MPABUTENLCTBO POCCUACKOW ®EAEPALIUN

NMOCTAHOBIJIEHUE
oT 6 uronsa 2012r. N 686

OB YTBEPXXOEHWUU NONOXEHUA
O JIMLUEH3UPOBAHUU NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB

B cootBeTcTBUM ¢ PenepanbHbiM 3akoHOM "O NUUEH3UPOBAHUM OTAENbHbLIX BUAOB AesATeNbHOCTN"
MNpaButenbcTBo Poccurckon ®enepaunm NnoCcTaHOBISET:

1. YTBepauTb npunaraemoe [lonoxeHne O nMUEH3UPOBAHUN MNPOU3BOACTBA JIEKAPCTBEHHbIX
CpeacTs.

2. lMNpusHaTb yTpaTmBWUM cuny noctaHoBneHue [paButenbctBa Poccunckon depepaumm ot 3
ceHTsI0pa 2010 r. N 684 "O6 yrBepxaeHun [lonoxeHuss O §NULEH3NPOBaHUM MPOU3BOACTBA
nekapctBeHHbIx cpeactB" (CobpaHue 3akoHogatenbcTBa Poccunckon ®epepauumn, 2010, N 37, cT.
4698).
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O.MEJOBEJEB

YTBEPXAEHO

nocTtaHoBrieHeM [NpaBuTenbLCTBa
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o1 6 nons 2012 r. N 686

NOJNTOXXEHUE
O JIMLUEH3UPOBAHUU NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB

1. Hacrtoswee [lonoxeHne ycTaHaBNMBaeT MOPSAOK JIMLEH3UPOBAHMSA OEATENbHOCTU MO
NMPOU3BOACTBY J1IEKAPCTBEHHbBIX CPEACTB, OCYLLECTBISIEMON HPUONYECKUMWU NULAMUA B COOTBETCTBUMU C
depnepanbHbiv 3akoHOM "O06 obpalleHnn nekapCcTBEHHbIX cpeacTB”.

2. JInueHsnpoBaHne OeATenbHOCTM MO NPON3BOACTBY JIEKAPCTBEHHBIX CPeACTB AN MEeULUHCKOro
NpUMeHeHus ocyLlecTBnsseT MMHUCTEPCTBO MPOMBILLNIEHHOCTU U Toproenu Poccunckon depepaumm, Ans
BETEPMHAPHOro npumeHeHus - degepanbHas cryxba no BeTepMHapHOMY U puTOCaHUTApPHOMY Haa3opy
(oanee - NMUeH3MpyOLWNE OpraHbl).

3. [edAtenbHOCTb MO MPOUM3BOACTBY JIEKAPCTBEHHBIX CPEACTB BKMYaeT B cebsa paboTtbl Mo
MepeYHIo COrnacHo NPUMOXEHNIO.

4. JIMUEH3NOHHBIMW  TpeboBaHWSIMW, MNPEObSABMSEMbIMA K  COWCKATEM  JIMUEH3MM Ha
OCYLLECTBMNEHVE [OEATENbHOCTM MO MNPOM3BOACTBY JEKAPCTBEHHbLIX CPEACTB (Qanee - nUUeH3us),
ABNAOTCA:

a) HanumumMe y couckatens JNUUEH3UW MOMELLEHWUIN, 30aHWNA, COOPYXXEHWUA U MHbIX ODOBEKTOB,
TEXHUYECKNX CPEeACTB, 0OOpPyAOBaHUA N TEXHUYECKOM OOKYMEHTauuu, nNpuvHagnexawmx emy Ha npase
COBCTBEHHOCTM MMM HA MHOM 3aKOHHOM OCHOBaHWW, HEOBXOAUMBIX A4S BbINOMHEHUS 3aABsieMbIX paboT,
COOTBETCTBYHOLLUX YCTAHOBIEHHbLIM TPeboBaHUAM;

0) cooTBETCTBMUE NMPON3BOACTBA NIEKAPCTBEHHbIX CPEACTB NMpaBuiaM OpraHv3aumm NpoM3BOACTBa U
KOHTPOJIS1 Ka4eCcTBa NleKapCTBEHHbIX CPEACTB B COOTBETCTBMM CO cTaTthen 45 denepanbHoro 3akoHa "O6
obpalleHnn nekapCcTBeHHbIX cpeacTB”;

B) HanuumMe B COOTBETCTBMM CO cTatben 45 depepanbHoro 3akoHa "O6 o6paleHum
NEKApCTBEHHbIX  CPeACTB"  MPOMBIIIEHHBIX  PErflaMeHTOB,  YTBEPXKAEHHbIX  PYKOBOAWUTENEM
Npou3BoOAUTENS JIEKAPCTBEHHbIX CPEACTB (CoMcKaTens NUUEH3UW) u BKIOYawwmx B cebs nepeveHb
ncnonb3yemblx hapMaueBTUIECKNX CybCTaHLuMn 1 BCMOMOraTesbHbIX BELLECTB C YKa3aHUEM KONUYeCcTBa
KaXKgoro U3 HMx, gaHHble 06 ucnonb3yemom obopygoBaHUM 1 OnmvcaHMe TEXHONOrMYEeCcKoro npouecca u
METOLOB KOHTPOJS Ha BCeX aTanax NpOv3BOACTBA FNIEKAPCTBEHHbIX CPEACTB;

