NMPABUTENbLCTBO POCCUACKON ®EQEPALIMA

NMOCTAHOBIJIEHUE
oT 6 nrona 2012 r. N 686

OB YTBEPXXOEHWUU NMOJTIOXXEHUA
O NIMUEH3UPOBAHUU NPOU3BOLOCTBA JIEKAPCTBEHHbBIX CPEACTB

B cooTtBeTcTBMM ¢ PefepanbHbiM 3akoHOM "O NUUEH3NMPOBaHUM OTAENbHbBIX BUAOB AesaTensHocTn'”
MpaButenbcTBo Poccuiickon Penepaumm NocTaHOBNASET:

1. YtBepauTb npunaraemoe [lonoxeHve O MUUEH3NMPOBaHWM NPOM3BOACTBA J1IEKAPCTBEHHbIX
cpeacTs.

2. MNpwusHaTe yTpaTuBwMM cuny noctaHoeneHue [NpaButenbctBa Poccuiickon degepaumm ot 3
ceHTabpsa 2010 r. N 684 "O6 yrBepxaeHun [lonoxeHns O nNUUEH3MPOBAHMM NPOM3BOACTBA
nekapcTBeHHbIx cpeacts" (CobpaHue 3akoHogaTenbcTtBa Poccunckon depepauun, 2010, N 37, cT.
4698).

Mpencepatens MpaBuTenbCcTBa
Poccuinckon degepauun
O.MEOBEJEB

YTBEPXAEHO

nocrtaHosneHvnem lNpaBuTtenscrea
Poccuinckon ®enepauun

oT 6 urona 2012 r. N 686

NONOXEHUE
O NIMUEH3UPOBAHUN NPOU3BOLACTBA JIEKAPCTBEHHbLIX CPEACTB

1. Hacrtoswee T[lonoxeHne ycTaHaBnMBaeT MOPSOOK IULEH3UPOBAHUSA [OEATEeNbHOCTM MO
NPON3BOACTBY fEeKapCTBEHHbLIX CPEeACTB, OCYLLECTBNSEMON OPUANYECKMMU NULaMU B COOTBETCTBUM C
depnepanbHbiM 3akoHOM "O6 obpallieHnn NekapCTBEHHbIX CpeacTB”.

2. IlnueHsmpoBaHne AeSTenbHOCTU NO NPOU3BOACTBY NEKAPCTBEHHBLIX CPeACTB ANS MeAULMHCKOro
npumMeHeHus ocylecTenseT MUHUCTEPCTBO NPOMBILLNIEHHOCTH U ToproBnun Poccuinckon ®epepauun, ans
BeTepuHapHoro npumeHeHns - ®epepansHas cnyxba no BeTepuHapHoMy U huTocaHUTapHOMY Hag3opy
(oanee - NuUeH3NpyloLLnE OpraHbl).

3. [eaTenbHOCTb MO NPOM3BOACTBY feKapCTBEHHbIX CPeACTB BkMw4vaeT B cebsa paboTtbl no
nepeyHIo CornacHoO NPUMOXEHWIO.

4.  JIMUEH3NOHHbIMM  TpeboBaHWAMK, NpeabsBNAEMbIMA K  COMCKATeNio  IUUEH3UM Ha
OCYLLECTBMNEHNE OeATEeNbHOCTM MO MPOW3BOACTBY JIEKAPCTBEHHBLIX CPEACTB (Janee - nuUUEeH3ust),
SABNSAIOTCS:

a) HanuuMe y couckaTens NUUEH3NWM MNOMEeLLeHWUN, 30aHUA, COOPYXEHWN W UHbIX OBBLEKTOB,
TEeXHUYEeCKNX cpeactB, 0OOPYAOBaHUS N TEXHWYECKOW OOKYMEHTaUMM, NpuHagnexawmx eMmy Ha npase
COBCTBEHHOCTM UMM HA MHOM 3aKOHHOM OCHOBaHWM, HEOOXOAMMbIX ANS BbIMNONIHEHNS 3a8BnseMbIX paborT,
COOTBETCTBYIOLLUMX YCTAHOBMNEHHbIM TpeboBaHUAM;

6) cooTBeTCTBME NPOU3BOACTBA NIEKAPCTBEHHBLIX CPEACTB NMpaBunam opraHusauum npomM3BoacTBa u
KOHTPONS KavyecTBa NeKapCTBEHHbIX CPeACTB B COOTBETCTBMM CO cTaTben 45 degepanbHoro 3akoHa "O6
obpallleHnn nekapcTBEHHbIX cpeacTB”;

B) HanuuMe B COOTBETCTBMM CO cTaTtben 45 ®&epepanbHoro 3akoHa "O6 obpalueHunn
nekapcTBEHHbIX  CpeAcTB"  MPOMBIWMEHHbIX  PErfnaMeHToB,  YTBEPXAEHHbIX  PyKoBOOUTENEM
Npou3BOAMTENS feKkapCTBEHHbIX CPeAcTB (couckaTens NuueH3uMu) u BKhovalwmnx B cebs nepeveHb
ncnonb3yemblx dhapMaLleBTUYECKNX cybCTaHUMA U BCOMOraTernbHbIX BELECTB C yKazaHWeM KonmyecTsa
Ka)xgoro U3 Hux, gaHHble 06 ncnonb3yemMom obopyaoBaHWMU 1M ONMCaHMEe TEXHOMOrMYecKoro npouecca u
METOO0B KOHTPONS Ha BCEX 3Tanax Npou3BOACTBa NeKapCTBEHHbIX CPeACTB;

