBIIEHUIO OeATeNbHOCTM Mo
N3roTOBIEHUIO JIEKAPCTBEHHbLIX NPenapaTos;

B) B OTHOLLEHMM NIEKAPCTBEHHbIX NpenapaTos, NPeacTaBnsoLmMX NOBbILEHHbIA PUCK
MUKpOoBMonormyeckomn KOHTamMuHauuu, NPUMEHSIOTCA 3aWMTHbIE Mepbl
(BesMHgeKkuna pyk, HOLWEeHWe MacoK), NpPeayCMOTPEHHble CTaHAAPTHbIMU
onepaumoHHbIMU NpoLeaypamMu.

11. AnTeyHble opraHM3aunn LOOMKHbI UMETb MOMELLEHUST U (MNN) 30HbI, B KOTOPbIX
OCYLLECTBIISETCS W3roTOBMEHNE JeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUWN C
TpeboBaHMsaMM HacTosLwmx NMpasun.

M3rotoBneHne rnekapCTBEHHbIX MNpenapaToB OCYLLECTBAAETCA B MNOMELLEHUSX W
30Hax, OOCTYMHbIX TOMbKO Ansi pabOTHMKOB anTeYyHOW oOpraHu3aumm, nepevyeHb
KOTOpPbIX ONpeaenseTca pykoBoAMTENEM anTe4YHOM OpraHmM3aunn.

JlekapcTBeHHble NpenapaTtbl pPasHbIX JIEKAPCTBEHHbLIX (OPM NeKapCTBEHHbIX
npenapaToB (ganee - fiekapcTBeHHaa oopma) U3rotTaBnNMBatOTCA B pa3HbiX 30Hax. B



crny4yae HEBO3MOXHOCTW pasferieHnst 30H Nog KOHKPETHbIe NekapCTBeHHble oopMbl,
HeobXoaANMO NPUHATL NPegyCMOTPEHHbIE CTaH4APTHOW OnepalMoHHON npouenypov
Mepbl, MUHUMU3UPYIOLLNE PUCK 3arps3HeHUsl NeKapCTBEHHOro npenapata, B TOM
4Yucrne nepekpecTHoro.

12. TexHonorudeckoe obopydoBaHMe, a Takke WU3MepuUTerbHble npubopsbl
NPOEKTUPYHOTCH, pasMeLLatoTCsl, UCMOMb3YTCA U 0OCY>KMBAKOTCA B COOTBETCTBUM C
MX LieNeBbIM Ha3Ha4YeHMEM M PYKOBOACTBOM MO 3KCMnyaTtauumn npon3BoguTens.
COBOKYNHOCTb OKYMEHTOB, B KOTOPbIX (OMKCUPYHOTCH (DaKTbl, MUMEKLME OTHOLLEHNE
K KayecTBy W3rOTaBNMBAEMOro JIEKAPCTBEHHOrNO npenapara, B TOM 4ucne
CTaHOapTHble oOnepauMoHHble Mpoueaypbl, MHCTPYKUMK, OOSMKHbI obecneynBaTb
NpoCneXnBaeMocTb NpoLecca N3roToBneHus NnekapcTBEHHOro npenapara.

13. B oTHOWeHUN Kakgoro HapyleHnsa TpeboBaHUM, YCTaHOBMEHHbIX HACTOALWMMMU
MpaBunamn, cTaHOapTHbIMKM  ONEepauMoOHHbIMM  NpouedypaMu,  NPOBOAUTCS
BHYTPEHHSS NpoOBepKa C yCTpaHEHNEM BbISIBNIEHHbIX HapPYLLUEHUIA.

[[l. OcobeHHOCTM N3rOTOBNEHUS NEKAPCTBEHHbIX NpenapaTos
13 papmMaueBTUYECKMX CyOCTaHLMNN

14. JlekapcTBeHHasa cbopMa "nopoLukn" (ganee - NOPOLIOK) Noapasaenserca Ha:

a) NpocTble (CocToAWME U3 OQHOIO MHrpeaneHTa);

6) cnoxHble (cocTosimne 13 AByx U 6onee MHrPeaneHToB);

B) 4O3MpOBaHHbIE (pa3feneHHble Ha oTAenbHble A03bl);

) He4O3MPOBaHHbIE (Hepa3aeneHHble Ha OTAemNbHbIE A03bl).

15. Cmecb Ons M3roToBrEHNS NMOPOLLKOB pasgensdeTcs Ha A03bl C UCNOSb30BaHNEM
BECOB WNM [J03aTOpoOB B COOTBETCTBUM C MACCOW OLHOrMO MOpoWKa U UX
KONMMYeCcTBOM, YKa3aHHbIM B peuenTte unv TpeboBaHunu.

16. N3roToBneHne NOPOLLKOB OCYLLIECTBASIETCA Crieayowmmmn cnocobamm:

a) pasgenuTtenbHbiM CnocoboM - NeKkapCTBEHHbIE BELECTBa W/UMn NeKapCTBEHHbIE
npenapaTtbl BbIMMCaHbl HA BCe A03bl, YKa3aHO, Ha CKONbKO 03 crieayeT pasgennTb
Maccy nopoLlKa;

0) pacnpegenuTernibHbIM CNOCOOOM - FIeKapCTBEHHbIE BELECTBa BbIMMCaHbl HA OAHY
[03Y, yKa3aHO KOnm4yecTBO J03.

17. K XugkMm nekapCTBEHHbIM (bopMaM OTHOCATCHA pPacTBOPbl Ha BOLHbIX W
HEBOOHbIX PacCTBOPUTENSAX, MUKCTYPbl, BOOHbIE W3BEYEHUS U3 NeKapCTBEHHOro
pacTUTENBHOIO Cbipbs, PaCTBOPbl BbICOKOMOSEKYNSAPHbBIX BELLECTB, pPacTBOpPbI
3allMLLEHHbIX KONIoMA0B, Kansu, CycrneH3nn, SMyrnbCcum.

Kvagkme nekapcTBeHHble (POpPMbl M3roTaBMMBAKOTCA MacCO-OObEMHBbIM METOAOM,
METOAOM MO Macce NN METOAOM Mo obbemy.

18. Macco-06beMHbIM METOOOM W3roTaBfMBAOTCSA BOAHbIE U BOAHO-CMNPTOBLIE
pacTBOpPbI NOPOLLKOOOPa3HbIX NeKapCTBEHHbIX CPELCTB.

19. MeTogom No macce W3roTaBfMBaOTCA PACTBOPbI MNOPOLLKOOOPA3HbIX U XULKMX
NEeKapCTBEHHbIX CPEeACTB B BA3KUX M NETYy4MX pacTBOpUTENSAX, O03UpyembiX Mo
Macce, a Takke 3MynbCUn, CyCrneH3nn He3aBUCMMO OT UX KOHLIEHTpaLuK.



Mo macce [03MPYHOTCA XWUPHble U MWHeparbHble Macna, rMUUepuH, aumMekcua,
NONUITUNEHINUKONU  (MONUATUNEHOKCUAbI),  CUIMKOHOBbIE  XMAOKOCTU,  acump,
xnopodopm, 6eH3nnbeHsoat, Banmaon, BUHUNNH (6anb3am LLloctakoBcKkoro), 4erote
Oepe3oBbln, UWXTWOM, KUCNOTa  MOSMOYHasA, Macna a3dgupHble, ckunuaap,
MeTuncanuuunat, HUTPOINUUEPUH, Neprngponb.

20. MeTogom no o6beMyY M3rOTaBNMBAKOTCA PaACTBOPbLI CIMPTa 3TUIIOBOIO PassinyHON
KOHUEHTpauun, pacTBOpPbl >KUAOKUX CTaHO4APTHbIX (apMakonenHbIX pacTBOPOB
(kpome nepruagpons).

Mo obbemy Takke OO3MPYHOTCA BOAA OYULLEHHAs U BoAa ONA WMHBEKUWUN, BOOHbIE
pacTBOpbl fleKapCTBEHHbIX CPEACTB, rareHoOBble U HOBOrasieHOBblE JIeKapCTBEHHbIE
cpeacTea.

21. lpn vykaszaHun B peuente wunm TpeboBaHMM B KavyecTBE KOMMOHEHTa,
noasiexatilero M3roToBrEHWUIO, JIeKapCTBEHHOro npenapata "Boga" vcnonb3yercs
Boda OuMLeHHas, "cnvpTt" - cnupT 3TUNoBbIK, "adup" - adup AMITUNOBBLIN
(MeguuMHCKUR), "rmuuepun” - MuuepuH MeanumnHekmin, cogepxawmn 10 - 16% Boabl,
C NNoTHocThLio 1,223 - 1,233 rpamm Ha Kybn4ecknin CaHTUMETP.

Ecnn B peuente unu TpeboBaHMM He ykasaH pacTBOPUTENb, MCMNONb3yeTca BoAa
OuULLIEHHas.

22. KOHUEHTPMpPOBaHHbIE PacTBOPbI M3roTaBMMBaOTCA MacCO-0O0bEMHBIM METOAOM B
MEpPHOW rnocyge B acenTUYeCKUX YCNOBUSX C UCMOMb30BaHMEM CBEXENOosy4YeHHON
OYULLIEHHOW BOADI.

23. PacTtBopbl Ha BA3KUX U NETYYNX pacTBOpUTENsSX (KpOMe CNMPTOBLIX PacTBOPOB)
narotaesnueatoTcs no macce. OO6wass macca onpegensdeTrcd CyMMUPOBaHUMEM
WHIrpegMeHTOB, BXOASLLMX B JIEKApCTBEHHbIV Npenapar.

24. T[lpn w3rotoBNneHMM pacTBOPOB Ha BA3KUX W JETYy4UX pPacTBOPUTENSX
HenocpeaCTBEHHO B CYXOW (prnakoH Ansi OTnycka A03UPYKOTCH BCE WHIPEeOUEHTHI,
3aTeM OTBELUMBAETCHA UM OTMEPSETCH PacTBOPUTESNb.

25. [lpn wncnonb3oBaHUM BA3KUX pacTBOpUTENen OOonyckaeTcd MpPUMEHSATb
HarpeBaHne ¢ y4eTOM PUINKO-XUMNYECKNX CBONCTB UHIPEONEHTOB.

26. CnupToBble pacTBOPbI N3roTaBnMBalOTCA Macco-ob6beMHbIM MeToAoM. B peuenTte
unu TpeboBaHUM YyKa3blBaeTCA KOMMYECTBO ITUIIOBOrO CrMpTa, COOTBETCTBYHOLLEE
00beMHbIM eauHnLaM uamepenus. Npu oTcyTcTBUM B peuente unn TpeboBaHun
yKa3aHus 0 KOHLEHTpaLumm 3aTUNOBOro cnupta ncnonedyercsa atunosbii cnupt 90%.
27. Ecnu B peuente unu TpebOBaHUM YyKaszaH pPacTBOpP, MMEKLWMIA HECKOSbKO
CTaHOapTHbIX KOHUEeHTpauun, 6e3 ykasaHus KOHLEeHTpauuwn, OTNyCKaeTcs pacTBOp
HanMeHbLLEen KoOHLEeHTpauuu.

28. PacTBopbl BbICOKOMOSEKYNSAPHbIX BELLECTB N3rOTaBMBaKTCA Macco-00beMHbIM
MeToOOM (pacTBOpbl MEencuHa, XernaTuHa, Kpaxmana u gpyrue) unm no macce
(pacTBopbl 3hMpPOB LIENNo3bl U Apyrue).

[ns pacTBOpeHUs oOrpaHMYeHHO Habyxalowmx BbICOKOMOMNEKYNSPHbIX BeLecTB
NCNONb3YTCA TEXHOMNOrM4Yeckme npuembl HabyxaHuss M HarpeBaHusi (pacTBOpbI
XenaTtuHa, Kpaxmana v gpyrme) unm oxnaxgeHusi (pacTBop METWUNLENSINo3bl n

napyrve).



29. BogHble n3BneyeHns (HacTtou, OTBapbl U UHbIE) N3rOTaBMMBAOTCA IKCTPaKLUMEN
NeKapCTBEHHOrO pPacTUTESNbHONO Cbipbs BOOAOW OYULLEHHOW, a TakKe pacTBOpPEHUEM
CYXUX UIN XXUOKUX SKCTPAKTOB, CTaHAAPTM30BaAHHbLIX B paccinTaHHOM o6beme BOAbI
OYMLLEHHOWN.

Mpy n3rotoBneHMn BOAHbIX U3BMNEYEHU HEe OOMNycKaeTcs 3aMeHa leKapCTBEHHOro
PacTUTENbHOIrO Cbipbsi HAcTOMKaMu, 3MUPHLIMW MacramMu W SKCTpakTamu, He
npegHasHa4YeHHbIMU ANSA N3roTOBIEHUS BOLHbLIX U3BMEYEHUMN.

XpaHeHne BOAOHbLIX M3BIEYEHUN OCYLLUECTBMNSAETCA B YyMNakoBke, obecneynBaroLLen
COXpaHEeHMe Nx KadecTea.

30. Tllpu wun3rotoBneHWn BOAHbIX W3BMNEYEHUA U3 J1EKAPCTBEHHOrO Cbipbs He
AOMNyCKaeTCa MCMNONb30BaHME KOHUEHTPUPOBAHHbLIX pPacTBOPOB JleKapCTBEHHbIX
cpeacTs.

31. Tpu M3roTOBNEHUM BOLHbLIX W3BMIEYEHUA MCMONb3YHTCA CTaHO4apTM30BaHHbIE
CyXV€e W XUOKNE IKCTPAKThI.

32. PactBopbl 3alWMLLEeHHbIX KOMfnouaoB npoTaprosna, Komsaprona, uxTtuosna
N3roTaBfMBaTCA MacCo-00bEMHbLIM METOAOM.

PacTtBopbl npoTaprona M3roTaBnNMBaKtOTCA MYTEM PacCbiNaHUs ero Ha NOBEPXHOCTb
BOAbl OYULLEHHOW U OCTaBIIEHNA 4O NOSTHOrO PacTBOPEHUS.

PacTBopbl konnaprona n3rotaBnmBatoTCa C NpeaBapuTeSibHbIM €ro U3Mernb4YEHNEM U
CMeLUMBaHNEM C BOOOW OYMLLIEHHOMN.

KonnoungHble pacTBopbl (UNLTPYOTCA 4Yepe3 06e330MeHHble ByMaXHble Unu
CTEKNsIHHbIE PUNLTPBI.

33. CycneH3vn u 3MynbCUM HE3aBUCUMO OT KOHLEHTpauum MU3roTaBnmBatoTCs
METOAOM MO Macce.

Mpn M3roTOBNEHUM CYCMEH3UW W 3MYNbCUA B CMECUTENSX BCE WHIpeaneHTbl
nepemeLunBaloTCa OO0 NOosfydeHust OO4HOPOAHOW Macchbl. Bpema cmelumBaHus
onpefensieTcs CBOMCTBaMU JiekapCTBeHHbIX cpeacTtB. CycneH3uu He noanexar
duneTpaumnun.

34. Tpn M3roTOBNEHUM 3IMYSILCUA WUCMOSb3YTCA 3MYNbratopbl, BbIOOP KOTOPbIX
oOycrnoBrneH UX TEeXHONOrm4yeckuMn n  (PU3BNKO-XMMUYECKMMU  CBOMCTBAMM,
KONMYeCTBOM MacnsHON dhasbl U HAa3HaYEHNEM IMYSIbCUMN.

OMynNbCUMM M3roTaBnMBAKOTCA Yepe3 CTaauio MNEPBUYHOM 3MYNbCUM C pacyeToMm
KONnM4yecTBa €e WHrpeauMeHToOB C nocnegyowmm pasbaBneHMem LOUCNEePCUOHHOMN
cpenomn.

Cnocob6 BBedeHWss neKapCTBEHHbIX CPeacTB B 3MyNbCUKM  Onpedensietca  ux
PU3NKO-XMMUYECKMMN CBOMCTBAMMN.

35. Mo Tuny gucnepcHbIX cMcTeM Masu noapasfenstTcs Ha roMoreHHble (Crnrasbl,
pacTBOpbI), reTeporeHHble (CYCNeH3NOHHbIE U AMYNbCUOHHbIE) U KOMOUHUPOBAHHBLIE.
B 3aBUCMMOCTM OT KOHCUCTEHTHbIX CBOMCTB Ma3u NoapasgaensioTcs Ha mMaswu, renu,
KpeMmbl, NacTbl N IMHUMEHTBI.

Ma3sun nsroraBnmBarTCa METOAOM MO Macce.

36. [1ns u3rotoBrneHns Masen Ucnosib3ytTcs BCoMoraTernbHble BelecTBa: Ma3eBble
OCHOBBbI, KOHCEPBAHTbI, aHTUOKCUAAHTbI, aKTUBATOPbl BCACbIBAHUSI.



MaseBasa ocHoBa obecneynBaeT NposiBNeHne cneumunyeckon akTMBHOCTU Masn, He
HapylwaeT YHKUUN KOXWN, HE BbI3bIBAET anfiepruyecknx peakunin, NHbIX NoBOYHbIX
OEeNCTBUN.

[MmasHble Ma3n 1 Masu, BBOAUMbIE B NOMOCTU Tena, HaHOCKUMble Ha OOLLIMPHbIE PaHbl
N OXXOroBble NMOBEPXHOCTU, N3rOTaBMMBAKOTCS B aCENTUYECKNX YCITOBUSIX.

