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IIPUKA3

or 29 umwoua 2021 r. Ne 423

MockBa

06 yreepaaennu IIpaBuJ H3rOTOBJIEHHS H OTIYCKA JIEKAPCTBEHHDBIX
Npenaparos 1Jisi BETEPHHAPHOrO NPHMeHEHHsl BeTEPHHAPHLIMH
anTe4YHbIMH OPraHH3aUHsMH, HHANBUIYAILHLIMH NPEeANPHHAMATE/ISIMH,
HMEIOIIHMH JHIEH3HI0 HA papManeBTHYECKYIO e TeJbHOCTD

B COOTBETCTBHH ¢ dacThio | cratel 56 @epepalbHOrO 3aKoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpaieHur JIeKapCTBEHHBIX CPEACTBY
(Cobpanue 3akononarenberBa Poccuiickoit @eneparuy, 2010, Ne 16, ct. 1815)
W nofmyHKToM 5.2.25(42) mynkra 5 Tlonoxenust 0 MUHHCTEPCTBE CENBCKOTO
xo3giictBa Poccuiickoii ®denepanuy, yTBEPKIESHHOTO  IIOCTAHOBICHHEM
IIpaBurenscTsa Poccuiickoii Penepanun ot 12 uions 2008 . Ne 450 (CobGpanue
3akoHomaTenbcTBa Poccuiickoit ®eneparun, 2008, Ne 25, ct. 2983; 2011, Ne 18,
cT.2649),mp H K a3 Bl B a I0:

1. VtBepmuts npuiaraemble IlpaBuina U3rOTOBICHMS #  OTIYCKa
JIeKapCTBEHHBIX MPETapaToB /i BETEPUHAPHOTO TIPUMEHEHUS BETCPUHAPHBIMH
anTeyHbIMH  OpPraHM3alisIM{, HMHAUBHIYaAJIbHBIMA  NPEANPHHAMATEIAMH,
UMEIOIMAMH  JIMLEH3UI0 Ha (apManeBTUYECKYIO HesTeIbHOCTh, COMJIACHO
NPHIOKEHHIO K HACTOALIEMY TIPUKa3y.

2. Hactosmuit mpuka3 BerynmaeT B cugy~\! maprta 2022 r. ¥ OeHCTBYeT
no 1 mapra 2028 r.

MuHuctp JI.H. Ilarpyiues

g




[punoxenue
K npuka3zy MuHcensxo3a Poccun
ot 29.06.2021 r. Ne 423

IMIPABUJIA
H3rOTOBJICHHS H OTHYCKA JIEKAPCTBEHHBIX NIPeNapaTos sl BETePHHAPHOTO
NpHMeHEHNs] BeTePHHAPHBIMH aNTeYHBLIMH OPraHH3alHsAMH,
MHAMBHIYA/IbLHBIMH PeANPHHAMATEISIMH, HMEIOIHMH JIHIEH3HIO
Ha ¢apMaleBTHYECKYIO AeSITe1bHOCTD

I. O6mue noJioxKeHus

1. UsroToBieHre W  OTIMYCK JIEKAPCTBEHHBIX  IpenapaTtoB  JAJis
BETEPHHAPHOTO MNpHMeHeHHMs (Jajee —  JIEKAPCTBEHHBIE  IIPETaparhl)
OCYIIECTBISAIOTCS BETEepUHAPHBIMU anTeYHBIMU OpraHu3alusaMH
U UHOMBUIYAIBHBIMH  NpEeNNPHHUMATEISAMH, HMEIOIMMH  JIUIEH3UIO
Ha (papMaIeBTHYECKYIO HEATENBHOCTD C IIPABOM U3TOTOBJIEHHS JIEKAPCTBEHHBIX
TpenaparoB (fajee — BeTEPHHAPHbIE AMTEKH).

2. U3roToBiieHMe ¥ OTIYCK JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBIAIOTCS
110 pelienTy Ha JIEKapCTBEHHBIN NpenapaT (fajee — PelenT) Wik [0 TPEOOBAHMIO
BETEpPUHAPHOM OpraHU3aluy’.

3. KauecTBO JIeKapCTBEHHOTO Tipenapara, H3rOTOBICHHOIO BETEPUHAPHOM
aTTeKOH, OJKHO COOTBETCTBOBATh TPEGOBAHHAM (hapMaKorneHHoOM CTaThH .

I1. TpeGoBanus K 0Gecne4eHHIO JeATEILHOCTH BETEPHHAPHBIX aNTEK
NIpH H3rOTOBJICHHM H OTHYCKeE JeKapCTBEeHHBbIX NpenapaTos

4. O6GopyoBaHHE H CpPEACTBA H3MEPEHUH, KOTOPBIE HCIOJNIB3YIOTCS
BETEPHHAPHOM anTeKod MpH M3rOTOBIEHHUH JIEKAPCTBEHHBIX MPENapaToB,
JOJDKHBI TIPOXOUTE METPOJIOTHYECKYIO TIOBEPKY B COOTBETCTBHH CO CTaThei 9
®epepansHoro 3akoHa ot 26 uroHs 2008 r. Ne 102-®3 «O6 obecneueHuu
equHCTBa M3Meperuin» (Cobpanue 3akoHoxaTenbcTBa Poccuiickoi Peneparnuy,
2008, Ne 26, cT. 3021; 2019, Ne 52, ct. 7814).

5. XpaHeHHe JIEKAPCTBEHHBIX CPEACTB B BETEPHHAPHOW  amTeKe
OCYIIECTB/SETCS COTVIACHO NPAaBHJIaM XPaHEHHMs JIEKAPCTBEHHBIX CPEACTB Ul
BETEPHHAPHOTO IIPHMEHEHHUs, YTBEPKIAaEMBIM B COOTBETCTBHM CO CTarbed 58
®enepansHoro 3akoda or 12 ampeias 2010 r. Ne 61-O3 «O6 obpameHnu
JeKapCTBEHHBIX CPEACTBY.

! Yacts 1 crateu 56 (emepanbHoro sakosa ot 12 ampens 2010 r. Ne 61-®3 «O6 ofpauennu
JIEKapCTBEHHBIX CPEACTBY.

2 MMynkt 22 crateu 4 @enepansHoro 3akoHa or 12 ampens 2010 r. Ne 61-®3 «O6 oOpaiuenuy
JIEKapCTBEHHBIX CPElCTBY.
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6.Ilpy W3roTOBNCHMM B BETEPUHAPHOM amlTeKe JIEKapCTBEHHBIX
IPENapaToB OCYLIECTBISETCS KOHTPOJb (apMalleBTHUYECKUX CyOCTaHIm,
BKJIIOYEHHBIX B TOCYJapCTBEHHBI peecTp JIEKapCTBEHHBIX CpPEACTB Ui
BETEPUHAPHOTO  IMPUMEHEHHs,  3apETMCTPUPOBAHHBIX  JIEKApCTBEHHBIX
npenaparoB, BCIOMOTaTelNbHBIX  BEIIECTB  (Jalee  COOTBETCTBEHHO  —
dapManeBTHYECKHE CYyOCTAaHIMH, HCXOJHOE CHIPhE), YIIAKOBOYHBIX MaTEpHAIIOB,
IPOAYKTOB, IOJNy4aeMBIX M3 MCXOJHOTO CHIPbs (Jajee — MPOMEXYTOIHBIC
NPOAYKTHI), ¥ W3rOTOBJIEHHBIX JIEKAPCTBEHHBIX MIPEMaparos (zamee —
BHYTpHAIITEYHBI KOHTPOJIb).

BHyTprante4HsbIit KOHTPOJb OCYILIECTBIISETCS paboTHUKaMU
BeTEPUHAPHOM anTeKy, HAeATeJIbHOCTh KOTOPBIX HEMOCPEICTBEHHO CBS3aHa
C M3TOTOBJICHHEM M OTIIYCKOM JIEKAPCTBEHHBIX IPENapaToB (Jajee — anreyHble
paboTHHKM), U (WJIM) JHIOM, OTBETCTBEHHBIM 34 BHYTPHAIITEYHBIH KOHTPOIb
(masiee — OTBETCTBEHHOE JIMIIO).

7. BuyTpuanTeuHbli KOHTpPOJb  OCYLIECTBIISIETCS B  COOTBETCTBHH
C METOIaMM KOHTpOI, IPeldyCMOTPEHHBIMH (apMaKoIneliHo# craTheH, obuei
dapmakoneiinoii crateeit (manee —  dapMakomelHble  CTaThH) IS
JIEKApCTBEHHBIX (OPM  H3TOTABIMBAEMBIX  JIEKAPCTBEHHBIX  IIPENapaTos,
¥ BKIIOYaeT B ceOd BXOAHON (IPHEMOYHBIH) KOHTPOIbL (apMalleBTHYECKHX
cyOCTaHIu, HCXOHOTO CHIPhS ¥ YIIAKOBOYHBIX MAaTEPHANIOB, [IPOMEXYTOYHBIH
KOHTPOJIb  IPOMEXYTOYHBIX  MPOAYKTOB,  KOHTPOJb  H3TOTOBJICHHBIX
NIEKAPCTBEHHBIX TMpenapaToB ¥ KOHTPOJIb IPH OTIyCKE W3TOTOBICHHBIX
JIEKapCTBEHHBIX NIPENaparoB.

8. B BeTeprHApHOIi anTeKe JOMKHBI 00eCIIeYnBaThCA:

COOMIOICHHE  YCTAHOBNEHHBIX I[IONOXKEHHEM O  JIMUCH3UPOBAHHU
dapMalleBTHYECKOH  NeATENbHOCTH,  YTBEPXKIAeMBIM B  COOTBETCTBHH
c ®enepanpHeiM 3aKk0HOM oT 4 Mas 2011 r. Ne 99-03 «O nuueHszupoBaHUH
OT/IeNbHBIX BHAOB AestensHocTh» (CoOpaHue 3akoHOHaTeNnbcTBa Poccuiickoi
®enepanyn, 2011, Ne 19, cr. 2716; OdunuanbHblii HHTEPHET-OPTAN IIPaBOBOH
uHpopMaruu (Www.pravo.gov.ru), 11 mons 2021 r., Ne 0001202106110081),
TpeGoBaHuil K KBaTH(HMKALMH, CTaXY PaGOTHl M NMOBBINEHUIO KBATH(QUKALIMM
PYKOBOJMTENS BETEPHHAPHOMN allTeKH U aNTeYHBIX PabOTHUKOB;

BeZleHHE BHYTPEHHEW TEXHIHYECKON TOKyMeHTaluH (Jlajlee — CTaHAapTHBIC
OIlepalliOHHEIE MPOLEAYPHI) B COOTBETCTBHH € IyHKTOM 9 HacTosumx IIpaBui;

HaJIU4ue ob6opynoBaHus, TIOMEIIEeHUH, peayCMOTPEHHBIX
3akoHOaTeNbcTBOM Poccuiickoit Penepannu 0 JHULEH3MPOBAHHWN OTAENBHBIX
BHIOB JEATEIbHOCTH, W JOKYMEHTAllWM, NOATBepXKAamomel cobmoaeHue
BETEpPHMHAPHOM anTeKoi JIMIEH3UOHHBIX TPeOOBaHuUi;

opraHm3aius paboThl BETEpPUHAPHOM alTeKd U yCIOBUS UL BHIONTHCHUS




BHYTPHAINITEYHOTO KOHTPOJS B COOTBETCTBUM C TpeOOBaHUAMH HACTOSIIMX
IlpaBui;

XpaHeHHe BCIIOMOTATEeNBHBIX BELIECTB M YNAKOBOYHBIX MATEPHAIIOB
B COOTBETCTBMHM C TpeOOBaHHAMM, YCTAHOBJIEHHBIMH HMX IIPOH3BOIUTENIEM
(B citydae MX HaJIU4MA), ¥ TPeOOBaHUAMHU (papMaKOIIEHHBIX CTaTeH.