r) HanmM4me B COOTBETCTBUM CO cTaTben 45 defepanbHoro 3akoHa "O6 obpalleHnn nekapCcTBeHHbIX
cpeacTB” YNONIHOMOYEHHOro nuua MNpPOU3BOAMTENS NEeKapCTBEHHbIX CpeacTB, KOTOpoe npu BBOAE
nekapcTBeHHbIX CPeACTB B rpaxaaHckum o60poT ocyllecTBAsieT MOATBEPXAeHWe COOTBETCTBUSA
nekapcTBeHHbIX cpefdcTB TpeboBaHWAM, YCTAHOBMEHHbIM MPU WX TFOCYAApPCTBEHHOW permcrpauun, u
rapaHTUpyeT, YTO NeKapCTBeHHbIe CpecTBa NponssedeHsl B COOTBETCTBMM C NpaBunaMy npovM3BoAcTBa
N KOHTPOMS KavyecTBa flekapCTBEHHbIX CPeACcTB, a Takke KOTOpoe:



MMeeT Bbicllee apMaleBTUYECKOE, XUMMUYECKoe, MeauUMHCKoe wunu  bruonorunyeckoe
o6pasoBaHne NGO Mpu MPOM3BOLCTBE JIEKAPCTBEHHbLIX CPeACTB AN BETEPUHAPHOTO MPUMEHEHUS -
BeTepuHapHoe obpasoBaHue, cTax paboTbl He MeHee YyeM 5 net B 06nacTM Npon3BOACTBA U KOHTPONS
KayecTBa NeKapCTBEHHbIX CPEACTB;

npu MNpPOM3BOACTBE JEKAPCTBEHHbIX CPEACTB AN MEOULMHCKOTO MPUMEHEHUSI aTTeCcToBaHO B
nopsgke, ycraHoBNeHHoOM MwuHWCTEpCTBOM  34paBooxpaHeHusi  Poccumckon  depepaumu, npwm
NPOW3BOACTBE NIEKAPCTBEHHbLIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHUS - B NOpsSAKe, YCTaHOBEHHOM
MwuHucTepcTBOM cenbckoro xo3snctea Poccuiickon Peagepaumm;

) Hannune paboTHMKOB, 3aKMOYMBLUUX TPYAOBbIE JOTOBOPLI, MMEKLIMX COOTBETCTBEHHO BbICLLEE
unn cpegHee npodeccuoHanbHoe dapmaleBTUYECKOe, XMMUYECKoe, XMMMUKO-TEXHOMOrM4Yeckoe,
Ouonornyeckoe, GUOTEXHOMOMMYECKOE, MEAULMHCKOE UMW BETEPMHAPHOE 0Opa3oBaHUe, OTBETCTBEHHbIX
3a NPOM3BOACTBO M MapKMPOBKY NIeKapCTBEHHbIX CPEACTB.

5. JIMueH3nOoHHbIMM TpeboBaHMAMK, NpeabABASEeMbIMA K NWUEH3naTy npu OCYLLECTBREHUN
[edaTenbHOCTU NO NPOV3BOACTBY JIEKapCTBEHHbIX CPEACTB, ABMSIOTCS:

a) Hanuuve y nuueH3nata NOMELUEHUN, 34aHUN, COOPYXEHWA U WMHbIX OOBEKTOB, TEXHUYECKUX
cpencTts, 060pyaOBaHNS N TEXHUYECKON AOKYMEHTaUMW, NpuHaanexawmux emMy Ha npase cOBCTBEHHOCTH
MM Ha WHOM 3aKOHHOM OCHOBaHWM, HeobXoauUMbIX [Ansi  BbINONHEHMS 3asiBNEHHbIX pabor,
COOTBETCTBYHOLLMX YCTAaHOBMEHHbIM TpeboBaHUSAM;

0) cobGniogeHne B cooTBeTcTBUM cO cTatben 45 ®depepanbHoro 3akoHa "O6 obpaleHun
NeKkapCcTBEHHbIX cpeacTs” TpeboBaHW NPOMBILLSIEHHbLIX PErNaMeHTOB, YTBEPXKOEHHbLIX PYKOBOAUTENEM
NPOM3BOAUTENS NEKAPCTBEHHbLIX CPEACTB (NMLEeH3naTa) 1 BKoYaLwmx B cebsi nepedeHb UCMOMb3yeMbIX
(hapmaLleBTUHECKMX CYDOCTaHUMIA M BCMOMOraTeNbHbIX BELECTB C YKa3aHMEM KOMMYecTBa Kaxzoro m3
HUX, OaHHble 06 Mcnonb3yemom obopyAOBaHWM U ONMUCAHWE TEXHOMOMMYECcKOro npolecca M MeTonoB
KOHTPOSS Ha BCEX aTanax NpoM3BOACTBA NIEKapCTBEHHbLIX CPeaCTB;