37. K roMmoreHHbIM Ma3siM OTHOCSATCSI Ma3n-crinasbl U Ma3n-pacTBOpPbI.

Masu-cnnasbl Ha IMNOMUNBHBIX OCHOBAaX MOMy4alTCs CrraBneHnemM UHIPeaneHTOB
C Y4ETOM UX TemnepaTypbl NaBneHus.

Masu-pactBopbl Ha NMNOMUIbHBIX  OCHOBax MOMy4yalTCA  pacTBOPEHMEM
XNPOPaCTBOPUMBbIX NeKapCTBEHHbIX CPEACTB B pacnsiaBlieHHOW OCHOBeE.
Masu-pactBopbl Ha rMAPOMUNBLHBIX OCHOBaX MOMyYalTCs MNpU  pPacTBOPEHUN
BOAOPACTBOPUMBIX JIEKAPCTBEHHbIX CPEACTB B BOAE WU APYruxX XXWOKOCTSX C
y4eTOM pacTBOPUMOCTU, 3aTEM CMELLMBAIOTCS C OCHOBOM UM PacTBOPSIKOTCS B HEMW.
38. Mpn n3roToBNEHMN CYCNEeH3MOHHbIX Masen hapmMaueBTUYeckme cybcTaHumm U
NneKkapCTBEHHble  Mpenapatbl  M3MenbyalTCcHd, 3arteM  AUCNEPrupyrTca  C
ONTUMarbHbIM KONMYECTBOM XWUOKOCTW.

Mpn copepxaHun TBepoon dasbl B coctaBe Ma3um MeHee 5% nekapcTBEHHbIe
cpeacTBa M3MenbyalTCs C AOMOSMHUTENBbHO BBOAUMOW XXWOKOCTbK, POLACTBEHHOW
OCHOBe, B KONMuYecTBe MNPUMEPHO pPaBHOM MOMOBUHE MacChbl W3Merib4aeMblxX
NeKapCTBEHHbIX CpeacTB.

Mpn cogepxaHnn B coctaBe Masu TBepaon asbl oT 5% Ao 25% nekapCTBEHHbIE
CpeacTBa M3MeNbYalTCa C YacTblo pacrniaBieHHON OCHOBbI, PAaBHOW MOMOBUHE OT
MaccCbl NeKapCTBEHHbIX CPEACTB, OCTaflbHOE KONMUYeCTBO OCHOBbLI OepeTcs B
HepacnnasneHHOM BUAe.

Mpn cogepxaHun B cocTaBe Ma3n TBepaon dasbl 25% u 6onee mcnonb3yercd
pacnnaBneHHas OCHOBa ANs ANCNEPrnpoBaHus 1 pasbaBneHnsa KoHLeHTpara.

39. OMyrbCUOHHbIE Ma3uM Ha NUNOMUIBbHbLIX U AUGUMNBHBIX OCHOBax coaepXXaT
BOAHbIE UMM CMMPTOBbLIE PACTBOPbI JIEKAPCTBEHHbLIX CPeACTB. OMYIbCUOHHbIE Ma3n
Ha rMapounNbHbBIX OCHOBax coaepaT rmapodOobHbIE XXUAOKOCTH.

B aMynbCMOHHbIE Ma3n B BUAE BOOHbLIX paCcTBOPOB BBOASTCA NPOTaApPros, Konnapros,
CyxXve OKCTpaKkTbl W Jpyrme BOAOPACTBOPUMbIE reKapCTBEHHble CpeacTBa.
[Mony4yeHHble pacTBOpPbl  3MYMbMUPYOTCA W CMELUMBAKOTCA C  OCTaBLUMMCS
KONMM4YeCcTBOM OCHOBbI.

YKungkme nekapctBeHHble (POPMbl AMYITbIMPYHOTCA OCHOBOW.

40. [pu wM3roToBrNEHMM KOMOUMHMPOBAHHBIX Ma3el JleKapCTBEHHble CpeacTBa
BBOASITCA B OCHOBY Masu C y4eTOM (PU3UKO-XUMUYECKUX CBOWMCTB J1IeKapCTBEHHbIX
cpeacts.  TexHomorumdeckue  npuembl,  UCNOSib3yeMble  MNpU  U3rOTOBMEHUN
KOMOVMHMPOBaHHbBIX Ma3sen, npeaynpexaarT HexenaTternbHble B3auMOLenCTBUS
NEeKapCTBEHHbIX CPeACcTB Apyr C APYroM unM paccrioeHne masv B npouecce
N3roTOBMNEHUS U XpaHeHus, obecneymBatoT nosy4eHne ogqHOPOAHOM MaccChbl.

41. N3roToBneHHbIe PacTBOPbI ANA MHBEKUMA U MHDY3NIN OOMKHbI OblTb CTEPUNbBHLI,
CTabunbHbl, BblIAEPXMBATb MUCMbITAHWE HA MNUPOreHHOCTb UM BakTepuanbHble
9HOOTOKCUHBI. B M3roToBneHHbIX pacTtBopax ANs MHbEKUMA U UHQY3UU OOSTKHbI
OTCYTCTBOBaTb  BWOMMbIE  MeXaHU4yeckne  BKIOYeHUs.  [JononHUTENbHbIMU



TpeboBaHNSAMN ANSA U3rOTOBMIEHHbIX PACTBOPOB AS1 UHBEKLMIA U MHAY3UIN ABASOTCA
NX N30TOHUYHOCTb, U30TMAPUYHOCTb, U3OUOHNYHOCTb, M30BA3KOCTb.

PactBop Ans vHbEKUMA U UHAY3UA MU3roTaBNMBAETCHA B acenTUYeCKUX YCNoBUAX
Macco-00beMHbIM METOAOM Ha BOAE ONS1 UHBbEKLUN.

42. He ponyckaetcsa OOHOBPEMEHHOE W3roToBMEeHMe Ha ogHoM paboyem mecTte
HECKOSIbKMX PacTBOPOB AN MHBbEKUUMA U UHY3UA, coaepXalluux JieKapCTBEHHbIe
cpeacTBa C pPasfMyHbIMW HAUMEHOBaHUSMU UNW NeKapCTBEHHblEe CpeacTBa OL4HOro
HaMMEeHOBaHWS B pasHbIX KOHLEHTpauunsaXx.

He ponyckaeTcss msrotaBnvBaTh MHBLEKUWOHHbIE W UH(Y3NOHHbIE PacTBOPbLI MpU
OTCYTCTBUW JaHHbIX O XMMUYECKOM COBMECTUMOCTUN BXOASALLMX B HUX NTEKAPCTBEHHbIX
CPeAcTB, TEXHONMOMMN U pexume CTepunusauumn, a Takke rnpu oTCyTCTBUN METOLOB
KOHTPONS  KayecTBa, YCTaAHOBMEHHbIX dapmakonenHon cratben, oblien
hapMakonenHon ctatben nMbo B criydae ee OTCYTCTBUSA - JOKYMEHTaMm B obnactu
KOHTpOrs KavyecTBa.

43. PacTtBOpbl AN WHBEKUMA U UHAY3UKN  UILTPYIOTCA C  UCMONb30BaHUEM
unNbTPOBanbHbIX MaTepuarnoB 1 YCTaHOBOK. PUNbTpoBaHUE pacTBopa COYETaeTCs C
OOHOBPEMEHHbBIM PO3IIMBOM €ro B NOArOTOBMEHHbIE CTEPUITbHbIE (PIIAaKOHbI, KOTOPbIE
YKYNOPMBAKOTCA CTEPUSTbHBIMWU NPpOBKamu.

He ponyckaetcs npeBbilleHMe 3-X YacOB OT Havana M3roToBEeHUs pacTBOPOB AN
MHBEKUUIN U MHAY3UIA 0O UX CTEpUnn3aumu.

44. JlekapcTBeHHblE npenapaTtbl AN nevYeHns odranbMonorndyeckux 3abonesaHui
N3roTaBnMBalOTCsd B criegylowmx dopmMax: rnasHble Kannu, pacTBopbl Ans
OPOLLEHUS, rMa3Hble Masu, rmasHble MPUMOYKN.

[na n3rotoeneHns nekapcTBeHHbIX NpenapaToB ANS neYyeHnsa opTanbMONorM4ecknx
3aboneBaHnn  NPUMEHSAIOTCA NEeKapCTBEHHblIE CpeacTBa W BCOMoOraTerbHble
BewlecTBa (pacTBopuTenu, MaseBble OCHOBbI, cTabunuaatopbl, OydepHble
pacTBOpPbIl, U3OTOHUPYIOLLIME BELLECTBA, KOHCEPBAHTbLI, NPOIOHraTophbI).

Mpyn M3roToBMEHUUN XUOKUX JIeKapCTBEHHbIX (POPM [OMycKaeTcs MCnofb3oBaHue
CTEPUNbHbIX TOTOBLIX JIEKAPCTBEHHbIX MpenapatoB B XUOKMX W TBepablX
neKkapcTBeHHbIX dopmax (NopowKkn, numodunuaaTtbl), MpeaHasHa4YeHHbIX Ans
NMPUroTOBMEHMUS PacTBOPOB ANA  WHbEKUMW U WHpy3uin. [pyu  unsrotoBneHun
NeKapCTBEHHbIX MpenapaTtoB And JievyeHus odranbmorornyecknx 3abonesaHum
AOMyCcKaeTCa UCMNOMb30BaHWE CTEPUSbHbIX MOTOBLIX JIEKAapPCTBEHHbIX MpenapaToB B
TBEpAbIX (MOPOLWKK, nModunmsaTbl AN NPUrOTOBMEHUS PacTBOPOB MHBEKUUA U
NHPY3NIN), XKUOKMX N MATKUX hopmax.

45. BoagHble rnmasHble XUAKMe fnekapCTBEHHble hOPMbl AOMKHbI OblTb CTEPUSbHBI U
M3OTOHWYHBbI, €CnM HEeT APYrux YyKasaHun B apMakornenHblX CcTaTtbsX, WUMETb
onTuMarnbHoe 3HadeHue pH 1 CooTBETCTBOBATb 3HA4YeHUO pH CresHomn XUAKOCTU -
7,4 (ponyckatotca 3HadeHua pH ot 3,5 go 8,5), AomkHbl ObiTb CTabWMbHBI NPU
XpaHEHUM W COOTBETCTBOBaTb TpeboBaHMAM papmakonenHon cTaTbn, obLen
dapMakonemHon cTaTbM WUNM [OKYMEHTOB B 00OnactM KOHTPOMs KadvecTBa Ha
BUONMbIE MEXaHUYECKME BKITHOYEHMS.

46. [NasHble Kannu W pacTBOPbl W3rOTaBfMBAKTCHA B aCENTUYECKUX YCNoBUAX
Macco-06beMHbIM METOAOM Ha BOAE OYULLEHHOMN.



B rmasHbix Kannsgx v pacTtBopax ornpegensdeTrcd  OTCYTCTBUME MeXaHUYeCKUX
BKIMIOYEHUI 0 U MOCre UX cTepunusauuu.

47. PacTBOpbl NEKapCTBEHHbIX CpeacTs, Tpebykwmx 3awuTbl OT BO3OENCTBUSA
NOBbILLEHHOW TemnepaTypbl, TOTOBATCA B aCeNTUYECKUX YCNOBUSX HA CTepUribHOM
BOAE ouuLllieHHOW 6e3 nocnegywowen crepunusauum Win € UCMNONb30BaHMEM
cTepunusaumm unsTpoBaHUEM.

48. [MasHble kannu, cogepXxalwime HapKOTUYeCKMe CcpeacTsa, MNCUXOTPOMHbIE,
A00BUTbIE, CUNBHOAENCTBYOLWME BELLeCTBa, NOABEPralTCs XMMNUYECKOMY KOHTPOSIO
B 06beme, YCTaHOBNEHHOM MYyHKTOM 72 HacToswux Mpasumn.

49. MasHble Ma3u WU3roTaBfMBaKOTCA B acenTUYeCKUX YCMOBUAX Ha CTepuribHOM
Ma3eBOW OCHOBE.

MaseBasi ocHOBa He AOfMKHaA codep)aTb NpuMecen, OOrmkHa ObITb HEWTpanbHa,
cTepunbHa U paBHOMEPHO pacnpeaensiTbCa Mo Crm3ncTon obonoyke rnasa.

[Ma3Hble Ma3n U3roTaenMBakTCA METOAOM MO Macce.

Mpn oTcyTcTBUKM B peuente unu TpeboBaHUN yKasaHM O COCTaBE Ma3eBOW OCHOBbI
NCNonb3yeTcs CnnaB BasernvHa, He coep)kallero BOCCTaHaBMMBaOLWNX BELECTB, U
naHonuHa 6e3BoaHOro B COOTHOLWEeHUn 9:1.

50. JlekapcTBeHHble cpeacTBa BBOASTCHA B OCHOBY [1la3HOM Masu Mo Tuny pacrteopa,
3MYNbCUU, CYCMNEH3NN.

Ma3sb-pacTBOp M3roTaBnMBaeTCs pPacTBOPEHMEM JleKapCTBEHHbIX CpeacTB B
CTEpPUNbHON Ma3eBOW OCHOBE.

Ma3sb-amynbcuss Ha abCopOLUMOHHON OCHOBE W3roTaBfMBaETCs pPacTBOPEHUEM
BOLOPaCTBOPUMbBIX FNEKapCTBEHHbLIX CPeAcTB (B TOM 4ucrie, pe3opuuHa M LUMHKa
cynbara) B MWUHMMAanNbHOM KOMWYECTBE CTEPUIIBHOM BOAbl  OYULLEHHON W
CMeLLUMBaHMEM C Ma3eBOM OCHOBOW.

B ma3sb-cycrneH3nio nekapCTBeHHble cpefcTBa BBOAATCA B BuAe MenbYanmx
MOPOLLKOB MoOCrne TwaTenbHOro AUMCNeprMpoBaHna C HebonblnMM  KONMYeCTBOM
CTEPUNbHON BCMNOMOraTeNnbHOW >KMAOKOCTM (NpU  cogepXXaHun neKapCTBEHHbIX
cpeacte 0o 5%) wnu  4actM pacnnaefieHHOW OCHOBblI (Npu  cogepXaHum
nekapcTBeHHbIX cpeacts 5% u 6onee).

51. [MasHble Ma3n, cogepxalwme HapKkoTUYeckMe cpeacrtsa, MCUXOTPOrHbIE,
A00BUTbIE, CUMNBbHOAENCTBYOLME BELLeCcTBa, NOABEPratTCs XMMNUYECKOMY KOHTPOSIO
B 06beme, YCTaHOBNEHHOM MYyHKTOM 72 HacToswwmx NMpasumn.

52. JlekapcTBeHHble hOpMbl, NpeaHasHayYeHHble ANs NeYeHUs HOBOPOXOEHHbIX U
aeten 0o 1 roga, roTOBATCH B acENTUYECKMX YCrOBUSAX MO rnpasuiamM NU3rotoBreHns
neKapCcTBEHHbIX (POPM, YCTaHOBMNEHHbIX HacToAwmmmu [Npasunamu.

53. JlekapcTBeHHble POPMBbI, NpeAHasHavyeHHble AN JleYeHNS HOBOPOXAEHHbIX Y
aeten o 1 roga, B TOM 4ucne pacTBOpbl ANS BHYTPEHHErO M HapyXHOro
NPUMEHEHNS, B 3aBUCMMOCTU OT NpUPOabl NEKapCTBEHHbIX CPeaCTB, BXOASLMX B UX
COCTaB, W TEXHOMOrMYEeCKOro npouecca W3roTOBNEHWUs, OenATCA Ha ABe rpynnbl:
pacTBOpbl, KOTOpble CTEPUNU3YITCA B KOHEYHOW YMakoBKe, W pacTBOpbI,
N3roTaBnMBaeMble B acenTUYeCKUX YCMNOBUSIX Ha CTepuribHOM pacTtBoputene 6e3
nocneayoLen TepMmuyeckon ctepunmsasnm.



V. OcoBeHHOCTUN N3roTOBNEHNA NEKAPCTBEHHbLIX NpenapaToB
N3 roTOBLIX NEKApPCTBEHHbLIX MpenapaToB

54. WNarotoBneHne MOPOLWIKOB W3 rOTOBbIX JIEKAPCTBEHHbIX MpenapaTtoB
OCYLLEeCTBMSIETCA MO  YKa3aHHOMY  BpayoOM  COCTaBy  W3rotaBfMBaemoro
fieKapCTBEHHOro npenapara n BcrnoMmoratesibHoMy BewecTBy (Mpy HeoB6XoaMMOCTK)
B peuenTte unn TpedoBaHuu.

[lonyckaetca M3roToBneHne MOpPOLIKOB W3 JleKapCTBEHHbIX opm (TabneTok,
kancyn), obecneyMBalWMX HEMeASIeHHOEe BbICBODOXAEHME NeKapCTBEHHbIX
cpeactB. He ponyckaeTcs W3roTOBMEHME MOPOLUKOB W3 NEKapCTBEHHbIX hopMm
(Tabnertok, Kancyn) NPOSIOHMIMPOBAHHOTO AencTeuns n MOKPbITbIX
KMLLEYHOPaCTBOPUMOKM 0BOSTOYKOMN.