9. B BeTepuHapHOI anTeke NODKHB OBITh YTBEp)KAEHBI CTaHAApTHHIE
OITepalliOHHBIE NPOLEAYPHl, B KOTOPBIX NODKHA OBITh ONMMCaHa IMpolexypa
OCYILIECTBIIEHHUS H yUeTa CIIeIyIOMUX Oleparyii:

a) BEIOOpa OpraHW3alMy, OCYLIECTBISIONIEH NOCTABKY MCXOTHOIO ChIPbS
(manee — MOCTaBIIUK);

6) U3rOTOBJICHHS [TPOMEXKYTOYHBIX IPOLYKTOB;

B) H3TOTOBJIEHHUS JIEKAPCTBEHHBIX [IPENapaToB;

I') YIaKOBKH U ()aCOBKHU JIEKapCTBEHHBIX NPENapaToB;

1) TIPOLIECCOB  CTEPWJIM3ALUM KCXOJHOTO CHIPbSi M  H3TOTOBJICHHBIX
JIeKapCTBEHHBIX IPENaparos;

€) OCYILIECTBIIEHUS BHY TPUAIITEYHOrO KOHTPOJLS;

) OTIYCKa M3rOTOBJIEHHBIX JIEKAPCTBEHHBIX NIPEIapaToB;

3) or6opa npob A MpoBeJeHUS MUKPOOHOIOTHYECKOT0 KOHTPOJIS,

H) OYHCTKH ¥ Je3uH(eKIur oOOpYyAOBaHMs, a TaKkKe OYHCTKH
¥ CTepHIM3aluK J1abopaTOpHO#M MOCYZbI, HCIONB3YEMBIX NPHU H3TOTOBICHHH
JIEKapCTBEHHBIX IIPENapaTos; '

K) yOopku ¥ fAe3uH(eKIHH TOMELICHHH;

JT) IpOBeIeHHUs pacciieJoBaHuH MpH 00HapyKEeHHH HeJ0OPOKaYeCTBEHHBIX,
KOHTPadaKTHEIX, (anbCH(ULMPOBAHHBIX JIEKApCTBEHHBIX MpENaparToB (najee —
paccieaoBaHus); ‘

M) IpEMEHEHHST  KOPPEKTHPYIOIMX X (WIK) NpelynpexIalomuX
IOEeHCTBHIA 10 pe3yibTaTaM pacciieloBaHuH.

10. B cTapaapTHEIX ONEPAIIMOHHBIX MPOLEAYPAX AOKHBI OBITH ONUCAHBI
CIIeIYIOLIHe TIPOLEAYPHI:

a) yueT JAHHBIX TpPH BHIIOJHEHHWM CTaHAAPTHBIX ONEPALMOHHBIX
nporeayp (BKJIXo4as COCTaBIECHUE aKTOB, BeJICHHE JKyPHAJOB);

0) oCyllleCTBIICHHE aHAIIN3a CTAHAAPTHBIX ONEPAIMOHHBIX [IPOLENYP;

B) yCTAHOBJICHHE TIPHYMH HapyIIEeHHs CTAHAAPTHEIX ONEPALMOHHBIX
HpOLEIyD.

11. CrangapTHas oOmepaluoOHHas IpoleAypa BbelOOpa IIOCTAaBIIMKA
JIOJDKHA o0ecreunBaTh COO0IeHNe TOCTaBIIMKOM:

CPOKOB M YCJOBMH IIOCTABKM HCXOJHOTO Chipbi M IIPOBEPKY
BETEPUHAPHOM aNTeKOd HAMYKs y NOCTaBIIMKA JULEH3UH Ha OCYIIECTBICHUES
dapManeBTHYECKOH [esATeIbHOCTH B cdepe oOpalleHus JI€KapCTBEHHBIX
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CPEICTB Jjisi BETEPUHAPHOrO NMPUMEHEHHs C YKa3aHHEM BBIOIHAEMBIX palor,
OKa3bIBAEMBIX YCIIYT MW JIMLEH3UM Ha NPOHU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB
IJIs1 BETEPHHAPHOTO MPUMEHEHHS ¢ YKa3aHHeM IiepeuHs pador;

CPOKOB M YCIOBHH MOCTaBKH 3apEerHCTPHPOBAHHBIX JIEKAPCTBEHHBIX
npenapatoB W (papMaleBTHYECKUX CyOCTaHIMHA, B TOM HYHCJIE YCIOBHMH
XpaHeHHUs 3aperiCTPUPOBAaHHBIX JIEKAPCTBEHHBIX MPENaparoB, YCTAHOBJICHHBIX
HHCTPYKLMSIMH TIO BETEpHUHAPHOMY NPHMEHEHUIO JIEKapCTBEHHEBIX IIPenapaTos,
¥ YCJIOBHI XpaHeHHs (apMalleBTUYECKHX CyOCTaHIMii, KOTOpBIE COHEpIKaTCs
B TOCYAapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEJACTB I BETEPHHApHOTO
NIPUMEHEHHS.

12. CranpapTtHas onepalroHHast npouenypa HU3rOTOBJICHUS
IIPOMEXYTOYHBIX MPOXYKTOB IOJDKHA IPENyCMaTpHBATh IIOCIEIOBATENbHOCTD
JEeHCTBUH anTeyHbIX paOOTHUKOB MJIH OTBETCTBEHHOIO JIMLIA IIPH M3TOTOBICHUH
IIPOMEXYTOUHBIX IIPOAYKTOB.

13. CranpaptHas ornepaluoOHHasg npolenypa HU3TOTOBJICHHUS
JIeKapCTBEHHBIX IpernapaTroB IODKHA IIPENyCMATPHBAThH IIOCIEI0OBATEIBHOCTD
JeHCTBUI anTeYHBIX paOOTHUKOB WM OTBETCTBEHHOIO JIMIIA IIPH M3TOTOBJICHUH
JIeKapCTBEHHbIX IPENapaToB. \

14, CTannapTHas OI€palMOHHAs MpoOlEeAypa YMakoBKM H (acoBKH
JeKapCTBEHHBIX IIpenapaToB NOJDKHA IIpelyCMATpHBaTh IIOCIIEAOBATEIbHOCTD
IEHCTBHIM anTedHbIX PabOTHMKOB WJIM OTBETCTBEHHOIO JIMIA IIPH YIIAKOBKE
¥ (hacoBKe JIEKApCTBEHHBIX IIPENIAapaToB. |

15. CranmapTHast ornepaloOHHas MpoLeaypa IIPOLIECCOB CTEPUIIU3AIMU
HCXOJHOTO CHIPBS,, H3rOTOBIEHHBIX JIEKAPCTBEHHBIX IIpemaparoB [OJDKHA
TpeAyCMATPUBATh IIOCIIENOBATENBHOCTh NEHCTBUI aNTeYHbIX PaGOTHHKOB WITH
OTBETCTBEHHOTO JIMIA NPU CTEPMIIM3ALUN HCXOLHOTO CHIPBS, M3rOTOBICHHBIX
JIEKapCTBEHHBIX MIPEIapaToB.

16. CranpaptHas orieparoHHas nmpoueaypa OCYILECTBIICHUSA
BHYTPHANTEYHOTO  KOHTPOJNS  JO/DKHA  MpedyCMaTpuBaTh  IIPOBEPKY
COOTBETCTBHS M3TrOTOBJEHHBIX JIEKAPCTBEHHBIX TIIpenapaTtoB TpeOoBaHHAM
(dapMaKoneHHBIX CTaTeu.

17. CrannapTHas OIepalMOHHas NpoLEeAypa OTIyCKa H3TOTOBIICHHBIX
JIEKapCTBEHHBIX NPENapaToB AOJDKHA IPEJyCMaTPUBATh OTITYCK JIEKAPCTBEHHBIX
IpEenapaTtoB B COOTBETCTBHU C DELENTOM WM TpeOOBaHUEM BETEPHHAPHOM
OpraHu3anuy, 3aroJIHEHUE KOpelKa peLenTa, MIPHJIAaraeMoro
K M3rOTOBIEHHOMY JIEKApCTBEHHOMY IIpenapary.

18. CTannapTHas omepalMOHHas mpoliexypa oTOopa mpod s
IIPOBEIEHNsT MHUKpPOOHMOJIOTMYECKOr0 KOHTPOJISL JOJDKHA TpelycMaTpuBaTh
NOCIEeNOBATEIBHOCTh IEHCTBHMA aNnTevHbIX PAaOOTHUKOB HJIM OTBETCTBEHHOTO



JHIa IpH oT6ope o6 B COOTBETCTBHU C TyHKTOM 39 Hacrosiwx [Ipasuin.

19. CraHzapTHas ONEpalMOHHAs MPOLEAYpa OYHCTKM M Je3HH(EKUUH
06OpyIOBaHKs, a TAKXKE OYHCTKUA U CTEpUIM3aLUM J1abopaTopHOH MOCYABI,
HCIIONB3YEMbIX TPH H3TOTOBJICHHH JIEKApPCTBEHHBIX IMpenapaToB, JOJDKHA
TIpeyCMAaTpPHBATh TI0C/EA0BATEIbHOCTD NeHCTBUM anNTevHbIX PabOTHHKOB HIH
OTBETCTBEHHOTO JIMLA IO OYMCTKE W Ae3UH(EKIMH 00OpyNOBaHUsA, a TaKkke
OYHCTKE M CTEPHITU3AMU 1a00PATOPHOU IOCY/IBI.

20. CraHzapTHad ONeEpalMOHHAas Ipouenypa yOOpKH H Ae3HH(EKIUH
MOMELIeHHH JIOIDKHA [peldyCMaTpuBaTh IOCIEAOBaTeNbHOCTE  IeHCTBUM
aNTeuHBIX pabOTHHKOB MM OTBETCTBEHHOTO JIMLA MPH YOOpKe M Ae3MH(EKIHH
TOMEILEHUH.