B) cobniogeHne B COOTBETCTBUM cO cTatben 45 ®depepanbHoro 3akoHa "O6 o6palueHun
NeKkapCTBEHHbIX CPeAcTB" npaBuil opraHvM3auum NpoOV3BOACTBA U KOHTPONS KayecTBa NekapCTBEHHbIX
cpencTs;

r) HarmmM4me B COOTBETCTBUM CO cTaTben 45 ®enepanbHOro 3akoHa "O6 obpalleHnn nekapCcTBEHHbIX
cpencTtB” YMOMHOMOYEHHOro fmua npou3BOAMTENS NeKapCTBEHHbIX CpeacTB, KOTOpoe npu BBOAE
NEKapCTBEHHbIX CPeACTB B TpaXgaHckuii oBOpoT OCyLecTBNsieT MNOATBEPXOEHME COOTBETCTBUS
NeKkapcTBEHHbIX cpeacTB TpeboBaHMAM, YCTAHOBMEHHLIM MPU WX TOCYLApPCTBEHHOW perncrpauuun, um
rapaHTUpyeT, YTO NekapCTBEHHbIe cpeAcTBa Npou3BeneHbl B COOTBETCTBUN C NpaBuiaMy Npou3BOACTBA
N KOHTPONSI Ka4eCTBa NIeKapCTBEHHbLIX CPEACTB, a TakKe KOTOPOE:

npu NPON3BOACTBE JEKAPCTBEHHbLIX CPEACTB ANS MEAMUMHCKOro MNpPUMEHEHUST UMeeT BbicLlee
hapmaLeBTMHECKOE, XMMUYecKoe unu buonornyeckoe obpasoBaHne, cTax paboTel He MeHee YeM 5 net
B o00Onactm npou3BOACTBA M KOHTPONS KayecTBa J1IEKApPCTBEHHbIX CPEeACTB, NpU Mpou3BOACTBE
neKapCTBEHHbIX CPeacTB AJ1sl BETEPUHAPHOro NPUMEHEHUs - Bbicllee hapMaLeBTUYECKOE, XUMNYECKOE,
Ovonornyeckoe wUnn BeTepuHapHoe obpa3oBaHue, cTax paboTbl He MeHee 4Yem 5 neT B obnactu
NPOMN3BOACTBA U KOHTPOJSS KA4eCTBa NIEKapCTBEHHbIX CPeacCTB;

npy MNpPOM3BOACTBE JEKAPCTBEHHbLIX CPEACTB AN MEOULMHCKOTO MPUMEHEHUSI aTTeCToBaHO B
nopsgke, ycraHoBneHHoM MwuHWUCTEpCcTBOM  34paBooxpaHeHusi  Poccumckon  depepaumum, npwm
NPOM3BOACTBE fIeKAapPCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPYMEHEHUS - B NOpsaKe, YCTaHOBEHHOM
MwuHucTepcTBOM cenbckoro xo3snctea Poccuiickon Peapepaunm;

) Hanuune paboTHMKOB, 3aKMOYMBLUMX TPYOOBblE LOrOBOPbLI, MMEHLWMX BbICLUEE UMW CpeaHee
npodeccuoHanbHoe dapmauleBTUYECKOE, XUMUYECKOE, XMMMUKO-TEXHOmorm4yeckoe, 6Guonoruyeckoe,
OroTexXHONOrM4Yeckoe, MeANLMHCKOE UM BETEPUHAPHOE OOpa3oBaHmne, OTBETCTBEHHbIX 3@ NPOM3BOACTBO
N MapKUPOBKY NEKapCTBEHHbIX CPEACTB;

e) cobniogeHve nuueHnatom TpeboBaHui ctaTbn 45 PepepanbHoro 3akoHa "O6 obpalyeHun
NeKkapCcTBEHHbIX CpeacTB" O 3anpeTe MNpou3BOACTBA FEKAPCTBEHHbLIX CPEACTB, HE BKMYEHHbIX B
rocyJapCTBEHHbIA pPEeecTp JNeKapCTBEHHbIX CPeACTB, 3a MCKIYEHMEM JEKapCTBEHHbIX CPeacTs,
NPOW3BOAMMBIX Afsl NPOBEOEHUs] KIMHWYECKUX WCCregoBaHUM W 3KCropTa, a Takke O 3anpeLueHun
npou3BoAcTBa  (hanbCUULMPOBAHHLIX JIEKAPCTBEHHbIX CPEACTB W JIEKapCTBEHHbLIX CpeactB C
HapyLleHNeM NpaBu opraHn3aumm NPOVM3BOACTBA W KOHTPONSA KavyecTBa NeKkapCTBEHHbLIX CPeaCTB;

X) cobniogeHne nuueHsmatom TpeboBaHui ctatbn 57 depepanbHoro 3akoHa "O6 obpalyeHuu
NEeKapCTBEHHbIX CpeacTB" O 3anpeTe npogaxu HeAoOpOKaYeCTBEHHbLIX JeKapCTBEHHbIX CPeacTs,
danbcMULMpPOBaHHbIX NTEKAPCTBEHHBIX CPEACTB U KOHTpadaKTHbIX TEKAPCTBEHHbIX CPeaCTB;

3) cobnogeHne npaBuil XpaHEHUs! feKapCTBEHHbIX CpeacTB B COOTBETCTBUM CO cTaTben 58
depepanbHoro 3akoHa "O6 obpalleHun nekapcTBEHHbIX CpeacTB”;

n) cobntogerHve [lpaBUn  YHUYTOXEHUST HeJoOpPOKAYEeCTBEHHbIX JEKAapCTBEHHbLIX CPeacTs,
danbCcMPUUMPOBaHHbLIX NEKAPCTBEHHbIX CPeACTB W KOHTpadaKTHbIX JIEKApPCTBEHHbLIX CPeacTB,
yTBEpXAeHHbIX NocTaHoBneHnem lNpasuTtensctBa Poccuiickon ®egepauun ot 3 ceHTsabpsa 2010 r. N 674;