Mpwn n3rotToBneHMnN NOPOLLKOB U3 TabrneTok ee namensyatoT. Ecnn B coctaB Tabnetkn
BXOOAT HapKOTUYecKMe cpeactBa, MCUXOTPOMHbIE BeLLeCcTBa, CUITbHOLENCTBYOLME
NeKapCTBEHHble CPeAcTBa, TO nNpeaBapuTenbHO M3MenbYarT UHANGEPEHTHOE
BCMomoraTesibHoe BELLECTBO.

55. lNpun M3roToBMNEHNN NOPOLLKOB M3 Karncys UX COAEPXMMOE BBOLSAT B NMOPOLLKM MO
npaBuiaM U3roTOBNEHUS NEKAaPCTBEHHbIX NpenapaToB B (oOpMe NOPOLLKOB C Y4ETOM
PU3NKO-XMMUNYECKNX CBONCTB UHIPEANEHTOB.

Macca ogHoro nopoLuka, NpUroTOBMAEHHOINO M3 feKapCTBEHHbIX hopM (TabneTok,
kancyn), coctasnseTr He meHee 0,1 rpamma. Npy OTCYTCTBUM yKasaHW B pelenTe U
(vnn) TpeboBaHMM Ha BcrnioMmoraTteribHble BelwecTBa UCNOoSb3yT NHANEPEHTHOE
BCNoMoraTenbHOe BELLECTBO, BXoAsiLLee B COCTaB AaHHbIX TabneTok (kancyn).

56. N3roToBneHne pacTBOPOB AN MHbEKUUN N MHAY3NW U3 FTOTOBbIX JIEKAPCTBEHHbIX
npenapaTtoB He JOMNyCKaeTCs.

V. KoHTporb KadyecTBa fiekapCTBEHHbIX NpenapaTos

57. KoHTponb KayecTBa W3rOTaBMMBAEMbIX W W3rOTOBIIEHHbIX J1IEKAPCTBEHHbIX
npenapaToB OCYLLECTBNAETCS NOCPELCTBOM:

a) NPMEMOYHOrO KOHTPONS;

©) NMCbMEHHOTO KOHTPONS;

B) OMPOCHOrO KOHTPONS;

r) opraHoONenTMYEeCKOro KOHTPONs;

A) bmanyeckoro KOHTpons;

€) XMMMUYECKOro KOHTPOSS;

) KOHTPONA NpK OTNYCKe NIeKapCTBEHHbIX NpenapaTos.

Bce wu3rotoBneHHble nekapcTBeHHble MpenapaTbl nognexar obssarenbHOMY
NMMCbMEHHOMY, OpraHoNenTUYEeCKOMY KOHTPOMO Npu OTNycKe.

58. PesynbraTthl OpraHonenTU4eckoro, U3NYEeckoro M XMMUYECKOro KOHTPONs
N3roTOBMEHHbIX IEKAPCTBEHHbIX NPenapaToB, B TOM YMChe B BUAE BHYTpUanTEYHOM
3aroToBKM M (pacoBKW, KOHLEHTPUPOBAHHbLIX PACTBOPOB, TPUTypauuih, cnupta
3TUIOBOIO PErncTpupyroTca B XypHane pervcTpauun pesynbLTaToB



OpPraHoNenTU4YecKkoro, MU3NYECKOr0 N XUMUYECKOTO KOHTPOMSA JEeKapCTBEHHbIX
npenapaToB, U3roTOBMEHHbIX MO peuentam, TpeboBaHNAM U B BUAE BHYTPUANTEYHON
3aroTOBKW, KOHLEHTPMPOBAHHbLIX PacTBOPOB, TPUTYypauWUi, cnvpTa 3TUNOBOMO W
dacoBKkn nekapCTBEHHbLIX CPEACTB.

B gaHHOM XypHarne ykasblBaloTCs crieqyroLline CBeeHuns:

a) AaTa OCyLLeCTBMNEHUsS KOHTPOMS U HOMep MO NOpsAaKY;

0) Homep peuenta, TpeboBaHMs, HaAMMEHOBaAHME MELULMHCKOM OpraHuM3auum,
BblAaBLLEN NX (NPU HanNM4umn);

B) HOMEp Cepun NeKapCTBEHHOIO cpeacTBa NPOMBbILLIIEHHOINO NPOU3BOACTBA;

r) cocTaB NneKapCTBEHHONO0 cpeacTBa: onpedensemMoe BeLecTBO UMM UOH
(ykasbiBaeTcst npu (mM3MYEeCKOM UNN XMMUYECKOM KOHTPOSE NeKkapCTBEHHbIX hOpM,
N3roTOBMEHHbIX MO peuenTam);

A) pesynbratbl (OU3NYECKOr0, OPraHoNenTUYECcKOoro, KayeCTBEHHOr0 KOHTPOss
(kaxxabl MO LWKane: NOMNoOXUTENbHbBIA UKW OTpULATENbHbBINA), XMMUYECKOTO KOHTPONS
(kayecTBEHHOE M KONMNYECTBEHHOE onpeaerieHme);

e) hammnusa, umsi, 0TY4eCTBO (NPU HaANM4MK) N1ua, N3roToBMBLLENO, pactacoBaBLLEro
neKkapCTBEHHbIM Npenapar;

) nognucb Nuua, NPOBEPMUBLLETO N3rOTOBMEHHbIN NEKapCTBEHHbIV Npenapar;

3) 3aKryYeHne no pesynsrataMm MUCbMEHHOrO KOHTPONSA: yAOBNETBOPUTENBHO WN
HEeya4O0BNETBOPUTENbHO.

59. JKypHan peructpaumm pesynsTtaTtoB OpPraHonenTUyYeckoro, ¢uU3nMYeckoro u
XMMNYECKOrO KOHTPOSSA NeKapCTBEHHbLIX NPenapaToB, M3roTOBMEHHbIX MO peuenTam,
TpeboBaHMsM W B BuAE BHYTPUANTEYHOW 3arOoTOBKW, KOHUEHTPUPOBAHHbIX
pacTBOpPOB, TPUTYpaUWA, CnvpTa STUIOBOIO M (PACOBKM JEKapCTBEHHbIX CPeacTB
HyMepyeTCcsi, MNPOLLUHYPOBbLIBAETCA W  CKpennserca noAMUCbI0  pyKoBOAMTENS
anTe4yHoOW opraHu3aumMm u neyatblo (Npu  Hanmyum). [onyckaetcs BegeHue
YyKa3aHHOro XXypHara B 9fIeKTPOHHOM Buae.

60. Tllpn M3roTOBNEHUN KOHLEHTPUPOBAHHbLIX pPacTBOpOB, nonydabpukaTos,
NEeKapCTBEHHbIX NpenapatoB B BMAE BHYTPManNTEYHOW 3arOoTOBKM M (hacoBKe
nNeKapCcTBEHHbIX NpenapaToB BCe 3anncu Npon3BoaaTcs B XKypHane nabopaTopHbIX U
hacoBoOYHbIX paboT, ohopMrISEMOM Ha BymMaxHOM HocuTene UM B 3NEKTPOHHOM
Bnge. Hymepauums 3anucen B XypHane nabopaTopHbiX M ()acoBOYHbIX paboT
OCYLLIECTBISIETCA B Te4eHMe KaneH4apHoro roga B nopsake Bo3pacTtaHns HOMEPOB.
B xypHane nabopaTopHbIX W acoOBOYHbIX PaboT yKasbiBAKTCA cregyoLline
cBeOeHus:

a) gata M Nops4KOBbIA HOMEpP MNPOBEAEHMS KOHTPONS BblAaHHOrO B paboTy
nekapCTBEHHOro cpeacTsa (Cblpbs);

0) Homep cepuu;

B) HaMMeHOBaHME IeKapCTBEHHOro cpeactBa (Cbipbs), eAvHUua M3MepEeHUs,
KONMMYecTBO, PO3HMYHAA LieHa, CyMMa po3HUYHasdA (B TOM YMcre CTOMMOCTb Nocyabl);
r) nopsgKOBbIN HOMEpP pacdacoBaHHOM NPOAYKUUKW, eOuHuua  U3MEPEHUS,
KONMMYecTBO, PO3HMYHASA LieHa, CyMMa PO3HUYHas, B TOM Yucrie Ang nekapCTBEHHbIX
npenapaTtoB B hopme Tabnetok, NekapCTBEHHbIX NpenapaTtoB B (dOPMe NOPOLLKOB,
A03MPOBaHHbIX XUOKUX NEKapCTBEHHbIX POPM, OTKIIOHEHWE;



A) noanuck nuua, pacgacoBaBLLErO JIEKAPCTBEHHOE CPEACTBO (CbIpbE);

e) noanucb nuua, npoBepuBLUErOo pactacoBaHHOE JeKapCTBEHHOe CpeacTBo
(cbipbe), gata n Homep aHanuaa.

YKypHan nabopaTopHbIX U (pacoBOYHbIX paboT HymMepyeTCH, NPOLUHYPOBLIBAETCA U
CKpenngaeTca MNOoAMNUCbI0 PYKOBOAUTENS anTeYHOW opraHu3aumm n nedatbio (npu
HanmMyum).

61. [NpreMoYHbIN KOHTPOSb OPraHNU3yeTCs C LesSbio NpeaynpexXaeHus nocTynieHns B
anTeyHyr  opraHu3auuio  HegobpoKayeCTBEHHbIX  FIEKapCTBEHHbLIX  CPEACTB,
ncnonb3yemblXx [ONs  M3rOTOBMEHUS  NIeKapCTBEHHbIX MNpenapaToB, a Takke
HeKa4yeCTBEHHbIX YMaKOBOYHbIX MaTepuarnos.

Bce nocTtynawwme rnekapCTBeHHble cpeactBa (HE3aBUCMMO OT WUCTOYHMKA UX
NOCTYNSIeHNs ) NogBeprarTCcs NPUEMOYHOMY KOHTPOSHO.

62. [lpMeMOoYHbIN KOHTPOSb 3aKo4aeTcsl B NPOBepKe NOCTYNarLmMX SIeKapCTBEHHbIX
cpeacTtB Ha cooTBeTcTBME TpeboBaHMsaM no nokasatensam: "OnucaHune", "YnakoBka",
"Mapkunposka", a Takke B NpoBepke  MpaBUIIbHOCTM  OpopMIieHNA
COMpPOBOANTESNbHbBIX JOKYMEHTOB.

B koHTponb no nokasatento "OnucaHume" BKMOYaAETCs NPoOBEpKa BHELLHEro BMAa,
arperaTHOro COCTOSIHUS, UBeTa, 3anaxa JIleKkapCTBeHHOro cpeacrtea. B cnyvae
BO3HMKHOBEHUSI COMHEHWA B Ka4vyeCTBe JleKapCTBEHHbIX cpeacTtB obpasubl
HaNpPaBnATCA B aKKpPEAUTOBAHHYHK WCMbITaTeNbHyo nabdopaTtoputo (UEHTP) Ans
NpoBeAeHUs  OOMOSNHUTENbHbLIX  UCMbITaHWW.  JlekapCTBEHHble  cpeactBa C
obo3HayeHnem "3abpakoBaHO MNpU  MNPUEMOYHOM  KOHTpomne" XpaHATcsa B
KapaHTMHHOMN 30HEe NOMELLEHNA XpaHEHUS N30NMPOBAHHO OT APYrUX JieKapCTBEHHbIX
CpencTB.

Mpn koOHTpoONe no nokasaTento "YnakoBka" OUEHMBAETCA LIENOCTHOCTb YNaKOBKWU
NeKapCTBEHHOINo cpeacTBa U ee COOTBETCTBUE (PUIUKO-XUMUYECKMM CBOWCTBaM
NeKapCTBEHHbIX CPeacTB.

Mpn KoHTpone no nokasatento "MapkupoBka" MpoBepsieTcss COOTBETCTBUE
MapKMpPOBKM  MEPBUYHOW, BTOPUYHOW  YMAKOBKM  JIEKAPCTBEHHOro  cpeacTsa
TpeboBaHMsaMm cTaTbh 46 PegepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-03 "O06
obpalleHnn nekapCTBEHHbIX CPeACTB", Hanuume nUCTKa-BKragblla Ha pPYCCKOM
A3blke B YyNakoBke (UNM OTAENbHO B Mayke Ha BCE KOMMYECTBO [OTOBbIX
NeKkapCTBEHHbIX NpenapaToB).

63. [Npu M3roToBNEHUN NeKapCTBEHHbIX MpenaparoB, B TOM 4Yucne no peuentam n
TpeboBaHMsIM, a TaKkke B BMAE BHYTPMANTEYHOW 3arOTOBKW, 3aMOSIHAETCS nacnopT
NMMCbMEHHOIO KOHTPOMSA, B KOTOPOM YKa3blBalOTCSA:

a) faTa U3roToBreHNa NekapCcTBEHHOro npenapara;

0) Homep peuenTa unu TpeboBaHus;

B) HAMMeHOBaHNE MeaULMHCKON opraHn3aumm, Ha3saHue oTaeneHns (Npy Hanuuanm);
HOMep Cepun, KONMMYeCcTBO B Cepun - ONS NEeKapCTBEHHbIX MpenapaTtoB B BuAe
BHYTPMaNTE4YHOM 3aroTOBKY;

r) HAMMEHOBaHWS B3ATbIX NIEKAPCTBEHHbIX CPEACTB, BCMOMOraTenbHbIX BELLECTB U UX
KOnu4yecTBa, CTeneHb B3SITbIX rOMeonaTuyeckux pasBefeHuin UM romeonaTtuyeckmx



cybCcTaHuun, 4ucno [os3, NOAMMCUM NWL, W3rOTOBMBLLErO, pacdacoBaBLlero u
NPOBEPUBLLEIO NIEKAPCTBEHHYIO hOpMY.

MacnopT MMCbMEHHOrO KOHTPOMsl 3anofiHAEeTCs cpady Mocne W3roTOBMEHWUS
NeKapCTBEHHOro npenaparta, C yKka3aHWeM JIeKapCTBEHHbIX CPEACTB Ha JTAaTUHCKOM
A3blke B UMEHUTENbHOM MNafexe Wi Ha PYCCKOM si3blke B POAUTENbHOM Magexe, B
COOTBETCTBUM C MOCNeOoBaTENbHOCTbIO  TEXHOMOMMYECKMX ornepauun, cepus
NeKkapCTBEHHOro npenapata, M3 KOTOPOro M3rotoBUnM nopowku. [onyckaetcs
Be[leHMe YKa3aHHOro nacnopra nMcbMEeHHOro KOHTPONSA B 3NEKTPOHHOM BUAE.
[MacnopTa NUCbMEHHOTO KOHTPONSA XPaHATCA B TevyeHuMe OBYX MecsaueB CO AOHSA
N3roTOBMEHWS NEKapCTBEHHbIX NpenapaTos.

[Mpn nM3roToBNEHNN NOPOLLIKOB, TOPMEB YKa3biBatOTCA hakTU4eCcKoe 3HadeHne obLuen
Maccbl (Npn B3BELLUMBAHUK), KONIMYECTBO M Macca OTAeNbHbIX 403.

Obwasa cynnosuTopHasi Macca, KOHueHTpauma u  obbem (MM macca)
N30TOHUpYlOLEro BewlecTBa, A0OaBNeHHOro B rMasHble Kannu, pacTBopbl Angd
WHBEKUMA U  UH(PY3MA, YKasbiBalOTCA He TOMbKO B nacrnoptax MMCbMEHHOro
KOHTPOrsi, HO U Ha 06OPOTHOM CTOPOHE peLenTa Ha NekapCTBEHHbIN nNpenapar.

B cnyyae ncnonb3oBaHns KOHLEHTPUPOBAHHbLIX pacTBOPOB B NacnopTe NMCbMEHHOrO
KOHTPONS YKa3blBalOTCS UX COCTaB, KOHLEHTpaUmMs 1 B3ATbIN 06beM.

64. Bce pacyeTbl ANA U3roToOBMEHUS NEeKapCTBEHHOINO npenapara npou3BogaTcsa Ao
N3roTOBMEHNUSI NEKAapCTBEHHOrO Mpenapata W 3anucbiBaloTca B nacnopTe
NMMCbMEHHOTO KOHTPONS.

Ecnn B coctaB nekapcTBeHHOro npenapaTta BXOOAT HapKOTUYecKue CpencrtBa,
NCUXOTPOMNHbIE, AO0BUTbIE W CUNbHOAEWCTBYIOLLME BeLLeCTBa, a Takke Jpyrue
neKkapCTBEHHble CpeacTBa, nogrnexawme npegMeTHO-KONIMYECTBEHHOMY YYeETY, KX
KONMM4YecTBO yKa3blBaeTca Ha 060POTHON CTOPOHE peuenTa.

65. B cny4ae, ecnu nekapcTBeHHble npenapartbl U3roTaBnMBaOTCA U OTMYCKaKTCA
OOHUM U TEM >Xe NULOM, NacnopT NMUCbMEHHOIO KOHTPONSA 3anofiHAETCS B npouecce
N3roTOBMEHWS NEKapCTBEHHOrO npenapara.

66. WM3roToBneHHble nekapcTBEHHble npenapartbl, peuenTbl U TpebGoBaHWs, NO
KOTOPbIM M3rOTOBMEHbI fleKapCTBEHHbIE MpenapaTbl, 3anofiHeHHble nacnopTa
MUCBMEHHOrO  KOHTPOMs MNepefjarTcs  Ha  MpPOBEPKY  MPOBU3OPY-aHanuTuKy,
BbIMOMHAIOWEMY  KOHTPOSfbHble  OYHKUMM  NPpU  WU3FOTOBMEHUMM WU OTMyCKe
neKkapCTBEHHbIX NpenapaTos.