r) HaNu4ne B COOTBETCTBUM CO cTaTben 45 GegepanbHoro 3akoHa "O6 obpalleHun NekapCTBEHHbIX
cpencTts” YMOMHOMOYEHHOIO nuua MNpou3BOAMTENSA NEeKapCTBEHHbIX CPEACTB, KOTOpPOe Mpwu BBOAE
NEKApCTBEHHbIX CPEACTB B rpaXgaHCkum obBOpOT OcyllecTBAsieT MNOATBEPXKAEHNE COOTBETCTBUSA
NEKapCTBEHHbIX CPeAcTB TpebOoBaHUSIM, YCTAHOBIEHHbIM MPU UX FOCYAAPCTBEHHOW perucrpauvum, u
rapaHTMpyeT, YTO NEeKapCTBEHHbIE CpeacTBa NPOu3BeAeHbl B COOTBETCTBUM C NMpaBuiiaMmu NpoM3BOACTBa
N KOHTPOJIS Ka4eCTBa NeKapCTBEHHbIX CPEACTB, a TakkKe KOTOPOe:



UMeeT Bbicllee apmaleBTUYECKOE, XMMUYECKoe, MeduUMHCKoe unn  Buonornyeckoe
obpasoBaHue nMbO Mpu NPOM3BOACTBE NEKAPCTBEHHbLIX CPEACTB AN BETEPUHAPHOIO MPUMEHEHUS -
BeTepuHapHoe obpasoBaHue, cTax paboTbl He MeHee 4YeM 5 neT B 00nacT Npou3BOACTBA U KOHTPOMS
Ka4yecTBa NneKkapCTBEHHbIX CPeacTs;

npyv Npou3BOACTBE EKAPCTBEHHbLIX CPEACTB AN MEeAULMHCKOro MNPUMEHEHMs1 aTTeCTOBaHO B
nopsigke, ycTaHoBrneHHOM MuHMCTEpCTBOM  34paBooxpaHeHusi  Poccuinckon  Pepepauun, npu
NPOU3BOACTBE FIEKAPCTBEHHbIX CPEACTB OJ19 BETEPUHAPHOrO NPUMEHEHUS - B NOPSAKE, YCTAHOBIEHHOM
MwuHUcTEpPCTBOM CenbcKoro xo3samncrea Poccunckon degepaumm;

4) Hannyne paboTHMKOB, 3aKIMOYMBLLMX TPYAOBbIE LOMOBOPLI, MMEKLNX COOTBETCTBEHHO BbICLLEE
unu cpegHee npodeccnoHanbHoe dapmMaleBTUYECKOe, XUMMYECKOE, XUMUKO-TEXHONOrMYEecKoe,
OGuornoruyeckoe, OMOTEXHONOIMYECKOE, MEAULMHCKOE UMM BeTepMHapHoe obpa3oBaHmne, OTBETCTBEHHbIX
3a NPOU3BOACTBO M MapKMPOBKY JIEKAapCTBEHHbLIX CPEACTB.

5. JINUEH3NOHHBIMM TpeboBaHWsIMK, MNpPeobsBNAEMbIMU K NULEH3NATY MNpPU  OCYLLECTBIIEHUU
OEesATeNnbHOCTU MO NPOU3BOACTBY NEKAPCTBEHHbLIX CPEACTB, ABMSIOTCSA:

a) Hanuuve y nuueH3naTa NMOMELLEHUNA, 30aHWUA, COOPYXXEHUA M MHbIX OOBEKTOB, TEXHUYECKMX
cpefncTts, 060pPyAOBaHMSA M TEXHUYECKOW JOKYMEHTaLMW, NpUHaanexawmx eMmy Ha npase coOCTBEHHOCTHU
MW Ha MHOM 3aKOHHOM OCHOBaHUKM, HeOOXOAMMbIX ANs BbIMNOMHEHMST 3asiBNEHHbLIX paboT,
COOTBETCTBYHOLLUX YCTAHOBIEHHbLIM TPeboBaHUAM;

0) cobniogeHne B COOTBETCTBMM CO cTatben 45 ®depepanbHoro 3akoHa "O6 obpalyeHum
NEKapCTBEHHbIX cpeacTB” TPeOOBaHUIM MPOMbILLIIEHHBLIX PErfaMeHTOB, YTBEPXOEHHbIX PYKOBOAUTENEM
Npou3BoAUTENS NEKapCTBEHHbIX CPEACTB (NULEH3naTa) 1 BKIToYaroLwmx B cebsi nepeveHb NCnonb3yemMbixX
dapmaLeBTUYECKMX CyOCTaHUMIA M BCMOMOraTerbHbIX BELLECTB C YKa3aHUMEM KOMMYECTBA KaXOoro u3s
HUX, OaHHble 06 Mcnonb3yeMoMm oDOpyoOBaHUM M OMUCAHME TEXHOMOIMYECKOro mpouecca U MeTodoB
KOHTPOSS1 Ha BCeX aTanax Npou3BoACTBa JIEKapCTBEHHbIX CPEACTB;