21. CranpapTHas onepanroHHas npoueaypa MPOBEJICHHUS
paccielOBaHui JOKHA IPeayCMAaTpHBaTh —YCTAHOBJICHHE OTBETCTBEHHBIM
JMLOM WIM PYKOBOAWTENIEM BETEPUHAPHOM anTeKH NPHYMH NOCTYIICHHMS,
XpaHEHHs BeTepUHAPHON anTeKoidl HeloOpOKAaueCTBEHHBIX, KOHTPA(aKTHBIX,
danbcupUIMPOBaHHBIX  JIEKapCTBEHHBIX  TperaparoB 4 NPHHATHE
IpenyNpeKAAOLMX MeD. :

22. CranpapTHas onepalyOHHas npoleaypa TIPUMEHEHHUS
KOPPEKTHPYIOIMX # (WIH) HpexyNpexAaroIiux NeHCTBUA 10 pe3yibTaTaM
pacciefoBaHuil JOKHA MpEJyCMarpuBaTh OIPEIETCHUE OTBETCTBEHHBIM
JIAIIOM WJIHA PYKOBOJAHUTENIEM BETCPUHAPHOMN alTeKH NEpeYHEH KOPPEKTUPYIOLIHX
¥ (WJIH) TIpeAyTpexkaatolliX AeHCTBE ¥ CPOKOB MCIIOJHEHHS TaKHUX AEHCTBUM.

23.3MeHeHns B CTaHAApTHbIE  OINEpaAllMOHHBIE  IPOLENYPBI,
yTIBEpKJEHHbIE B COOTBETCTBHH C ITyHKTOM 9 Hacrosiumx IIpaBui, NOIKHEI
YTBEPXKAATHCS C yKa3aHHEM IPUYMH BHOCHMBIX HM3MEHCHMH U IPHIAraThCs
K JOKyMEHTaM, KOTODHIMH YTBEPXKAEHbl COOTBETCTBYIOIIME CTaHJAPTHBIC
OTepaliOHHbIE TPOLIEAYPEI.

24. B BeTepuHapHON amnTeke MODKHO OBITH OPraHH30BaHO XpaHEHHE
aKTOB M JKYpHAJIOB, COCTaBieHWe (BEJEHHE) KOTOPBIX MpPEeXyCMOTPEHO
nyHkTamu 46, 59, 70, 74, 77 u 81 nactosaummx [lpasun, penenros, TpeboBaHM
BETEPUHAPHBIX OpraHHW3allii, COMPOBOAUTENBHBIX NOKYMEHTOB Ha HCXOIHOE
ChIph€ M YIAKOBOYHBIE MAaTepHajbl, a TaKkXe IOKYMEHTOB INPOHU3BOAUTEI,
MOATBEPXKIAMOIIMX COOTBETCTBHE KayeCTBa HCXOAHOTO CHIPbA M yNAKOBOYHBIX
MaTepHaoB (B Cydae UX HATH4YHS).

25.Cpok XpaHeHMs JOKYMEHTALHH OIIPENENAETCS BETePHHAPHOH
anTeKoM M HE MOXET COCTABJIATE MEHEE TPEX JIeT.

26. [MonHoMouuss U OOA3aHHOCTH aNTeYHBIX PAabOOTHUKOB, B TOM 4YHCIIE
OTBETCTBEHHOTO JHILA, JODKHBI OBITH  YCTaHOBJEHBI JOJDKHOCTHBIMH
UHCTPYKLHUSAMH.




27. Anteunsie pabOTHUKH JOTKHBI OCYIIECTBIIATh BUJIBI
BHYTPHAITEYHOTO KOHTPOJIIS, ONpEEEeHHbIE B UX IOJKHOCTHBIX MHCTPYKLHIX.

OTBETCTBEHHOE JIHI0, HA3HAYEHHOE PYKOBOIHWTENIEM BETEPHHAPHOM
anTeKd, NOJDKHO OCYIIECTBIATh BHYTPHAIITEYHBIH KOHTPOJb B COOTBETCTBHH
¢ tpeboBanuamu riasbl VII HacTosmux Ipasui.

B cioyuae OTCYTCTBHS anT€YHOro pabOTHHKA W OTBETCTBEHHOI'O JHUILA
DPYKOBOIMTENb BETEPUHADHOM aNTeKH WM €ro 3aMeCTUTeNb JOJDKHBI
obecrneunTs BHIMTOJIHEHHE BHYTPHANTEHYHOIO KOHTPOJIA, 3a HCKIIOYCHHUEM
BHYTPHAMTEYHOTO KOHTPOJIS, OCYLIECTBIIAEMOTO B COOTBETCTBHM C MYHKTOM 28
Hactosmux [IpaBui.

28.B cnyuae OTCYTCTBHS B BETEPHHAPHOH anTeKe YCIOBHA Ui
HpOBeIeHHUS (PU3UKO-XUMHUIECKOTO KOHTPOJISI, ONPEIE/ICHUS] CTEPUIIBHOCTH AJIs
CTEPMIIGHEIX ~ NPOMEXYTOYHBIX MNPOAYKTOB WIM  MHKPOOHOJIOTHYECKOH
YUCTOTBI il HECTEPUIBHBIX IIPOMEKYTOUHBIX TIPOYKTOB
(manee — MHKpPOGHOIOTMYECKMH KOHTPONIb IIPOMEXYTOYHBIX MPOAYKTOB),
OIpeeNeHIMs CTEPUIBHOCTH [UISl CTEPH/IBHBIX U3TOTOBJIEHHBIX JIEKapPCTBEHHBIX
MpernapaTos, MHKPOOMONIOTHYECKOM ~ YMCTOTHI  JJIsi ~ HECTEPUIbHBIX
W3rOTOBJIEHHBIX  JIEKAPCTBEHHBIX  IIPENaparoB,  MHPOTEHHOCTH  Ajs
MHBEKIIMOHHEIX DPAcTBOPOB, HaNW4Msi OaKTepHANbHBIX OSHIOTOKCHHOB s
NapeHTepalbHBIX JIEKAPCTBEHHBIX [IPENapaToB M APYTMX IIOKasaTened
B COOTBETCTBUU c TpeOOBaHUAMH (hapmaxonenHbIX crarei
(manee — MHUKPOOHOIOIMYECKHH KOHTPOJb HM3TOTOBJICHHOT'O JIEKapCTBEHHOTO
npenapara) ¥ MUKpOOHOIOrHYECKOr0 KOHTPOJIs, TIPOBOAUMOIO B COOTBETCTBUM
¢ mnyakrom 39 Hacrosmmx [IpaBun, ykaszaHHble BHABI  KOHTPOJIA
OCYILECTBIISIOTCA B JJaGOPaTOPHH, aKKPEINTOBaHHON B HAIIMOHATIBHON CHCTEME
akkpeauranuu (nanee — maboparopus).

I11. TpeGoBanusi Kk noMeIeHHsIM H 000pYI0BAHHIO BeTEPHHAPHBIX aNiTeK

29.Tlpu pasMeuieHur OGOPYIOBaHHMSA BETEPHHAPHOM aNTeKH MOJDKHA
obGecreunBaThCs €ro JOCTYMHOCTH [UIsl OYHCTKU C IENBI0 NpPeNOTBpalleHHs
KOHTaMHHAIMH H3rOTOBJICHHBIX JIEKAPCTBEHHBIX MPENapaToB.

30. [ToMelieHHsT BETEPUHAPHOW AaIlTEKH, B KOTOPBIX OCYLIECTBIIACTCS
M3TOTOBJIEHAE JIEKAPCTBEHHBIX MPENapaToB, MOMKHEL OBITE 00OpYZOBaHBI
TIPUTOYHO-BHITSKHOH BEHTIWISILIMEH %} obecre4eHbl CJIEIYIOIUM
000pyIOBaHHEM ISl U3TOTOBIEHHs JIEKapCTBEHHBIX MperapaToB: CPeICTBAMH
U3MEPEHHH, B TOM 4YHCIE€ TEXHUYECKUMM CpPeICTBaMH M IOCTOSHHOrO
KOHTPOISL TEMIEpaTypsl M BIAXHOCTH, J1a0OpaTOpHOH MOCYZOM, IKahamu
(cTennmaxam#), XOJNOJUIPHUKAMH, €CIH HW3TOTOBICHHE JIEKAPCTBEHHOIO
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npernapata TpedyeT coOM0AeHH TEMIIEPATYPHBIX PEKHUMOB.

31. JIocTynl TOCTOPOHHHX JHII B TIOMEIIECHHS BETEPMHADHOHM anTeKw,
3a HCKIIOYEHHEM I[IOMEIIEHHH, B KOTOPBIX OCYIIECTBIAETCH OTIYCK
U3TOTOBJICHHEIX JIEKapCTBEHHbIX MTPENapaToB, HE JOITyCKaeTCs.

32. IToMmenienus BeTepHHAPHOM alITeKH, OCYILECTBIISIONIEH H3rOTOBIEHIE
HECTEPUIIBHBIX JIEKAPCTBEHHBIX NPENApaTOB, NOKHBI UMETh CIIeTyIOIIe 30HbI:

30HAa [JIs1 H3rOTOBJIEHHUS JIEKAPCTBEHHBIX IIPENapaToB; ‘

30Ha U1 MOMKM M CTEPUITH3AIIMH 1ab0paTOPHOH MOCY IbI,

30Ha JUIS XpaHEHHS UCXOJHOTO CHIPhA,

30HA JJIA XpaHEHUS U U3TOTOBJIEHHS IPOMEXYTOYHBIX MPOIYKTOB;

30Ha JUIS XpaHeHHs ¥ U3rOTOBJIEHUS PEaKTHBOB,

30Ha JJI1 XpaHEHHS M3TOTOBIICHHBIX JIEKAPCTBEHHBIX IIPETIapaToB,;

30Ha UIS XpaHEHUs YMNaKOBOYHBIX MAaTE€PHaloOB, BCIIOMOIaTeNIbHBIX
MaTepHaoB, Tapbl;

30Ha VI KOHTPOJBHOM MAapKHpPOBKH M T'€PMETHYHOIO YKYIOPHBAHUS
M3rOTOBJICHHBIX JIEKAPCTBEHHBIX MPENapaTos,

30Ha /11 YIIAaKOBKY M3rOTOBJICHHBIX JIEKAPCTBEHHBIX MPENapaToB;

30Ha OTIYCKA JIEKAPCTBEHHBIX NIPETIapaToB NOTPEOUTENAM.

B ciydae HeOOXOIMUMOCTH IIOTyYEHHs BOJbI OYHMIIEHHON BeTepHHApHASA
anTeKa J0/DKHA MMETh 30HY IS MOJy4YeHUS BOABI OYUILIEHHOM.

33.TIpy pacHoNOXKEHWH 30H BETEPHHAPHOH anTeKd MOJDKHBI OBITH
UCKJIIOYEHbl BCTPEYHBIE WM MEPEKPECTHBIE IIOTOKM HMCXOAHOTO CBIPbA
¥ M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX IIPEIapaToB.