KoHTponb 3aknyaeTcs B MNpOBepKe COOTBETCTBUS 3anucer B nacropte
NMMNCbMEHHOrO KOHTPONSA HasHadeHusiM B peuenTte unu TpeboBaHuKn, NpaBUIbHOCTH
Npon3BeaeHHbIX PacyeTOB.

Ecnn npoBu3opom-aHanMTUKOM NPOBEAEH XUMMUYECKMA KOHTPOSfb KayecTBa
N3roTOBMEHHOIO J1IEKAPCTBEHHOIO npenapata, TO Ha Nacnopte MNUCbMEHHOrO
KOHTpONsi  MpOCTaBnsieTCA  HOMEpP  XMMMYECKOro  aHanmsa W NOAMUCb
NnpoBuM3opa-aHanuThKa.

67. OnNpOCHLIN KOHTPOMNb OCYLECTBASETCH BbIOOPOYHO M NPOBOAUTCHA Mnochne
n3rotoBneHns hapmaueBToM (NPOBU3OPOM) HE Bonee NATU NIEKAaPCTBEHHbBIX (DOPM.
Mpn npoBegeHMM  OMPOCHOTO  KOHTPOMNS  MPOBM3OPOM,  OCYLLECTBASOLLMM
KOHTPOMNbHYK (OYHKLUMIO, Ha3biBaeTCa NepBOe BXOAsLlee B COCTaB JIeKapCTBEHHOMO



npenapata nekapcTBeHHOe CPeACTBO, a B JIeKAaPCTBEHHbIX npenapaTtax CIIOXHOro
COCTaBa YyKa3blBaeTCA TakKKe ero KonuyectBo, nocre 4Yero dapmaueBTom
(MpoBM30POM) YKasblBalOTCS BCE MHblE UCMOSIb3yeMble JIeKapCTBEHHbIE CpeacTsa U
ux  konmyecTtBo. [lpy  UCMOMNBb30BaHUM  KOHLEHTPUPOBAHHBLIX  PacTBOPOB
hapmaueBTOM (MPOBM30POM) YKa3blBAETCHA TakkKe UX COCTaB U KOHLIEHTpaUus.

68. OpraHonenTUYecKUn KOHTPOmb SBNAEeTCs obs3aTerbHbIM BUOOM KOHTPOMsS W
3aKkrovaeTcs B NpoOBEpPKe NeKapCTBEHHOro npenaparta no BHELHeMY BuAy, 3anaxy,
OOHOPOAHOCTU CMELUMBAHUSA, OTCYTCTBUIO MEXaHUYECKUX BKITOMEHUA B XUOKUX
nekapCTBeHHbIX dopmax. Ha BKyc npoBepsitoTcs BblIOOPOYHO neKapCTBEHHbIE
dopMbl, NpegHa3Ha4YeHHble ONa OeTEN.

OaOHOPOOHOCTL MOPOLLKOB, TPUTYpPaLMn roMeonaTu4ecknx, Macern, CUponoB, Masen,
Cynno3nTopues npoBepsieTcsl BbIBOPOYHO Yy Kaxaoro dpapmauesTta (NposBu3opa) B
TeyeHne paboyero gHS C y4ETOM BUOOB U3rOTOBIIEHHbIX JIEKAPCTBEHHbBIX OOPM.
Pesynbtatbl  OpraHonenTM4Yeckoro  KOHTPONS  PermcTpupyroTca B XXypHane
perncTpauun pesynsrtaTtoB  OpraHorenTU4ecKoro, MU3NYecKoro N XUMUYECKOTO
KOHTPOMNsS  NEeKapCTBEHHbIX MNpenapaToB, W3rOTOBIEHHbLIX MO peuentaMm Ha
neKkapCTBeHHble npenapatbl, TpeboBaHMAM MeOULMHCKUX OpraHusaumn U B BuAe
BHYTpManTe4YHOW 3arOoTOBKW, KOHLIEHTPUPOBAHHbLIX pPacTBOPOB, TpUTypauuur, cnuprta
3TUNOBOIO N hacOBKM NIEKAPCTBEHHbIX CPeaCTB.

69. Du3MYECKUn KOHTPOMb 3aKf4yaeTca B NpoBepke Maccbl unm obbema
fleKapCTBEHHOro npenapara, KonuyecTsa M Macchbl OTAENbHbIX 403 (HEe MeEHee Tpex
003), BXOOALWMX B NIEKAPCTBEHHbIN npenapart, KonnyecTBa rpaHysn B OAHOM rpaMmme
NeKkapCTBEHHOro npenapara B (@opMe romeonaTtuyecknux rpaHyn (ganee -
romMmeonaTtnyeckmne rpaHynbl), pacnagaeMocT roMeonaTuyecknx rpanHys.

B pamkax du3anyeckoro KOHTPONA MNPOBEPSETCH TaKKe KayeCTBO YKYNOPKM
N3roTOBIIEHHOIO NIeKapCcTBEHHOro npenapara.

JlekapcTBeHHble npenapaTtbl, W3rOTOBMIEHHbIE MO peuentaMm, TpeboBaHUAM,
noanexart puan4eckoMy KOHTPOSO BbIGOPOYHO B TeyeHue pabodero AHSA C y4eTom
BCEX BWOOB W3rOTOBMEHHbIX JIEKAPCTBEHHbLIX (POopM, HO He MeHee 3% OT ux
KonuyecTtBa 3a A€eHb.

INlekapcTBeHHble npenapaTbl, U3rOTOBMEHHbIE B BWAE BHYTPManTE4YHOW 3aroTOBKW,
noanexart (pu3n4eckoMy KOHTPOSIO B KONMYECTBE He MeHee TpeX YNaKOBOK KaXKaow
cepum (B TOM u4ucne pacoBka MPOMbIIIEHHON MNPOAYKUUM N roMeonaTU4ecKmx
NeKapCTBEHHbIX CPeacTB). PU3BNYECKUMIN KOHTPONb OCYLLECTBASETCA B OTHOLUEHWUN
NeKapCTBEHHbIX MpenapatoB, MNpedHa3Ha4YeHHbIX AN MpUMEeHeHUs Yy OeTen B
Bo3pacte o 1 roga, coaepxawux S00BUTble, HapKOTUYeckue Ccpeacrtsa,
NCUXOTPOMHbIE W CUIbHOLEWCTBYIOLLME BeELLECTBa, JleKapCTBEHHble npenaparhl,
Tpebyowune crepunmsauumn, Cynno3UTOPUEB, WHBEKUMOHHbLIX roMeonaTn4eckmnx
pacTBOPOB, HACTOEK FOMeoNaTUYECKNX MaTPUYHbIX.

70. KoHTponto konuyectBa rpaHysi B O4AHOM rpamme nogrexart rpaHysibl caxapHble,
Kak BcroMmoraTernbHoe BELEeCTBO, NPy MNOCTYNNIEHUN B anTEYHY0 OpraHu3auuio.
BagewwuBaetca 1 rpamm rpaHyn ¢ ToyHocTbio 0,01 rpamma v nogcymMTbiBaeTCs
KonuyecTBo rpaHyn. lNpoBoantca He MeHee OByX onpeaeneHun.



lpaHynbl romeonatnyeckne, W3roTOBIEHHbIE B BUOE BHYTPUMANTEYHOW 3arOTOBKM,
noAaBepratTCa KOHTPOM pacnagaemocTy BbloopoyHo, HO He meHee 10% oT obuyero
Yyucra U3roToBMEHHbIX 3a MECSL, CEPUMN.

10 rpaHyn nomMeLLarTca B KOHMYECKYH0 Konby BmectumocTbio 100 mn, npubasnserca
50 mn Bogbl ounwieHHon, umetowen Temnepatypy 37 °C 2 °C. Konba meaneHHo
nokaumeaetrca 1 - 2 pasa B cekyHay. [1poBoguTca He MeHee Tpex onpenerieHun.
paHynbl OMKHBI pacnagaTtbCs B Ted4eHne He 6onee 5 MUHYT.

71. Pesynbratbl (pU3nMYecKoro KOHTPONsS (UKCUPYIOTCA B XXypHane perucrpaumm
pe3ynsTaTtoB  OpraHoNenTUYeckoro, (U3MYEeCKOro W  XUMUYECKOTro  KOHTPOMs
NeKkapCTBEHHbIX NpenapaToB, N3rOTOBMEHHbLIX NO peuenTtam, TpeboBaHMAM u B BUAE
BHYTPMaNTE4YHOM 3aroTOBKW, KOHLEHTPUPOBAHHbLIX PacTBOPOB, TPUTypauun, cnupta
3TWUOBOIO N (haCOBKM NIEKAPCTBEHHbIX CPEACTB.

72. XMMWYECKMA KOHTPOSb 3aKmMyaeTcss B OLEHKe KayecTBa W3roTOBMEHUS
NeKkapCTBEHHbIX NpenapaToB Mo nokasaTernsm:

a) Ka4eCTBEHHbIN aHanu3: NOASIMHHOCTbL NeKapCTBEHHbIX CPEACTB;

0©) KONMMYECTBEHHbI aHanu3: KONMMYEeCTBEHHOEe onpedeneHne rekapCTBEHHbIX
CpPencTB.

[Ons npoBegeHMss XMMKMYECKOro KOHTponsi obopyayetcs paboyee MecTo,
OCHalleHHoe creuvanbHbiM  obopyaoBaHuem, npubopamn ©  peakTUBamu,
obecrnevyeHHoe [AOKyMeHTamu B 00nactu KOHTPOMsi KayecTBa WM CNpaBOYHON
nnTepaTypomu.

Pesynbratbl KayeCTBEHHOro aHanusa perucTpupyloTcs B KypHane perucrpaumm
pes3ynsTaTtoB  OpraHoNnenTUYeckoro, (U3NYEeCcKoro WM  XUMUYECKOro  KOHTPOMs
neKkapCTBEHHbIX NpenapaToB, U3rOTOBMEHHbLIX NO pelenTtam, TpeboBaHMAM u B BUae
BHYTPMANTEYHOM 3aroTOBKW, KOHLEHTPUPOBAHHbLIX PacTBOPOB, TPUTypaUWi, cnupta
3TWUMOBOIO N (PaCOBKM NEKAPCTBEHHbLIX CPEACTB, a TakKe B XXypHane perncrpauun
pe3ynbTaToB KOHTPONSA NeKapCTBEHHbLIX CPEACTB Ha NOAMMHHOCTb.

73. KayectBeHHOMY aHanu3y nogBeprarTcs:

a) ouYMLlEeHHasa BoAa M BoAa ANS1 UHBEKUMIA eXegHEeBHO M3 Kaxaoro 6annoHa, a npu
nogaye Bogbl Mo TpybonpoBogy - Ha KaxagoMm paboyem MecTe Ha OTcyTCTBME
Xnopuaos, cynb@aToB 1 conen Kanbuns U MarHus, Takke npousBoauUTCA KOHTPOSb
3HaveHusa pH. Boga, npeaHasHadeHHas 4515 U3roTOBMNEHUSI CTEPUSIbHBIX PacTBOPOB,
NnpoBepseTCss Ha OTCYTCTBME BOCCTaHaBMNMBAKOLIMX BeELLECTB, COMEerM aMMOHUS U
yrnepoga Anokenaa;

6) BCe nekapcTBeHHble CpPeaCcTBa U KOHLUEHTPMPOBAHHbIE PacTBOpbI (B TOM 4uche
HACTOMKM roMmeonaTu4yeckme MaTtpuyHble, TpUTypauum romeonatndeckne nepBoro
AECATUYHOIO pa3BedeHusl, pacTBOpPbl romeonaTtuyeckme nepBoro AecATUYHOrO
pasBegeHus), noctynawwme M3 MOMELWEHUn ONsi XpaHeHUs B MNOMELLeHUs Ons
N3roTOBMEHWS NEKapCTBEHHbIX NPenapaTos.;

B) NeKapCTBEHHble CpPeAcTBa, NOCTYMMBLUME B anTEeYHYK OpraHusauuio B criyvyae
BO3HWUKHOBEHUSA COMHEHUS B UX Ka4eCTBe;

') KOHLUEHTPMPOBaHHbIE PACTBOPbI, XNOKNE NeKapCTBEHHbIE CpeacTBa B BIOPETOYHOM
yCTaHOBKE W B LITAHracax C nuneTkamy, Haxogswuecs B MOMELLEHUM
N3roTOBMNEHWS NEKapCTBEHHbIX NpenapaTos, Npu UX 3anosIHEHWUN;



A) paccacoBaHHble NeKapCTBEHHbIE CPEACTBa NPOMbILLSIEHHOrO NPON3BOACTBA;

e) romeonaTtuyeckme JeKapCTBEHHble npenapatbl B BMAE BHYTpUaNTEYHOM
3aroToBkn. KayecTBo fiekapCTBEHHOrO npenapara oueHMBalT MO BCroMoraTenbHbIM
BelLlecTBaM.

Bopa ouvwieHHas n Boga Ons MHBbEKUMA exeKkBapTanbHO MOABEPralTCA MOSIHOMY
Ka4yeCTBEHHOMY U KONIMYECTBEHHOMY aHarnuay.

74. Tlpn npoBedeHUM XUMUYECKOrO KOHTPOSIS OYULLEHHOW BOAbl M BOAbl ANs
WHBbEKLMI B XypHarne perncrpaunn pesynsratoB KOHTPOSS BOAbl OYULLIEHHOMW, BOAbI
ANA UHBEKLUMIN YKa3blBaKOTCS:

a) pata nonyyeHusi (OTTOHKK) BOAbI;

6) AaTa KOHTpONA BOAbI;

B) HOMep NPOBESEHHOIro XMMMUYECKOro aHanunsa Boapl;

r) Homep BannoHa unmn BIOPETKKU, U3 KOTOPLIX B3ATa Ha aHanu3 BOA4a;

[) pesynbTaTtbl KOHTPOMS Ha OTCYTCTBUE NpUMecen B BOAE;

€) 3Ha4YeHNs ANEKTPONPOBOAHOCTUN BOAbI;

X) 3aKknyeHWe O pesynbratax adHanmsa BoAdbl  (yOOBNETBOpPSET WU He
YAOBMNETBOPSET);

3) NOANMCb N1ua, NPOBOAMBLLENO aHann3 BoAbl.

KypHan peructpauumn pesynbTatoB KOHTPOMS BOAbl OYWULLIEHHOMW, BOAblI AnA
WHBbEKLUMIA  HYMepyeTcsi, MNPOLUHYPOBLIBAETCSA U CKPEennsetcs  MNOAMUCHI0
pyKOBOOUTENS anTevyHOW opraHusauuuM un neyatbio (npy Hanuyuu). [Jonyckaetcs
BeEeHNe yKaszaHHOro XypHana B 3fIeKTPOHHOM BUAE.

75. KayectBeHHOMY aHanuay noasepratoTca BblOOPOYHO fleKapCTBEHHbIE NpenapaTbl
pasnnyHbIX NeKkapCTBEHHbIX POPM, M3rOTOBMEHHbIE dapMaueBTOM (MPOBM3OPOM) B
TeyeHne pabouyero gHsi, HO He meHee 10% oT obLuero KonnyecTea M3roTOBMNEHHbIX
KaxxabIM dpapMaueBTOM JleKapCTBEHHbIX NpenapaToB, KPOMe roMeonaTtuyeckumx.
[omeonaTnyeckne nekapcTBeHHble npenapaTtbl B BUAE BHYTPManNTE4YHOW 3arOTOBKM
N3roTaenueatoT noa HabnoaeHnem npoBM3opa-aHanuTKa nnn
npoBmusopa-TexHonora. B TpuTypauusx romeonatuyecknx W romeonaTuyeckmx
rpaHynax KadecTBO JleKapCTBEHHOro npenapata [LOMOSHUTENbHO OLEHMBAOT MO
BCMoOMoOraTtefbHbIM BellecTBaM.

76. lNpu npoBegeHUN XUMUYECKOTO KOHTPOSSA NOANIMHHOCTU NIeKapCTBEHHbIX CPeacTB
B JKypHane peructpauum pesynbratoB KOHTPOMsS JfleKapCTBEHHbIX CpeacTB Ha
NOANMHHOCTb YKa3blBalOTCA cnegyouime cBegeHuns:

a) AaTta 3anofnHeHns 6IopeToYHON YCTaHOBKM, LUTaHrNaca;

6) NoOpsAKOBbLI HOMEP XMMMUYECKOrO aHanm3a;

B) HaMeHOBaHWe fleKapCTBEHHOIO CPeaCTBa;

r) HOMep cepum UNU HOMEp aHanuaa JfiekapCTBEHHOro cpeactsa npou3soauTens
NeKapCTBEHHbIX CPeacTB;

[) HOMep 3anosiHAeMOoro LTaHrnaca;

e) onpegensieMoe BELLECTBO (MOH);

X) pe3ynbraTtbl KOHTPONS Mo wkane "nnc" nnn "MmHyc";

3) NOANMCY NUL, 3anofHMBLUNX U NPOBEPUBLUNX 3arnOfIHEHNE.



