MoctaHoBneHue MNpasutensctea PP ot 06.07.2012 N 686
(peq. ot 28.02.2019)
"O6 yTBEpXAeHUMN [NoNoXEeHU O NNLEH3NPOBaHUM NPOM3BOACTBA JIEKAPCTBEHHbLIX cpeacTs”



NMPABUTENIbCTBO POCCUUCKOWN ®EOEPALMA

NMOCTAHOBINEHUE
ot 6 urona 2012 r. N 686

Ob YTBEPXAEHWUU NMOJNTOXEHUA
O JIMUEH3NPOBAHUN NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB

Cnncok M3MEHSOLNX JOKYMEHTOB
(B pea. MNMoctaHosneHun NMpasutensctea P® ot 15.04.2013 N 342,
oT 20.06.2018 N 702, ot 28.02.2019 N 217)

B cootBetcTBUM C DepepanbHbiM 3akoHOM "O NUUEH3MPOBaHMM OTAENbHbIX BUOOB
peatenbHocTn" MNpaButenscTBo Poccuickon ®enepauum noctaHoOBNSAET:

1.  YTBepauTb npunaraemoe [lonoxeHne O NUUEH3NPOBAHMM  NPOWU3BOACTBA
neKapCTBEHHbIX CPEACTB.

2. MNpusHaTb yTpaTMBLWKUM cuny noctaHosrneHue [pasutensctea Poccunckon depepaunn
oT 3 ceHTs6pa 2010 r. N 684 "O6 yTBepxaeHun NonoxeHusi 0 NMLEH3NPOBaHUM NPON3BOACTBA
nekapcTBeHHbIX cpeacTts" (CobpaHue 3akoHogaTenbctBa Poccunckon depepaumm, 2010, N 37,
CT. 4698).

lMNpepncenatens NpaBuTtenscTea
Poccunckon denepaunn
O.MEOBEOEB

YTBEPXKOEHO

noctaHoBrneHnem NpaBsutenscTea
Poccuinckon egepaunn

ot 6 nona 2012 r. N 686

NONOXEHUE
O JIMLUEH3UPOBAHUU NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB

CnncoK N3MeHsILWNX AOKYMEHTOB
(8 pea. MNMoctaHoeneHun MNMpasutensctea PO ot 15.04.2013 N 342,
ot 20.06.2018 N 702, ot 28.02.2019 N 217)

1. Hactoswee lNMonoxeHne yctaHaBnNMBaeT MOPSAOK NULEH3NMPOBaHUS OEeATENbHOCTU MO
NPOV3BOACTBY FEKAPCTBEHHbIX CPEACTB, OCYLLUECTBNAEMON PUAMYECKUMM NULaMUM B
cooTBeTCcTBUM ¢ PegepanbHbiM 3akoHOM "O6 obpalleHnn nekapcTBEHHbIX CpeacTB".

2. JlnueHsnpoBaHve [eATenbHOCTU MO MNPOU3BOACTBY FEKapCTBEHHbIX CpeacTB And
MEAMLMHCKOrO npuMeHeHusa ocyuectsnseTr MUHUCTEPCTBO MNPOMBILWSIEHHOCTU U TOProBnn
Poccuiickon ®epepauuun, ana BeTepuHapHOro npumeHeHus - depepanbHaa cnyxba no
BETEpMHapHOMY 1 (pUTOCaHUTapHOMY HaA30py (4anee - NUUEH3NpyrLne opraHbl).

3. [lestenbHOCTb NO NPOU3BOACTBY NEKAPCTBEHHbIX CPeACcTB BKMNoYaeT B cebs paboTbl Mo
NEePEYHI0 COrnacHO MPUIOXKEHUIO.



4. JIMUuEeH3NOHHbIMKM TpeboBaHUAMMK, NpPeabsABNAEMbIMA K COUCKATENO INULEH3UN Ha
OCYLLECTBNEHNE [OEeATEeNbHOCTM MO NPOU3BOACTBY Jl€KApCTBEHHbIX Cpeacts (ganee -
NNUEH3ns), ABNAOTCS:

a) Hanuyune y couckaTens nUueH3uy NoMeLeHn, 34aHNN, COOPYXEHUN U UHbIX OOBEKTOB,
TEXHUYECKMX cpeacTs, 06opyaoBaHUA U TEXHUYECKON AOKYMEHTauun, NpuHaanexawmx emy Ha
npaBe COOGCTBEHHOCTM MMM Ha MHOM 3aKOHHOM OCHOBaHWW, HEOBXOAMMbIX ANS BbINOMHEHUSA
3asaBnsemMbix paboT, COOTBETCTBYIOLLMX YCTAHOBMEHHbLIM TpeboBaHMAM;

6) coOTBETCTBME MPOU3BOACTBA JIEKAPCTBEHHbLIX CPEACTB MpaBunaM OpraHu3auun
NMPOM3BOACTBA M KOHTPOMS KayecTBa NeKapCTBEHHbIX CPEeACTB B COOTBETCTBUMM CO cTaTben 45
depepanbHoro 3akoHa "O6 obpalleHnn nekapcTBEHHbIX CPeacTs”;

B) HanuMuymMe B COOTBETCTBMM CO cTaTben 45 ®PepepanbHoro 3akoHa "O6 obpaweHum
NEeKapCTBEHHbIX CPeacTB" MPOMbBILWIIEHHbIX PErfiameHToB, YTBEPXAEHHbIX PYKOBOAUTENEM
NPOV3BOANTENS JNEKAPCTBEHHbIX CPeACTB (couckaTens nuueH3un) u Bk4Yawwmx B cebs
nepeyeHb UCNosb3yemblX hapmaueBTUYECKUX CyOCTaHUMA M BCMOMOraTefbHbiX BELLECTB C
yKasaHMeM KOnMYecTBa KaXgoro U3 HMX, AaHHble 06 ncnonb3yemMom obopyaoBaHMmM U onucaHme
TEXHONIOrMYECKOro npouecca M MeTOOOB KOHTPONS Ha BCEX 9JTanax npou3BoacTea
NEeKapCTBEHHbIX CPEACTB;

r) Hanuume B cOOTBETCTBUM CO cTaTben 45 PepepanbHoro 3akoHa "O6 obpalueHumn
neKapCTBEHHbIX cpeacTB" YNOMHOMOYEHHOIO Nuua MPOM3BOAUTENS JNIeKapCTBEHHbIX CPEACTB,
KOTOpPOE MNpu BBOAE JIEKAPCTBEHHbIX CPEACTB B TIpaXXAaHCKMA O0OOpOT OCyLLecTBrsieT
NMOATBEPXXAEHNE COOTBETCTBUS NEKAPCTBEHHbIX CPeAcTB TpeboBaHMSAM, YCTaHOBMEHHbLIM Mpu
MX TOCYOApCTBEHHOW peructpaumm, W rapaHTUpyeT, 4TO JeKapCTBEHHble CcpeacTea
npovsBedeHbl B COOTBETCTBMM C MNpaBunamum MpoOM3BOACTBA W KOHTPOMS KayecTBa
NeKapCTBEHHbIX CPEACTB, a TakKe KOTOPOE:

nmeeT Bbicllee dapmaueBTUYEeCKoe, XMMUYEcKoe, MeaUUMHCKoe unuM Buonormdeckoe
obpasoBaHne nubGoO nNpu NPoOM3BOACTBE JIEKAPCTBEHHLIX CPEACTB ANl BETEPUHAPHOro
NnpUMeHeHNs - BeTepuHapHoe obpasoBaHue, cTaX paboTbl He MeHee 4Yem 5 net B obnactu
NPON3BOACTBA N KOHTPONS Ka4eCcTBa JIEKAapCTBEHHbIX CPEACTB;

npy  NPOU3BOACTBE  JIEKAPCTBEHHbIX CPeacTB  Ans  MeOMUMHCKOro  NpUMeHeHUs
aTTecToBaHO B nopsgke, yCTaHOBNEHHOM MUHUCTEepCTBOM 34paBooXpaHeHus Poccuinckon
depepaumun, Npu NPoOM3BOACTBE NEKAPCTBEHHbIX CPEACTB A1 BETEPUHAPHOIO NPUMEHEHUS - B
nopsigke, yctaHoBrieHHoOM MuUHUCTEPCTBOM cenbCKoro xo3amncrea Poccunckon degepaunu;