B) cobnogeHne B COOTBETCTBUM CO cTaTben 45 ®depepanbHoro 3akoHa "O6 obpalieHum
neKapCTBEHHbIX CPeAcTB" MpaBuIl opraHM3auum NPOM3BOACTBA W KOHTPOMNS KayecTBa JIEKAPCTBEHHbIX
CpPeacTs;

r) HaNu4ne B COOTBETCTBUM CO cTaTben 45 GegepanbHoro 3akoHa "O6 obpalleHun NekapCTBEHHbIX
cpencTts” YMOMHOMOYEHHOrO nuua MNpou3BOAMTENS NEKApCTBEHHbIX CPEACTB, KOTOpPOe Mpwu BBOAE
NEKApCTBEHHbIX CPEACTB B IpaXdaHCKkum oOOpOT OCyLlecTBMsieT MNOATBEPXKAEHME COOTBETCTBUS
NEKapCTBEHHbIX CPeACcTB TpebOBaHUSIM, YCTAHOBIEHHBIM MPU WX FOCYAAPCTBEHHOW perucrpauvum, u
rapaHTMpyeT, YTO NEKapCTBEHHbIE CpeacTBa NPou3BeAeHbl B COOTBETCTBUM C NMpaBuiiaMu NpoM3BOACTBA
N KOHTPONS Ka4yecTBa NeKapCTBEHHbIX CPeACTB, a TakkKe KOTopoe:

npyv NPoOun3BOACTBE NEKAPCTBEHHbIX CPEACTB ANS MEeOULMHCKOrO MPUMEHEHUsI UMeeT BbicLlee
dapmMaueBTUYeCKkoe, XMmmudeckoe unu ruonornyeckoe obpasoBaHue, ctax paboTbl He MeHee YeM 5 net
B obnactm npou3BoACTBA W KOHTPONS KayecTBa JIeKApCTBEHHbIX CPeacTB, Mpu  MNPOM3BOACTBE
NeKapCTBEHHbIX CPeACTB ANs BETEPMHAPHOrO NPUMEHEHNS - Bbicllee dhapMaLeBTUHECKOe, XMMUYECKoe,
Ouornormyeckoe unM BeTEpUHApHOe obOpa3oBaHWe, cTax paboTbl He MeHee 4YeM 5 net B obnactm
NpoM3BOACTBA N KOHTPONS KayecTBa JNIEKAapCTBEHHLIX CPEACTB;

npyv MpPOU3BOACTBE JEKAPCTBEHHbLIX CPEACTB AN MEAULUMHCKOro MNpPMMEHEHMs1 aTTeCTOBaHO B
nopsigke, ycTaHoBneHHOM MwuHMCTepcTBOM  3apaBooxpaHeHuss  Poccuinickon  Pepepauun, npu
NPOU3BOACTBE NEKAPCTBEHHbIX CPEACTB OJ19 BETEPUHAPHOrO NPUMEHEHMS - B MOPSAKE, YCTAHOBIEHHOM
MuHMCTEPCTBOM CENbCKOro xo3sincTea Poccuiickon ®enepauuu;

4) Hanvune paboTHMKOB, 3aKMHOYMBLUMX TPYLOBbIE OOrOBOPLI, MMEKLWNX BbICLUEE UMW CpefHee
npodeccuoHanbHoe dapMaLeBTUYECKOe, XUMUYECKOE, XUMUKO-TEXHONornveckoe, Guonornyeckoe,
BuoTexHornormdeckoe, MeaNUMHCKOE U BeTepMHapHoe o6pa3oBaHne, OTBETCTBEHHbIX 3a NPOM3BOACTBO
1 MapKUPOBKY NEKapCTBEHHbIX CPEACTB;

e) cobnogeHne nuvueHsmatom TpeboBaHunm ctatbu 45 depepanbHoro 3akoHa "O6 obpaiueHun
neKapCTBEHHbIX cpeacTB" O 3anpeTe MPOU3BOACTBA JEKAPCTBEHHbLIX CPEACTB, HE BKIOYEHHbIX B
rOCy0apCTBEHHbLIN PEecTp feKapCTBEHHbIX CPeacTB, 3a WCKIIYEHMEM JIEeKapCTBEHHbIX CPeacTs,
Npon3BOAUMbIX AN NMPOBEOEHUST KITMHWUYECKMX WCCNEAOBaHWA N SKCMopTa, a Takke O 3anpelleHun
npoussoAcTBa anbCuUUUMPOBAHHBLIX JNEKAapCTBEHHbIX CPEACTB W NEeKapCTBEHHbIX CpeactB C
HapyLleHVeM npaBuil OpraHn3aumy NPOM3BOACTBA M KOHTPOSIS Ka4eCcTBa NIEKAPCTBEHHbIX CPEACTB;

X) cobniogeHve nuueHsvaTom TpeboBaHum ctatbu 57 PepepanbHoro 3akoHa "O6 obpalueHun
NeKapCTBEHHbIX CpeacTB" O 3anpete npogaxy HedoOpoKavyeCTBEHHbIX J1eKapCTBEHHbIX CPEACTB,
danbcMdULUMPOBaHHbIX JTEKAPCTBEHHbIX CPEACTB M KOHTPa(aKTHbIX JTEKapPCTBEHHbIX CPEACTB;

3) cobnogeHne npaBul XpPaHEHUS J1EKAapCTBEHHbIX CPEACTB B COOTBETCTBUM CO cTaTben 58
depnepanbHoro 3akoHa "O6 obpalleHnn nekapcTBeHHbIX cpeacTs”;

n) cobnogeHve [paBun  YHUYTOXEHUA HeLOOPOKAYECTBEHHBIX JIEKAPCTBEHHbIX CPEACTB,
danbCcMdUUMPOBaHHbIX JTIEKAPCTBEHHbIX CPeaCTB U KOHTpadbakTHbIX JNEKAapCTBEHHbIX  CpeacTs,
YTBEPXXAEHHbIX NOcTaHoBNeHeM lNMpaBuTtenscTBa Poccuiickon ®egepaumm ot 3 ceHTAbps 2010 r. N 674;