XKypHan pesynbsTaTtoB KOHTPONS JleKapCTBEHHbIX CPeAcTB Ha MOASIMHHOCTb
HyMepyeTcsi, TMpPOLUHYPOBbLIBAETCA U CKpEennseTcsd noarnucbld  pykoBoaMUTESNS
anTe4yHou opraHM3auuun 1 nevatbio (NpU Hanuyum).

77. KayeCTBEHHOMY U KONMYECTBEHHOMY aHanu3y nogseprartoTcs:

a) pacTBOpbl N9 WUHBEKUMM M MHAY3UA nocne cTepunmsauumn NpoBepPSIOTCS Mo
3HavyeHMo pH, NOANWMHHOCTM W  KONMWYECTBEHHOM  COAEPXaHW  BELLEeCTB;
N30TOHUpYKOLWMe 1 cTabunuaupylowme  BewecTBa Mocne  crepunusaumnm
NpoBEpPSATCA NuWb B Criydyae, NpedyCMOTPEHHOM [JOoKyMeHTamu B obnactu
KOHTPOns KavyecTBa;

6) 10% nekapCTBEHHbIX MNpenapaToB KaXOon Cepwun, W3rOTOBMEHHbIX B BUAe
BHYTPMaNTE4YHOM 3aroTOBKW, B TOM YMCNE PacTBOPbl ANS UHBEKLMA U MHEY3UN,
Kpome roMmeonaTnyecknx nekapCcTBeHHbIX Npenaparos;

B) CTepusnbHble pPacTBOPbl ASI HapPYXXHOro npuMeHeHus (odTanbmosniornyeckme
pacTBOpbl ANSA OPOLIEeHWN, pacTBOpbl ANSA fEeYEeHUS OXOroBbIX MOBEPXHOCTEN W
OTKPbITbIX paH, 451 UHTpPaBarMHanbHOro BBEAEHNS U UHblE CTEPUSIbHbIE PacTBOPbI);
r) rnasHble Kanaum u masu, cogepxawue S00BUTble, HapKoTUYeckue CpencTBa,
NMCUXOTPOMHbIE, CUMNbHOAENCTBYOWME BelwlecTBa. [lpn aHanuse rmasHbiIX Kanesnb
coAepXaHve B HUX M3OTOHMPYIOLMX U CTabuMnmsmpyowmx BELLECTB onpenenserca
A0 cTepunuaauumm;

[) BCe nekapCTBeHHble (PopMbl, NpeagHa3HavYeHHble OS5 TeYeHUS HOBOPOXAEHHbIX U
peten oo 1 roga;

€) pacTBOpbl aTponuMHa cynbgarta W KUCNOTbl XIOPUCTOBOLOPOAHOWN (ANs
BHYTPEHHEro NPUMEHEHUs), pacTBopbl cepebpa HUTpaTa;

X) BCe KOHLEHTpPMpOBaHHbIE pPacTBOPbI, TPUTypaLuu, KpOMe roMeonaTtuyeckmnx
TpUTypaumm;

3) ctabunusaTopbl, NPUMEHSEMbIE NPWU N3FOTOBMEHUM PACTBOPOB AN MHBEKUUA U
NHpy3nn, BydepHble pacTBOpbl, MPUMEHSEMbIE NPWU N3FOTOBMEHWM Ma3HbIX Kanensb;
M) KOHUEHTpauus cnuvpta 9TUMNOBOrO Mpu pasBedeHuu, a Takke B Crydae
BO3HWKHOBEHWUSI COMHEHWA B KayeCcTBe CnupTa 3TUMOBOrO Mpu ero NoCTynfieHun B
anTeyHyl opraHn3aumio;

K) UHbEKLMOHHbIE rOMeonaTnyeckne pacTeopbl;

Nn) nekapCcTBEHHble OPMbI, M3rOTOBMIEHHbIE MO peuentam K TpeboBaHWsM, B
KonnyecTBe He MeHee Tpex fnekapCTBEHHbIX hopM npu paboTe B OAHY CMEHY C
y4eTOM pasfnn4YHbiX BWOOB JIEKAPCTBEHHbIX )OPM, B TOM YUCE NEeKapCTBEHHble
dopmMbl ANa geten, npumMeHaemMble B 0pTanbMOMOrM4yeckon npakTuke, cogepxawime
A00BUTbIE  BeLLeCTBa, HapPKOTMYeCKMe CpeacTsBa, MCUXOTPOMHble BeLecTBa,
CUNbHOOENCTBYIOLLME BELLECTBA, pacTBOPbI AN Ne4ebHbIX KNnU3Mm.

78. V13rotoBneHne 1 KOHTPOSb KavyecTBa CTEPUSIbHbIX pacTBOPOB OCYLLECTBIISAKTCS B
COOTBETCTBMM C HacToswumn [lpaBunamu, TpeboBaHUSAMU COOTBETCTBYIOLLNX
dhapMakonenHbIX cTtatern M obmux apmMakonenHbix cTaTen UNU OOKYMEHTOB B
00nacTun KOHTpOns KavecTsa.

79. MuKpobuonormyecknin KOHTPONb pPacTBOPOB, 3a WCKITIOYEHMEM pPacTBOPOB
WHOMBUAYANbHOIO U3rOTOBMEHUS, HAa CTEPUNIBHOCTb M UCMbITAHWE Ha MUPOreHHOCTb
unn GaktepuanbHble 3HOOTOKCUHbI PacTBOPOB AN WHBEKUMA U MHAY3UN



NpoBOAUTCA B COOTBETCTBUM C TPeOOBaHWSIMW COOTBETCTBYHOLLMX (hapMakonenHbIX
cTaten M obwmnx hapmakonerHblX cTaTen UM LOKYMEHTOB B 06nactu KOHTPONs
KayecTBa.

80. [lo n nocne ctepunusaunm CTeEpUSibHbIX PaCTBOPOB BLINOSIHAETCA UX KOHTPOIb
Ha MexaHW4ecKune BKIHYEHUS.

MexaHunyeckummn BKIHOYEHNAMMU ABMSAKOTCS NOCTOPOHHME NOABWMKHbIE
HepacTBOpPMMbIE BELLECTBA, KPOME My3bIPbKOB rasa, Cry4YyanHO NPUCYTCTBYHOLLMX B
pacTBOpax fiekapCTBEHHbIX NpenapaTos.

OpHoBpeMeHHO npoBepsieTcss 06beM pacTBOPOB B EMKOCTAX M Ka4YeCcTBO MX
YKYMOPKM.

81. B npouecce M3rotoBneHns ctepurnbHbIX pacTBOPOB OCYLLECTBIISETCS NePBUYHbLIN
N BTOPUYHbIA KOHTPOSb HA MEXaHMUYECKNE BKITIOYEHUS!.

[MepBMYHbLIN  KOHTPONb OCyLIeCcTBNAeTcAa nocrne unbTpoBaHNa U (PacoBKu
N3roTOBIIEHHOIO pacTBopa.

Mpn OBHapy>XeHUM MeXaHMYECKUX BKIHOYEHWA pPacTBOP MOBTOPHO UIbLTPyeTCH,
BHOBb NPOCMaTpPUBaETCs, YKYNOPUBAETCHA, MAPKUPYETCS U CTEPUNN3YETCA.
PacTBopbl, W3rOoTOBMEHHbLIE acenTUYecKkn, NpPOCMaTpPUBaKOTCA OAMH pa3 nocne
dracoBKM UNKN cTepunuaytoLLero uUnsTpoBaHUS.

[MepBrYHOMY 1 BTOpUYHOMY KOHTposto noanexat 100% eMkocTen ¢ pacTBopamMu.
82. KoHTponb  pacTBOPOB  Ha  OTCYTCTBME  MEXaHWYeCKMX  BKIHOYEHUN
OCYLLECTBISETCS NPOBU3OPOM - TEXHOMOMOM C COOMOAEHNEM YCHOBUA N TEXHUKU
KOHTpONSI.

[Ons npocmoTpa emkocten obopyayerca pabovee MeCcTo, 3alUMLLEHHOE OT
nonagaHvsi NpsiMbIX COSTHEYHbIX Nyyeun. [lonyckaeTcsi NpUMEHeHue 4vepHo-6enoro
3KpaHa u crneunarnbHbIX YCTPOWCTB.

B 3aBucMmocTn ot o6bema eMKOCTM NPOCMaTpUBAOTCA OQHOBPEMEHHO OT OQHOWN A0
NATU LWTYK.

VI. CpOKM rogHOCTU Ha N3roTaBnmMBaeMble
nexkapcTBeHHble npenaparbl

83. Cpokn rogHOCTU JeKapCTBEHHbIX NpenapartoB, W3roTOBIIEHHbIX anTeYHbIMU
opraHMsaumsiMmm, COCTaBnNAoT:

a) AN HecTepurbHbIX TBEPAbIX NEKAPCTBEHHbIX QOPM M Ma3en, NMMHUMEHTOB - 14
CYTOK;

6) 4Na HeCcTepUnbHbIX TBEPAbIX XXEeNaTUHOBBIX Kancyn - 45 CyToK,;

B) ONA HECTEPUNbHbIX XUAKMUX NEKapCTBEHHbIX POPM, 3a WUCKITHOYEHMEM, HACTOEK
Kanerb, 3MyIibCUIN U CyCneH3nn - 14 cyTok;

r) ANS rmasHbIX Kanenbs - He 6onee 2 CyTok;

A) Ans HACTOEB, OTBAPOB, CNN3EN - He Bornee 2 CyTOK,;

€) ANsl pacTBOPOB UHBEKLMNIN U MHAY3UI - HE Bonee 2 CyToK;

X) OANS 3MynbCUNA, CYCMEH3UN C UCMONb30BaHMEM cTabunmsatopoB - He Gonee 7
CYTOK, 6e3 cTabmnunaaTopos - 2 CyTOK;



3) AN TBepAbIX XXEenaTUHOBbIX Kancysn, codepKalmx MOPOLLKW, U3rOTOBMEHHbIE B
acenTU4eCcKnx yCnoBusIX N3 CTEPUNbHbIX MHrpeaneHToB - 90 CyTok;

n) ANSA ocTanbHbIX NIEKapCTBEHHbIX YOPM - He 6onee 10 cyTok.

84. AnTeyHas opraHuM3aums BrpaBe YCTaHaBNMBATb WHblE CPOKM TFOAHOCTW,
N3roTaBnMBaeMbIX NIEKAPCTBEHHbIX NpenapaToB, €CrM OHM NPEAYCMOTPEHbI OOLLUMM
doapmakonenHbIMn CTaTbAMN.

VII. MpaBwuna oTnycka n MapKUpOBKK NEeKapCTBEHHbIX NpenapaTos

85. JlekapcTBeHHble Mpenapartbl, U3roTOBIIEHHbIE U pacdacoBaHHbIE B anTe4YHOW
opraHusaumm, opopMnNATCA COOTBETCTBYHOLLMMN STUKETKAMN.

OTUKETKM Onst OohopMMeHNa nekapCTBEHHbIX npenapaTtoB B 3aBUCMMOCTU OT
crnocoba ux NpUMeHeHNsa NoApasaensatTCs Ha:

a) O9TUKETKM [ANsl JIeKapCTBEHHbIX MpenapatoB BHYTPEHHEro MpUMEHEHUs C
Hagnuceto "BHyTpeHHee";

0) 3TUKETKM ONsi NEeKapCTBEHHbIX NPenapaTtoB HapYy>XHOro NPUMEHEHNSA C HAaAMNUCHIO
"Hapy»xHoe";

B) 9TMKETKM ANSA NEeKapCTBEHHbIX NpenapartoB MECTHOro NPUMEHEHUS C HaLMUChIO
"[1Ns1 MECTHOrO NpUMeHeHna";

r) 3TUKETKM Ha JiekapCTBEHHble npenapartbl A napeHTepanbHOro BBEAEHUSA C
Hagnucbto "Ong nHbekymn”, "Ona nHgysmn'";

A) 3TUKETKN Ha rMnasHble fieKkapcTBEHHbIE npenapaTtbl ¢ Hagnucbio "lMMasHble kannu',
"MasHas masb", "PacTBopbl a5s opowleHuns”;

€) Ans  romMeonaTUyeckux  JIeKapCTBEHHbIX  MpenapatoB C  HaANUChbIO
"Tomeonatnyeckmin” nnum "romeonaTnyeckoe nekapCcTBEHHOE CPeacTBo”.

86. Ha aTtuketkax Ona odopMneHns U3roToBrEHHbIX JIEKapCTBEHHbIX NpenapaTos
neyaTtalTCca npegynpeauTenbHble HaAnucu, COOTBETCTBYIOLLUME JleKapCTBEHHON
dopme:

a) Ans MUKCTYp - "XpaHuTb B NpoXragHoOM M 3awuuieHHoM oT ceeTa Mecte", "lNepen,
ynotpebneHnem B3banTbiBaTh";

0) Ana masen, rmasHbiX Masen K rMnasHbiX Kanenb - "XpaHuTb B MPOXSiagHOM U
3almueHHoM OT cBeTa MecTe", ans romeonarMyeckux wmasen "XpaHutb B
3alMLLEHHOM OT cBeTa MecTe npu Temnepatype ot 5 go 15 °C";

B) ONS Kanenb BHYTPEHHEro NpUMEHeHUsa - "XpaHuTb B 3alMLEHHOM OT CBeTa
MecTe"; ona romeonaTtnyeckux Kanenb - "XpaHuUTb B 3alUMLLEHHOM OT CBETa MecTe,
npu Temnepatype He Bbiwe 25 °C"; ana rpaHyn romeonatuyeckux - "XpaHuTb B
CyXOM, 3allULLEeHHOM OT CBETa MecTe, npu TemnepaTtype He Bbiwe 25 °C";

r ANS WHBEKUMA W WNHPY3MM U OPYIrNX CTEPUSbHbIX JleKapCTBEHHbIX opm -
"CTepunbHo".

87. Bce aTUKETKM LOMKHbI cofepXaTb npenynpeautenbHyo Haanucbk "XpaHuTb B
HeLOCTYNHOM NS AeTen mecTe".



88. [0ns nekapCTBEHHbIX NpenapaTtoB, TPeOylLMX OCOObIX YCMOBUN XpaHEHUS,
obpalleHns n nNpPUMEHEHUs, Ha J3TUKETKax MnevaTalTCa WM  HaKnemBaloTcs
npeaynpeanTenbHble Haanucu.

89. Pa3mepbl 3TUKETOK OnpenenstoTca B COOTBETCTBMM C pasMepamu nocydbl Uimn
APYron ynakoBKW, B KOTOPOW OTMYCKAKOTCH W3rOTOBIIEHHbIE JI€KAPCTBEHHbIE
npenaparbl.

90. JlekapcTBeHHble npenapaTtbl B 3aBMCUMOCTU OT JieKapCTBEHHOW (OOpMbl U
Ha3HayYeHnss 0POPMMATCHA COOTBETCTBYOLLMMY BUAAMWN STUKETOK.

91. Ha atukeTkax Ona opopMreHnsa fekapCTBEHHbIX npenapaToB, U3roTOBMEHHbIX
OS5 HaceneHus, ykasblBaeTcs crnegyollee:

a) HaMMEeHOBaHMe anTe4YHOW opraHu3auuu;

0) MecToHaxoXxgeHue anTe4yHon opraHnsauunu;

B) HOMep peLenTa (NpucBanBaeTcs B anTeke);

r) bamunums, nms, 0THECTBO (MPU HaANUYUK) NALNEHTa;

[) HauMeHOBaHWe NN COCTaB JIeKapCTBEHHOro Npenapara;

e) cnocob NpuUMeHeHUs NnekapcTBEHHOro npenapara, Bua fekapcTBeHHOW hopMbl;
X) peXuM A03NPOBaHUS;

3) 4aTa U3roTOBIEHUS NIEKapCTBEHHOIO npenapara;

1) CPOK rogHOCTU NnekapcTBeHHoro npenaparta ("logeH no ");

K) LleHa nekapcTBEHHOro npenapara;

n) npegocTepexeHne "XpaHUTb B HEAOCTYNHOM ANs AeTen mecte".

92. Ha atukeTtkax ana oOpMNeHNsa nekapCTBEHHbIX NpenapartoB, W3roTOBMEHHbIX
ANA MegULMHCKMX OpraHu3auun, ykasbiBaeTcs criegytollee:

a) HauMeHOBaHWe MEeAWMUMHCKOW OpraHu3auun n ee CTPYKTYpHOe nogpasgeneHve
(npn HeoBxogMMOCTK);

0) HaMMeHoBaHMEe anTe4YHOW OpraHM3aunu;

B) MECTOHaxoXAeHne anTe4yHon opraHn3aunm;

ry damunua, wumsa, O0T4eCTBO (MpYM  HanmuMyuu) nauueHTta, And  KOTOpPOro
MHOMBMAOYaNbHO U3rOTOBMEH NIEKAPCTBEHHbIN NpenapaT (npu HeobxoanmMocTK);

A) cnocob NnpuMeHeHNsa nekapCcTBEHHOIO npenapara, BUa nekapcTBeHHoM hopmbl;
e) AaTta U3roToBeHNsa nekapCcTBEHHOro npenapara;

) CPOK roAHOCTM nekapcTBeHHoro npenaparta ("logeH oo ");

3) nognucuM WU3roTOBMBLLErO, MNPOBEPMBLUENO W OTMYCTUBLUErO JleKapCTBEHHbIN

npenapat paboTHMKOB anTteyHou opraHudaumm ("MsrotoBun , npoBepun
, OTMyCTUN ");

1) HOMep aHanu3a NPoBEPKN NeKapCTBEHHOro npenapara;

K) cocTaB rekapCTBEHHOro npenapata (npegycmaTpuBaeTcs nyctoe MecTo Angd
yKasaHua cocTtaBa). Ha aTukeTkax nekapcTBEHHbIX MpenapatoB Afs MHbEKUMA U
WHAY3MA  yKasblBaeTcs Crnocob nNpUMEHEHUs1 fieKapCTBEHHOro  npenapara:
"BHyTpmnBEHHO", "BHYTpMBEHHO (KanenbHo)", "BHYTPUMbILLEYHO".