34. Pabouee MeCTO arTeyHoro paboTHuUKa, 3aHUMAIOIErocs
M3TOTOBJICHAEM JIEKAPCTBEHHBIX TIperaparoB H (WIM) OCYLIECTBIISIOIETO
BHYTpPHMANTEYHbIl KOHTPOJb, pAaclojaraeTcs B TMOMEHMEHHH, B KOTOPOM
M3TOTaBJIMBAIOTCS JIEKAPCTBEHHbIE NPETIAPATHI.

35.B mnoMemeHusX, B KOTOPBIX H3rOTaBIMBAIOTCS JIEKAPCTBEHHBIC
Tnpernaparhbl, He NOIYCKAeTCsl XpaHEHHUe XO3HCTBEHHOTO U APYroro MHBEHTaps,
He WCHOJIb3yEMOro IIPH W3TOTOBIEHHUH JIEKapPCTBEHHBIX MperapaToB, XpaHEHUE
oleX sl paGOTHHUKOB, pa3MelleHHe 30HBI OTABIXa M MpHeMa IHIIH, a TaKKe
OCYIIECTBIIEHHE TOPTOBIH JIEKapCTBEHHBIMH TpenapaTaMu.

36. BerepunapHas anrteka, OCYILECTBIISIONIAS W3TOTOBJICHHE CTEPUIIBHBIX
JIEKapCTBEHHBIX TMpernapaToB B acCEeNTHYECKMX YCIOBHSAX, IIOMHMO 30H,
YKa3aHHBIX B ITlyHKTe 32 HAcTOSIMX [lpaBui, NOKHAa MMETh acenTHYeCKHi
OJIOK, KOTOPBIH HOJIKEH BKIIIOYATh:

U036l Ul Pa0OTHMKOB IPH BXOAE B AaCENTHYECKHUM OJIOK, s
HOCTYNAIOUIMX HCXOMHOTO CHIPhS M YIaKOBOYHBIX MAaTE€pHAliOB, a TAaKXKe i
Hepeiaudl M3rOTOBJICHHBIX JIEKAPCTBEHHBIX IIPEIapaToB, KOTOPBIE 3allMINAIOT




BO3AyX I[IOMEIIEHHWS JJIi H3TOTOBJIEHMS JICKAPCTBEHHBIX  IIperiaparoB
OT KOHTaMHHALMH;

[OMEIIeHHe U TONydeHHs BOIBI Ul MHBEKIMH (momyckaercs
COBMEIIEHHE C 30HON AJIs MOJy4YeHUs BOJBI OUMILEHHOH B CiTydae IONy4CHMS
B BETEPHHAPHOM aNTeKe BOJbI OYHUIIEHHON ¥ BOMBI [Tl MHBEKIHIA);

TOMeIlleHue  JUIS ~ WM3TOTOBJIEHUS  JIEKApCTBEHHBIX  IIPENapaTos,
060pyI0BaHHOE JJAMUHAPHBIM OOKCOM;

NOMeIlleHre I CTEPWIN3alUd  HM3TOTOBIEHHBIX  JEKAPCTBEHHBIX
IIpenapaTos;

HOMEIIeHue Ul KOHTPOJBbHOM MapKMpOBKH U  I'€pMETHYHOIO
YKYIIOPHBaHHUs H3TOTOBJIEHHBIX JIEKAPCTBEHHBIX NPENIapaToB;

TIOMEILIEHHE IS YITAKOBKH H3rOTOBJICHHEIX JICKAPCTBEHHBIX NIPENapaTos.

37. JocTyn B acenTHYecKui ONOK, yKasaHHBIA B MyHKTe 36 HAaCTOSIIMX
[TpaBmi, MODKHBI KMETh TONBKO pPabOTHHKM, ONPEIEICHHBIE MNPUKA30M
PYKOBOJMTENISI BETEPUHAPHOM anTeKH.

38. [lns  BeTepHHApHBIX ANTEK, OCYUIECTBIAIOIMIMX  HM3TOTOBJICHHE
B aCeNTHYECKHMX YCIOBHSX TONBKO IJIa3HBIX Karesb, HAJIMYME B COCTaBe
ACENTHYECKOro OJOKa  OTHENBbHBIX  IOMEIICHHWH A CTEPHIM3ALUH
M3rOTOBJICHHBIX JIEKAPCTBEHHBIX MPETIapaToB M s KOHTPOJBHOH MapKHUPOBKH
¥ T€PMETHYHOTO 3aKyNOPHBaHKS JIEKAPCTBEHHBIX NIPENapaToB Heo0s3aTebHO.

39.B acenTthuyeckoM  OJIOKe  Ilepel  HayajloM  H3rOTOBJICHUA
JIEKApCTBEHHBIX MpenapaToB JMOJDKEH MPOBOJMTBCA MHKPOOHONIOTHIECKUI
KOHTPOJIb BO3/yXa, BOIBI OYHMILEHHOM ¥ BOZABI WIS HHBEKIHH, o6opynoBaHus,
nabopaTopHO  MOCyHABl, PyK H  OJEXKABl  anTeYHbIX pabOTHHKOB,
HETIOCPECTBEHHO  3aJefiCTBOBAHHBIX B  HM3rOTOBJCHHH  JIEKAPCTBEHHBIX
mperapaToB. B OCTAIBHBIX  ITOMEIIEHMSX  BETCPHHAPHOH  amTeKH,
33 HMCKIIOUEHHEM I[OMEIIeHUs [JIS OTIyCKa JIEKapCTBEHHBIX IIpenapaToB
NOTpeOUTENAM, MUKPOOHOIOTHYECKHH KOHTPOID IOJKEH NPOBOAUTECS HE PEXKe
OJIHOTO pa3a B KBapTall.

IV. TpeGoBanusi K H3rOTOBJICHHIO JIEKAPCTBEHHBIX PeNapaToB

40.TIpy M3rOTOBIEHUM JICKAPCTBEHHbIX INPENapaToB HCIONb3YIOTCHA
apmaneBTHYECKHE CyOCTaHII’ .

41. Bciomorarenbabie BelllecTBa, HCIOAL3YeMBbIe IIPU H3TOTOBICHHH
JIEKapCTBEHHBIX ~ IPENaparoB, [AOMKHBI  COOTBETCTBOBAThH TpeOOBaHUAM
dapmakoneiiHpix ~ crareil  (BcroMorarenbHBIE — BEIIECTBA,  OIHCAHHBIC

3 Yacre 2 craTed 56 DenepanbHOro 3akoHa ot 12 ampens 2010 r. Ne 61-@3 «O6 obpamenun
JIEKapCTBEHHBIX CPEACTBY. ’ )
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B TOCYJApCTBeHHOM (apmaKolee) WIM COOTBETCTBOBATh TPEOOBAHUSM,
YCTAHOBIEHHBIM WX  IPOMW3BOJMTENEM  (BCIOMOrareibHbIE — BELIECTBa,
HE OIMCAHHEIE B FOCYNAPCTBEHHOM hapMakomee).

42.TIpy W3rOTOBIEHWM JIEKAPCTBEHHBIX IpPENapaToB HE MOryT OBITh
MCIIONL30BAHbl  HApKOTHYECKHE M IICHXOTPOIHBIE BEIIECTBA, a TaKxke
OUOTOTHYECKH I MaTepral XUBOTHBIX Y INTAMMbI MUKPOOPraHU3MOB.

43, He gomyckaeTcs  HM3TOTOBICHHME  BETEPHHAPHBIMH  aNTEKaMH
JNIEKapCTBEHHbIX MPENAapaToB, 3aperHCTPHPOBaHHBIX B Poccuiickoi denepanun’.

44, 3aperucTpupOBaHHbIE JICKAPCTBEHHBIE IIPEMAapaThl UCIONB3YIOTCS IIPH
M3TOTOBJIEHMH  JIEKQpCTBEHHBIX  IpenapartoB Ui  TpHemMa  BHYTpPb
¥ JJIS Hapy>XHOTO TPHUMEHEHUs B Clly4yae, €CllM 3TO YKa3aHO CIELMaINCTOM
B 00JacTH BeTepMHApPUM B pelenTe WIH B TpeOOBAaHMA BETEPUHAPHOMH
OpraHM3al[iil ¥ COOTBETCTBYET MHCTPYKIIMM [0 BETEPUHAPHOMY IPUMEHCHHUIO
3aperHCTPHPOBAHHOIO JIEKAPCTBEHHOT O Mpemnapara.

45.1IpH W3rOTOBIEHHM JIEKAPCTBEHHBIX MpemapaToB 3alpellaeTcs
ACTONB30BATh JIEKAPCTBEHHBIE Ipenaparbl, BKIIOUEHHbIE B IEepeyucHb
NeKapCTBEHHBIX IPENApaToB, NMpeAHA3HAYEHHBIX [ JICYCHUs HH(PEKLNOHHBIX
M TapasuTapHBIX Oose3Hell  JKMBOTHBIX, BbI3bIBA€MBIX  IATOT€HHBIMH
MHKpPOOpPraHU3MaMH u YCIIOBHO-IIaTOT€HHBIMH MHKpPOOPTraHU3MaMH,
B OTHOIICHHH KOTOPHIX BBOASATCS OTPaHHWYeHHs Ha IPAMEHEHHE B JieUeOHBIX
HensX, B TOM 4YHMCIE Ui JIeYeHHS CeNbCKOXO3JMCTBEHHBIX JKMBOTHBIX,
YTBEpXKIaeMblil B COOTBETCTBUH C ITYHKTOM 6 yacTh 4 ctathu 10 OenepaabHOro
zakoHa oT 30 mexabps 2020 r. Ne 492-®3 «O 6uonoruyeckoil 6€30MaCHOCTH
B Poccuiickoit ®enepauun» (Cobpanue 3akoHOIaTenscTBa Poccuiickoi
Mepneparn, 2021, Ne 1, ct. 31).

46. B mpoliecce HM3roTOBNEHHs JIEKAPCTBEHHOIO IipenapaTta anTe4HbIM
paGOTHHUKOM, M3rOTaBIMBAIOMMM JIEKAPCTBEHHBIH Mpenapar, 3aloJHAETCS
JOKYMEHT, cofepXamuil HMHGOPMALHIO, NPENyCMOTPEHHYIO IIyHKTOM 75
gacrosmux [IpaBui (ganee — nacmopr MHCbMEHHOTO KOHTPOJIS).

47. ITociie BCKPHITUSA TNEPBUYHOH YIAKOBKH MCXOHHOE CBIpbEC AOJDKHO
XPaHHTECS B MPOLIEIINX OYUCTKY EMKOCTAX C COOIIOIEHHEM CPOKOB XPaHEHHS
YKa3aHHOTO CBIPbsl BO BCKPBITO# yITaKOBKe.