A) HanMune pabOoTHMKOB, 3aKMOYMBLLMX TPYOOBbIE AOrOBOPbI, UMEHLMNX COOTBETCTBEHHO
BbiCLUEE  WNW  cpedHee  NpodeccuoHanbHoe — papmMaueBTUYecKoe,  XMMUYECKOE,
XMMUKO-TEXHOMNOIMYeckoe,  Buonornyeckoe, GUOTEXHONMOIMYECKOE,  MEAMUMHCKOE  WNn
BeTepUHapHoe obpasoBaHue, OTBETCTBEHHbIX 3@ NMPOU3BOACTBO M MapKUPOBKY NeKapCTBEHHbIX
cpeacTs.

4(1). Tpwn HamepeHun couckaTena INULEH3UN  OCYLLECTBNATb  MPOM3BOACTBO
dapmaueBTU4eCKon cybcTaHuumn cnupTa 3TUNOBOTO (3TaHosa) K CouckaTento NUUEH3un Hapsay
C NUUEH3NOHHbIMK TpeboBaHWsMW, YKa3aHHbIMM B MyHKTe 4 HacTtoswero [lonoxeHus,
NPeabABMSIOTCA NULEH3NOHHbIE TpeboBaHUA 06 OCHaLLEeHUN OCHOBHOIO TEXHOSIOMMYecKoro
obopygoBaHus, MCrnonb3yemoro Ans npoussBoacTBa hapmaueBTUYecKon cybcTtaHuuu cnvpTa
3TUnoBoro (ataHona) (aanee - obopygosaHue):

aBTOMATUYECKNMUN CPEACTBAMUN U3MEPEHUS N yYeTa KOHUEeHTpauun n obbema 6e3BogHOMO
cnMpta B (papmaueBTMyeckon cybcTaHumm cnvpta 3TUMOBOrO  (3TaHona), obbema
dhapmaueBTU4ecKon CcybcTaHumMM cnupta 3TUNoBOro (dtaHona), TpeboBaHMA K KOTOPbIM
yTBepXXaeHbl noctaHosneHnem lNpasutensctea Poccunckon degepaumm ot 28 mioHsa 2006 r. N
396 "O TpeboBaHMsIX K aBTOMaTMYECKMM CpPeACTBaM U3MEPEHUS U ydeTa KOHUEHTpauun u



obbema 6e3BogHOro cnuMpta B rOTOBOM nNpogykuun, obbema roTtoBOM nNpoaykuumn',
onnoMbnpoBaHHbIMKM  (OnevaTaHHbiMK)  depepanbHOn  cnyxboM N0 perynMpoBaHUio
arnkoronbHOro pblHKa (ganee - aBTOMaTU4YeCKMe CpeacTBa), B COOTBETCTBUM CO CXEMOW
ocHaweHus obopyaoBaHng, cogepXxawen uHdopMaumio 006 YykasaHHbIX 06opyaoBaHUM,
aBTOMaTUYECKUX CPeAcTBax U KOMMYHMKaUMSX B COOTBETCTBMM C MNepevyHeM WHopmaumm,
yCTaHOBMNeHHbIM PeaepanbHon CrykXbon No perynvpoBaHMi0 ankorosibHOrO pblHKA, a Takke
TEXHUYECKON JOKYMEeHTaumen n3arotoButensd asToMaTuyeckux CpeacTs Ha 3TU CPeacTBa;

TEXHNYECKMMM CpeacTBaMn  ukcauum U nepegadvm  uHgopmauum o6 obbeme
Npon3BoACTBa M 0BOpOTa CnNupTa 3TUIOBOrO (3TaHosa), ankorofibHOM U CNMpPTOCOAepXKallen
NpoayKuUn B €AWHYH FOCyLapCTBEHHYKD aBTOMAaTU3MPOBAHHYH WMHMOPMALMOHHYIO CUCTEMY
yyeta obbema npom3BoactBa M obopoTa  ITUMOBOrO  CNupTa,  ankorosisHom u
cnvpTocoepXallen npoaykumm, TpeboBaHMA K KOTOPbIM YTBEPXAEHbl MNOCTAHOBMEHNEM
MpaButenbctBa Poccuinckon ®depgepaumm ot 9 mwona 2016 r. N 650 "O TpeboBaHusax K
TEXHUYEeCKMM cpefcTBaM ukcauum un nepegadm nHgpopmauumn o6 obbeme npou3soacTsa U
obopoTa 3TUMOBOrO CNUPTa, ankoroflbHOM W cnupTocodepXallen npoAyKuuM B eLuHYI
rocy4apCTBEHHYIO  aBTOMAaTM3MPOBAHHYID  MHGPOPMAUMOHHYIO cucTeMy Yydyeta obbema
npoun3BoACTBa N 060pOTa 3TUOBOrO CNMPTAa, ankorosibHOM 1 CNMpTOcoAepXKallen npoaykumn®.
(n. 4(1) sBepeH lNoctaHosrneHuem lNpasutenscrea P® ot 20.06.2018 N 702)

4(2). TIlpn HamepeHun couckaTensa JnUUEH3MM  OCYLLEeCTBNATbL  MPOM3BOACTBO
CnYpTOCOAEpXaLlMX  JFIeKapCTBEHHbIX nNpenapaTtoB, a Takke [MPOM3BOACTBO  APYrux
NEeKapCTBEHHbIX CPeACTB C MCNosfib3oBaHWeM papmaueBTMyeckon cybctaHumm cnupta
aTunosoro (dTtaHona) wnNu 9TUMNOBOIO CNUpPTa K CcCoucKaTesni fNUUeH3unM Hapsgy C
NNUEH3NOHHbIMN  TpeboBaHMAMM, YyKa3aHHbIMM B MNyHKTe 4 Hactoswero [lonoxeHus,
npeabABMATCA NULEH3NOHHbIE TpeboBaHUS:

a) o6 ocHaweHMn emKocTern And npueMkn papmaueBTUYeCKon CcyOcTaHuMM cnmpTta
3TUNOBOro (3TaHomna) UM JTUMOBOIO CNMpPTa aBTOMATUYECKMMW CPEACTBAMU U3MEPEHUS U
yyeTa KoHUeHTpauumn n obbema 6e3sogHOro cnupta B papmareBTnyeckon cybctaHumm cnupra
3TUNOBOro (3TaHona) wnu B 3TUMOBOM cCnupTe, obbema apmaueBTUYeckon cybcTaHuum
crnvpTa 3TUMOBOro (3TaHomna) WUNu 3TUIIOBOrO CNMpTa B COOTBETCTBUM CO CXEMOW OCHAaLLeHUS
yKkaszaHHOro obopyaoBaHus, copepxawen WuHgopmaumio 06 YykasaHHbIX 06opyaoBaHUM,
aBTOMaTUYECKMX CPeAcTBax U KOMMYHMKaUMSX B COOTBETCTBMM C MNepevyHeM WHopmaumm,
ycTaHoBneHHbIM PefepanbHon cnyx6om No perynMpoBaHUIO ankorofibHOro pbiHKA, a Takke C
TEXHUYECKON JOKYMEHTaumen n3arotoButensd asToMaTuyeckux CpeacTs Ha 3TU CPeacTBa;