K) cobniogeHne TpeboBaHMs O rocygapCTBEHHON PermcTpaumm yCTaHOBMEHHbIX MPON3BOANTENAMU
NEeKapCTBEHHbIX NMPenapaToB NpPeAeribHbIX OTMYCKHbIX LEH Ha fiekapCTBEHHbIE npenaparbl, BKIHOYEHHbIE



B NepeyveHb XXM3HEHHO HEeOOXOAUMbIX U BaXKHEMLUMX NEKapCTBEHHbIX MpenapaToB, B COOTBETCTBMM CO
ctatben 61 denepanbHoro 3akoHa "O6 obpalleHUn NekapCTBEHHbIX cpeacTB”;

) NOBbIWEHNE KBanumKaumm nuy, ykasaHHbIX B nognyHkTax "r" n "g" HacToswero nyHkKra, He
pexe 1 pasa B 5 ner.

6. OcylwlecTBneHne AeATeNnbHOCTM MO MNPOU3BOACTBY JIEKAPCTBEHHLIX CPEeAcTB C  IpyObim
HapyLleHWeM JIMLEH3UOHHbIX TpeboBaHUA BnevyeT 3a CcoOOW OTBETCTBEHHOCTb, YCTAHOBIEHHYHO
3akoHogatenbcTBoM Poccuickon depepauun.

Mpn atom nog rpybbiM HapyLleHMEM MOHMMAETCA HEBbLINOSIHEHME NUUEH3naToM TpeboBaHuNn,
npenycMOTPEHHbIX MOANyHKTamu "a" - "M" nyHkTa 5 Hactosiwero onoxeHus, noenekwee 3a cobon
nocneacTeus, NPeaycMoTpeHHble YacTbto 11 ctatbm 19 depepanbHoro 3akoHa "O nMUEH3MPOBaHWM
OTAErnbHbIX BUAOB AeATenbHOCTU".

7. Ona nonyyeHWst JIMUEH3MU COWCKATEMb JIMLEH3UM HanpaensieT WM MNpencTaBnsieTr B
NULEH3NPYIOLWMIA  OpraH 3asBrieHne, [OKYMEHTbl (KOMMW [OOKYMEHTOB) M CBEAEHUSH, YKa3aHHble
COOTBETCTBEHHO B 4Yactm 1 u nyHktax 1, 3 n 4 yactm 3 cratbm 13 PepepanbHoro 3akoHa "O
NUUEH3MPOBAHMM OTAENbHbLIX BUOOB AESATENbHOCTN", a Takke:

KONy OOKYMEHTOB, NOATBEPXAAOLWMNX HAaNM4yne y comckatens NMUeH3nn Ha npaBe cOOCTBEHHOCTH
WM Ha MHOM 3aKOHHOM OCHOBaHUWM HEODXOAMMBIX ANl OCYLLECTBIIEHUS OEATENbHOCTU NO NPOU3BOACTBY
NEKAPCTBEHHbIX CPeACTB MOMELLEHWUA, 30aHUA, COOPYKEHUA U MHbIX OOBEKTOB, TEXHWYECKUX CPEACTB,
000opyooBaHNS U TEXHUYECKON AOKYMEHTaLMN, COOTBETCTBYIOLMX YCTAHOBINEHHBIM TpeboBaHUAM, npaea
Ha KOTOpble He 3apernucTtpuMpoBaHbl B EOMHOM rocygapCTBEHHOM peecTpe NpaB Ha HeaBWXKMMOe
MUMYLLIECTBO M COEMNOK C HUM (B Crydae ecrniv Takve npaBa 3aperncTpmpoBaHbl B YKa3aHHOM peecTpe -
cBedeHust 06 3TMX 30aHMAX U MOMELLEHMSX), a TakkKe KOMMU TUTYMbHbIX JIMCTOB MPOMBbILLUSIEHHbIX
pernameHToB;

KOMUM  [OOKYMEHTOB, MOATBEPKOAIOLWMX COOTBETCTBYHOLME  MULEH3NOHHBIM  TpeboBaHMAM
obpaszoBaHue, kBanMdukaumio 1 cTak paboTbl yNOMHOMOYEHHOIO Nuua Npov3BOAMTENS JTEKAPCTBEHHbIX
cpencts, a Takke oOpasoBaHWe CMNeunanncTtoB, OTBETCTBEHHbIX 3a MPOU3BOACTBO U MapKMpOBKY
NeKapCTBEHHbIX CpeacTB.

8. MNpun HamepeHUn OCyLLEeCTBNATbL AEATENbHOCTL MO MPOW3BOACTBY NEKAPCTBEHHbIX CPEACTB MO
afpecy, He YyKasaHHOMY B JIMLUEH3UW, NUUEH3MaT B 3asiBNeHMM O nepeodOopMieHMn NULEH3UN B
OOMOJSTHEHVE K CBeOEeHMAM, yKadaHHbIM B nyHkTax 1 n 3 yactn 1 ctatbmn 13 PepepanbHoro 3akoHa "O
NULIEH3NPOBaHUN OTAENbHBIX BUOOB AEATENBHOCTU", yKa3blBaeT:

a) cBefeHus, codepXallMe HOBbIA adpec OCYLLECTBIEHUS OEATENbHOCTU MO MPOM3BOACTBY
NeKapCTBEHHbIX CPeacCTB;