48. Ha 3THKeTKax eMKOCTel ¢ HCXOAHBIM ChIPheM JIOMKHBI OBITh YKa3aHBbI
HAUMEHOBAHHWE MCXOJHOTO CHIPbs, YCJIOBHMS XpaHEHHS, JaTa BCKpBITHA
YIIAKOBKH HCXOJHOIO ChIPBS, [ara 3alONHEHHS €MKOCTH, (Qamuius, HMs,
OT4eCTBO (NIPY HAJIMYMHK) W TOANUCH ANTEYHOro paGOTHUKA, 3aMOIHHBIIETO
€MKOCTb.

4 Yacts 2 crateu 56 DenepansHoro sakona or 12 anpems 2010 r. Ne 61-®3 «O6 obpameHun
JIEKAPCTBEHHEIX CPEACTBY.
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49. Ha 3THKeTKaxX eMKOCTell ¢ MpOMEeXYTOYHBIMHM NMPOXYKTaMH JOJKHBL
ObITH YyKa3aHbl HAMMEHOBaHHE IIPOMEXYTOYHOTO TMPOAYKTa, COAEPKAHHE
IelfCTBYIOIIEro BemecTBa (JUis PacTBOPOB YKA3bIBAaeTCs KOHLEHTpalLWs), AaTa
M3TOTOBJICHHS, CPOK T'OJHOCTH, YCJIOBHS XpaHEHMs, (aMUIHs, MM, OTUECTBO
(Ipy  HanWYMM) W TOANUCH AaNTeYHOro pabOTHHMKA, HM3rOTOBHBLIETO
IPOMEXKYTOUYHBIH POYKT, @ TAKXKe anTe4Horo paboTHMKa UIH OTBETCTBEHHOTO
JIMIa, OCYIIECTBUBILETO BHYTPHANTEYHBIH KOHTPOIb.

50. EMKOCTH ¢ HCXOIHBIM CBIPbEM, YIIAKOBOYHBIMH MaTepUaiaMu
¥ IPOMEXXYTOYHBIMH MTPOJYKTaMH JNOKHBI HMETh CIICIYIOLLYI0 MapKHPOBKY:

«OcCyIecTRIsSeTCA BHY TPUANITEHbIH KOHTPOIb» — HAHOCHTCS HA EMKOCTH
C HCXONHBIM ChIphEM, YIaKOBOYHBIMH MaTepHallaMH, I[POMEKYTOYHBIMH
IIPOLYKTaMH, KOTOPBIE [IPOXO/AT BHYTPHANTEYHBIH KOHTPOJIb Ka4eCTBa;

«Pa3peleHo WCIONB30BaTh) — HAHOCHTCS Ha €MKOCTH C HCXOJHBIM
CHIphEM, YIIAKOBOYHBIMH MaTepHallaMd, IPOMEXYTOYHBIMH IPOXYKTaMH,
KOTOpbl€ MO  pe3yibTaTaM  BHYTPHANTE€4YHOrO  KOHTPOJS  MPH3HAHBI
COOTBETCTBYIOIMMH TpeGoBanusM (apMakomeHHBIX craTedl (mjisi HCXOAHOTO
CHIpbSi W TIPOMEXYTOYHBIX IPOAYKTOB), TpeOOBaHHSM MPOM3BOLHUTENS
(m7s YIAaKOBOYHBIX MATEPHAIOB) (fanee — [I0Ka3aTelll Ka4ecTBa);

«3anpelieHo HCIONb30BaTh» — HAHOCUTCH HA €MKOCTH C HCXOAHBIM
CHIpBEM, YIIAKOBOYHBIMH MaTepHallaMH, IIPOMEXYTOYHBIMH IPOJAYKTaMH,
KOTOpbleé 1O  pe3yJibTaTaM  BHYTPHANTEYHOrO  KOHTPOIS  NPH3HAHBI
HE COOTBETCTBYIOLIMMHU I10KA3aTENSIM KaueCTBa,

«3a6pakoBaHO NP BXOXHOM (TIPHEMOYHOM) KOHTPOJI» — HAHOCHTCH
HAa €MKOCTH C HCXOHHBIM CHIPhEM, YNAaKOBOYHBIMH MaTepHallaMH, KOTOPBIC
HampaBleHsl U WCCleqoBaHus  (MCIEITaHMA) B Jlaboparopuio,
Py BO3HUKHOBEHHH COMHEHHH B MX Ka4eCTBe B paMKaX OpPraHOJIENTHYECKOro
KOHTPOJIAL.

51. JJaGoparopHas mocyna, KOTOpasi HCHOJB3YeTCs NPH HM3TOTOBICHHH
JIEKAapCTBEHHBIX MperaparToB, NOJKHA MPOXOAUTH OUYUCTKY M CTEPHUIM30BATHCS
B COOTBETCTBHH CO CTAaHJAPTHOM ONEPaliMOHHOM MpOIeAyPOH, yTBEPXKIECHHOM
cormacHo mNyHKTy 9 Hacrosmmx IlpaBui, 3akymopuBaTbcsi M XPaHHMTBECH
B 3aKPHITHIX IIKagax.

52. Cpox XpaHeHHs CTepUIbHOH mabopaTopHOW MOCYHbl, KOTOpas
HCIIONB3YETCS TIPH U3rOTOBJICHHU HECTEPUIIBHBIX JICKapCTBEHHBIX NPENapaTos,
cocTaBnseT He 6ojee TpeX CYTOK, a CTEPUIIBHBIX — He 6ojiee CyTOK ¢ MOMEHTa
CTepuIM3anuy 1abopaToOpHOM IOCYAbIL.

B cnyuyae eciM B yKasaHHBIH CpOK JlabopaTopHas nocyna He ObLIa
WCIIOJIb30BaHa, OHA MOJIC)KUT MOBTOPHOHN CTEPHIM3ALINH.
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V. TpeGoBanusi K H3rOTOBJEHHIO H CTEPHIN3ANMHA CTEPHIBLHBIX
JIEKAPCTBEHHbIX NpenapaTos

53. 3anpemiaeTcss OJHOBPEMEHHOE W3TOTOBICHHE HA OIHOM pabouem
MeCTe HECKOJBKMX PacTBOPOB UL MHBEKIMHM W JICKapCTBEHHBIX IPENaparos,
COZIEpIKAIIKX BELIECTBA C PA3NTMYHBIMU HAUMCHOBAHHMAMM MM BEIIECTBA OJHOrO
HaNMEHOBAHMS, HO B pa3NUYHBIX KOHIECHTpAIUIX.

54. Crepuiun3alysi pacTBOPOB [JO/DKHA OCYIIECTBIIATECA HE MO3AHES TPEX
4acoB ¢ Hadyajia UX M3rOTOBJIEHHUS, 38 KCKIIFOYEHHEM PaCTBOPOB IIIIOKO3BI.

55. CTepunM3alisi pacTBOPOB ITIIOKO3BI HODKHA OCYIIECTBIATECH Cpasy
e M0CIIe UX U3TOTOBICHHS.

56. IToBTOpHAS CTEPHIH3ALMS HHBEKIMOHHBIX M HH(Y3HOHHBIX PaCTBOPOB
HE JOIyCKacTC.

57. Jlng M3TOTOBNEHUS INApeHTEPAIbHBIX JIEKApCTBEHHBIX MpPENapaTos,
KOTOPHIE HE TOUIEXAT TEPMUUECKOM CTEPHIIM3AINH ¥ B H3TOTOBICHAN KOTOPBIX
B KaueCTBE PACTBOPHTENS KCIONB3YETCS BOAA, HEOOXOAMMO HMCIONB30BaTh
TOJNBKO BOAY NS MHBEKIUH, a GUHAILHYIO CTEPHIH3ALHMIO MPOBOJUTE IYTCM
uneTpalu¥ B JIAMMHApHOM [OTOKE BO3AyXa C IIOMOLIBIO MeMOpaHHBIX
dHUIBTPOB ¢ HOMHHANBHEIM pasMepoM nop He Gonee 0,22 MKM.

58. Jlnd W3rOTOBICHUS TIJA3HBIX Karellb, KOTOpBIE HE TMOAJIeKaT
JanbHelmedl TepMUYECKOH CTEpHIH3alMH, HEOOXOAMMO MCHOJIB30BATh BOAY
IS MHBEKUMH, 8 QUHANBHYIO CTEPUIM3ALHIO TPOBOIHMTD MyTEM (QHIBTPAIHH
B JNaMHHAPHOM IIOTOKE BO3AyXa C IIOMONIBKO MEMOpaHHBIX (bUIBTPOB
¢ HOMHHAJIBHBIM pasMepom mop He 6onee 0,22 MKM.

59. B memsix obecrmedeHus coOiofeHus TpeOOBaHUM, MPEeNbABIICMBIX
K M3rOTOBJIEHMI) CTEPHIIBHBIX JIEKApCTBEHHBIX MpeNapaToB, B BETCPHHAPHOMU
anTeKe BEAETCS XKypHAT PErHCTPALdK peXuMa CTepUIH3al|H.

B XypHal pErucTpalyy PeXHMa CTEPHUIIM3allMH BHOCATCH Clefyrolne
CBEJICHMS:

JaTa ¥ TIOPAAKOBBIA HOMED MTPOBEACHUS CTEPUIN3ALIUM,

HauMEHOBaHHE M KOJHMYECTBO HMCXOJHOTO CBIpbS, H3rOTOBJICHHBIX
JNIEKApPCTBEHHBIX TIperapaToB, JabopaTOpHOH MOCYAbl W MPOYMX MATepUAloB,
NOJUIeXKAIIUX CTePUIIA3ALINY,

YCIIOBHS CTEPIIM3ALMH (TeMIIEpaTypa, Bpems);

pe3yJbTaThl TEPMOTECTA;

HOINHKCH ANITeYHOro paboTHHKA, IPOBOAMBIIETO CTEPUIIH3ALIKIO.

VI. YiakoBKa H MAPKHPOBKa H3r0TOBJICHHBIX JIEKAPCTBEHHbIX NpenapaTos

60. BeiGop yHakoBKM M YKYHNOPOYHBIX CPEACTB  OCYIIECTBIIACTCA
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B 3aBUCHUMOCTH OT CBOMCTB, Ha3HAa4eHHs M KOJIMYECTBA H3rOTOBJICHHOTO
JNIEKapCTBEHHOIO Tpenapara B COOTBETCTBHH C TPeOOBaHMAMH (apMaKOIEHHBIX
CTaTeil.

61. CTepmiibHBIE JIEKAPCTBEHHBIE IpENapaTshl JOKHBI ObITh YIAKOBaHBI
B CTEPHJIbHYIO YIIAKOBKY.

62. JlexapcTBeHHbIE Tpenapartsl, TpeOyIoIle 3alMTEl OT NEHCTBHS CBETa,
JIOJDKHBI OBITH YIIAKOBAHBI B CBETO3AILMTHBIE EMKOCTH.