6) 06 ocHaweHun obopynoBaHus Ons ydeta obbema obopoTta M MCNONb30BaHUSA
hapmaLeBTU4ecKkorn cybcTaHumm crnvpTa 3TUNOBOro (3TaHona) wnu 3TUMOBOro cnupta Ans
NPOM3BOACTBA CNUPTOCOAEPXKALLMX FEeKapCTBEHHbIX MpenapaToB, a Takke B npouecce
NPOuM3BOACTBA [APYrMX fEeKapCTBEHHbIX CPeAcTB C WCMNONb3oBaHMEM hapMaueBTUYECKON
cybCcTaHumm cnupTa 3TUNOBOrO (3TaHoMa) UM 3TUMOBOrO CNUpTa TEXHUYECKUMU CpeacTBamm
dukcaumn n nepegavm nHdopmauum 06 odbbeme NponsBoacTBa U 0bopoTa cnupTa 3TUIOBOrO
(aTaHona), ankoronbHOW W cnupTocodepXalen MpoAyKUMM B €OUHYI0 TOCYAapCTBEHHYIO
aBTOMaTU3NPOBaAHHYID WH(OPMALNOHHYK cucTeMy ydeta obbema npoussoacTBa U obopoTa
3TUNOBOrO CNuUpTa, ankorofibHOW M CNMPTOCOAEpXKallen NpoayKunn, TpeboBaHUSA K KOTOPbIM
yTBepXXaeHbl noctaHoBneHmem lNpasutensctea Poccuinckon depepaumm ot 9 miona 2016 r. N
650 "O TpeboBaHMAX K TEXHUYECKMM CpeacTBaMm uKcauum u nepegayn mHdopmaumm o6
obbeme npousBoacTBa M 0OOpoTa 3TUMOBOrO CNWPTA, ankoroflbHOM M CnMpTOocodepKallewn
NpoayKUUN B €AWHYH0 FOCy4apCTBEHHYKD aBTOMAaTU3MPOBAHHYH WMHMOPMALMOHHYIO CUCTEMY
yyeTa obbema npomsBoAcTBa M obopoTa  OTUMOBOMO  CNUpTa, ankoroflbHOM U
cnvpTocoaepXxallen npoaykumm”.

(n. 4(2) BBegeH lNoctaHoBneHnem lMpasutensctea P® ot 28.02.2019 N 217)

5. JInueH3noHHbIMK Tpe6OBaHVIFIMI/I, npeabaBndeMbiMA K NTMLUEH3NATY NMpn OCylWeCTBI1EHUN
AeATENIbHOCTU MO NpPpon3BOACTBY JIEKAPCTBEHHbLIX CPEACTB, ABJIAOTCA:



a) HanuMyue y nuueHsMata NOMeLWEeHW, 34aHUN, COOPYXEHUA WU WUHbIX OOBLEKTOB,
TEXHUYECKNX CPeacTB, 060pyAOBaHUSA M TEXHUYECKOW OOKYMEHTaUMW, NpUHaanexawmx emy Ha
npaBe COOBCTBEHHOCTU WM HA WHOM 3aKOHHOM OCHOBaHWW, HEOOXOAUMBLIX AN BbIMNONIHEHUS
3aaBMNeHHbIX paboT, COOTBETCTBYIOLLMNX YCTAHOBIEHHbIM TPEOOBaHUSAM;

6) cobnogeHne B COOTBETCTBMM CO cTaTben 45 depnepanbHoro 3akoHa "O6 obpaweHum
NEeKapCTBEHHbIX cpeacTB" TpeboBaHMN NPOMBILNEHHBIX PErnamMeHToB, YTBEPXKOAEHHbIX
pyKkoBoAUTENEM NPOU3BOANTENS NEKAPCTBEHHbLIX CPEACTB (NUUEeH3naTa) 1 BKnovarLwmx B cebs
nepeyeHb UCNonb3yemblX hbapmaueBTUYECKMX CyOCTaHUMA M BCMOMOraTefbHbiX BELLECTB C
yKasaHMeM KOnMYecTBa KaXxgoro U3 HMX, AaHHble 06 ncnonb3yemMom obopyaoBaHMmM U onucaHme
TEXHONOrMYECKOro npouecca M MeTOOOB KOHTPONS Ha BCEX 3JTanax npou3BoacTea
NEeKapCTBEHHbIX CPEACTB;

B) cobnogeHne B COOTBETCTBUM CO cTaTben 45 degepanbHoro 3akoHa "O6 obpalueHumn
NeKapCTBEHHbIX CPeAcTB" MpaBuil  OpraHu3auuMum MNpPOM3BOACTBA W KOHTPONS KavecTBa
NeKapCTBEHHbIX CPEACTB;

r) Hanuyne B COOTBETCTBMM CO cTatben 45 depepanbHoro 3akoHa "O6 obpaleHumn
NEeKapCTBEHHbIX CpeacTB" YNOSIHOMOYEHHOrO Nuua NpPou3BOAUTENSA NeKapCTBEHHbLIX CPencTB,
KOTOpOe npu BBOAE JIEKAPCTBEHHbIX CPEACTB B rpaXgaHCkMi 000pOT ocyllecTBnseT
noaTBepXAeHne COOTBETCTBUSA NEKApCTBEHHbLIX CpPeacTB TpeboBaHUAM, YCTAHOBMEHHBIM Npu
UX TOCYydapCTBEHHOM perucTpauun, W rapaHTUMpyeT, 4TO JleKapCTBEHHble CpeacTBa
npou3eBeneHbl B COOTBETCTBMM C MNpaBunaMmm MNpoOM3BOACTBA UM KOHTPONsS KadecTBa
NeKapCTBEHHbIX CPEACTB, a Takke KOTopoe:

npu MpPOU3BOACTBE NEKAPCTBEHHbLIX CPEeACTB ANs MEOULMHCKOrO MPUMEHEHUS UMeEeT
Bbicllee dbapmMaueBTMYEeCcKoe, XMmmyeckoe unm rnonornyeckoe obpasoBaHune, ctaxk paboTtbl He
MeHee 4yem 5 net B o6racTn NnpoM3BOACTBA U KOHTPOMS Ka4yecTBa NeKapCTBEHHbLIX CPEACTB, Npu
NPOVN3BOACTBE JIEKAPCTBEHHbIX CPeACTB [Onsi BETEePUHAPHOro MNPUMEHEeHMs - BbICLIEe
dhapmaueBTU4eCKoe, XMmudeckoe, Guonornyeckoe wnn BeTepuHapHoe obpas3oBaHue, CTax
paboTbl He MeHee 4YeM 5 neT B 06nactu Nnpon3BOACTBA M KOHTPONSA KayecTBa JleKapCTBEHHbIX
CpPeAcTs;

npy  NPOU3BOACTBE  JIEKApPCTBEHHbIX CPeacTB  Ans  MeOMUMHCKOro  NpUMeHeHUs
aTTecToBaHO B nopsgke, yCcTaHOBNEHHOM MUHUCTEepCTBOM 34paBooXpaHeHus Poccuinckon
depepaumun, Npu NPoOM3BOACTBE NEKAPCTBEHHLIX CPEACTB A1 BETEPMHAPHOIO NPUMEHEHUS - B
nopsigke, yctaHoBreHHoOM MuUHUCTEPCTBOM cernbCKoro xo3ancrea Poccunckon degepaunu;