0) cBe4eHUs O COCTaBMALWMX AeATENBHOCTb MO NPON3BOACTBY JIEKAPCTBEHHLIX CpeacTB paboTax,
KOTOpble mWLEH3MaT HaMepeH BbIMOMHATE MO HOBOMY afpecy OCYLLECTBMEHUS LEATENbHOCTM MO
NPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB;

B) CBEAEHMSI O HanMnuuyM y nuueH3nata Ha npaBe COOCTBEHHOCTM WM HA WHOM 3aKOHHOM
OCHOBaHWM HeOOXOAMMBIX AN OCYLUECTBIEHUS AEATENbHOCTM MO MPOWU3BOACTBY J1EKAPCTBEHHbIX
CpeactB MO yKa3aHHOMY HOBOMY afpecy MOMELLUEHUNA, 34aHWN, COOPYXEHUM U UHbIX OOBLEKTOB,
TEXHUYECKUX  CPeACTB, O0OOpygoBaHUA UM TEXHUYECKOW  OOKYMEHTauuu,  COOTBETCTBYHOLLMX
YCTaHOBMEHHBIM TPEOOBAHMAM, a TaKKe MPOMbILLIEHHBIX PETNTAMEHTOB;

r) cBedeHuMss O Hanuuum paboTHMKOB, 3aKMIOYMBLUMX TPYAOBbIE [OTOBOPbI, UMEKLLUX
COOTBETCTBYIOLLEE BbICWIEE WNU cpedHee MnpodeccnoHanbHoe obpa3oBaHMe, OTBETCTBEHHbLIX 3a
NPOU3BOACTBO U MapPKMPOBKY JTEKAPCTBEHHBIX CPEACTB, HAMEPEHHbIX OCYLLECTBNATb AEATENbHOCTb MO
yKa3aHHOMY HOBOMY afpecy.

9. Tlpy HamepeHMM OCYyLLECTBNATb HOBble paboTbl, COCTaBnfAlWMe OEATENbHOCTb MO
NPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB, PaHEe He YKasaHHbIX B JIMLEH3UW, NIMLEH3NAT B 3asBMEHMN O
nepeoOopMIeHUm NULEH3UN B AOMNOMHEHWE K CBEEHUAM, YKa3aHHbIM B nyHkTax 1 u 3 yactu 1 ctatbn 13
depepanbHoOro 3akoHa "O NMUEH3MPOBaHMM OTAENbHbIX BUOOB AeATENbHOCTU', yKa3bIBaEeT:

a) cBeeHnst O COCTaBMAILWMX OEATENbHOCTb MO NPOM3BOACTBY NEKAPCTBEHHbLIX CPEACTB HOBbIX
paboTax, KoTopble NMMLUEH3MaT HaMepeH BbINOJSTHATD;

0) cBegeHUd O HanMuuuMu y nuueH3MaTa Ha npaBe COOCTBEHHOCTM WM Ha MHOM 3aKOHHOM
OCHOBaHUM HeOOXOAMMBIX ANsl OCYLLEeCTBNEHUA HOBbIX paboT, COCTaBNsAWUX OeATENbHOCTb MO
NMPOU3BOACTBY J1E€KAPCTBEHHbIX CPEACTB, MOMELLEHWN, 303HWA, COOPYXXEHUA WU WHbIX OOBLEKTOB,
TEXHUYECKMX  CPEACTB, O0OOpygoBaHUA UM TEXHUYECKOW  OOKYMEHTauuu,  COOTBETCTBYHOLLMX
YCTaHOBMEHHbIM TPEOOBaHMAM, a TaKKe MPOMbILLIEHHBIX PETNTAMEHTOB;

B) cBeOeHWss O Hanuuum paboTHUKOB, 3aKMOYMBLUMX TPyOOBble [OOrOBOPbI,  UMEKLLUX
COOTBETCTBYIOLLEE BbICWIEE WNN cpegHee MnpodeccnoHanbHoe obpa3oBaHMe, OTBETCTBEHHbLIX 3a
NPOU3BOACTBO M MAPKMPOBKY J1EKApPCTBEHHBLIX CPeACTB, HAaMEPEHHbIX OCYLLECTBMSATbL HOBble paboThl,
cocTaBnfAwLmne AeaTenbHOCTb MO NPOM3BOACTBY JIEKAPCTBEHHbBIX CPEACTB.

10. lNpn npoBedeHMM MNPOBEPKM COOTBETCTBUS CBELEHMMN, COOAEPXALMXCHA B NpeacTaBlEeHHbIX
couckarenemM nuuUeH3nn (NMUEH3MaToM) 3as8BIeHNM U NpunaraeMblX K HEMY JOKYMEHTaX, NMULEH3NOHHBIM
TpeboBaHMAM  NUUEH3UPYIOLWMI  OpraH 3anpawuBaeTr Heobxoaumble CBEOEHWst Yy OpraHos,



NnpefocCTaBnAoWMX rOCyAapCTBEHHbIE YCIyrK, OpraHoB, NPEeAOCTaBNAOWUX MyHUMUUNArbHbIE YCMYru,
WHbIX FOCYOApPCTBEHHbIX OPraHoB, OpraHOB MECTHOrO camoynpasfneHus Nnbo NoaBEeAOMCTBEHHbLIX WM
opraHusauumn B nopsigke, ycraHoBneHHoMm ®epepanbHbiM 3akoHoM "O6 opraHusaumm npegocTaBreHus
rocyapCTBEHHbIX U MyHULIMNAnbHbIX ycryr".