K) cobntogeHve TpeboBaHNA O rocyaapCTBEHHON perncTpaumm yCTaHOBMEHHbIX MPoU3BoauTeENsaMu
flekapCTBEHHbIX NpenapaToB npeaernbHbIX OTNYCKHbIX LEH Ha fekapCTBEHHble npenapaTtbl, BKITHOYEHHbIE
B MNepeyYeHb XXM3HEHHO HeobXOoO4MMbIX W BaXXHEWLUUX NEKapCTBEHHbLIX MpenapaToB, B COOTBETCTBMM CO
cratben 61 ®egepanbHoro 3akoHa "O6 obpalleHnmn nekapcTBEHHbLIX CpeacTs"”;



n) NoBblWeHWEe KBanuukauum nuu, ykasaHHbIX B NOAMyHKTax "r u "A" HacTosiwero nyHkTa, He
pexe 1 pasa B 5 ner.

6. OcyllecTBneHNne [AeATENbHOCTM MO MNPOW3BOACTBY JIEKAPCTBEHHbIX CPEACTB C rpybbiM
HapyleHneM TJULEH3NOHHbIX TpeboBaHM BrieyeT 3a COOOM OTBETCTBEHHOCTb, YCTAHOBIEHHYHO
3akoHogatenbcTBoM Poccuiickon depgepaumn.

Mpwn atom noa rpybbiM HapyleHMeM NOHMMAaETCs HeBbINOMHEeHMe nuueH3naToM TpeboBaHui,
npeaycMOTPEHHbIX NoanyHkTamu "a" - "u" nyHkta 5 Hactosiwero [lonoxeHus, noenekwee 3a cobon
nocneacTsus, npeaycMoTpeHHble YacTbio 11 crtatbm 19 depgepanbHoro 3akoHa "O nuULUEH3NPOBaHWK
OTAEeNbHbIX BUAOB AeATenbHOCTU".

7. [Ona nonyyeHnsa nuUEH3UM coucKaTernb JNULEH3UW HanpasnseT WNW npeacrasnser B
NVLUEH3NPYIOLWMA  OpraH 3asiBneHue, [OKYMeHTbl (KOMMWM [OOKYMEHTOB) W CBeAeHWs, YKasaHHble
cooTBeTCTBEHHO B YacTm 1 m nyHktax 1, 3 n 4 yactm 3 cratbm 13 PepepanbHoro 3akoHa "O
NNLEH3NPOBAHUM OTAENbHbLIX BUAOB AEATENbHOCTU', a Takxe:

KOMMM AOKYMEHTOB, NOATBEPKAAIOLLMX Hannyne y comckatens nuueH3nn Ha npase co6CTBEHHOCTM
WNN Ha MHOM 3aKOHHOM OCHOBaHMU HEOBXOAMMBIX ASA OCYLLEeCTBNEHN AesTenbHOCTN N0 NPOM3BOACTBY
neKapcTBEHHbIX CPeACcTB MOMELLEHUIN, 30aHUIN, COOPYXEHUN U MHbIX OBBLEKTOB, TEXHUYECKUX CPEeAcCTB,
060pynoBaHNSA U TEXHWYECKON AOKYMEHTAaLMKN, COOTBETCTBYHOLLMX YCTAaHOBMNEHHbIM TpeboBaHNsM, NpaBa
Ha KoTopble He 3aperncTpupoBaHbl B EAMHOM rocyfapCTBEHHOM peecTpe MpaB Ha HeABMXUMOE
MUMYLLIECTBO U CAENOK C HUM (B Cryyae ecnv Takue npaBa 3aperncTpupoBaHbl B yKasaHHOM peecTpe -
cBefeHNss 00 3TUX 30aHMAX U MOMELLEHMSX), @ TakKe KOMWW TUTYMNbHbIX JIMCTOB MNPOMbILLIIEHHbIX
pernamMeHToB;

KOMMM  OOKYMEHTOB, MOATBEPXKOAKOLIMX COOTBETCTBYIOLUME  MULEH3UOHHBIM  TpeboBaHUSM
obpasoBaHue, kKBanuukauno 1 ctax paboTbl yNONHOMOYEHHOrO LA NPOM3BOAUTENS NEKAPCTBEHHbIX
cpeacts, a Takke obpasoBaHue CrneuuanucToB, OTBETCTBEHHbIX 3a NPOM3BOACTBO U  MapKUPOBKY
neKapCTBEHHbIX CPEACTB.

8. lNpn HamepeHUM OCYLLEeCTBIATL OEATENbHOCTb MO MPOU3BOACTBY fEKAPCTBEHHbIX CPeacTB Mo
ajpecy, He YyKasaHHOMY B IMLUEH3WW, NUUEH3naT B 3asBNeHMM O nepeodOopMieHun fuUeH3un B
[OMOSHeHVe K cBeAeHUsM, ykasaHHbIM B nyHkTax 1 n 3 vyactn 1 craten 13 ®PegepanbHoro 3akoHa "O
NNLEH3NPOBAHUM OTAENbHbBIX BUAOB AEATENbHOCTU", yKa3biBaeT:

a) cBefeHus, codepxalume HOBbI agpec OCYWeCTBNEHUS AeATeNbHOCTU MO NpOou3BOACTBY
neKapCTBEHHbIX CPEACTB;