A) Hannume paboTHMKOB, 3aKMOYMBLUMX TPYAOBbLIE AOrOBOPbI, UMEKLMUX BbiCLUEE WK
cpegHee npodeccnoHanbHoe dapMaueBTUYECKOe, XMMUYECKOE, XMMUKO-TEXHOMOrMYeckoe,
ovonornyeckoe, 6GUOTEXHONOIrMYECKoe, MeaULMHCKOE WNu BeTepuHapHoe obpasoBaHue,
OTBETCTBEHHbIX 32 NPON3BOACTBO N MAPKMPOBKY NTEKAPCTBEHHbIX CPEACTB;

e) cobntogeHve nuueHamatom TpeboBaHun cTtatbnm 45 depepanbHoro 3akoHa "O6
oOpalleHnn nekapCcTBEHHbIX CPeacTB" O 3anpeTe NpPOM3BOACTBA NIEKAPCTBEHHLIX CPEACTB, HE
BKMIOYEHHbIX B TOCYQAapPCTBEHHbIN pPEeecTp JIeKapCTBEHHbIX CPeacTB, 3a UCKIOYEHMEM
NEKAPCTBEHHbIX CPEeACTB, MPOU3BOAUMBIX OMS MNPOBEAEHUSI KITMHUYECKUX WCCReaoBaHUN U
3KCnopTa, a Takke O 3anpelleHnn npou3BoacTBa anbCMdUUMPOBAHHbBIX NEKapCTBEHHbIX
CPEACTB U NEKAPCTBEHHbIX CPEACTB C HapyLleHWEM npaBuil OpraHv3aumm Mpou3BOACTBa U
KOHTPOISi Ka4ecTBa NeKapCTBEHHbIX CPEACTB;

X) cobnogeHne nuvueH3natoMm TpeboBaHun ctatbu 57 ®depepanbHoro 3akoHa "O6
obpalleHnn nekapCcTBEHHbIX CPeAacTB" O 3anpete nNpoAaaxu HedobpokavyeCTBEHHbIX
neKapCTBEHHbIX CpeacTs, anbCUMULNPOBAHHBLIX NEeKapCTBEHHbIX CPEeACTB U KOHTpadaKTHbIX
neKapCcTBEHHbIX CPeacTB.;

3) cobnogeHne npaBun XpaHeHWUs! NeKapCTBEHHbIX CPEACTB B COOTBETCTBUMMU CO CTaTbeMn



58 ®epepanbHoro 3akoHa "O6 obpalleHnn nekapcTBeHHbIX cpeacTs”;

n) cobnogeHune lMpaBun yHUUYTOXEHUA HeaobpoKayeCTBEHHbIX NEKAaPCTBEHHbIX CPEACTB,
hanbcudnUNpoBaHHbIX NEeKapCTBEHHbIX CPEeACTB N KOHTPAMaKTHbIX NeKapCTBEHHbIX CPeacTs,
yTBEPXAEHHbIX NocTaHoBreHneM Npasutenscrea Poccuiickon Pepepaumm ot 3 ceHTs6ps 2010
r. N 674;

K) cobniogeHme TpeboBaHMA O TOCYAapCTBEHHOM perucTpaumm  YCTaHOBMEHHbIX
NPOU3BOAMTENAMM  JIEKAPCTBEHHbIX  MpenapaTtoB  NpedernbHbiX  OTAYCKHbIX  LUEeH  Ha
NeKapCTBEHHbIE NpenapaTbl, BKMOYEHHbIE B NEPEYEHDb XN3HEHHO HEOBXOOUMBIX U BaXKHENLUNX
NeKapCTBEHHbIX npenapaToB, B COOTBETCTBUM CO cTaTben 61 PepepanbHoro 3akoHa "O6
obpalleHnn nekapcTBeHHbIX cpeacTs”;

K(1)) cobniogeHne npaBun perncTpauumnm onepauun, CBs3aHHbIX C obpalieHnem
NEKapCTBEHHbIX CPeacTB Ans MEeAUUMHCKOTO MPUMEHEHMUS, BKIIOYEHHbIX B NepedveHb
neKapCTBEHHbIX cpencts ans MeANLMNHCKOro NPUMEHEHWS, nognexatimx
npeaMeTHO-KONMMYECTBEHHOMY Y4YeTY, B CneumnanbHbIX XypHanax ydeta onepaumi, CBA3aHHbIX C
obpalleHnemM nekapCTBEHHbIX CPEeACTB AN MEeOULUMHCKOro NPUMEHEHUs, U NpaBui BeAEHUSA U
XpaHeHust  cneumanbHbiX JKYpHanoB y4deTa onepauuin, CBA3aHHbIX C  obpalleHnem
NEeKapCTBEHHbIX CPeACTB AN MEOULMHCKOIO NPUMEHEHUS;

(nn. "k(1)" BBegeH MNocraHoBneHuem lpasutensctea P® ot 15.04.2013 N 342)

n) NOBbIWEHNE KBanuuKauum nuu, yKasaHHbIX B nognyHktax "r wm "a" HacTtosiwero
nyHKTa, He pexe 1 pasa B 5 ner.

5(1). JIMUEH3NOHHbIMKM  TpeboBaHMSAMK, NpeabsaABAgeMbIMA K NUUEH3MaTy  npu
OCYLLIECTBNEHNN NPOU3BOACTBa (hapMaLeBTUYECKON CyGCTaHLuMM cnupTa 3TUOBOro (ataHona),
Hapsay C NMUEH3MOHHbIMU TPpeboBaHNSAMMN, YKa3aHHbIMW B NyHKTE 5 HacTosiwero lNMonoxeHus,
SABNAOTCA:

a) ocHalleHne obopyaoBaHUs:

aBTOMaTU4eCKUMU CpeacTBaMy B COOTBETCTBUMM CO CXEMOW OCHALLEHUs, coaepxKallen
MHpopmauuio 06 ykasaHHbIX 060pyaoBaHUM, aBTOMaTUYECKNX CPeAcTBax U KOMMYHUKaUUSX B
COOTBETCTBUM C MepeyHeM WHopmauun, yctaHoBneHHbIM ®denepanbHon cnyxbor no
perynMpoBaHUIO ankorofibHOro pblHKa, a TakkKe TEeXHUYECKOW AOKYMeHTaumen MU3rotoButens
aBTOMaTU4eCKNX CPeaCTB Ha 3TU CPeacTBa;

TEXHUYECKMMWN cpeacTBamMuM  dmkcaumm u  nepegadm  umHdopmaumm o6 obbeme
npounsBoacTBa M obopoTa cnvpTa 3TUNOBOroO (dTaHomna), ankorofibHOM M CMPTOCOAEepKaLlen
NPoaYKUMN B eOuHYI0 FOCydapCTBEHHYIO aBTOMATU3MPOBAHHYO MHM(OPMAaLMOHHYK CcUCTEMY
yyeta obO6bema npoum3BoAcTBa M 0oOOpoTa  9TUMOBOrO  CNUpPTa,  anKkoroflbHOM U
cnvpTocodepalwen npoaykumm, TpeboBaHUS K KOTOPbIM YTBEPXAEHbI MOCTAHOBMEHNEM
MpaButenbctBa Poccuinckon depepaumm ot 9 uona 2016 r. N 650 "O TpeboBaHuaX K
TEXHUYECKUM cpeactBam ukcaumm n nepegadm mHgopmaumm ob obbeme npousBoacTBa U
obopoTa 3TUNOBOrO CNMpTa, ankoroflbHOW W CAMPTOCOAEpXKallenh npoaykKuunm B eAVHYH0
rocyfapCTBEHHYI0  aBTOMATU3UPOBAHHYKD  MH(OPMAaUMOHHYD cuctemy Yydyeta obbema
nponsBoacTBa 1 060poTa 3TUNOBOrO CNMPTA, ankorofibHOM 1 CNMpTOcoAepKaLlen npoaykunn®;

6) npeacrtaeBneHve pgeknapauun o6 obbeme nNpom3BOACTBA, MNOCTaBKM UM (Mnn)
Ncnonb3oBaHMA AN COBCTBEHHbIX HYXA (hapmaueBTUYecKkonm cybeTaHuMuM cnmpta 3TUIIOBOrO
(3TaHona).