63. JlekapcTBeHHbIE IIpemaparbl, COJAepXKaliue JieTydyde BeIleCTBa,
TpeOyiomie 3alfUThl 0T yJeTyYWBaHHUs, THWIPOCKONHUYHBIC BEILECTBA
1 BEIEeCTBa, KOTOPEIE OKUCISIOTCS, ODKHBI OBITh YIIAKOBAHEI B F€pPMETUYHbIC
€MKOCTH H3 HENpPOHHWIIAeMbIX IJISi COOTBETCTBYIOUIMX BELIECTB MaTepHUaoOB,
YKYIOpEHHbIe HABUHYMBAIOLIMMHUCS KOMAYKaMH WM KPBIIIKAMHA B KOMILJICKTE
¢ mpoOKaMK WM TIPOKJIaJKaMH C YIUIOTHAIOIUMU 3JIEMEHTaMH.

64. VriakoBKka JIEKQpCTBEHHBIX IIpENapaToB, COAEPXKAIIMX JIETy4ue
BEILIECTBA, TPEOYIOIHe 3alUThl OT YJIETyYHMBaHMs, WM BEIECTBA C 3aIaxoM,
OCYLIECTBIISIETCS OTHETBHO OT YIIaKOBKH APYIUX JIEKapCTBEHHbIX Npenaparos.

65. Ha ynakoBKy W3TOTOBJIEHHBIX JICKAPCTBEHHBIX IPENApaToOB NOJDKHBI
ObITh HAaHECEHBI TUKETKH, COEPIKAIIHE CIEAYIONTYI0 HHPOPMALIUIO:

a) HOMep pelierniTa Ha JIEKapCTBEHHBIN Npenapar,

0) cocTaB JIeKapCTBEHHOIO IIperapara;

B) HAIMKCh « /[ BeTepHHAPHOTO IPUMEHEHH,

I') IaTa U3TOTOBJICHUS;

1) cmoco® NpHMeHeHWsl JIEKapCTBEHHOIO IpenapaTta  (BHYTpEHHEE,
HapyXXHOe, ISl HHBEKIH );

€) CPOK FOAHOCTH (TOZEH 10 );

) YCIIOBHUS XpaHEHHS;

3) npenocrepexerue «XpaHUTb B HENOCTYIIHOM [Jis AETEH MeCTe»;

H) Ul CTEPHIbHBIX JIEKAPCTBEHHBIX (OPM HONOJHHTENBHO YKa3bIBaeTCs
«CTepubHO»;

K) B 3aBHCHMOCTH OT COCTaBa M3rOTOBJIEHHOTO JIEKAPCTBEHHOTO NpernapaTa
M ero CBOWCTB JONOJHUTENLHO YykKassiBaeTcs «bepeub OT oras» (@i
JIETKOBOCIIAaMEHSIOMUXCS M JIETKOrOPIOYMX JIEKAPCTBEHHBIX IIPENapaTos),
«O6panaThCa OCTOPOXKHO!» (15 B3pBIBOOIIACHBIX JIEKAPCTBEHHBIX IIPETIapaToB),
«Ilepen mpuMmeHeHWeM B30anTHIBaTL» (A JEKapCTBEHHBIX IIPENapaTos,
IpY XPaHEHHUH KOTOPBIX 00pasyeTcs 0CalloK).

VII. BuyTpuante4yHbli KOHTPOJIb

66. IIpy BHyTpHanTe4HOM KOHTPOJIE OCYIIECTBIIAIOTCS:
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BXOJIHOM (TIpreMOYHbIIT) KOHTPOJIb,

TIPOMEXYTOYHBI KOHTPOJIb NPOMEXYTOYHBIX IIPOIYKTOB;

KOHTPOJIb H3rOTOBJIEHHOI'O JIEKAPCTBEHHOT'O Mpenapara;

KOHTPOJIb TIPH OTIIYCKE.

67. B OTHOIIEHNH METO0OB KOHTPOJISI HCXOJHOI'O CBIPhS, MPOMEXYTOUHBIX
IPOAYKTOB ¥ W3TOTOBIEHHBIX JIEKADCTBEHHBIX Ipenaparos, IPOLECCOB
M3rOTOBJICHHS JIEKAPCTBEHHBIX NpenaparoB JOKHBI OBITh JOKYMEHTAIBHO
odopMIIeHBI JEHCTBUS, MOATBEPXKAAMONINE, YTO yKa3aHHbIC METOJ MM IPOLece
COOTBETCTBYIOT TpeOOBaHUAM (PapMaKOIEHHBIX CTATEH.

68. ITocTynalonme HCXOAHOE ChIPh€ M YNAKOBOUHBIC MAaTEpHAlbI
HOBEPralOTCs BXOAHOMY (IIPHEMOYHOMY) KOHTPOJIO.

69. Ilpx BXxOOHOM (IPHEMOYHOM) KOHTPOJIE OCYLIECTBIETCS HPOBEPKa
BHEIIHETO BHJia, arPeraTHOrO COCTOSHHUSA, LIBETA, KOHCHCTEHUMH, OXHOPOAHOCTH
CMEIINBaHHUs, OTCYTCTBHS WIIH HATHYUS MEXaHHYECKUX BKIIIOYEHHN UCXOHOTO
CHIpbS M YNAKOBOYHBIX MATEpUAIOB (Jajlee — OPraHoJENTHYECKHHA KOHTPOIb
HCXOJIHOTO CHIPhS M YIaKOBOYHBIX MAaTEpHaliOB), a TakXe BH3yalbHas OLICHKa
IIEJIOCTHOCTH YNAKOBKH M COOTBETCTBHS MAapKHPOBKM (apManeBTHYeCKUX
cyOcTaHimii, MApKUPOBKH 3aperdCTPUPOBAHHBIX JIEKApPCTBEHHBIX IMpENapaToB
TpeGoBaHMsIM cTaThi 46 DenepanbHOro 3aKoHa oT 12 ampesns 2010 r. Ne 61-®3
«O6 oOpaiieHMHd JIEKapCTBEHHBIX CPEACTB», MpPOBepKa NPABHIIBHOCTH
ohOpMIIeHHST  CONPOBOAMTENBHBIX  JOKYMEHTOB, HalM4Msi JOKYMEHTOB
IPOM3BOJMTENS, MOATBEPXKIAIOIMX  COOTBETCTBHE  HCXOJHOrO  CHIPbS
¥ YIIaKOBOYHBIX MAaTepHAaJIOB [10KAa3aTeIM KauecTBa.

70. B xypHas BXOJHOTO (IPHEMOYHOI0) KOHTPOJIA BHOCATCS CIISNYIOIHE
CBEJICHUS:

MOPSAKOBEIA HOMED 3allHCH,

HAaUMEHOBAHHE HCXOMAHOTO ChIPhS WK YIIaKOBOYHBIX MaTepPHaIIOB;

JiaTa IOCTYIUIEHHS UCXOIHOTO CHIPS WK YIIAKOBOYHBIX MAaTePHAJIOB;

JiaTa ¥ HOMEP COIIPOBOIUTENBHOIO JOKYMEHTA,

HOMED 3aIlUCH B TOCYapCTBEHHOM PEECTpe JIEKAPCTBEHHBIX CPEACTB AJIA
BETEPHHAPHOTO IIPUMEHEHHs (B ClIy4ae TMOCTYIJIEHHs (apMareBTHIECKHUX
cybcTanimii B Ka4ecTBe HCXOMHOTO ChIPhS);

HOMEpP PErMCTPALHOHHOTO yJOCTOBEPEHHS HA JIEKApCTBEHHBIH IIpernapar
(B ciy4yae MOCTYIUIGHHS 3aperdCTPHPOBaHHBIX JIEKQpCTBEHHBIX IIPEIapaToB
B KaYeCTBE UCXOJHOTO CHIPhA);

pe3yJIbTaThl BXOINHOro (IIPUEMOYHOr0) KOHTPONSI Ha COOTBETCTBHE
ToKa3aTessIM KauecTBa, yKa3aHHbIM B (papMaKoleHHON cTaThe («COOTBETCTBYET»
WK «HE COOTBETCTBYET»);
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dbaMuIMsA, WMs, OTY4eCTBO (IIPH HANIMYMM) M MOJIHCH aITEYHOTO
paGOTHMKA,  OCYIECTBMBLIErO  BXOAHOM  (NPMEMOYHBIH)  KOHTPOI®,
WX OTBETCTBEHHOTO JIMIIA.

71.Tlpx BO3HMKHOBEHHH B pPaMKaX OpTaHOJENTHYECKOro KOHTPOJIs
MCXOIHOTO CHIPbS M YNAKOBOYHBIX MAaTEPHANOB NPH BXOAHOM (IIPHEMOTHOM)
KOHTpOJ€ COMHEHHH B KaueCTBE HCXOJHOTO ChIpbS MM YNAKOBOYHBIX
MaTepuanoB 00pa3lbl HCXOJHOTO ChipbSl WM YHNAKOBOYHBIX MATEPHAJIOB
HANPABIAIOTCA I WMCCIeOBaHUsS (MCIBITAaHUS) B JabopaTopHio. YKasaHHOe
MICXOJHOE ChIPbE MM YNIAaKOBOYHbIE MaTepHalbl ¢ MAPKHPOBKOH «3abpakoBaHO
TIIpH BXOAHOM (TIPHEMOYHOM) KOHTDOJIE» XPaHATCS B BETEPUHAPHOH anTeKe
M30JTMPOBAHHO /IO MOy4YeHHs [IPOTOKONA HCTIBITAHUH 13 1abopaTopHH.

B cnydae modydeHus u3 J1abopaTOpHM IIPOTOKONA HCIBITAaHWH,
MOATBEPXKIAIOUIEr0  KaueCTBO  HMCXONHOTO  CBHIPbSl MM YIAKOBOYHBIX
MaTepUalioB, TAKOe HCXOAHOE CBHIPhE WM YIIAKOBOYHBIC MaTepHallbl MOJJIeKAT
UCIIOIB30BAHUIO.

B ciyuae moay4eHHs U3 JIaOOpaTopuH NMPOTOKOJA UCIBITAHHH, KOTOPBIM
YCTaHOBJIEHO HECOOTBETCTBHE KaueCTBA MCXOIHOIO CHIPhS MM yHaKOBOYHBIX
MaTepHajoB, Takoe HCXOIHOE ChIPhE€ WM YNaKOBOYHBIE MaTepuajbl HE
TIOJIJIeXAT UCIIOIb30BAHHMIO. |

72.B ciry4ae yCTaHOBJICHHS HECOOTBETCTBUSA KadecTsa
dapManeBTHIECKUX CYOCTaHIMH WM 3aperMCTPHUPOBAHHBIX JIEKAPCTBEHHBIX
TIPEnapaToB, HCIONB3YEMBIX B Ka4€CTBE MCXOAHOTO CHIPbSA, MX YHHYTOXKEHHE
OCYILIECTBIISIETC. B COOTBETCTBHM C TpPaBHIAMH YHHYTOXCHHMSA H3BATHIX
(hanbCHMUIMPOBAHHBIX ~ IIEKAPCTBEHHBIX CPEICTB, HEA0OPOKAYECTBEHHBIX
JEKAPCTBEHHBIX ~ CPEICTB, KOHTPa(aKTHBIX  JIEKapCTBEHHBIX  CPENCTB,
YIBEPXIAEMBIMH B COOTBEICTBHHM CO CTaThiMu 47 u 59 DenepanbHOro 3aKoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpaiuennu JeKapCTBEHHBIX CPEACTBY
(nanee — [TpaBuna yHHYTOXEHHS IEKAPCTBEHHBIX CPEACTB).