6) cBegeHMsA 0 COCTaBMALIMX AeATENbHOCTb MO NPOM3BOACTBY NeKapCTBEHHbIX cpeacTs paboTax,
KOTOpble NULEH3NAT HamMepeH BbIMOMHATL MO HOBOMY afpecy OCYLLeCTBMEeHUs [OeATENnbHOCTU Mo
NPON3BOACTBY NEKapCTBEHHbIX CPEACTB;

B) CBEOEHMS O HanMymM Yy nuueHanata Ha npaBe COOCTBEHHOCTUM WM Ha WMHOM 3aKOHHOM
OCHOBaHUM HeobBXOAMMbIX [ONA OCYLEeCTBeHUs AEeATEeNbHOCTM MO MNPOW3BOACTBY JleKapCTBEHHbIX
CpeacTB MO YyKasaHHOMY HOBOMY afpecy MNOMELUEHUW, 30aHUIN, COOPYXEHWA W WHbIX OOBLEKTOB,
TeXHW4yecknx  cpefcts, obopygoBaHMs M TEXHUYECKOW  [OKYMEeHTauuu,  COOTBETCTBYHOLLMX
yCTaHOBNEHHbIM TpeboBaHMAM, a Takke NPOMBbILLIMEHHbIX perfliaMeHToB;

r) cBedeHus O Hanuyum paboTHUKOB, 3aKMYMBLUMX TPYAOBble [OrOBOPbI,  UMEIOLLMX
COOTBETCTBYIOLLEE BbICLlEE WM cpedHee npodeccuoHanbHoe obpa3oBaHue, OTBETCTBEHHbIX 3a
NPON3BOACTBO U MapKMUPOBKY NEKapCTBEHHbIX CPEACTB, HaMEpPEeHHbIX OCYLLIECTBIATL AEATEeNbHOCTb Mo
yKasaHHOMY HOBOMY afipecy.

9. lpu HamepeHWn OCYLLECTBNSATb HOBble paboTbl, COCTaBnswWME OEATENbHOCTb MO
NPON3BOACTBY fEeKapCTBEHHbIX CPEACTB, paHee He yKasaHHbIX B NIUUEH3UU, N1UEeH3naT B 3asBfeHnn o
nepeodopMIeHnn NNLEH3NN B JOMNOMHEHNE K CBEAEHUAM, yKa3aHHbIM B NyHKTax 1 u 3 yactn 1 ctaTtbm 13
®enepanbHoro 3akoHa "O nNuUEH3MPoBaHUN OTAENbHBLIX BUAOB AeATENbHOCTU", yKa3blBaeT:

a) cBedeHMs O COCTaBMALWMX AEATENbHOCTb MO MPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB HOBbIX
paboTtax, KOTopble NULUEH3naT HaMmepeH BbINOMHAT;

6) cBegeHUss O HanmuuuMu y nuueH3nMaTta Ha npaBe COOCTBEHHOCTW MM Ha WHOM 3aKOHHOM
OCHOBaHUN HeOOXOAMMbIX AN OCYLUECTBIIEHUSI HOBbIX pPaboT, COCTaBNAWLWWX [OEeATEeNbHOCTb Mo
NPON3BOACTBY NEKAPCTBEHHbIX CPEACTB, MOMELLEHWUN, 30aHUA, COOPYXKEHWA U WHbIX OOBEKTOB,
TeXHWYecknx  cpeacts, obopygoBaHMs U TEXHUYECKOW  OOKYMEHTauuu,  COOTBETCTBYHOLLMX
yCTaHOBMNEHHbIM TPeBOBaHMAM, a TakkKe NPOMbILLINEHHbIX PErNaMeHTOB;

B) CBedeHWss O Hanuunu paboTHWUKOB, 3aKMOYMBLUMX TPYOOBbl€ [OOrOBOPbI, UMELUMX
COOTBETCTBYIOLLEE BbICLlEe WM cpedHee npodeccuoHanbHoe obpa3oBaHue, OTBETCTBEHHbIX 3a
NPON3BOACTBO WU MapKMPOBKY FEKapCTBEHHbIX CPeACTB, HAMEPEHHbIX OCYLLEeCTBAATb HOBble paboThl,
cocTasnsoLwme 4eAaTenbHOCTb NO NPOU3BOACTBY NEKaPCTBEHHbIX CPeACTB.

10. lMpu npoBefeHWN MNPOBEPKM COOTBETCTBUS CBEAEHWUN, cCoOepXaluxcs B NpeacTaBreHHbIX
couckaTenem nUuUeH3ann (NMueH3naTom) 3asiBfieHUn 1 npunaraemMblX K HeMy AOKYMEHTaXx, NULEH3NOHHbIM
TpeboBaHNSAM  MMLEH3UPYIOLIMA  OpraH 3anpawuBaeT HeobxoAWMble CBeAEHUS Yy  OpraHos,
NPeAoCTaBnsoWNX roCy4apCTBEHHbIE YCMyrK, OpraHoBs, MPeAoCTaBNSAlWUX MYHUUUNANbHbIE YCMyru,
WHBIX roCy4apCTBEHHbLIX OpPraHoB, OPraHoB MECTHOro CaMoynpaBreHus nMbo NOABEAOMCTBEHHbLIX UM
opraHusauui B nopsgke, ycraHoBneHHoMm ®epeparnbHbiM 3akoHoM “"O6 opraHu3aumu npefocTaBneHns
rocygapCTBEeHHbIX 1 MyHULMNAnNbHbIX yCnyr”.