(n. 5(1) BBepeH lNoctaHosrneHuem lNpasutenscrea P® ot 20.06.2018 N 702)

5(2). JMueH3noHHbIMM  TpeboBaHWsSIMK, NpPeabsBNSEeMbIMA K NMUEH3uaTy npu
OCYLLECTBNEHMN MPOU3BOACTBA CMNMPTOCOAEPXKALUMX FeKapCTBEHHbIX npenapaToB, 3a
NCKIMIOYEHNEM CNMPTOCOoAEePKaLLMX JIeKapCTBEHHbIX NpenapaToB, BKMOYEHHbIX B NepeyYHn 3ToMn



npoaykunn, yrteepxgaemble [MpaButenbctBoM Poccuiickon depepaumm B COOTBETCTBUM C
absauem TpeTbuM nyHkTa 4 crtatbm 1 depepanbHoro 3akoHa "O rocygapCTBEHHOM
perynupoBaHun  npou3sBoactBa M obopoTa  9TUMOBOMO  CNUpPTa,  ankorofibHoWM U
cnvpTocoepXallen npoaykuum m o6 orpaHumdeHun notpebrneHunsa (pacnutmsa) ankoronbHOW
npoaykumn" ncxogs ns obbema notTpedutTenbckon Tapbl (YNakoBku) U (UfiM) CTOMMOCTU U (Mnn)
PYHKUMOHANBbHOINO Ha3HayYeHus CnMpTOCOAepKalux JleKapCTBEHHbIX MpenapaToB, a Takke
NPOM3BOACTBA [APYrMX fEeKapCTBEHHbIX CPeACTB C WCMNONb3oBaHMEM hapMaueBTUYECKON
cybCcTaHumm cnupTa 3TUNOBOrO (3TaHoNa) UM 3TUMAOBOrO CNMpTa, Haps4y C NIMLEH3NOHHBIMN
TpeboBaHNAMMU, yKa3aHHbIMU B NMyHKTE 5 HacTosLero [NonoxeHus, ABNSAOTCS:

a) OcHaweHue eMKOCTen pfns npueMku papmaueBTMyeckon cybectaHumMmM cnupTta
3TUNOBOroO (3TaHona) WM 3TUIIOBOrO CNUPTa aBTOMATUYECKUMU CPeacTBaMU U3MEPEHUS U
yyeTa KoHUeHTpauumn n obbema 6e3BogHOro cnmpta B hapmaneBTnyeckon cybctaHumm cnmpra
3TUNOBOro (3TaHona) Mnu B 3TUMIOBOM CnupTe, obbema apmaueBTUYEeCKON CcybcTaHuum
cnvpTa 3TUnoBoro (dtaHona) unn 3TUMOBOrO cnupTa B COOTBETCTBMM CO CXEMOW OCHaLLEHUS
yKaszaHHOro obopygoBaHus, cogepxawen wuHdopmaumio o6 ykasaHHbIX 00opyaoBaHUM,
aBTOMATUYECKMX CPEeACTBax U KOMMYHWKaUMSIX B COOTBETCTBMM C MNepevyHeM WHopmaumm,
yCTaHoBMeHHbIM  PefepanbHONn CryXOoOM No  perynmpoBaHUIO  ankorofibHOro pblHKA, U
TEXHUYECKON OOKYMEHTAUMEN W3roTOBUTENS aBTOMATUYECKUX CPEACTB Ha 3TM CpeacTtea, a
Takke nepegada UHdopmMauumn, Nosly4eHHOM C MCMOSIb30BAHNEM YyKa3aHHbIX aBTOMaTU4ECKUX
CPEeACTB, B €AVHYI0 TrOCyAapCTBEHHYIO aBTOMATU3MPOBAHHYKD MHMOPMALUMOHHYI0 CUCTEMY
yyeta obbema npom3BoacTBa M obopoTa  ITUMOBOrO  CNupTa,  ankorosisHom u
cnvpTocoaepkallen npoayKumm;

6) ocHaweHne obopygoBaHna p[na yyeta obbema o06o0poTa WM MCNONb30BAHUSA
dapmaueBTudeckon cybctaHumm cnvpta 3TUNOBOrO (3TaHona) unu 3TUMOBOro cnvpta Ans
NPOU3BOACTBA CNMPTOCOAEPXALLMX JNEeKapCTBEHHbLIX MpenapaTtoB, a Takke B Mpouecce
NpPoOu3BOACTBA [OPYrUX JleKapCTBEHHbIX CPeacTB C  UCNOSb30BaHMEM (hapMaueBTUYEeCKON
cybCcTaHuum cnmpta 3TUIIOBOrO (3TaHoMa) UM 3TUIIOBOrO CNMpTa TEXHUYECKMMU CpencTBaMu
dukcaunn n nepegaym nHhpopmaumm o6 obbeme npomssoacTea n obopoTa cnupTa STUITOBOrO
(3TaHONa), ankoronlbHOM W CcNUpTOCOoAepXalleh NPOLAYKUMM B eOuHY TOCyAapCTBEHHYIO
aBTOMATU3NPOBAHHYID WH(OPMALMNOHHYKD CUCTEMY ydeTa obbema npou3BoacTBa M obopoTa
3TUIIOBOrO CnupTa, ankorosibHOM M CNMpTOCOAepKallen npoaykummn, TpeboBaHna K KOTOPbIM
yTBepxaeHbl noctaHoBneHvem lNpasutenscrtea Poccunckon depepaumm ot 9 miona 2016 r. N
650 "O TpeboBaHMAX K TEXHMYECKMM cpeacTBam ukcauum u nepegadnm mHgopmaumm o6
obbeme npousBoacTBa M ob6opoTa ITUMOBOrO CNMpTa, ankorofibHOM M CNMpTOCOAEpXKallen
NpoaYyKUMN B €OMHYI0 FOCYyAapCTBEHHYIO aBTOMATU3MPOBAHHYO MH(OPMAaLMOHHYKD cUCTeEMY
yyeta obObema npoumsBoAcTBa M 0oOOpoTa  ITWUMOBOrO  CNUpPTa,  ankoroflbHOM U
cnvpTocoaepKalen npoaykumn®, a Takke nepegadya nHgopmaumm 06 obbeme NCnonb30BaHUS
dapmaueBTUdeckon cybctaHumm cnvpta 3TUNOBOrO (3TaHona) wnu 3TUMOBOro cnvpta Ans
NPOu3BOACTBA CNMPTOCOAEPXKALLMX JNEeKapCTBEHHbLIX MpenapaTtoB, a Takke B Mpouecce
npou3BoACTBa  APYrMX  NEKapCTBEHHbIX  CpeacTB B €4UHYK  rOCydapCTBEHHYHO
aBTOMAaTU3NPOBAHHYD MHAOPMALMOHHYIO cUCTeMy yvyeTa obbema npomsBoAacTBa u obopoTa
3TUIIOBOro CNUpTa, ankoronibHOM 1 cnvpTocoAepXallen npoaykuuu,

B) npeactaeBneHve  geknapauun o6  obbeme  3aKynkMu M UCNOMb30BaHMUS
dapmaueBTu4eckorn cybctaHumm cnuvpta 3TUNoOBOro (dTaHona), a Takke 06 obbeme
NPoOn3BOACTBA, W3roToBreHMss U (Mnn) obopoTa (3a WCKIIYEHMEM PO3HMYHOM MPOAAXM)
CnMpTOCOAEPXKALLMX NEKapCTBEHHbIX NpenapaTtoB Mpu NPOM3BOACTBE, M3rOTOBNEHUN U (MNn)
obopoTe cnMpToCcoAepKalUMX JEKApCTBEHHbIX npenapaTtoB B obbeme, npesbiwatowem 200
AEKanuTpoB B rog.