11. JlnueHsumpylowinin opraH pasmeltaeTr B deaepanbHOW rocyaapCTBEHHOW WHGOPMaLMOHHON
cucteme "EOMHBING nopTan rocyAapCTBEHHbIX M MyHUMUMMAnbHbIX YCryr (dbyHKUMA)' B MNOpsiake,
ycTaHoBrneHHoM [NpaBuTtensctBoMm Poccuiickon ®enepaunn, cBefieHss 0 Xxoae NpUHATUA UM peLLeHns o
npegoctaBneHun (nepeodopmIeHUM) TMLEH3UN, MPOBEAEHUS MPOBEPKUM COOTBETCTBMSI COMUCKATENs
NULEH3UN (NUUEeH3naTa) NMUMLEH3NOHHBIM TPeOOBaHNAM, NPEAYCMOTPEHHBIM HACTOSALLUM [MonoXxeHnem.

12. WHdopmauusa, oTHOcAWAACA K  OCYLLEeCTBMEHUIO OeATeNnbHOCTM MO  MpPOU3BOACTBY
NEKapCTBEHHbLIX CPEeACTB, MpefycMoTpeHHas 4dactamm 1 m 2 ctatem 21 depepanbHoro 3akoHa "O
NULEH3NPOBAHUN  OTAENbHbIX BWOOB AeATENbHOCTW", pa3mellaeTcd Ha odmumanbHOM canTe
NULEH3NPYIOLLLEr0 opraHa B MHAOPMAaLMOHHO-TENIEKOMMYHMKAUMOHHONW ceTn  "NHTepHeT" u  (1nn)
MHGOPMALIMOHHBIX CTEHOAX B MOMELLEHUSX NMULIEH3NPYIOLLLErO opraHa B TeveHne 10 gHel co OHs:

a) odwmumanbHOro onyonvMKoBaHWS HOPMATMBHBIX MNPaBOBbIX AaKTOB, YCTAHABIMBAMOLLMX
obsa3artenbHble TpebOBaHMSA K NULLEH3MPYEMON OEATENBHOCTY;

0) NPUHATMSA TJMUEH3MPYIOLWMM OpraHoM peLlleHns O NpPeLoCTaBrneHnn, nepeodopmMIIeHNH,
NPUOCTaHOBMNEHMMN, BO30OHOBINEHMN UMW MPEKPaLLLEHUN OEUCTBUS NTULEH3NM;

B) nony4yeHus oT PegeparnbHOW HaNoOroBon Cnyobl CBEAEHUI O NMKBUOAUMM IOPUANYECKOrO nmua
UNK NpeKpaLLLeHnn ero eATeNbHOCTU B pe3ynbTaTte peopraHm3aumy;

r) BCTYNMNEHUS B 3aKOHHYHO CUIY peLleHus cyaa 06 aHHYNMpPOBaHUN NNLIEH3NMN.

13. JIMUEH3MOHHBIN KOHTPONb OCYLLECTBNAETCA B MOpsigke, YCTaHoBreHHOM ®eneparnbHbIM
3akoHoM "O 3awuTe npaB OPUMAMYECKUX NUL, WM MHOUBMAYamnbHbIX NpeanpuHUMaTenen npwu
OCYLLECTBMEHMN TOCYOAPCTBEHHONO KOHTponsA (Hags3opa) M MyHMUMNANbHOIO KOHTpons”, C y4eToMm
0COBEHHOCTEN, YCTaHOBMEHHbIX PenepanbHbiM 3akoHOM "O  NUUEH3UPOBAHWMM OTAENbHLIX BUAOB
JeaTenbHocTn".

14. lpepctaBneHne couckaTeneMm JMUEH3UU 3aaBEHWS U OOKYMEHTOB, Heobxoaumbix Onis
NOMyYeHUst JINLUEH3UN, U UX MPUEM NULEHIUPYIOLUM OPraHoOM, MPUHATUE FMLEH3VPYIOLLUM OpraHoMm
peLleHns 0 npefocTaBnieHnn nuueH3um (06 oTkase B NpedocTaBneHuMn NUueH3un), nepeodopmieHnm
nuueHsun (06 oTkasze B nepeoopMrIeHUM  NIULEH3NM), MPUOCTAHOBIIEHUW, BO30OHOBMNEHMM,
npekpawleHMn OencTBus JMUEH3MW, a Tawkke npegoctaBneHve pybnuvkata M KOMMU  JIMUEH3WU,
dopMMpoBaHME U BedeHMe NULEH3MOHHOIro Aena, BedeHue peecTpa JNUUEH3UA U npeaocTaBrieHne
CBEEHWI, coaepXaluxcsa B peecTpe mUUEH3WH, OCYLLECTBISIOTCA B MOpsigke, YCTaHOBMEHHOM
denepanbHbIM 3akOHOM "O NULIEH3MPOBAHUN OTAENbHbLIX BUAOB AeATenbHOCTH".

15. 3a npegocraBneHve NMUEH3NPYIOLWLMM OpraHoM fNUUEH3MKn, ee nepeodopmiieHne 1 Bblgady
aybnukaTta ynnaymMBaeTCsl rocygapCTBEHHas MOWMHA B pa3mepax W nopsigke, KoTopble YCTAHOBMEHbI
3akoHogartenbcTBoM Poccuiickon degepaumm o Harorax u céopax.