93. TeKkCT aTMKETOK neyaTtaeTcd TunorpadpCkuMm crnocobomMm unm € MCNonb30BaHMEM
rneyartaroLwmx YCTPOMCTB Ha pycckoM nA3blke. CoOCTaB NeKapCTBEHHOro npenapara
NMALIETCA OT PYKM WMAWM HaAHOCUTCA LWTaMnoM. HaummeHoBaHUs nekapCTBEHHbIX
npenapaTtoB, 4acTO BCTpPevalLlmnXCca B peuenTtype, UM U3roToBnAemMbliX B Buae



BHYTPMaNTE4YHOMW 3arOoTOBKM, JOMNYCKAETCA HanevyataTb TMnorpadckum cnocobom mnm
C MCNOSb30BaHNEM MevaTaroLmx YCTPOUCTB.

94. Ha atukeTkax ana oopMreH1si roMeonaTnyecknx fekapCTBEHHbIX NpenapaTos,
N3roTOBMEHHbIX KaK BHyTpuanTe4yHasi 3arotoBka, ykasblBaeTCs:

a) HauMeHoBaHMe anTe4YHON opraHn3aumm;

0) agpec MeCToHaxoXaeHust anTe4yHoW opraHn3auuny;

B) HaMMeHOBaHWEe MOHOKOMMOHEHTHOrO roMeonaTtuyeckoro feKkapCTBEHHOro
npenapaTta Ha pyCCKOM si3blke (TpaHCcnuTepaums);

r) HaMEeHOBaHMEe KOMMIIEKCHOrO rOMeonaTU4ecKoro fiekapCcTBEHHOro npenapara Ha
PYCCKOM S13bIKE;

A) CcoCTaB ANnsl  MOHOKOMMOHEHTHbIX W KOMMJIEKCHbIX  FOMeonaTU4ecKmnx
NEeKapCTBEHHbIX MpenapaTtoB (aKTUBHblIE KOMMOHEHTbl - Ha JIAaTUHCKOM $3blKe,
BCNoMoOraTesfibHble KOMMOHEHTbI - HA PYCCKOM $13blIKe);

€) Macca romeonaTU4ecKoro fiekapCTBeHHOro npenapara;

X) cnocob npuMeHeHnsa romeonaTU4ecKoro fekapCTBEHHOro npenapara;

3) BUA NeKkapcTBeHHOW  opMbl  (rpaHynbl  roMeonaTtnyeckue,  Kanmu
romeonartmyeckmne, Masb romeonaTnyeckasi, TpuTypaums romeonartmyeckas);

n) Aata U3roToBEHNA roOMeonaTUYeCKoro fIekapCTBEHHOrO nNpenapara;

K) CPOK rogHOCTM TroMeonaTU4ecKoro JrekapcTBeHHoro npenapata ("lfogeH Oo
")

n) cepus;

M) LleHa roMeonaTmM4ecKoro nekapcTBeHHOro npenapara;

H) WTpUX-Ko4 (Npwn HaNnu4um);

0) npepocTepexeHne "XpaHWTb B HeOLOCTYNHOM And neTen MecTe", ycnosus
XpaHeHus.

95. MapkMpoBka W3rOTOBMEHHbLIX paguModapmMaLeBTUHECKUX  JNeKapCTBEHHbIX
npenapaToB OCYLLECTBSETCA B 3aBMCUMOCTM OT fIeKapCTBEHHOW (hopMbl U cnocoba
NPUMEHEHNA NEKaApCTBEHHOrO npenaparta B COOTBETCTBMM C TpeboBaHusiMn obLlen
hapmakonenHon ctatbu "PagnodapmaneBTnieckne nekapCTBeHHble npenaparbl”.

VIIl. KoHTponb Npun oTnycke nekapCcTBeHHbIX NpenapaTos

96. KoHTponio npum oOTnycke nekapCTBEHHbIX MpenapaTtoB MNoABeprarvTca Bce
N3roTOBMEHHbIE JEKapCTBEHHbIE MnpenapaTtbl, B paMKax KOTOPOro npoBepsieTcs
COOTBETCTBUE:

a) YMakoBKW JleKapCTBEHHOro npenapara (U3NKO-XMMUYECKMM  CBOWCTBaM,
BXOOSALMX B HEFO NeKapCTBEHHbIX CPEACTB;

0) ykasaHHbIXx B peuente wunu TpeboBaHMM [03 HAPKOTUYECKUX CPEeAcTs,
NMCUXOTPOMHbIX BELLECTB, CUINbHOAENCTBYHOLLMX BELLLECTB BO3PACTY NALUUEHTa;

B) pPeKBM3NTOB peuenTa, TpeboBaHWSA CBeOeHUAM, YyKasaHHbIM Ha YynakoBKe
N3roTOBMNEHHOrO SIeKapCTBEHHOIO Npenapara;

r) MapKUPOBKW feKapCTBEHHOro npenaparta TpeboBaHuam rmasbl VIl HacToswmx
MpaBwun.



B pamkax KOHTpons npu OTMNyCcKe nNpPOBEpSeTCa Hanuuve wHpopmauum o
noareepxaeHnn OTBETCTBEHHbIM PabOTHMKOM anTe4YHOW OpraHn3aLmm COOTBETCTBUSA
N3roTOBMNEHHbLIX NEKapCTBEHHbIX MpenapatoB TpeboBaHUSAM, YCTAHOBMEHHbLIM
HacToswmmu MNpasunamu (ganee - nogTeepXxaatoLlas Hopmauus).

[Mpn BbISBNEHMM OAHOIO M3 yKa3aHHbIX B nognyHkrax "a" - "r" HacToswero nyHkra
HEecooTBEeTCTBMN U (MnNK)  OTCYTCTBUM noaTreepxgarowen  MHdopmaumn,

N3roTOBIEHHbIV NEeKapCTBEHHbIN NpenapaTt He NOoANEXMUT OTMYCKY.

IX. OcobeHHOCTU U3roToBIeHUd roMmeonaTu4ecKmnx
rNleKapCTBEHHbIX NpenapaToB

97. JlekapcTBeHHbIM npenapaTt B dopMe TpuTypaumm romeonaTndeckoun
N3roTaBnMBaeTcs B BUAE MOPOLIKA, COCTOSAWEr0 W3 OAHOMO WUIAW  HECKOMbKUX
M3MENbYEHHbIX  aKTUBHbIX  KOMMOHEHTOB W (MNM) UX  pasBedeHun  Cco
BCMOMoOrartefnibHblIM  BellecTBOM. B kayecTBe BcrnomoraTesnibHOro BellecTBa
ncnonb3yeTcs NakTo3bl MoHormapaT (ecnv B peuenTte unn TpeboBaHMM He ykaszaHo
NHoe).

98. WUsrotoBneHue Tputypauum roMeonaTUyecKmx OCYLLECTBIISIETCA CreaylowmmMm
cnocobamu:

a) W3roToBfieHMe TpUTypauuuM TroMeonaTuvyeckon wu3 TeepablX JeKapCTBEHHbIX
CPencTB;

0) uW3roToBMNEeHWe TPUTypaLMM FOMEONaTUYeCKOM U3 HACTOeK roMeonaTn4ecKmnx
MaTpPUYHbIX, PaCTBOPOB rOMeonaTUYECKUX N XXUOKUX roMeonaTuyeckmux passeaeHui.
N3rotoBneHne Tputypauumn romeonaTtuyeckux rnpou3BOAUTCA METOAOM MO Macce C
NCNONb30BaHNEM MaCCOBbIX YacCTeMn.

99. B TpuTypaumax romeonatuyecknx pasmMep MnoSlyYeHHbIX YacTul WMCXOLHOro
BellecTBa B MepBOM [ECATUMHOM WMAW NEepPBOM COTEHHOM pasBedeHUn He
npesblwaeTt 100 MMKPOMETPOB.

100. lomeonaTuyeckue rpaHynbl M3roTaBnNuBalOTCA B Buae cdep Ana npuema
BHYTPb OOMHAKOBOIO AuMameTpa, COoAepXallytd aKTUBHbIN KOMMOHEHT (aKTUBHbIE
KOMMOHEHTbI) B pa3BeAeHNAX roMeonaTnyeckmx.

101. TomeonaTtudeckne rpaHynbl W3roTaBfMBAKOTCA MYTEM HACbIWEHUS  WUIK
HaHEeCeHNa XWOKOro roMeonaTtuyeckoro pasBefeHUs OOHOr0 WM HEeCKOSbKUX
aKTUBHbIX KOMMOHEHTOB Ha BCMOMOraTefbHbI KOMMOHEHT - rpaHyrbl, Nosyvyaemble
M3 caxaposbl, JaKTo3bl WM APYrUX MNOAXOAALMX CaxapoB, paspelleHHbIX K
MeANLNHCKOMY MPUMEHEHMUIO.

Ona obecneyeHnss paBHOMEPHOrO pacnpedeneHns XUAKUX romeonaTtuyeckux
pasBedeHnn NPUMEHSAOTCA romeonaTudeckue rpaHysnbl 0UHaAKOBOrO pasmepa.
Pasmepbl romeonatudeckux rpaHyn pasnuyarTcsa no Homepam ot 1 go 12 B
3aBMCUMOCTU OT UX ANAMETPA, ECIN HE MPUMEHSIIOTCS UHbIE.

fomeonatuyeckue rpaHynbl KnaccuguumpyoTca No KonuyecTsy rpaHyn B 1 rpamme.
KonuyectBo romeonaTn4yeckux rpaHyn noacynTbiBaeTca B ABYX NapanfenbHbIX
npobax B HaBecke, B3BELUEHHOWN C TOMHOCTLIO 40 0,01 .



102. WMasrotoBrneHne romMeonaTtu4yecKkUx rpaHysl OCYLLEeCTBISEeTCH crnegyowmnmMm
cnocobamu:

a) HacblweHue rpaHysl caxapHblX XWUAOKAM roMeornaTuyeckum pasBefeHueM Unm
CMECbI0 pa3BeaeHuni;

0) HacnanBaHWe Ha rpaHyrsbl CaxapHble XUOKOro roMeonaTuyecKkoro passeneHus.
103. PacTBopbl romeonarnyeckue " pa3BegeHus romeonarnyeckue
N3roTaBnMBalOTCA MO Macce W UCMOoMb3ylTca B KadecTBe cybctaHumi Ons
N3roTOBMEHNUS TOMEONaTUYeCKMX JieKapCTBEHHbIX MNpenapaTtoB WM B KadecTBe
NEeKapCTBEHHbIX MpenapaTtoB ANA  BHYTPEHHEro, HapyXHOro W  MEeCTHOro
NPUMEHEHNS.

PasBegeHnss romeonatndeckne nonyvarTcs nyTeM cTyneHyaTtoro pasbaBneHus,
COMPOBOXOAKLWErocsi BCTPSIXMBAHMEM pPaACTBOPOB rOMeOnaTuyeckux, TpuTypauun
romeonaTuyecknx, HaCToeK roMeonaTUYeCcKUX MaTpPUYHbIX.

B kayecTBe pacTtBOpuTENEen NPUMEHSAITCH BOA4a OYULLEHHAas, Boda AN UHbEKLMHN,
pacTBOp HaTpusa xnopuaa M30TOHUYECKUN, MMULEPUH, CIUPT 3TUMNOBbLIA NN OPYron
pacTBopuUTErb, YKa3aHHbI B (bapMaKkonenHom ctaTtbe UM B Crly4ae ee OTCYTCTBUSA B
AOKyMeHTax B 0b6nacTn KOHTpOns KavyecTBa.

BogHble pasBegeHus romeonatuyeckue  MUCMNoMb3ylTcsa  ONA  U3roTOBMEeHUS
pacTBOPOB WHBEKUUOHHbLIX rOMeonaTu4yecknx, Masewn, Cynno3uTopues, Kanesnb
rnasHbIX roMeonaTu4ecKumXx.

BogHble pa3sBegeHnsa romeonatnyeckne, npegHasHavyeHHble 4515 NofyvYeHnsa masen u
Cynno3nTopues, N3roTaBnMBaloTCs Ha BOAE OYULLEHHOMN.

104. [lna nony4vyeHuss pasBedeHnin romeonaTnyecknx (pactBOpOB roMeonaTuyeckmx)
ncnonbayTca metoabl [aHemaHa, Kopcakosa 1 LM-meTos.

105. TomeonaTuyeckne cCMecu U3rOTaBMBAKOTCA B BMOE CMecen TpuTypauun
romeornaTnyeckux, HacToek romeornaTnyeckmx MaTPUYHBIX, pacTBOpPOB
romeonaTtuyeckux UMM  pasBedeHUn  romMeonaTnvyeckmx € pasnuyHbIMU
BCMOMOraTeflbHbIMM  BelwlectBaMn W MpedHasHayalTcs  Ang  nonydeHus
NeKapCTBEHHbIX CPeacTB.

CTteneHb pasBefeHUs] aKTMBHbIX KOMMOHEHTOB B T[OMEOMATUYECKUX CMecsax
nony4yaetrca nytem uX ocrefoBatenibHOro  cTyneHyatoro  pasbaBneHus
(noTeHuMpoBaHMsl) C MNPUMEHEHMEM BCMOMOraTenbHOro BellecTBa (Hanpumep,
pacTBOpUTESNb, HOCUTENL), KOTopoe fobasnseTcs B cooTHoweHun 1:10, 1:100 nnun B
WHOM COOTHOLLEHWW, YKa3aHHOM B peLenTe nnun tpebosaHuu.

CTteneHb pasBefeHUss aKTMBHbIX KOMMOHEHTOB B T[OMEOMNaTUYEeCKUX CMecsax
COOTBETCTBYET YMCIly CTYNeHen ux pasBedeHud npu nofyyeHuuM romeonaTtmnveckmx
cMecen.

106. lomeonaTnyeckme cMecu NosyvaroTca crneayrowmmm cnocobamm:

a) KaxObl aKTMBHbIM KOMMOHEHT, BXOASLWMN B COCTaB roMeonaTtuyeckom CMecw,
npeaBapuTenbHO NOTEHUMPYETCS OO HeobXoOuMMOW CTeneHu pasBedeHus, U 3aTtem
CMelLUMBaeTCa MNpeanMcaHHoe KOMMYecTBO (MO Macce) Kakaoro nony4YeHHOoro
pasBegeHus.



0) cmewmBarTCa nNpeanuMcaHHoe KOonmmM4yecTBO (MO Macce) KaXkaoro aKTUBHOIO
KOMMOHEHTa, B3ATOrO B pasBefeHnn Ha pag CTyneHemn HxXe KOHeYHOro, U COBMECTHO
NOTEHUMPYOTCA 4O HEOBXOOMMOW CTENEHU UX Pa3BEAEHNS] B CMECH.

107. CoBMeCTHO NOTEHUMPYIOTCS:

a) romeonaTudeckue CMecu, coaepxallime TOMNbKO XWOKue romeonaTtndeckme
pas3BedeHuns, Npu NonyyYeHnn KOTOPbIX B KAa4eCcTBEe pacTBOpUTENS (UM aKCTpareHTa)
NCNonb3yeTcsl CNMPT 3TUMOBbLIA  Pa3fIMYHOM KOHLUEHTpaumm npu cobnogeHnn
cooTHoweHus 1:10 nnn 1:100.

0) TpuTypauum romeonaTUYeckMe W XuUOKMe roMeonaTtnvyeckne pasBeneHus,
NnoflyYeHHble C UCMOoSib30BaHWEM BOAbl, BOOHO-COMEBbLIX UM BOLHO-TNIULEPUHOBBIX
pacTBOPOB B Ka4yeCcTBe pacTBopuTens (Unv akcTpareHTa).

B) romeornaruMyeckme CMecu, cofepXallime TOMNbKO TpUTypauuu romeonartuyeckue,
N3roTOBfIEHHbIE N3 MOPOLLKOB, rOMEeonaTu4yeckux MaTpU4HbIX HaACTOeK, PacTBOPOB
romeonaTuyeckux n (Unn) Nx pasBegeHun.

108. lomeonaTnyeckne Kannm MU3roTaeBnmMBaltOTCA B BUOE XWOKOW JleKapCTBEHHOW
dopMbl, cogepXkallelm OoOuMH WM HECKONbKO  aKTUBHbIX KOMMOHEHTOB B
COOTBETCTBYHLLMX FTOMEONATUYECKNX Pa3BEAEHUSX.

[omeonaTtnyeckme Kanmm rotoBATCS MO Macce M MOryT coaepxaTtb OauH unu bonee
aKTMBHbIX KOMMNOHEHTOB.