(n. 5(2) BBeaeH lNoctaHoBneHnem lNMpasutensctea P® ot 28.02.2019 N 217)

6. OcyuwlecTBneHne AesTenbHOCTM NO NPOM3BOACTBY JleKapCTBEHHbLIX CPeAcTB C rpybbim
HapyLUeHNeM NULEH3NOHHbIX TpeboBaHMIN BreYeT 3a COO0N OTBETCTBEHHOCTb, YCTAHOBIEHHYIO
3akoHopaTtenbcTBoM Poccunckon denepaumn.



Mpn atom noag rpybbiM HapyweHWeM MNOHMMAETCS HEBbLINOSIHEHNE NULEH3MATOM
TpeboBaHUN, NpeayCMOTPEHHbIX noanyHkTamm "a" - "n" n "k(1)" nyHkta 5 n nyHktamm 5(1) n 5(2)
HacToswwero MonoxeHus, nosrnekwee 3a cobon NocneacTeus, NPegyCMOTPEHHbIe YacTbio 11
ctatbk 19 ®egepanbHOro 3akoHa "O nNUUEH3NPOBaHUKM OTAENbHbBIX BUAOB AEATENbHOCTUN".

(8 pea. MNoctaHosnenun Mpasutensctea PP ot 15.04.2013 N 342, ot 20.06.2018 N 702, ot

28.02.2019 N 217)

7. Ana nonyyYyeHusi NUUEH3MM cOMCKaTenb NULUEH3UW HanpaBnseT Unu npeacTaBnseT B
NULEH3MPYIOWNA OpraH 3asiBrieHne, JOKYMEHTbl (KON OOKYMEHTOB) U CBEAEHUS, yKasaHHble
COOTBETCTBEHHO B 4YactTu 1 u nyHktax 1, 3 n 4 yactn 3 cratbn 13 degepanbHoro 3akoHa "O
NNUEH3NPOBaHMM OTAENbHbIX BUAOB AEATENBLHOCTU", a TaKkxke:

KONUW [OOKYMEHTOB, MNOATBEPXOAWLIMX HanuuMe y couckatensi NULEH3MM Ha npase
COOGCTBEHHOCTM WM HA MHOM 3aKOHHOM OCHOBaHMM HeoGXoOAMMbIX AOS1S OCYLLECTBEeHUs
AEeATENbHOCTM MO NPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB NOMELLEHU, 30aHUIA, COOPYXXEHUI U
MHbIX OOBLEKTOB, TEXHWYECKMX CPeAcTB, 00OOpyooBaHWS M TEXHUYECKOM [OOKYyMeHTauuu,
COOTBETCTBYHLLMX YCTAHOBMNEHHLIM TPeboOBaHMAM, NpaBa Ha KOTOpble HE 3aperncTpupoBaHbl B
EAvHOM rocyaapcTBeHHOM peecTpe NpaB Ha HeaBWMKMMOE MMYLLECTBO M COENOK C HUM (B
crnyyae ecnv Takve npaBa 3aperMcTpupoBaHbl B yka3aHHOM peecTpe - cBefdeHust 06 aTmx
30aHMAX U MOMELLIEHUSIX), @ TakKe KOMUU TUTYIbHBLIX IMCTOB NMPOMbILLNEHHbIX PErfaMeHTOB;

KOMUN OOKYMEHTOB, MOATBEPXAAIOLMX COOTBETCTBYHOLUNE NMULEH3NOHHLIM TpeboBaHUAM
obpasoBaHMe, KBanuuKkaumMio M CTax paboTbl YMNONHOMOYEHHOro fnuvua npPoM3BOAUTENS
NeKapCTBEHHbIX CpeacTB, a Takke oOpasoBaHMe CrneuManucToB, OTBETCTBEHHbIX 3a
NPOn3BOACTBO U MapPKMPOBKY FleKapCTBEHHbIX CPEACTB.

8. lNpn HamepeHun ocCyLecTBAATb AEATENbHOCTb MO MNPOU3BOACTBY JE€KapCTBEHHbIX
CpeacTB Mo agpecy, He ykadaHHOMY B NMLIEH3UN, NULEH3MAT B 3asBfIEHUN O NepeodopMieHnu
NNUEH3MM B OOMNOSHEHWE K CBEeOEeHUAM, YkasaHHbiM B nyHkTax 1 m 3 yactm 1 crtatem 13
depepanbHoro 3akoHa "O nuuUeH3npoBaHUN OTAENbHbIX BUOOB AeATENbHOCTN", YKa3blBaeT:

a) cBeOeHusl, codepxalluMe HOBbIi agpec OCYLeCTBreHUs1 AesATenbHOCTU Mo
NPON3BOACTBY NeKapCTBEHHbIX CPeACTB;

0) cBegeHUs 0 COCTaBMAOLMX AEATENbHOCTb MO NPOU3BOACTBY NleKapCTBEHHbIX CPEACTB
paboTax, KOTopble mMUEH3MaT HaMepeH BbINOMHATL MO HOBOMY agpecy OCYLLECTBIEHMS
AEeATENbHOCTM NO NPON3BOACTBY NleKapCTBEHHbIX CPEACTB;

B) CBEAEHMSI O HANM4YUW y N1LEeH3nMaTa Ha npaBe COOBCTBEHHOCTU UMM HA MHOM 3aKOHHOM
OCHOBaHMM  HeobOXoAMMbIX AN OCYLUECTBNEHUs  AesATeNnbHOCTM M0 NPOWU3BOACTBY
NeKapCTBEHHbIX CpeacTB MO yka3zaHHOMY HOBOMY afpecy NMOMELLEHWIN, 34aHWUI, COOPYKEHUN U
WHbIX OOBLEKTOB, TEXHWYEeCKMX CpPeAcTB, O0OpyAoBaHMS M TEXHUYECKOW [AOKyMeHTauuw,
COOTBETCTBYHOLLMX YCTAHOBNEHHBbIM TPEBOBAHMSAM, a Takke NPOMbILLIIEHHbIX PErNMaMeHTOB;

) CBeQeHUss O HanuyMnm paboTHUKOB, 3aAKMYMBLUMX TPYAOBble [OOrOBOPbLI, MMELLMX
COOTBETCTBYHOLLEE BbICLIEE UMM CpedHee MpodeccuoHanbHoe obpa3oBaHWe, OTBETCTBEHHbIX
3a MPOM3BOACTBO W MapKUMpPOBKY IEKAPCTBEHHbLIX CPEACTB, HaMEPEHHbIX OCYLLECTBMATb
[AeATEeNbHOCTb MO YKasaHHOMY HOBOMY afipecy.