11. JlvueHsunpyowun opraH pasmellaeT B epepanbHON rocygapcTBEHHOW WHAOPMALMOHHOMN
cucteme "EAuHbING nopTan rocygapCTBEHHbIX W MyHUUMNanbHbIX ycnyr (dyHKUMRK)' B nopsgke,
ycTaHoBneHHom [Mpasutenscrsom Poccuiickon ®egepauun, cBeeHns 0 XO4e NPUHATUS UM peLueHus o
npegoctaeneHuun (nepeodopmMneHnn) nuueH3nn, NpoBedeHUs MNPOBEPKU COOTBETCTBUS couckaTens
nuueHsnn (NuueHsmaTa) NMUEeH3NOoHHbIM TpeboBaHuaM, NpegyCMOTPEHHbLIM HacToALWMM NonoxeHvem.

12. WHdopmauus, OTHOCAWAACA K OCYLLEeCTBMEHMIO [OEATeNbHOCTM MO  NPOU3BOACTBY
nekapcTBeHHbIX CpeAacTs, npegycMoTpeHHas vactamu 1 u 2 crateu 21 depepanbHoro 3akoHa "O
NUUEH3NPOBAHUN  OTAENbHLIX BUOOB [OeATerbHOCTM", pasmellaeTcs Ha oduumanbHoOM canTte
nVUeHsnpyloLero opraHa B WHMOPMALMOHHO-TENEKOMMYHUKaUMOHHON ceTn “"WHTepHeT" n  (unwn)
WMHPOPMALIMOHHBIX CTEHAAX B MOMELLEHUAX NULEH3NPYIOLLIEro opraHa B TedeHue 10 aHen co OHA:

a) odwmumansHoro onybrnvKoBaHUS HOPMAaTUBHBIX MPAaBOBbIX aKTOB, YCTaHaBMNVBaOLLMX
obsa3aTenbHble TpeboBaHUA K NULEH3MPYeMOon AeaTenbHOCTY;

6) NpPUHATMA NULEH3MPYIOLWMM OpraHoM peLleHWs O MpeaocTaBneHun, nepeodopMneHnu,
npuocTaHoBNEHUN, BO306GHOBMNEHNW UNW NpekpaLLeHnn OerCTBUSA NULEH3UN;

B) nonyyeHus ot PeaepanbHON HaNOroBon cnyxbbl cBeAeHWU O NUKBMAALMMN IOPUANYECKOro nuua
U NpekpaLleHnmn ero AeAaTenbHOCTU B pedyrnbTaTe peopraHusauunm;

r) BCTYNNEHUS B 3aKOHHYIO CUIY pelleHus cyaa 06 aHHynMpoBaHMM NULIEH3U.

13. JIMUEH3NOHHbIA KOHTPOMb OCYLLEeCTBRSeTCA B Mopsgke, YycTaHoBNeHHOM deaepanbHbIM
3akoHoM "O 3awuTe npaB OPUANYMECKUX UL W UHAMBUAYaNbHbIX NpegnpuHuMaTenein npu
OCYLLEeCTBMNEHUN TOCYAapCTBEHHOTO KOHTPONs (Hagsopa) M MYyHMLMNAnbHOrO KOHTpons”', € y4eToMm
ocobeHHoCTel, YycTaHoBMneHHbIXx PepepanbHbiM 3akoHOM "O  NULEH3MPOBaHMKU OTAENbHbLIX BUAOB
aeatenbHoCcTN".

14. TpepncTtaBneHve couckaTeneMm InUUEH3MU 3asiBNEeHUs M [OKYMEHTOB, Heobxooumbix Ans
NOMNy4YeHNs JMLEH3UU, U UX NPUEM FMLEH3VPYIOLMM OpraHoM, NPUHATUE FULEH3VPYIOLWUM OpraHoMm
pelleHnst 0 npegocTaBneHun nuueHsnn (06 oTkase B NpefoCTaBleHUN NUUEH3UM), nepeodOopMIIeHUN
nuueHsun (06 oTkaze B nNepeodOpPMIEHVMM  FNUUEH3NM), MPUOCTAHOBMEHUM, BO30OHOBNEHMU,
npekpalwleHMn OeWcTBUMA NUUEH3MKM, a Takke MnpedocTaBreHve paybnukata u  KOMvMu  NULEH3WM,
dopMrpoBaHMe M BedeHWe NUUEH3NOHHOro Aena, BedeHue peecTpa MNUUEH3Un 1 npegocTtaBneHve
cBefeHu, coAepXalmuxcs B peecTpe NULEH3MW, OCYLLIECTBNAITCA B MNOPsSAKe, YCTaHOBMEHHOM
denepanbHbIM 3akoHOM "O NULEH3MPOBaHMM OTAENbHbIX BUAOB AeATENbHOCTU".

15. 3a npepocTaBneHne NULEH3UPYIOWMM OpraHoM NUUEH3uKn, ee nepeodopMieHe u Bblgadvy
aybnvkata ynnaymBaeTcs rocyfapCTBEHHas MolunuHa B pa3mepax M nopsiake, KOTOpble YCTaHOBMEHbI
3akoHopaTenscTBoM Poccuiickon ®eaepaumm o Hanorax u cbopax.