B kayecTBe aKTUBHbIX KOMMOHEHTOB MPW W3rOTOBMIEHUN FOMEOMNaTUYECKUX Kanesb
NCMOnb3yTCA roMeonaTtuyeckne MaTpuyHble HacTOMKM, WX roMeonaTudeckue
pa3BefeHns, pacTBOpPbl rOMeonaTu4eckme, Xuakme romeonatmyeckme pasBegeHus.
lMocnegHee [QecATUYMHOE WU COTEHHOE pasBedeHWe aKTUBHOMO KOMMOHEHTA
NOTEHUMPYETCA C MNPUMEHEHMEM pPaCcTBOPUTENS, MPEAYCMOTPEHHOINO B COCTaBe
romMeonaTuyeckmnx Kanensb.

B kauectBe pacTBOpuTENEN NPU  U3rOTOBMIEHUM TrOMeoNnaTUYeCcKnX Kanenb
NCMonb3yTCA OYULLEHHasa BOAa, rMULEPUH, CNUPT, XXUPHbIE U MUHeparbHble Macna,
WMHOW pacTBOpUTENb, yKaszaHHbIN B (hapmakonenHon ctatbe, 0bwen dhapmakonemnHom
cTatbe UM JoKyMeHTax B obracTtn obecneyeHus KadecTsa.

1009. NaroToBneHHble romeonarnyeckune Kannu pacdgacoBbIBalOTCS C
NCMoNb30BaHNEM MEPHOW MOCyAbl WKW pasfnUYHbIX 003aTOPOB B COOTBETCTBMM C
o6bemMoM romeonaTUyYecknx Kanensb.

110. TomeonaTmnyecknin cMpon M3roTaeBnMBaeTCca B BUAE cupona, cogepXxawiero oauH
WU HECKONbKO aKTMBHbLIX KOMMOHEHTOB B COOTBETCTBYHLLMX FOMeonaTU4eckmx
pasBefeHUnsX.

[omeonaTnyeckum cupon N3roTaBnuBaeTcs nocpeacTeom pacTBOpeHuUst
cnponoobpasytoLLero KOMMOHeHTa B KAMSLWEN O4ULLeHHOW Boge. [onyYeHHbI cupon
uneTpyeTCca B ropsayeMm Buae B CTEPUSIbHYHO eMKOCTb. KoHueHTpauusa caxapa B
romeonaTn4eckom cupone He MOXET ObiTb 6onee 72%.

B ocTbiBWMA cupon BBOOATCS roMeonaTtuyeckne MaTpuyHble HAaCTOMKU UMM UX
romeonaTuyeckme  pasBedeHus,  pacTBOpbl  FOMeonaTMYecKne U XUAKME
romeonaTtuyeckme pasBedeHus, TpuTypaumm roMeonartmyeckne w  (Mnn)  umx
romeonaTnyeckne pasBeneHus.



B kauecTBe KOHCepBaHTa [AOns  M3rOTOBMNEHMS TFOMeEOMNaTU4ecKoro cupona
ncrnonb3yeTcs CnupT, NpUMEHeHne ApYyrux KOHCepBaHTOB HEQOMYCTUMO.
[Mony4YeHHbIn roMeonaTUYeCcKNin CUPON MNPOLIEXMBAETCHA Yepe3 MMOTHY TKaHb UIK
apyron nogxogAawmin  matepvan. KoHueHTpauus caxapa B JNeKapCTBEHHOM
npenaparte He MeHee 64%.

111. Hactomkm romeonaTtMyeckne MaTpuyHble W3roTaBNMBAKOTCA B BUAOE KUOKUX
N3BNEYEHNA M3 BbICYLLEHHOIO PaCTUTENBHONO Cblpbsi, CMECU COKa pacTeHun C
3TaHOSIOM.

BbicylweHHOoe  pacTuTenbHoe  Chipbe, npegHa3HadeHHoe And  NofyYeHus
roMeonaTuyeckux MaTpUYHbIX (PEPMEHTMPOBAHHLIX HACTOEK, W3Menb4yaeTcss 0o
pa3mMepa 4acTul, NPOoXoasiLnX CKBO3b CUTO C OTBEPCTUAMM pasmepoM He bornee 0,5
MUNIMMETPOB.

Mpn wnarotoBneHnn ¢epMEeHTUPOBAHHbLIX FOMeOoNaTUYeckMx HacToek cobntogaertcs
TeMnepaTypHbIN pexum, 3HadyeHne pH cpenbl, NPOAOIKUTENBHOCTD HacTanBaHUs U
pexXuMMm nepemelunBaHns. TeMnepaTypHbIn pexnm (HarpeBaHune) nogaepXuBaeTcs C
NoOMOLLbI TepmocTaTtoB. [lpouecc 3KCTpakuMuM MHTEHCUMUUMPYETCS TLATENbHbIM
nepemMeLLMBaHMEM MaLlepaToB ABaXAbl B AEHb.

112. HacTonkn romeonatuyeckme maTpuyHble nonyyarTca cnocobamm nepkonaunm
unu  Mauepauum  3TaHOMIOM  COOTBETCTBYHOLEN  KOHLEHTpauuu, Mauepauum
OYNLLIEHHOW CBEXENPUroToBNEHHOW BO4OW ¢ AobGaBneHneM mena unm cmecu mena ¢
NaKTo30M, Mauepauun rmmuepmHoOM B NpMUCyTCTBUN UnNn 6e3 HaTpusa xnopuaa.

113. Tomeonatnyeckme masm COCTOAT N3 OCHOBbI M PaBHOMEPHO pacnpeneneHHbIX B
Hen o4HOro UM HECKOSbKUX aKTUBHbLIX KOMMNOHEHTOB rOMEONaTUYeCKUX pa3BeaeHni.
MO KOHCUCTEHLMN N COCTaBy OCHOBbI Ma3n roMmeonaTuyeckme NoapasaensatoTcs Ha:
a) romeonaTtnyeckne masu (Msirkasi nekapcTBeHHas opmMa, COCTosILLasa U3 OCHOBbLI U
pPaBHOMEPHO pacnpeferneHHbiXx B HEW OAHOr0 WU HECKOSNbKUMX  aKTUBHbLIX
KOMIMOHEHTOB roMeonaTu4eCcKnx passegeHun);

6) romeonartnyeckme onoaenbOoKM (MbIfIbHbIM JIMHUMEHT, COCTOSLLMIA U3 CMecu
aKTUBHbIX KOMMOHEHTOB rOMeonaTUYECKUX pas3BedeHnin N OCHOBbI).

114. Tpn M3roTOBNEHUN romMeonaTUYeckon Masm akTUBHbIE KOMMOHEHTbI BBOAATCH B
BMOE roMeonaTuyeckmx MaTpUYHbIX HAacToek M (Mnu) ux passBeneHuin, TputTypaunin
roMeonaTuyeckmx, pPacTBOPOB T[OMEOMATUYECKNX U XKUOKMX TFOMeonaTu4eCcKmnx
pasBedeHun, cybcTaHUMM  CUHTETUYECKOrO, MWHEpParibHOro U  NPUPOAHOro
NPOUCXOXOEHUS NN MHOTO NPOUCXOXAEHUS.

115. TomeonaTtnyeckoe Macro MU3roTaBnMBaETCs B BUOE IKCTpaKTa UM pactBopa
ANA HAPY>XHOTO MPUMEHEHUS, COCTOSALLYIO U3 TOMEONaTUYECKUX JEeKapCTBEHHbIX
CPEeACTB U pacTUTENBHOIO NN MUHEParibHOro Macna.

[omeonaTnyeckoe mMacno n3rotTaBnmBaeTcs:

a) Mauepauuen BbICYLUEHHONO PacTUTENbHOMO Cbipbs  PaCTUTENbHLIM UMK
MUHeparbHbIM Macrom;

0) cmewmBaHNeEM IPUPHBIX Macen 1 pacTUTENbHbIX UM MUHEPanbHbIX Macert;

B) MHbIM crnocobom, obecneymBalOWMM MONyyYeHMe CTabunbHOW neKapCcTBEHHOM
dopMbl.

[omeonaTtnyeckoe Macno CoaepXXmUT oanH unm 6onee MHrPeanEHTOB.



116. N'omeonaTmMyeckoe Macno U3rotTaBnMBaeTca NO macce B cooTHoweHun: (1:10)
nnu (1:20) unn B MHBIX COOTHOLLIEHUSAX.

B kadectBe Macen wuCMonb3ylTCA OfIMBKOBOE, apaxvMcoBOe, MOACOSTHEYHOE,
KOCTOYKOBblE UM ApyrMe pacTtuTernbHble Macrna WM MuHeparbHble Macna,
paspeLleHHble AN MegULMHCKOro NPUMEHEHNS.

INlekapcTBeHHble npenapaTtbl HA OCHOBE Macest AensaTca Ha MOHOKOMMOHEHTHbIE U
KOMNMeKcHble. KoMMnekcHble nekapcTBeHHble MpenapaTtbl Ha OCHOBE Macen
N3roTaBnMBalOTCA CMELUMBAHMEM MOHOKOMMOHEHTHbIX Maceri, MNOTEeHLMPOBaHHOM
OCHOBBbI 1 APYrMX BO3MOXHbIX UHIPEANEHTOB C Macramu nunn 6e3 Hux.

117. TomeonaTudeckue cCynno3UTOPUU cofepkaT OAWH WU HECKOSbKO aKTUBHbIX
KOMIMOHEHTOB B COOTBETCTBYHLLMX rOMEONaTuyeCcKux pa3BeaeHnsx.
[omeonatMyeckMe  Cynno3vTopuuM  codepXaT  aKTUBHblE  KOMMOHEHTbl B
romeonaTuyeckmx pasBefeHUsiX, paBHOMEPHO pacnpefeneHHble B Cynno3UTOPHOMN
OCHOBe.

B kayecTBe aKTUBHbIX KOMMOHEHTOB WCMOMb3YHTCA HACTOMKM romeonatuyeckue
MaTpuyHble K (UNIM) romMmeonaTtuyeckne pasBedeHus u (UnNn) nx cMecu, TpuTypauumn
romeonartnyeckme.

118. WHbekuMoHHble romeonaTuyeckue pacTBOpbl WU3rOTaBNUBAKOTCA B Buae
CTEPUNbHOWN XWOKOW NeKapCTBEHHOM hopMbl, coaepxallerd OAMH WUMN HECKOSTbKO
aKTUBHbIX KOMMOHEHTOB B COOTBETCTBYIOLLIMX rOMeonaTn4ecknx paspegeHusix.
YcrnoBust 1 npaBuna M3roTOBMEHUS FOMeonaTUYeCcKUX WHBEKLUOHHBLIX pacTBOPOB
AOSMKHbI COOTBETCTBOBATb YCIMOBUSIM M MpaBuSiiaM M3roTOBMEHUS pacTBOPOB AJIS
WHBEKLUNN U UHPY3UN.

Ana W3roToBNEHNA WHBEKLMOHHbLIX TFOMEeoNaTuyecknx pacTBOPOB B Ka4vecTBe
pacTBOPUTENS UCMONb3YeTCH BoAa AN UHBEKLWN.

[nsa un30TOHMpOBaHWA MpUMEHSeTCa HaTpua xnopud. Kcnomnb3oBaHuwe Opyrux
BCMOMOraTefbHbIX BeLecTB, 3a WCKIIHOYEeHUMEM BeLleCcTB AS1I9 U30TOHUPOBaHUS U
nogaepXaHnsa NocTosHCTBa 3HayYeHus pH, He gonyckaeTcs.

119. MasHble romeonaTuyeckme Kannu cogep)kaT OguMH WM HEeCKOSNbKO aKTUBHbIX
KOMMOHEHTOB B COOTBETCTBYHOLLMX FOMEONaTUYeCKUX pa3BeaeHUsX.

[MasHble roMeonaTu4eckMe Kanmu M3roTaBnuBaKTCA MO Macce B acenTU4ecKux
ycnosuax. B kavectBe pacTBopuTenen MNpUMEHSATCS BOAa  OuYULLEHHas
CBEXEenpuroToBneHHasi, N30TOHUYECKUIA pacTBOp HaTpusa xnopuga unu BydepHble
pacTBOpbl.

X. Mopsipok nsrotoeneHus pagnodapmaueBTU4ecKmnx
NeKapCTBEHHbIX NpenapaToB

120. WsrotoBneHue paanodapMaLeBTUYECKMX JIEKAapCTBEHHbIX NpenapaToB
OCYLLIECTBMNSIETCA C Y4eTOM OCOOEHHOCTEN, YCTaHOBMNEHHbIX 3aKOHOA4ATENbCTBOM
Poccuiickon ®egepauunm B obnactn obecneyeHuns pagmaunoHHon 6e30nacHoCTM.

TpeboBaHMss  HacTosilLeA  [NaBbl  PacCMNpOCTPAHSKTCA  Ha  M3rOTOBMEHUe
pagnodapmaueBTUYECKMX NEKApPCTBEHHbIX MNpenapaTtoB, COAEpXalliux B TFOTOBOW



ANA MUCMonb30BaHUA opMe OAMH PagNOHYKNNG UM HECKONbKO PagVoHYKNMAOB
(pagnoakTUBHLIX M30TOMOB) B KayecTBe AEWCTBYHOLLEro BellecTBa UM B COCTaBe
AENCTBYIOLLIErO BellecTBa, AUarHoOCTUYECKOro Unn TepaneBTUYeCcKoro Ha3sHa4yeHus, B
TOM 4ucne gnst  No3UTPOHHO-AMUCCUMOHHOW  TOMorpaduu, MofyYeHHbIX C
NCMONb30BaHNEM  PAAMOHYKMUOHbLIX  FeHepaTopoB,  LMKIIOTPOHOB, Habopos
peareHTOB, pPacTBOPOB PafVMOHYKNWAOB, PaAMOaKTUBHBIX  (PagWOHYKNUOHbIX)
npeaLwecTBeHHNKOB pagmModapMaLeBTUYECKMX NEKaPCTBEHHbIX NpenapaTos.
TpeboBaHMs HacTosALWero pasgena He pacnpoCTpPaHATCA Ha AesaATeNbHOCTb Mo
Npon3BOACTBY pagnModapMaLeBTUYECKNX NIEKAPCTBEHHbIX CPEACTB.

121. WsrotoBneHue pagnogapmMaueBTUYEeCKUX JleKapCTBEHHbIX npenapaToB
OCyLLIeCTBsieTCA NO TpeboBaHMSAM.

Mpn  wmsrotoBneHMn pagnodapmaueBTUHECKMX  FIEKAPCTBEHHbLIX  MpenapaTtoB
NCMOMNb3yTCA  NleKapCTBeHHble  npenapatbl U (Mnun)  dapmaueBTuyeckme
cybCTaHUuKW,  BKIMKOYEHHblE  COOTBETCTBEHHO B [OCYAApCTBEHHbIM  peecTp
NEeKapCTBEHHbIX CPeACcTB ANnd  MeOULMHCKOrO MNPUMEHEHWUS, eOWHbIA  peecTp
3aperncTpuMpoBaHHbIX FEeKapCTBEHHbIX cpeacts EBpPasMnNCcKOro 9KOHOMMYECKOrO
COl03a B YCTAaHOBNEHHOM MOPSIAKE.

[onyckaetca usrotoeneHne pagmodapmaleBTUYEeCKUX NeKapCTBEHHbIX npenapaToB
M3 XMMWYECKUX NPEALECTBEHHUKOB W PagUOHYKIMAHBIX NpeaweCcTBEHHUKOB, B
COOTBETCTBUU (3 TpeboBaHnsMHK obwen drapmakonenHom cratbun
"PaguocapmaneBTuyeckme nekapcTBeHHble npenapatbl”.

122. KayecTBO WM3roTOBMEHHOINO paguvodapmMaueBTUYECKOro  NIeKapCTBEHHOMO
npenapata onpegenseTca paboOTHMKOM anTe4yHOW OpraHmsaumm ero COOTBETCTBUEM
TpeboBaHusM dapmakonenHom crtaTtbu, obuien dapmakonenHon ctatbk, NMbo B
crniyyae Ux oTCyTCTBUA - LOKYMEHTOB B 06MacTn KOHTPOS KavyecTBa.

123. WsrotoBneHue pagnogapmMaueBTUYEeCKUX JleKapCTBEHHbIX npenapaToB
OCYLLECTBNSAETCA B  KOHTPONMMPYEMbIX 30HaX (MOMELLeHUsX), OTBeYatoLLnx
TpeboBaHMsIM  CaHUTAPHO-3MMAEMUONOTNMYECKUX  MNPaBuUil U TUTMEHUYECKNX
HopMaTMBOB B 0bnactn obecnevyeHns pagnaunoHHom 6e30nacHoOCTH.

He ponyckaetcs, 4Tobbl MOBEPXHOCTM 0BOPYAOBaHUS, UCMONb3YyEMbIX MaTepuanos
paboymx 30H, conpukacawuwmecs c pagnodapmaueBTUHECKUM NeKapCTBEHHbIM
npenapaTtoMm unuM BellecTBaMu, BXOAALWMMW B €ro cocTaB, BCTynanu C HAMK B
XUMUYECKYIO peakumio, Bblaensnn wnu abcopbupoBanu BewecTtBa, 4Tobbl He
N3MEHUTb Ka4eCTBO paamnodapmMaLeBTUHECKOro NekapCTBEHHOro npenapara.