9. lMNpn HamepeHnn OCYyLLEeCTBNATbL HOBble PaboThbl, COCTaBnsAlLWME OEATENbHOCTb MO
NPOU3BOACTBY J1I€KAPCTBEHHbIX CPEeACTB, paHee He YKasaHHbIX B NUUEH3UW, nuueH3naT B
3as1BreHnn o nepeoopMneHnn NULEH3NN B LOMOSHEHNE K CBEOEHUAM, YKa3aHHbIM B MyHKTaX
1 1 3 yactm 1 cratbn 13 depepanbvHoro 3akoHa "O nMUEH3MPOBAHUM OTAENbHbIX BMOOB
nesaTenbHOCTN", ykasbiBaeT:

a) cBeeHuna o cocCTaBAalOWMX OEATENBbHOCTb NO NMPOU3BOACTBY JIEKAPCTBEHHbLIX CpeacTB
HOBbIX pa60Tax, KOTOpPbIE NNMUEH3NnaT HaMepPEH BbINOJTHATD;



0) cBeQeHUs 0 HanNU4YMKU y NuueH3naTta Ha npaBe COOCTBEHHOCTM UIIM HA MHOM 3aKOHHOM
OCHOBaHMM HeoGXOoOAUMbIX ANS OCYLLEeCTBIIEHUS HOBbIX PaboT, COCTaBMAOWMX OEATENbHOCTb
Mo MPOM3BOACTBY JI€KAPCTBEHHbLIX CPEeACTB, MOMELLEHWUA, 30aHWA, COOPYXEHUA U  WHbIX
0ObEeKTOB, TEXHMYECKMX CPeAcTB, 006opydoBaHMS UM TEXHUYECKOW  [AOKYMEHTaLuu,
COOTBETCTBYHLLMX YCTAHOBEHHbIM TpeboBaHUSAM, a TakKe NPOMbILLNIEHHbIX PErfaMeHToB;

B) CBeOEHMSI O HanmMumm pabOoTHMKOB, 3aKMYMBLUMX TPYAOBbIE OOrOBOPbI, MMELLMX
COOTBETCTBYIOLLEE BbICLLEE UMW CPpeaHee npodeccuoHanbHoe obpasoBaHue, OTBETCTBEHHbIX
3a NPOU3BOACTBO U MapKUPOBKY NEKAPCTBEHHbIX CPEACTB, HAMEPEHHbIX OCYLLECTBNSATL HOBblE
paboThl, COCTaBNAKLLME AEATENbHOCTb MO NPOU3BOACTBY NEKapCTBEHHbIX CPECTB.

10. [Mpu npoBegeHUM nNpPOBEPKM COOTBETCTBUS CBEOEHUM, CcoAepXallmxca B
npeacTaBeHHbIX couckaTenem nNUUEeHsnn (NMMUEeH3naToMm) 3asdBrneHun 1 npunaraemMblX K Hemy
AOKYMEHTaX,  JUUEH3MOHHbIM  TpeboBaHMAM  NUUEH3MPYOWMA  OpraH  3anpawmBaeT
HeobxoaMMble CBEOEHWsA Yy OpraHoB, NPefoCTaBSAIOWMX roCygapCTBEHHbIe YCryri, OpraHos,
npefoCTaBNALWMX MyHUUMNANbHbIE YCIYrK, WHbIX FOCYAapCTBEHHbIX OpPraHoB, OpraHoB
MECTHOro camoynpasneHus nubo noABEAOMCTBEHHbIX WM OpraHu3auum B MNOpSAKe,
ycTaHoBneHHoMm PeaepanbHbiM 3akoHOM "O6 opraHM3aumm NnpeaocTaBrneHnst FoCyaapCTBEHHbIX
N MyHUUMNanbHbIX yenyr".

11.  JlvueHsupyrowmin  opraH pasmewaer B degepanbHON  rocygapCTBEHHOM
MHOpMaUnoHHON cucTeMe "EOMHBLIMG nopTan rocyaapCTBEHHbLIX UM MYHUUMMANbHbIX Yycnyr
(dbyHKUMIN)" B nopsake, ycTaHoBneHHOM [pasutensctBom Poccunckon depepaunn, ceegeHns
0 Xo[e MPUHATUA UM peLLeHns O NpeaocTaBneHun (nepeodopmMIeHnm) nuueH3nm, NnposeaeHns
NMPOBEPKN COOTBETCTBUSA COMCKaTens NUUEH3UU (nuueHsnata) NUUEH3NOHHBIM TpeboBaHMAM,
npeaycMoOTPEHHbIM HacToALWMM onoxeHnem.

12. WHpopmauma, OoTHOCALWAsACA K OCYLECTBMEHU0 AeaATeNnbHOCTU MO MNpou3BOACTBY
NeKapCTBEHHbIX CPeACTB, NpeayCMOTpeHHas Yactamm 1 n 2 ctaten 21 degepanbHOro 3akoHa
"O nnueH3npoBaHUM OTAENbHbLIX BUOOB AEATENbHOCTU", padMmellaeTcs Ha odomumnanbHOM canTte
nuuUeHsupyLwero opraHa B WMHAPOPMALMOHHO-TENEKOMMYHUKAUNOHHON ceTn "UHTepHeT" nu
(M) MHPOPMAaLIMOHHBIX CTeHAAX B MOMELLEHMAX NUUEH3NPYOLLEero opraHa B TedyeHue 10 aHen
CO OHS:

a) oduumManbHOro onyonmMkoBaHUS HOPMATUBHbLIX MPaBOBbLIX aKTOB, yCTaHaBMMBAOLLMX
obsi3aTenbHble TpeboBaHMSA K NULEH3NPYEMON AEATENbHOCTY;

6) NPUHATUS NNLEH3NPYIOWUM OpraHoOM PeLLEHUs O NpeaocTaBreHnn, nepeodopmneHmn,
NPUOCTaHOBMNEHUN, BO30OOHOBNEHWUMN UM NPEKPALLEHNN OEUCTBUS NTULIEH3UN;

B) nonyyeHna o1 PegepanbHON HaNoOroBon cnyxObl CBeAeHMrW O nuUKBMAaumm
IOPMANYECKOrO NMua UNn NpekpaLeHm ero AesaTenbHOCTU B pe3yrnbTaTe peopraHn3aumm;

r) BCTYNNEHWS B 3aKOHHYHO CUIY peLleHust cyaa 06 aHHYNMPOBaHUM NIULIEH3NM.

13. JIMUEH3MOHHBIN  KOHTPOSb  OCYLLUECTBNSIETCA B  MOpsiAKe, YCTAHOBIIEHHOM
depepanbHbiM - 3akoHOM  "O  3awmTe npaB  OPUOMYECKUX UL U MHAUBUAOYANbHbIX
npegnpvHMMmaTenem nNpu  OCYLLUECTBIIEHUN TOCYOAapPCTBEHHOrO KOHTpons (Hagsopa) w
MYHMLMNANbHOrO KOHTponsa", C Yy4yeToM OCOBGEHHOCTEeN, YCTaHOBNEeHHbIX ®deaepanbHbIM
3akoHoM "O nuueH3npoBaHNN OTAENbHbIX BUAOB AEATENbHOCTL".

14. lNpencrtaBneHne couckaTenem nuUEH3MM 3asiBNEHNS M OOKYMEHTOB, HEOOXOAMMbIX
ANS NOSTyYeHUs NULEH3NUN, U UX NPUEM NNLEH3NPYIOLLMM OPraHoM, NPUHSTUE NULEH3NPYHOLLUM
OpraHoM pelleHnsa O npeaocTaBneHnn nNuueHsun (06 oTkase B NPeaoCTaBfiEHUU JNMLEH3UK),
nepeogopmMneHmm nuueHsmm (06 otkase B nepeodopMmeHnn NMUEH3NN), NPUOCTaHOBEHUN,
BO30OHOBMEHMM, NPeKpalleHMn OENCTBMSA NULEH3UKN, a Takke npegocraBneHve aybnvkaTta m
KOMMM nuueH3uu, opMUpoBaHNE U BedeHWe §UUEH3NOHHOro [fena, BedeHue peectpa



NUUEH3MN 1N nNpefocTaBfieHMe  CBEAEHUW, COAepXawuxca B pPeecTpe  JINLEH3UN,
OCYyLLEeCTBNATCA B Mnopsagke, yctaHoBneHHoM depepanbHbiM 3akoHOM "O nuueH3npoBaHUU
OTAENbHbIX BUOOB AEATENbHOCTN".