MpunoxeHue
K [onoXeHuto 0 NMUEH3poBaHNA
NpPOu3BOACTBA NEKAPCTBEHHbIX CPEACTB

MEPEYEHDb
PABOT, COCTABNAOWMX OEATENBHOCTb MO NPON3BOACTBY
JIEKAPCTBEHHbLIX CPEACTB

I. B cdhbepe obpalyeHns nekapcTBEHHbIX CPeacTs
419 MeANLIMHCKOro NpUMEHEHMs

1. lMpoun3BoACTBO, XpaHeHve u peanu3aums dapmaueBTUYecKkMx cybcTaHuMin, nony4yaembix
MeToA4aMM XMMNYECKOro CUHTE3a.

2. Tpon3BOACTBO, XpaHeHMe W peanu3aums dapmaueBTUYeckmx CcybCcTaHuun, nonyvyaembix
MeToaamMun BUOTEXHOMNMOMMYECKOro CUHTEe3a.

3. TlNpon3BoacTBO, XpaHeHMe W peanusauusa dapmaleBTUYeckux CcyOCcTaHuui, MonyYyaemMbixX
MeTo4aMu BblAENEHUA U3 XMMUYECKOTO CbIpbS.

4. [Mpoun3BOACTBO, XpaHeHWe u peanu3auus dapmaueBTUYeckux cybcTaHumn, nonyvyaembix
MeToOaMu BblAENEeHNs U3 UCTOUYHUKOB BMOMNOrnMYecKoro, >XMBOTHOMO NMPOUCXOXOEHUS.

5. TlNpon3BoacTBO, XpaHeHMe W peanusauusa dapmaleBTUYeckux CcyOCcTaHuui, MonyYyaemMbixX
MeTo4aMu BblOENEHNS U3 UCTOYHNKOB PaCTUTENbHOIO MPOUCXOXOEHUS.



6. Npon3BoaCcTBO, XpaHEHUE U peanusauns CTEPUNbHbLIX NTEKAPCTBEHHbIX NpenapaToB C Yka3aHneMm
rpynnbl NekapCcTBEHHbIX NpenapaTos:

a) npenapartbl MMMyHOOWOMOrMYeckMe MeOUUUHCKME - arnfepreHbl, anneprougbl, aHaTOKCUHbI,
BaKUMHbI, rammarnobynuHbl, MMMYHOINOOYWHBI, MMMYHOMOAYMSITOPLI, MOHOKIOHANbHbIE aHTUTENa,
CbIBOPOTKWN, TOKCUHbI, LUTOKMHbI;

0) npenapaTtbl KpOBW, MOflydaeMble METOAOM TEeHETUYECKOW WHXEHepuu, npenapaTbl KpOBMW,
nonyyaemble U3 KPOBU YENOBEKA;

B) NpenapaTbl, COAEpXKaLLMe CUNbHOOENCTBYOLLNE BELLECTBA;

r) NpenapaTbl, coAepXallne BbICOKOTOKCUYHbIE BELLLECTBA, - aHTUOMOTMKN BeTa-nakTaMHoro psaa,
FOPMOHbI, LIUTOCTaTUKK;

4) Nnpenaparbl, NoflydaeMble N3 XXUBOTHOIO CbIPbS, - UHCYNUHBI, OpraHonpenaparbl;

€) npenapaTtbl pagnodapmaLeBTUYECKMIE;

X) npenapartbl, NoflydaemMble N3 NIEKapCTBEHHOTO PaCTUTENBHOMO ChIPbS;

3) npenapatbl, He TpeOywue cneunanbHOro BbIOENEHNss B OTOENbHOE NPOM3BOACTBO, C
yKa3aHMEM KOHKPETHOW JleKapCTBEHHOW ¢hopMbl (a3po3onb, renb, rybka, kanmnu, KOHLUEHTPaT XUOKURA,
KpeMm, JUHUMEHT, NMOUNN3MPOBAHHbLIE MPOAYKTbI, Ma3b, NacTa, NfieHKa, MOPOLUOK, pacTBOPUTENb,
pacTBop ANs Ouanu3a, pacTBOp ANS WMHBLEKUWUA, pacTBOp ANA MHAY3MIW, pacTBOp OS19 HAPY>KHOro
NMPVYMEHEHWS, CYCMEH3MUS, AIMYIbCUS).

7. TMpon3BOACTBO, XpaHEeHWe W peanu3auusi HEeCTEPUIbHbLIX JIEKAapPCTBEHHbLIX MpenapaTtoB C
yKa3aHueMm rpynnbl fiekapCTBEHHbIX NPenapaTos:

a) npenapartbl UMMyHOOMOMoOrMyeckne  MeguumHckne -  Baktepuodoary, BaKLMHbI,
UMMYHOrNoByNMHOBBIE KOMMIIEKCHbLIE NMpenapaThbl, NPOBUOTYKY;

0) npenapaTbl, cogepXalliune CUbHOOENCTBYOLLME BELLIECTBA;

B) npenaparbl, cofepXalime BbICOKOTOKCUYHbIE BELLECTBA, - aHTUOMOTUKM BeTa-nakTtaMmHoro psaa,
FOPMOHbI, LIUTOCTaTUKK;

r) npenapatbl KPOBU, MOMyYaeMble€ U3 KPOBU YENOBEKa;

4) bruonorvyeckue nekapcTBeHHbIE NpenapaTsbl;

€) npenapaTtbl rOMeoNaTUYECKHE;

X) npenapatbl, Nofly4aeMble N3 JIEKaPCTBEHHOIO PacTUTENBHOMO ChIPbS;