MpunoxeHne
K MonoxeHuio 0 NMUEH3NPOBaHUN
Npon3BOACTBA NeKapCTBEHHbIX CPeacTB

NMEPEYEHDb
PABOT, COCTABJTAOWNX OAEATEJIbHOCTbL MO NMPOU3BOACTBY
JIEKAPCTBEHHbIX CPEACTB

I. B cdhepe obpalleHns nekapcTBEHHbIX CpeacTB
ONS MeOULIMHCKOro NpUMeHeHNs

1. lpon3BoACTBO, XpaHeHWe W peanu3auus dapmaueBTUYeckux CcyocTaHuMi, nony4aembix
MeToAaMy XMMUYECKOro CUHTe3a.

2. Tlpoun3BoacTBO, XpaHeHWe W peanu3aums apmaueBTUYeCKUX CyOCTaHUMI, nony4Yaembix
MeTogamy GUOTEXHONMOIMYECKOro CUHTE3a.

3. Tllpon3BoacTBO, XpaHeHWe W peanu3aums apmaueBTUYECKUX CyOCTaHUMI, nony4Yaembix
MeToAaMu BblAeneHUs U3 XMMUYECKOTO Cbipbs.

4. Tlpou3BOACTBO, XpaHeHWe U peanusaums dapmaueBTU4eckMx cybcTaHumi, nonyyaembix
MeTogaamu BblAENEeHUs U3 MCTOYHUKOB BMONOrM4ecKoro, XMBOTHOMO NPONCXOXOEHUS.

5. Tlpon3BoacTBO, XpaHeHWe W peanu3aums gapmaueBTUYECKUX CyOCTaHUMA, nony4Yaembix
MeTodaMu BblAeneHUs U3 NCTOYHNKOB PacTUTENBHOMO NPOUCXOXAEHMS.

6. MNpon3BoacTBO, XpaHeHne 1 peanu3auus CTepUnbHbIX NeKapCTBEHHbIX NpenapaToB C ykasaHuem
rpynnbl NekapCTBEHHbIX NpenapaTos:

a) npenapaTbl MMMyHoGuoOnorM4yeckMe MeguuMHCKMEe - annepreHbl, anneprongbl, aHaTOKCWHbI,
BaKUMHbl, rammarnobynuHbl, UMMYHOrMOGYNMHBLI, UMMYHOMOAYNATOPbI, MOHOKMOHarbHbIE aHTMTena,
CbIBOPOTKM, TOKCUHbI, LUTOKMHBI;



6) npenapatbl KpoBW, rMony4yaemMble METOOOM TEeHETMYECKON WHXeHepuwn, npenapatbl KpoBw,
nony4yaemble 13 KpOBU YeroBeKa;

B) NpenapaTbl, COAepXallme CUNbHOAENCTBYIOLLME BELLECTBa;

r) npenapaTbl, cogepalume BblICOKOTOKCUYHbIE BELLECTBA, - aHTUOMOTUKM BeTa-nakTaMHoro psiaa,
FOPMOHbI, LIUTOCTaTUKK,;

A) npenapatbl, Nofy4yaemMble U3 XXUBOTHOTO CbIpbS, - UHCYMNWHbLI, OpraHonpenaparbl;

€) npenapartbl pagnodapmaleBTuyeckme;

X) NpenapaTbl, Nony4yaemble U3 NeKapCTBEHHOIO PacTUTENBHOrO CbiPbs;

3) npenapaTbl, He Tpebyolwme cneumansHOrO BblAeNeHMs B OTAeNbHOe MNPOU3BOACTBO, C
yKas3aHneM KOHKPEeTHOW nekapCTBeHHOW (hopMbl (a3po3onb, renb, rybka, Kanmnu, KOHLEHTPaT XUOKWA,
KpeMm, MUHUMEHT, NNOoMUIM3NpoBaHHbLIE MPOAYKThbl, Masb, MacTta, MfeHKa, MNOPOLLOK, pacTBOPUTEND,
pacTBOp Ans Awanusa, pacTBop ANA WHbEKUWW, pacTBop ANs MHAy3uW, pacTBop ANS HapYXHOro
NPUMEHEHWNS, CYCMEeH3ns, SMYIbCUs).

7. Tlpons3BOACTBO, XpaHeHWe W peanu3auns HEeCTEepUnbHbIX FfeKapCTBEHHbIX MpenapaToB C
yKasaHveM rpynnbl IekapCTBEHHbIX NpenapaTos:

a) npenapaTel  MMMyHoGBuomorudyeckue  MeguumHckne - BakTepuodpar,  BaKUMHbI,
UMMYHOINoOynMHOBbBIE KOMMIEKCHbIE Npenaparbl, NPOBUOTUKY;

6) npenapaTbl, cogepxalume cunbHOAENCTBYOLLME BELLECTBA,;

B) Npenapartbl, coaepxallne BbICOKOTOKCUYHbIE BELLECTBA, - aHTMBMoTuKM 6eTa-nakTaMHoro psaa,
FOPMOHbI, LIUTOCTaTUKK;

r) npenaparbl KPOBUW, NONy4aemble U3 KPOBU YENOBEKa;

n) buonornyeckue nekapcTBeHHble npenapatbl;

€) npenaparbl romeonaTuyeckume;

X) npenapaTbl, Nony4yaemble U3 NEKAPCTBEHHOIO PaCTUTENBHOIO ChlPbs;