73. Tlpm NPOMEXYTOYHOM KOHTpOJIE MPOMEXYTOUHBIX MPOAYKTOB
OCYILECTBISIETCS OMNpeieNende (U3MHECKHX H XMMHYECKMX IOKa3aTeleH,
BKIIIOYAs OHpeJIeNieHre KOJTUYeCTBa U MOMIHHHOCTH [EHCTBYIONIEro BEIECTBa,
B COOTBETCTBHM ¢ TpeOoBaHUSMH (papMaKOIeHHBIX CTaTel A JIeKapCTBEHHOM
(OpPMEI JIEKapCTBEHHOTO NpenapaTa, a TaKKe MUKPOOUONOTHIECKHH KOHTPOIIb
MPOMEXYTOYHBIX IIPOTYKTOB.

74. B XypHal HPOMEXYTOYHOIO KOHTPOJS MPOMEXYTOYHBIX IPOMYKTOB
BHOCSTCS CIIEAYIOLIME CBEACHHUA:

TIOPSIIKOBEIN HOMED 3aIIKCH,

IaTa U3rOTOBJIEHUS IPOMEKYTOUYHOTO IIPOAYKTa;
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CPOK XpaHEHHS IPOMEKYTOYHOIO MPOAYKTa,

OIIMCAHWE IPOMEXYTOYHOTO TIPOAYKTa (OIMCaHME BHEILIHEr0 BHAR,
arperaTHOro COCTOSHHUS, IIBETA, KOHCUCTEHIINH);

JaTa Hayaja [POBEACHUS KOHTPOIs IPOMEXYTOYHOrO MPOAyKTa
IO [TOKa3aTeNsiM Ka4ecTBa;

IaTa OKOHYAaHHUS TMPOBEHECHHS KOHTPOJIA IPOMEXYTOYHOro IIPOIyKTa
IO TMoKa3arensiM Ka4ecTBa,

HaVMEHOBAaHMs IIOKa3arenei KadecTBa (C YyKa3aHMEM HOPMaTHBHBIX
¥ TIOJTy4EHHBIX 3HAYSHUH NoKa3aTesneil KauecTsa);

pe3yJIbTaThl MPOMEXYTOYHOIO KOHTPOJIS Ha COOTBETCTBHE IOKAa3aTEIsIM
KauecTBa («COOTBETCTBYET» HIIM «HE COOTBETCTBYET»);

(Gamunus, WMs, OTYeCTBO (IpY HANMYMM) U IIOQNKCH aNTeYHOIO
pabOTHHMKA MM OTBETCTBEHHOrO JIHIA, OCYILIECTBHBIUETO ITPOMEXYTOYHBIM
KOHTPOJIb. ’

75. B macropt MACEMEHHOTO KOHTPOJIS BHOCATCS CIICAYIOIINE CBEACHHUS:

HoMep M jgara OQOpMIEHHs peLenta, TpeOOBaHHMS BETEPUHAPHOU
OpraHH3alvy;

HayMEHOBAHKE U KOJIMYECTBO HCIIOIB30BaHHOIO UCXOIHOTO CHIPhS,;

OPS/IOK BBEJICHHS BEIIECTB U IIepeuyeHb TEXHOJOTHIECKHX OTEpalnii;

HAUMEHOBaHMs HCIOAB3YEMBIX OOOpYZOBaHUS, CPEACTB W3MEpEHHH,
PEaKTUBOB,;

ob1as Macca Wi 00beM JIEKapCTBEHHOIO TIperapara, Y1ciIo J103;

CTEelleHb pAa3BEJECHMSA I'OMEOIAaTHYeCKOr0 HMCXOMHOTO CHIPhs (B Ciyvae
MCTIONB30BaHMs HCXOJHOI'0 TOMEONATHIECKOTO ChIPhs);

Macca OTHENBHBIX [IO3HPOBAaHHBIX €IWHHMI M HMX  KOJHYECTBO
(TIp¥ U3TOTOBIEHHMHU MTOPOIIKOB M CYIIIO3HTOPHUEB);

KOHIleHTpalmss ¥ o0veM (Macca) [00aBIEHHOTO H30TOHHUPYIOLIETO
BemecTBa (MpH JOGABIEHWM B T[Va3Hble KAaIUIM, PacTBOPHl [l HHBEKUUH
1 HHQY3Hi);

COCTaB, KOHIIEHTpamHsi W O0BEM KOHLEHTPHPOBAHHBIX PAacTBOPOB
(TIpM UCTIONB30BAHKM IJIsSl H3TOTOBJIECHHS JIeKapCTBEHHBIX TIPENapaToB);

HCIONB30BaHHBIE TpH  pacdeTe KOI(QQHUUHUEHTH  BOZOMOIJIOLICHHUS
JUISL PACTHTENIBHOTO CHIPBS, UCTIONB3YEMOr0 [IPY U3TOTOBJICHUH JIEKAPCTBEHHOT'O
npenapara;

HCIIONF30BAHHBIE TNPH pacueTe KO(QQHIMEHTH YyBENIHUYeHHS 00beMa
BOJIHBIX pAacTBOPOB TMPH pPacTBOPEHMHM BEIIECTB, BXOIAIIMX B COCTaB
JIEKapCTBEHHOTO IIpernapara;

JlaTa U3roTOBJIEHNUS JIEKapCTBEHHOTIO IIpenapara;
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HOMEp 3alliCH B JXypHajJ€ KOHTPOJSA M3IOTOBJIEHHBIX JIEKapCTBEHHBIX
[IpenapaTos;

damunusg, uMs, OTYeCTBO (IIpH HANMYMK) W IIOJNKCH anTeYyHOro
paGOTHHUKA, W3TOTOBMBLLIETO JIEKAPCTBEHHBIN MPETapar, ¥ aNTeYHOro paboTHMKA
WIA OTBETCTBEHHOIO JIMIA, OCYIIECTBUBINETO BHYTPHANTECUYHBIH KOHTPOJIb
M3TOTOBIIEHHOTO JIEKAPCTBEHHOIO Mpernapara.

76.1lpu  KOHTpoOJiE HW3IOTOBJECHHOrO JIEKAPCTBEHHOIO  Ipernapara
OCYIIECTBIACTCS: .

NpoBEpKa BHEINHETO BHJA, LBETa, OJHOPOTHOCTH CMEIIMBaHHI,
OTCYTCTBUS WJIA HAJIUYUS MEXaHUYECKHX BKIIOUEHHH, KaueCTBa YKYNOPHBAHHA
M3rOTOBJIEHHOTO JIEKAPCTBEHHOIO Iperapara B COOTBETCTBHU C TPeOOBaHHMAMH
(hapMaKoneHHbIX CTaTeM;

npoBepka o0Imieif Maccsl WM 00BbeMa H3rOTOBIEHHOIO JIEKAPCTBEHHOTO
npernapara, KOlIuuecTBa, 00beMa M Macchl OTHENbHBIX JO3UPOBAHHBIX €JHHHMI,
BOJIOPOJHOTO T[OKa3aTels, IUIOTHOCTH, BS3KOCTH, MacCCOBOW [0 Blar,
IpoBepKa Ha TMOMJIMHHOCTh JEHCTBYIOIIMX BEIIECTB ¥  ONpPEJCICHHE
KOJIMYECTBEHHOr0 COAEp)KaHUSA [OEHCTBYIOIIMX BEIUECTB, KOTOPHI€ BXOAAT
B COCTaB JIEKapCTBEHHOrO IIpemapara, a Takke [ApYyrHX IIOKasaTelel

B COOTBETCTBHUHM c TpeGOoBaHUAMHU (hapMakoneHHbIX cTated
(nanee — QU3NKO-XAMUYECKHH KOHTPONb H3TOTOBJIEHHOTO JIEKAPCTBEHHOTO
nperapara);

MHKPOOHONOTHYECKHH  KOHTPOJIb  HM3rOTOBJIEHHOIO  JIGKapCTBEHHOIO
npenapara;

IpOBEpKa alTeYyHbHIM paOOTHUKOM H (WIHM) OTBETCTBEHHBIM JIHIIOM
3aMOJHEHUs IaclopTa IHMCBMEHHOTO KOHTPOJS HEMOCPEACTBEHHO TOCIe
W3rOTOBJIEHUS  JIEKApCTBEHHOrO  @pemapara M JKypHQJOB  BXOJHOIO
(IpHeMOYHOro) ¥ IPOMEXYTOUHOIO BHYTPHAINITEYHOTO KOHTPONA, 3 TaKkKe
COOTBETCTBHS 3alMcel B I1acrlopTe IUCHMEHHOIO KOHTPOJIS M peLemnTe,
IPaBUIBHOCTH TPOBEICHHBIX pAacdeTOB IIPH HU3TOTOBJIEHHH JICKApPCTBEHHOIO
npernapara;

BeJleHHEe OTBETCTBEHHBIM JHIOM M (Wid) anTeyHbIM pabOTHHKOM,
NPOBOAMBIINAM HCCICOBAHUA IIPH KOHTPOJE KavyecTBa H3rOTOBIECHHOIO
JIeKapCTBEHHOIO TIpenapara, 3anuceii 1o IPoBeICHHI0 YKa3aHHBIX MCCIeA0BaHUH
(manee — KOHTPOJIBHBIN JIUCT).