3) npenapatbl, He TpeOywlmMe crneunanbHOrO BbIAENEHNS B OTAENbHOE MNPOM3BOACTBO C
YKa3aHMEM KOHKPETHOW rekapCTBEHHOW (hopMbl (a3po3onb, Ganb3am, OpUKET, FOpPYMYHMKW, TPaHyrbl,
renb, Apaxe, >XWUOKOCTb, Kannw, Kancynbl, Kancynbl MArKMe, Knew, Kpem, Nnak Ang Hortrer, NUHUMEHT,
Ma3sb, Macno, HacTolKa, HacToW, NacTUNKW, NacTUMKW >XeBaTenbHble, NacTa, NenneTbl, MUK,
nnacTbipb, MOPOLLUOK, PacTBOp, Pe3uHKa >eBaTerbHasi, CMpPOM, COK, CMpeWn, Cynno3vTopuM, CYCreH3us,
Cblpbe pacTUTENbHOE U3MENbYEHHOE, Cbipbe PacTUTENbHOE LeribHoe, TabneTku Anst UCMorb30BaHUS B
nornoctM prta, Tabnetkm HeEMoKpbiTble, TabneTkym MOKpbiTble OOOMOYKOW, TabneTkn Lwuny4dne,
TpaHcOoepmarbHasi TepaneBTMYecKkas CUCTEMA, LWaMMyHW, 3KCTPaKTbl Cyxue, 3KCTPaKTbl Kuakue,
SMNUKCUPBI, 3MYIIbCUM).

8. lMpousBoacTBO, XpaHeHMEe U peanusauus rasoB MEOUUUHCKMX C yKa3aHMeM J1eKapCTBEHHOM
dopmbl (ra3 MEQULMHCKUA XXUAKUA, Ta3 MEANLMHCKUA CKaTbIN).

9. lMpon3BOACTBO, XpaHEHWE U peanusauus JfEeKapCTBEHHbIX CPEACTB C YyKasaHMeM Ccraguu
TEXHOJTOMMYECKOro nNpoLecca - ynakoBka (nepBuyHasi 1 (Mnv) BTopuyHas):

Ansa dpapmaLeBTUYECKMX CybCTaHLMIM - B COOTBETCTBUM C MyHKTamMu 1 - 5 HAacToALEro nepeyHs;

AJ19 NeKapCTBEHHbIX NpenapaToB - B COOTBETCTBUM C MyHKTaMU 6 - 8 HACTOSALLEro NepeYHs.

Il. B cdhepe obpalyeHnss nekapCTBEHHbIX CpeacTB
A9 BETEPUHAPHOIrO NPUMEHEHNS

10. lMpomn3BOACTBO, XpaHEHWE U peanusauusd apmaueBTUHeckux CcybcTaHumi, nonyvaemblx
MeToJaMM XMMNUYECKOro CUHTE3a.

11. [Mpon3BOACTBO, XpaHEHWE U peanusauusd dapmaueBTUYeckux CcybcTaHumi, nonyvaembix
MeTodaMn BUOTEXHOMNOMMYECKOrO CUHTE3a.

12. TMpon3BOACTBO, XpaHEHWE U peanusauusd dapmaueBTUYeckux cybcTaHumi, nonyvaembix
MeTo4aMu BblOEITEHUS N3 XMMUYECKOTO ChIPbSi.

13. lMpomn3BoACTBO, XpaHEHWE U peanusauusd dapmaueBTUYeckux CcybcTaHumi, nonyvaembix
MeTo4aMu BblOEITEHUS N3 UCTOYHUKOB BUONMOMMYECKOro, XXMBOTHOTO NMPONCXOXAEHMSI.

14. [Mpon3BOACTBO, XpaHEHWE W peanusauusd apmaleBTUdeckux CcybcTaHumi, nonyvaembix
MeTo4aMN BblAENTIEHUS N3 UCTOYHUKOB PACTUTENBHOIO NPOUCXOXAEHMS.

15. Tpon3BoACTBO, XpaHEHWEe W peanu3auus CTepPUrbHbIX JIEKAPCTBEHHbLIX npenapaToB C
yKasaHuem KOHKPETHOW  FIeKapCTBEHHOM  OOPMbI (asposonb, renb, KpeM,  JIMHUMEHT,
NModUNU3MpPoBaHHbIE MPOAYKTbI, Ma3sb, MacTa, MIEHKa, MOPOLLOK, PacTBOP, PacTBOpP ANS WUHBLEKLUNA,
cTeknoobpasHasa macca, cTepuribHas nopucTtas Macca, CyCrneH3aunsi, cyxas macca, TabrneTku, aMynscun).



16. Mpou3BOACTBO, XpaHEeHUE W peanusauns HecTepuIbHbIX IEKapCTBEHHbIX MpenapaToB C
yKasaHnem KOHKPETHOW rekapcTBeHHoN hopMbl (aspo3onb, Ganb3am, OpUKET, refb, rpaHynbl, Opaxe,
Kanmnu, Kancynbl, Kancynbl MsSrkue, Kpem, NUHUMEHT, Masb, Macro, MMWKpOrpaHysbl, MUKpoKancynbl,
HaCTOW, HaCcToVKa, NacTWUmKK, nacTa, NenneTbl, NNacTWHbI, NNAacTUHKK, MNacTbipb, NeHKa, NonMMepHas
neHTa, MONOCKN, MOPOLLUOK, PacTBOP, CUPOM, CMper, CYNMno3UTOpWK, CYCNeH3usi, TabneTku, LHYp,

QKCTPAaKT, 3IINKCHp, SMyJ'IbCI/IFI).