3) npenapatbl, He Tpebywlme cneunanbHOrO BbIAENEHUS B OTAENbHOE MNPOM3BOACTBO C
yKa3aHneM KOHKPETHOWN reKkapCTBEeHHOW ¢hopmMbl (a3po3onb, Ganb3am, BGpUKeT, ropyYMYHUKW, FpaHyrnbl,
renb, Apaxe, XXMOKOCTb, Kamnnw, Kancynbl, Kancynbl MArkve, Knew, Kpem, nak Ans HOrTem, NUHUMEHT,
Ma3b, Macro, HacToWKa, HaCTOW, NacTWUIKW, NacTUMKM >KeBaTelbHble, nacta, NenneTbl, MUK,
nnacTbipb, MOPOLLUOK, PacTBOP, pe3uHKa XeBaTernbHas, CUMPOM, COK, CMpeW, CynnosuTtopuu, CycneHaus,
Cblpbe pacTUTENbHOE M3MENbYEHHOE, Chbipbe PacTUTENbHOE LenbHoe, TabneTku Ans UCMONb30BaHWA B
norfioctM pta, TabneTtkn HenokpbiTble, TabneTkn MNoKpbITble 00O0MNoYKon, TabneTku LWwunyyue,
TpaHcAepmanbHas TepaneBTMYeckas CUCTema, LaMmiyHW, 9KCTPaKTbl Cyxue, 3KCTpaKTbl Xugkue,
SMMKCUPBI, SMYMbCUN).

8. Mpoun3BoAcTBO, XpaHeHWe W peanu3auusa rasoB MeOULMHCKUX C yKasaHMeMm rekapcTBEeHHOW
¢opMbI (ra3 MEANLNHCKUN XUOKUIA, ra3 MEAULNHCKUN CKaTbIN).

9. TMpou3BOACTBO, XpaHeHWMe W peanu3auus NekapCTBEHHbIX CPeACTB C ykasaHWeM Ccraguu
TEXHOMOrn4Yeckoro npowecca - ynakoska (nepBuyHas v (Mnv) BTopuyHas):

Ans dapmaveBTM4eckmx cybcTaHLuin - B COOTBETCTBUM € NyHKTaMu 1 - 5 HacTosALWwero nepeyHs;

ONS NekapCcTBEHHbIX MpenapaToB - B COOTBETCTBUM C MyHKTaMu 6 - 8 HaCTosILLLero nepeyHs.

Il. B cchepe obpalleHns NekapCTBEHHbLIX CPeACcTB
AN BETepUHapHOro npuMeHeHus

10. lNpon3BOACTBO, XpaHeHWe M peanu3auus apMaueBTUYECKUX CyOCTaHUMIi, nonydYaembix
MeToAaMy XMMUYECKOro CUHTe3a.

11. TNpon3BOACTBO, XpaHeHWe M peanu3auus apMaueBTUYECKUX CyOCTaHUMI, nonydYaembix
MeTogamy BUOTEXHONMOMMYECKOro CUHTE3a.

12. Tpon3BOACTBO, XpaHeHWe M peanu3auus apMaueBTUYECKUX CyOCTaHUMI, nonydYaembix
MeToAaMu BblAeneHUs U3 XMMUYECKOrO Cbipbs.

13. TNpon3BOACTBO, XpaHeHWe M peanu3auus apMaueBTUYECKUX CyOCTaHUMI, nonydYaembix
MeTogamu BblAENEeHUst U3 MCTOYHMKOB BMONOrM4ecKoro, XXMBOTHOMO NPOUCXOXOEHUS.

14. Tpon3BOACTBO, XpaHeHWe M peanu3aums apMaueBTUYECKUX CyOCTaHUMI, nonydYaembix
MeToAaMu BblAeneHUs U3 NCTOYHNKOB PacTUTENBHOMO NPOUCXOXAEHMS.

15. [pou3BoACTBO, XpaHeHVWe W peanu3aums CTEPUNbHbIX NEeKapCTBEHHbIX MpenapaToB C
yKasaHMeM  KOHKPETHOW  fekapCTBeHHOW  opmbl  (a3po3orib, renb, KpeM,  JIMHUMEHT,
nvogunuaMpoBaHHble NPOAYKTbl, Ma3sb, MacTa, MfeHkKa, MOPOLIOK, pPacTBOp, pacTBOP ANA MHBbEKUMNn,
cTeknoobpasHas Macca, CTepunbHas nopucrtas macca, CycneHans, cyxas macca, TabneTtku, amynscum).

16. lMpou3BOACTBO, XpaHeHVWe W peanu3auus HecTepuribHbIX NEeKapCTBEHHbIX MpenapatoB C
yKa3aHNeM KOHKpPETHOW nekapcTBeHHOW ¢hopmbl (a3po3ornb, 6anb3am, OpUKeT, renb, rpaHynbl, gpaxe,
Kannu, Kancynbl, Kancynbl MsSrkve, Kpem, FMHWMEHT, Masb, Macro, MUKpOrpaHyrbl, MUKpOKancysbl,
HaCTOW, HacTOWKa, NacTUiku, nacTta, NnenneTbl, NNacTUHbI, NAACTUHKK, NNacTbipb, NfEHKa, NonumepHas
fnieHTa, MONoCKW, MOPOLLOK, PacTBOP, CUPOM, CMpeW, Cynno3UTOpUKW, CYCneH3us, Tabnetku, LWHYp,
SKCTPaKT, fIMKCUP, IMYNbCUS).