He Aonyckaetcs OLHOBpPEMEHHOEe N3roToBneHne pasnnyHbIX
pagnodapmaleBTUYECKUX JTEKAapPCTBEHHbIX MpenapaTtoB B OOHOW paboyen 30He
(naMmuvHapHOM 30HEe WU 3alWMUTHOM LWKady) C Uerbio UCKNIYEHNA NepeKkpecTHOro
3arpsi3HeHNst pagMoakTUBHBIMW BELLECTBAMUN UIM NEPEKPECTHOM KOHTaMUHALMN.
124. Tpn unsrotoBneHnn pagmnodapmauleBTUHECKNX NeKapCTBEHHbIX MpenapaTtoB
cobnopatoTtes:

a) Mepbl N0 NpeaoTBPaLLEHNIO NEPEKPECTHOM KOHTaMUHaUuu;

6) Mepbl N0 3aLWmnTe 30HbI M3rOTOBNEHNA OT PAAMOAKTUBHOIO 3arpA3HEHMS.

125. AnTeyHas opraHusauusa paspabatbiBaeT n yTBepxaaeT TpeboBaHns K cucteme
AOKYMEHTauunm Mo  U3roTOBMEHUIO paanodapMaueBTUHECKNX  NEKapCTBEHHbIX



npenapaToB, a Takke OOKYMEHTALMIO MO U3rOTOBMEHMIO, KOHTPOMO U obecnevyeHunto
KayecTBa pagvodapMaueBTUYECKMX FEKapCTBEHHbIX MpenapaToB, B KOTOPOW C
yyeTtom TpeboBaHUM COOTBETCTBYIOLIMX (bapMakonemHblix cTateln u  obLmx
hapMakonenHbIX cTaTen nocrnegoBaTesibHO (MO3TanHO) onuckiBaroTcs TpeboBaHus K
NCXOQHOMY CbIpblO, YMNaKOBOYHbIM MaTtepuanam, marepuanam ans MapKupoBKM,
KpUTUYECKUM ONS KadecTBa pagvodapMaueBTUYECKMX NeKapCTBEHHbIX NpenapaToB
NPOMEXYTOYHbIM MaTepuanam n rOTOBbIM pagnogapmaleBTUYECKUM
NeKkapCTBEHHbIM npenapartam, TEXHONOMMA U3roToBreHns pagnodapmaueBTUYeCKNX
NeKkapCTBEHHbIX NpenapaToB, YCTaHaBMMBAKOTCA NpeaernbHble 3HaYeHUss U3MEHEHUN
XapakTepUCTUK  pagvodapMaueBTUYECKMX FEeKapCTBEHHbIX MpenapaTtoB, CPOK
rogHocTn, TpeboBaHMA K ynakoBKE M MapKMPOBKE, KOHTPOSO KadecTBa, a Takke
TpeboBaHMsl K NPOBEOEHUI0 Ornepauui, CBsA3aHHbIX C OYMCTKOMW, Ae3aKkTuBauMewn,
Ae3nHdekumnen (ctepunusaumen) odbopygoBaHus.

126. [okymeHTauusi nO W3roToBNEeHW0 U obecnevyeHnto KayvecTBa anTevyHou
opraHusaumn,  OCyLLeCTBNALLEN n3rotoBneHve  pagumodapmMaueBTUYEeCKNX
NeKkapCTBEHHbIX NpenapaToB, 0hopMIISEeTCA B BUAE YTBEPXKOAEHHbIX pyKOBOAMTENEM
anTe4yHoOW opraHu3auuun npouenyp, B KOTOPbIX ONUCBLIBAETCA NOPSAO0K BbINOSIHEHUS
NPOV3BOACTBEHHbIX Onepauuni, BKIOYas:

a) nocTynrneHue, uaeHTUdUKaUMO, MapKMpoBky, o6paboTtky, otbop npob,
NUCNONb30BaHWE, XPaHEHWEe U  YHUYTOXEHWEe/yTUNM3aumi  U3roTaBnMBaeMbiX
paguodapmaleBTUYEeCKUX NEKapCTBEHHbIX NPenapaTos;

6) obcnyxmBaHMe W MNOBEPKY M3MeEpPUTENbHbIX NpubopoB M 0bOpyaoBaHUA AOns
KOHTPOIS OKpy>atoLlen cpeapl;

B) NPUrOTOBMNEHNE NCXOOHbIX BELLECTB;

r) BedeHune 3anvcemn, OTYETOB N UX XpaHEHUe;

A) obcnyxmBaHne npubopoB, o6opyaoBaHMS M MNOMELLEHMWA, B  KOTOPbIX
OCYLLECTBNSAETCA  W3rOTOBMEHWE  pagvodapMaLeBTUYECKMX  NIEKapCTBEHHbIX
npenapaTos;

e) npuem, pasmelleHne, XxpaHeHme, onucanne, naeHTUrKaumo NCXoqHOro Cbipbs U
MaTepuanos;

X) BedeHue 3anucen, CBA3aHHbIX C W3rOTOBfIEHMEM W KOHTPONeM KayecTsa
n3rotaBnMBaeMblx pagnodapmMaLeBTUYECKMX NeKapCTBEHHbIX NpenapaTos.

127. AnTeyHoun opraHM3aumen paspabaTbiBalOTCA N yTBEPXKAAIOTCS:

a) OOKYMEHTbl, B KOTOpbIX YKa3blBalOTCsA TpeboBaHMA K KayeCTBY WCXOAHbIX U
YNaKOBOYHbIX mMaTepuarnos, MCNONb3yeMbIX npwm N3roToBMNEHNN
paguodapmauleBTUYECKUX NEeKapCTBEHHbIX NPenapaTos;

6) NOpPSAOK KOHTPOMS UCXOOHbIX U YNAKOBOYHbIX MaTepuarnos;

B) AonyCcTUMble npeaenbHble 3Ha4eHus N3MEHEHNN XapakTepuCcTmK
pagnodapmaueBTUYECKMX JTeKapCTBEHHbIX NpenapartoB, BK4as TpeboBaHus K
BbIMYCKY W CPOKY XpaHeHus (B TOM 4ucre pagnmoxXMMUYecKon YUCTOTbl, 06GbeMHOM
aKTUBHOCTU, PaANOHYKITMOHON YNCTOTbI U YOENbHOW aKTUBHOCTH);

r) NUCbMEHHble WHCTPYKUMM Ha BCe oOnepauun, CBsI3aHHble C O4YUCTKOW,
AesaktuBaumen, aesvHdekunen (ctepunusaumen), TEXHUYECKMM OBCMy>XMBaHWEM
obopynoBaHus.



128. 3anncym nNo MCNonb30BaHWKD, O4YUCTKE, OAe3MHMEKUMN WNK CTepunmnsauumu,
TEXHUYECKOMY  OOCNyXMBaHUIO  OCHOBHOro  obopygoBaHuMsi  NOAMNUCHIBAKOTCS
paboOTHMKOM anTe4YHOM OpraHM3auuu, BbINOMHUBLUMM pPaboTy, C ykasaHuem faThl,
BPEMEHM BbLINOSIHEHUS Onepaunn, HaMMeHOBaHUs paguodapmMaueBTUYEeCKOro
npenapata n Homepa TpeboBaHus.

129. WN3roTtoBneHne u oLeHKa KayecTBa JleKapCTBEHHbIX npenapatoB B TBepAblX
dopmax B BuAae Karcyn, cogepxawmx paguocapmMmaueBTUYeCKNn NeKapCTBEHHbIN
npenapaTt, OCYLLEeCTBAITCA B COOTBETCTBMM C TpeboBaHuAMU dapMakonenHbix
cTater Ha AaHHble NeKapCTBEHHble npenapaTtbl, 06X dapMakonenHbiXx cCTaTen
"PagunodapmaueBTudeckne nekapcTtBeHHble npenapatbl" U “JlekapcTBeHHble
dopmbl"”.

NsrotoBneHne 1M oOuUeHKa  KayecTBa  paguodapMaueBTUYECKUX  XUOKUX
NEeKapCTBEHHbIX (OPM U3  KOHUEHTPUPOBAHHbLIX PacTBOPOB PanUOHYKIMAOB,
NoMnyYeHHbIX W3 PagNOHYKNUAHbLIX reHepaTopoB (AnaToB  PagvOHYKIMNOHbIX
reHepaTopoB), OCYLLUECTBNSAKTCA B COOTBETCTBUM C TpeboBaHuaMn obLien
drapmakonenHon ctatbk "PagnodapmaueBTndeckme nekapcTBeHHble npenaparbl”.
130. K M3rotoBrneHui0 feKapCTBEHHbIX (OPM B acenTUYECKUX YCroBUSAX
npeabaBnsaoTcsa TpeboBaHMA B COOTBETCTBUM C PyKOBOACTBOM MO acenTU4ecKuM
npoueccamMm B papMaueBTU4ECKOM MPOU3BOACTBE, MPEAYCMOTPEHHBIM MPUNOXKEHNEM
kK PekomeHgauusm Konnernn EBpasnmnckon 3KOHOMMYECKOM Komuccum ot 1 mapTta
2021 r. N 6 "O PykoBogctBe Mo acenTUyYecKMM rnpoueccam B (papmMaueBTUYECKOM
npousBoacTee” <4>,

<4> OdmumanbHbIn caunt EBpasuickoro 9KOHOMMYECKOro col3sa
http://www.eaeunion.org/, 4 mapta 2021 r., Bctynunu B cuny 4 ceHtabpa 2021 r.,
KoTopble saBnsaTCA obsazarensHbiMy ans Poccuinckon degepauum B COOTBETCTBUM C
[loroBopom 0 EBpasnnMcKkoM 3KOHOMMYECKOM cow3e oT 29 wmaa 2014 r,
patndumumpoBaHHbiM PenepanbHbiM 3akoHOM OT 3 okTs6ps 2014 . N 279-03 "O
patudukaumm Jorosopa o EBpasnmnckom akoHoMuyeckom cotose" (JoroBop BCTynun
B cuny anga Poccuinckon ®epepaumm 1 ausapsa 2015 r.).

fJoctyn B 30HY acenTU4ecKoro WU3roToBreHus  paavodapMaLeBTU4eCcKoro
NeKapCTBEHHOro  npenapata orpaHuMumBaeTcs And  paboTHMKOB — anTeyHon
opraHuMsaumm, He NpoLleaLnMX COOTBETCTBYoLEee 0byyeHue.

131. WU3rotoBrneHHble  MHBLEKUMOHHbIE  pacTBOpbl  paguodapmaueBTU4EeCKNX
NeKapCTBEHHbIX NpenapaToB OOSMKHbI ObITb CTEPUNbHBI, CTabUbHbI U BbliAEPXMBATb
UCnbITaHWE Ha NUPOreHHOCTb.

Ona  dnakoHoB, cogepXxawmx paguocdapmaueBTUYecKne  fieKapCTBEHHbIE
npenapaTbl, HanoMHAEMbIX B aCEeNTUYECKUX YCITOBUSX, OCYLLECTBSETCA KOHTPOIb
LENOCTHOCTM MeMOpaHHbIX (PUNLTPOB, C y4eToM HeobxoammocTn obecrnedeHus
paguaunoHHon 6e30NacHOCTU U COXPaHEHNSA CTEPUNBHOCTU (PUMBTPOB.
MHBbeKUMOoHHbIE pacTBOpbl pagnodapmaueBTUYEeCKUX JNeKapCTBEHHbIX MpenapaTtoB
N3roTaBNMBaOTCA B acCenTMYECKMX YCMOBUSIX C MCMNONb30BaHMEM BoAbl ANd


http://www.eaeunion.org/

UHbEKUMA 1 (Mnun) U3MONorMyeckoro pacteBopa, B KayecTBe pacTBopuTenen
KOHEeYHOW nekapcTBEHHOW (POpMbl.

132. 3anpeLlyaetcs n3rotaenuBeaThb WHBEKUNOHHbIE pacTBopbI
paguocapmaLeBTUYECKUX NeKapCTBEHHbIX npenapaToB Npu OTCYTCTBUWM LaHHbIX O
XUMUYECKON COBMECTUMOCTU BXOAALMX B HEro XUMUYECKUX COeAUNHEHUN,
TEXHOMNOMMN U pexnme CTepunmsaumm, a Takke npu oTCYyTCTBUU METOLOB KOHTPOSS
KayecTBa, YCTAHOBMEHHbIX ()apMakonemHon cTaTben, oblien dapmMakonenHom
ctatben nMbBoO B Cnyyae ee OTCYTCTBUSA - LOKYMEHTamMm B 0OnactM KOHTpons
KayecTBa, pa3paboTaHHbIMU HENOCPEACTBEHHO B anTEYHOW OpraHm3auunn.

133. YnakoBka W3roTOBIIEHHbIX pagnodapMaueBTUYEeCKUX  JIeKapCTBEHHbIX
npenapaToB OCYLLECTBSETCA B 3aBMCUMOCTM OT fIeKapCTBEHHOW hopMbl 1 cnocoba
NpPUMeHeEHNA NekapCTBEHHOro npenapara.

134. Cpok rogHOCTW WM3roTOBMNEHHOrO pagModapmMaueBTUYECKOro JIeKapCTBEHHOIO
npenapaTa ycTaHaBNMBaeTCA Ha OCHOBaHUU CrneayroLwmnx gakTopos:

a) cTabunbHOCTKN cocTaBa pagnodapmaleBTUYECKUX NTeKapCTBEHHbIX NpenapaTos;
0) YMeHbLUEHNS aKTUBHOCTM pPaaMOHYKNuaa C TeYeHMeM BPEMEHU MO 3aKOHY
pagnoakTMBHOIO pacnaga;

B) BO3pacTaHUs OTHOCUTENBHONO COAEPXaHUS AONTOXMBYLUMX PagVOHYKNNOHbIX
npyumecen, uMewWMX nepuogbl nonypacnaga 6Gonbline, 4Yem  OCHOBHOW
paguoHYyKInA,.

135. Kaxpass cepusi M3rotoBneHHoOro pagnodapmMmaueBTUYeCcKoro nekapcTBEHHOMO
npenapaTta npoBepsieTcs No nokasartesnisiM KadyecTBa B COOTBETCTBUMN C AOKYMEHTaMM
B 06racTu KOHTpOssa KayecTsa.

136. WasrotoBneHHble paguohapmaueBTUYeCcKne JieKapCTBEHHble npenaparbl
NnoaBepratTCa  KOHTPOM0 pabOTHUMKOM anTedHOW opraHusaumm, npu  KOTOPOM
NPOBEPSTCA:

a) ynakoBka paauohapmMaLeBTUYEeCKOro fekapCcTBEHHOro rnpenapara Ha
cooTBeTcTBUE TpebOBaHMAM AOKYMEHTOB B 061acTn KOHTPONs Ka4yecTBa;

0) pekBu3nTbl TpeboBaHMS MEOUUMHCKOM OpraHuM3auun Ha  U3roToBMeHue
paguodapmaleBTUYECKUX  NleKapCTBEHHbIX  MpenapaTtoB, Ha  COOTBETCTBME
CBeJeHUAM, YKasaHHbIM Ha YNakoBKe W3roTOBfIEHHOro pagnodapmaLeBTUYecKoro
nekapCTBEHHOro npenapara;

B) MapkupoBKa paamoapmaueBTUYECKOro NeKapCTBEHHOro npenapata Ha
COOTBETCTBUE TpeboBaHMsM obwen dhapmakonenHom cTaTbu
"PaguodapmaneBTnyeckue nekapcTBeHHble npenapatbl”.

Mpn BbISBNEHUN HECOOTBETCTBMSA YyKasdaHHbIM TpebOBaHUAM  M3rOTOBMEHHbIV
paguocapmaLeBTUYECKUI NEKapPCTBEHHbIN NpenapaT He NoAMEXUT OTMNYCKY.

137. [onyckaetca  oTnyckaTb  W3rOTOBMEHHblE  paanodapMaueBTUyYeckme
fleKapCTBEHHble NpenapaTbl 4O 3aBepLleHUst MOMHOr0 LMKIa UCMbITaHUA KOHTPONS
KayecTBa, YCTAHOBIIEHHOINO AOKYMEeHTamMu B obnactu KOHTpons kadectsa. B atom
crnyvae onpegensieTca Nopsaok OTMycKa, BKAYas OTBETCTBEHHOCTb PabOTHMKOB
anTeyHou oOpraHu3aumm u OoueHKY 3PGEKTUBHOCTN pagnodapmMaleBTUYecKoro
nekapcTBEHHOro npenapara.



138. PaguodapmaveBTnyeckne rekapCTBeHHble npenapaTbl XPaHATCA B 3aKPbITOW
30He, npegHasHa4YeHHOW ANA AaHHbIX Lenen, C YCTaHOBMIEHWEM OrpaHuyYeHun wu
nopsigka poctyna paboTHMKOB anTeYHOM OpraHu3auun, B KOTOpoW obecneyeHbl
YCIOBUSA XpPaHEHUsA C y4eToM creumndunyeckmx CBOWCTB paanodapMaueBTU4eCcKoro
NeKapCTBEHHOro npenaparta W HeobXO4MMOCTM COXpaHEeHUs €ero Ka4decTtBa,
npeaycMOTpeHHble TpeboBaHUAMM COOTBETCTBYHOLUMX dapMakonenHblXx cTaTter u
o0Lwmx hapMakonenHbIX cTaTemn.
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