77. B KOHTPOJIBHBIN JTUCT BKJIIOYAIOTCA CIIETYIOLINE CBE/ICHHS:

JiaTa Havajia MpoBeJIeHUs HCCIIeOBaHUH U 1aTa MX OKOHYaHHS,

uHGpopManuss 00  H3rOTOBIEHHOM  JICKAPCTBEHHOM  IIpemapare
(HaMMeHOBaHKe, HOMEp PELENTa WK TPeOOBaHMS BeTEPHHAPHON OpraHu3allim);
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HaUMEHOBaHHEe WJIH HOMEpP METONWKU HCHBITAHHH, B COOTBETCTBHH
¢ KOTOpOIl MpOBOAATCH HCCIENOBAHMS MPH OCYIIECTBICHWH BHYTPHANTEIHOIO
KOHTPOJIS;

PacYETHI IIPH NPOBEACHAN KOHTPOJIS KaueCTBa,

Macca B3STHIX HaBeCOK, pasBeleHus (MpH HAJIW4YMM) IPH [POBEJECHHH
KOHTPOJIS Ka4eCTBa,

uHbOpMAaL¥s, B TOM YHCIIe HACHTH(UKAIMOHHBIE HOMEPA, HAUMEHOBAHHC,
NapTHs, H3PACcXOOBAHHOE KOJMYECTBO, CPOK TOJHOCTH, Ui MHTATEBHLIX
cpel — Temieparypa HHKYOMpOBaHHUs, O CTaHAAPTHBIX obpa3nax, pacTBopax,
pEaKTHBAX, MUTATENbHBIX CpelNax, JHarHOCTUYECKHMX Habopax, TecT-CHCTEMaX,
TIIPHMEHSAEMBIX [IPY TIPOBEJICHAU MCCIIENOBaHMUs, MU THTPOBAHHBIX PaCTBOPOB —
TOTPaBOYHbIN KO3(QGUIHEHT (B Cly4ae CMEHBI IAPTHH MCIIONB3YEMOro peaKkTHBa
WIM CTaHJapTHOTO obpasla B XOJ€ NMPOBEICHHMS HCCIEJOBAaHHMH YKa3bIBAaeTCs
7iaTa CMEHBI TAPTUR);

haKTHUECKHEe pPe3y]bTaThl NMPOBENECHHBIX HKCCIEAOBAaHUH IpPH KOHTPOJIC
kagecTBa (110 KaXKIOMY OIpefiefseMOMy IMOKa3aTeNo KauecTBa YKa3blBaeTCs
COOTBETCTBHE (hapMaKoneHbIM CTaThsIM: «COOTBETCTBYET» WIH
«HE COOTBETCTBYET»).

78. KoHTpo/b MpH OTIIyCKE NPOBOAHUTCSH B OTHOLICHMH HM3TOTOBICHHBIX
eKapCTBEHHBIX TPENapaToB U 3aKIH0YaeTCs B IPOBEPKE:

a) yIaKOBKH JIEKapCTBEHHOI'O mpenapara Ha LIETIOCTHOCTD,
repMeTHYHOCTh, UHCTOTY,

6) MapKHPOBKH JIEKapCTBEHHOTrO TMperapara B 4YacTH COOTBETCTBHA
TpeGOBaHMAM K MApKHPOBKE, YCTAHOBICHHBIM HACTOALIMMH ITpaBunamu,
¥ uHPOPMALIMH, COJEPXKAIUECHCS B pelente HiIx TpeGOBaHUH BETEPUHAPHON
OpraHU3aLH.

79. Tlocie WM3roTOBIEHHMS JIEKAPCTBEHHOIo IIpernapara W OKOHYaHHs
TIPOBEEHHs] KOHTPOJISl M3TOTOBJIEHHOTO JIKapCTBEHHOrO IpenapaTa anTeyHbIN
pabOTHHMK, H3TOTOBUBIIMI JIEKapCTBEHHBIH IIpenapar, anTe4yHplii  pabGOTHUK
WIM OTBETCTBEHHOE IIMIO0, OCYIIECTBUBLUUE KOHTPOJNb H3TOTOBIIEHHOI'O
NIeKapCTBEHHOTO  MpemapaTa, JO/DKHBI ~ 3allOJHUTH  KOPEIIOK  perenra
B COOTBETCTBUHU C OPMOH peLleNTypHOTo OIaHKa Ha JIeKapCTBEHHBIH Npenapart
JUSL BETEPHHAPHOTO MPHUMEHEHHs, yTBEPXKIaeMOH B COOTBETCTBAM C HacTbio
TpeThell cTaThbd 16 3akona Poccuiickoii ®epepauun or 14 mas 1993 1.
Ne 4979-1 «O BerepuHapUN».

80. AnrTeuHsli pa0OTHUK KM OTBETCTBEHHOE JHILO, OCYIIECTBUBIIMEC
OTIYCK HM3rOTOBJIEHHOIO JIEKAPCTBEHHOTO IIpemapara, NOJDKHBI IMOIIIHCATh
KOPEINOK peleNnTa, yKa3aTh CBOM (amMMiIHIO, UMs, OTYECTBO (npu HaIMYHN)
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W JaTy OTIyCKa, a TalkKke BHECTH COOTBETCTBYIOIIME 3alUCH B XypHal
KOHTPOJISI H3rOTOBICHHBIX JIEKAPCTBEHHBIX IIpenapaToB.

81. B XypHall KOHTpOJs H3rOTOBJIEHHBIX JICKAPCTBEHHBIX IPENapaToB
BHOCSTCS AalTeYHBIM pPa0OTHUKOM WM OTBETCTBEHHBIM JIUIIOM CIIEAYIOLIHE
CBEICHHUS:

TIOPSAAKOBBIM HOMED 3allKCH,

HOMep M jJaTa O(QOpMJIEHHsS pelenTa WIH TpeOOBaHHMsA BeTepPMHAPHOHU
OpTraHH3aly;

dbamunusa,  ums,  ordecTBO  (IpH  Hanuuyum)  QU3NIECKOrO
AUa — BIAAeNblia JKMBOTHOTO WJIM HAaUMEHOBAaHUE HOPHIHMYECKOro Julla —
BJIa/ieJIblia )KUBOTHOIO;

HaUMEHOBAHME H KOJHIECTBO UCHOIB30BAHHOIO MCXOTHOTO ChIPbS;

nexapcTBeHHast (popMa M3roTOBJICHHOIO JIEKAPCTBEHHOTO IpenapaTa;

JaTa U3rOTOBJIEHH JIEKapCTBEHHOT O IIpenapara,

CPOK XpaHeHHsI H3TOTOBIEHHOTO JIEKAPCTBEHHOTO Npernapara;

JaTa Havajla [POBEACHUS KOHTPONS  KAuecTBa  M3TOTOBJICHHOI'O
JIEKapCTBEHHOTO Npernapara;

IaTa OKOHYaHWs MpOBEIJeHHs KOHTPOJIL KauecTBa HM3TOTOBJICHHOIO
JIeKapCTBEHHOT O Mpenapara;

OIMCAHHEe W3TOTOBJICHHOIO JIEKApPCTBEHHOTO Ipenapara (ONMHCaHHE
BHEIHETO BUJ[A, arpETaTHOrO COCTOSHHUS, 1IBETa, KOHCHCTEHIIAH);

HoMepa (apMaKomeiHbIX CTaTel, [0 KOTOPHIM OCYLIECTBISICS KOHTPOIb
Ka4yecTBa M3rOTOBIIEHHOTO JIEKapCTBEHHOI'O IPernapara;

HAaMMEHOBAaHME IIOKa3aTeleld KadecTBa, IO KOTOPBIM OCYINECTBIISICH
KOHTPOJIb Ka4eCTBa M3TOTOBIEHHOTO JIEKaPCTBEHHOTO Ipernapara (¢ ykasaHHeM
HOPMATHBHOTO M [OJy4eHHOT0 3HAUYeHNH 1I0Ka3aTels Ka4ecTsa);

JaThl U HOMepa IPOTOKOJOB HCHBITaHHHM B CiIydae OCYIIECTBICHMA
(U3UKO-XHMHYECKOTO, MHKPOOHOJIOTMYECKOr0  KOHTPOJS ~ M3rOTOBICHHOIO
JIeKapCTBEHHOTO TpenapaTa B 1a00paTopuH;

pe3ynbTaTsl KOHTPONS KauyecTBa M3TOTOBJIEHHOTO  JIEKapCTBEHHOIO
Tpenapara Ha COOTBETCTBHE (PapMaKONEHHBIM CTaThiM («COOTBETCTBYET» WM
«HE COOTBETCTBYET»);

JaTa OTIIyCKa W3rOTOBJIEHHOIO JIEKAPCTBEHHOTO Ipenapara;

GaMunusa, uMs, OT4ecTBO (IpM HAIMYUM) U TOANKCH alTeYHOro
pabOTHMKA, H3TOTOBHBILETO JICKAPCTBEHHbIH IIpenapar, alTe4Horo paboTHHKA ¥
(M) OTBETCTBEHHOTrO JMMIA, OCYLIECTBHBLIETO KOHTPOJb M3rOTOBJIECHHOTO
JIEKapCTBEHHOTO IIpernapara, anTeyHoro pabOTHHUKA, OCYINECTBHBIIETO OTITYCK
W3rOTOBJIEHHOTO JIEKAPCTBEHHOTO IIperapara.
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82. I3roToBlIeHHbIE JIEKAPCTBEHHbIE IIpenaparhi, KayeCTBO KOTOPBIX
IO pe3ylbTaTaM [POBEICHHOTO BHYTPHANTEYHOTO KOHTPOIS HE COOTBETCTBYET
TpeGoBaHusM (papMaKOIeHHBIX CTaTeH, HE TOMIEKAT OTIYCKY M YHMHYTOXKAIOTCS
B COOTBETCTBHH ¢ [IpaBuiaMu yHUHTOXKEHHMS JIEKAPCTBEHHBIX CPE/ICTB.

VIIIL. OTnyck H3roToBJIeHHbIX JIEKAPCTBEHHBIX NpenapaTos

83. UzroToBiieHHBIE JIEKApCTBEHHbIE IIpemapaThl IMOJJIEXaT OTIYCKY
10 PENENTY WK TpeOOBAHUIO BETEPUHAPHON OpraHM3alhy.

84. AnTeuHplii paGOTHHUK, OCYIIECTBJISAIOUIMHA OTIyCK H3rOTOBJICHHOTO
JIeKapCTBEHHOTO IIperiapara, JOJDKEH OTIYCKarh JIeKapCTBeHHBIH Mpenapar
¢ BbLAaYel BIaENbIly )KUBOTHOTO 3alIOJHEHHOIO KOpeIKa peLenTa.

85. 3amperaeTcss OTIYCKaTh JIEKAPCTBEHHBIE Mperaparbl MO peuenTam
C HUCTEKIIMM CPOKOM JIeHCTBHS peLENTa, 338 HCKIIOYSHHEM CIyd4aeB, €CIIM CPOK
JEHCTBHSA pelleNTa HCTEeK B IEPHUOJ] €r0 U3TOTOBJICHHUS.

86. IIpu OTHyCKe JIEKapPCTBEHHOTO IIpemapara Mo mpocsde norpeduTens
anTe4Hbl pal0OTHUK [OMKEH NPOMH(OPMHPOBATH €ro O pEeXHME U 033X
IpHeMa JIeKapCTBEHHOIO Mpelapara, YCHOBHSX XpaHEHHs, B3aHMONSHCTBUH
¢ JpYTHMH JIeKapCTBEHHBIMH IIpenapaTaMu.

87. OTmyck JieKapCTBEHHBIX MNPEMNapaToB IO PELENTy OCYLUECTBIIACTCHA
B KOJIMYECTBAX, YKa3aHHBIX B PELENTE.

88. 3anpemaercs OTITYcK (anscuUINPOBAHHBIX, HeIOOPOKAaYeCTBEHHBIX

¥ KOHTPa(aKTHBIX JIeKaPCTBEHHBIX IIPENapaTos’.

5 Crates 57 ®enepansHoro 3akona ot 12 ampens 2010 r. Ne 61-®3 «O6 oGpallleHHH NEKAPCTBEHHBIX
CPEeAcCTBY.