15. 3a npepocTaBrieHVe JMUEH3UPYIOLWNM OpraHoM JMUEH3UKn, ee nepeodopMieHme u
Bblaady AybnukaTta ynnayvMBaeTCA roCydapCTBEHHas MOWfMHaA B pasmepax W nopsgke,
KOTOpble YCTaHOBMEHbI 3aKoHOA4aTenbCTBOM Poccuiickon degepaumm o Hanorax n cbopax.

MpunoxeHwne
K MonoXxeHno 0 NMUEH3MPOBaHUK
NPOn3BOACTBA NEeKapCTBEHHbIX CPEACTB

NEPEYEHDb
PABOT, COCTABJNALWNX OEATEJNIBHOCTbL MO NPOU3BOACTBY
JNIEKAPCTBEHHbIX CPEACTB

Cnncok M3MEHSAOLNX JOKYMEHTOB
(B pea. NMoctaHoBneHus lNpasutensctea PO ot 20.06.2018 N 702)

I. B cchepe obpaweHns neKkapcTBeHHbIX CpeacTB
AnA MeAULUHCKOro npuMeHeHus

1. [Mpon3Bo4CTBO, XpaHeHue wn peanu3auus dapMaueBTMYeCKMX cybcTaHumi,
nosiy4aembiX METOAAMU XMMUYECKOIrO CUHTE3a.

2. [Mpou3BoacTBO, XpaHeHne W peanu3auus  dapMaueBTUYecKnx  cybcTtaHumnm,
nosily4aembix MeTogamMmm BMOTEXHONOrMYECKOro CMHTE3a.

3. [lpou3BoAcTBO, XpaHeHne U1 peanusauma apMaueBTUYECKUX  CybGcTaHumm,
nosiy4aembiX MeTO4aMU BblAENEHNSA N3 XUMUYECKOTO ChIpbSl.

4. T[lpon3BOACTBO, XpaHeHuMe W peanu3auus apmaueBTnyeckux cybctaHumm,
nosiyyaemblX MeTodamMuM  BblAeNeHUss U3 UCTOYHMKOB  OMONOrMYeckoro,  XXMBOTHOTO
NPOUCXOXAEHUS.

5. [lpou3BogCcTBO, XpaHeHMe U peanu3auus  dapMaueBTUYECKMX  CyOCTaHLUMN,
nosily4aembix MeTo4amMu BblAerNeHUs N3 UCTOYHUKOB PacTUTENbHOIO NPOUCXOXAEHUS.

5(1). MNMpons3BoacTBO, XpaHeHne 1 peanu3aumsa dapmaueBTUdeckon cybctaHumm cnvpTa
3Tnnosoro (ataHona).
(n. 5(1) BBegeH lNoctaHoBneHunem lNMpasutensctea P® ot 20.06.2018 N 702)

6. MNpon3BOACTBO, XpaHEHNE M peanu3aumsi CTEpPUNbHbIX NeKapCTBEHHbIX npenapaToB C
yKa3aHWeM rpynnbl NIekapCTBEHHbIX NPenapaTos:

a) npenaparthbl VIMMyHO6I/IOJ'IOFVI‘-IeCKI/Ie mMeanumHCKmne - arnnepreHbl, anneprounabl,
adHATOKCHUHDbI, BaKUWHbI, FaMMaITIO6yJ'IVIHbI, VIMMyHOITIO6yJ'IVIHbI, MMMYHOMOAOYNATOPbI,
MOHOK/IIOHalrbHbl€ aHTUTEeNa, CbIBOPOTKU, TOKCUHbI, LLUTOKUHbI;

6) npenapaTtbl KPOBMW, MOfy4Yaemble METOAOM T[eHETUYECKOW WHXeHepwun, npenaparhbl
KpOBM, Nony4aemMble U3 KpOBM YerOBEKa;



B) Npenaparthbl, cogepalime CUnbHOAENCTBYOLLME BELLECTRA;

r) npenapaTbl, coAepXaliMe BbICOKOTOKCMYHblE  BelecTBa, -  aHTUOMOTMKK
OeTa-nakTamHoro psifia, ropMoHbl, LIUTOCTaTUKW;

A) npenapaTbl, Nofy4yaeMble U3 XXUBOTHOMO ChbIpbSi, - UHCYIMHbI, OpraHonpenaparThl;
e) npenapaTtbl pagmodapMaleBTUYECKNE;
) Npenapartbl, Nofy4aemMble U3 NEKapPCTBEHHOMO PACTUTENBHOMO ChIPbS;

3) npenaparthbl, He Tpebylolime cneunanbHOro BbigeneHns B oTaernbHOe NpoOu3BOACTBO, C
yKaszaHMeM KOHKPETHOW feKkapCTBEHHOW hopMbl (adpo30sib, renb, rybka, kannu, KoOHUeHTpaT
XNOKUA, KpeM, NMHUMEHT, NUOUNU3NPOBaHHbIE NPOAYKTbI, Ma3b, NacTta, MreHkKa, MOpPOLLOK,
pacTBOpUTENb, pacTBOp Ans Auanui3a, pacTBop AN MHbEeKUMW, pacTBop Ans UHAY3uR,
pacTBOp A4S HAPY>XHOro NPUMEHEHUS, CYCMNEH3US, SMYTbCUS).

7. Mpoun3BoacTBO, XpaHeHNe 1 peanu3aums HeCTEPUNbHbIX NEKAPCTBEHHbIX NpenapaToB C
yKasaHWeM rpynnbl NIekapCTBEHHbIX NPenapaTos:

a) npenapatbl WMMMyHOOMOMNOrMyeckne MeauuuHckme - Gaktepuoddary, BaKUMHbI,
MMMYHOrNo6ynMHOBbIE KOMMIIEKCHbIE NpenapaThbl, NPOOUOTUKY;

6) npenapaTbl, cogepxalme CUbHOLENCTBYIOLLME BELLECTBA;

B) npenaparthbl, cogepXxaline BbICOKOTOKCUYHbIE BeLllecTBa, - aHTUOMOTUKN
6eTa-nakTamHoro paga, ropMOHbI, ULUTOCTATUKMK,

r) npenapaTtbl KpOBM, NONyYaeMble U3 KPOBU YEOBEKA;

A) Gronornyeckne nekapcTBeHHbIE NpenapaThi;

e) npenapatbl roMeonaTuyYeckume;

) Npenapartbl, Nony4aemMble U3 NeKapCTBEHHOMO PACTUTENBHOMO ChIPbS;

3) npenapartbl, He Tpebylolme cneynanbHOro BblAeneHnsa B OTAeNbHOe MPOoM3BOACTBO C
yKaszaHMeM KOHKPETHOW IeKkapCTBEHHOW opMbl (adpo3onib, Ganb3am, GPUKET, FOPYMYHKKM,
rpaHynbl, renb, Apaxe, XWOKOCTb, Kanmu, Karncynbl, Kancynbl Msrkue, Knew, kpem, nak ang
HOrTeun, MIMHUMEHT, Ma3b, Macrio, HacTonKa, HacToW, NAaCTUIKK, NACTUIKM XeBaTerlbHble, nacTa,
nenneTbl, MUKW, NNacTbipb, MOPOLUOK, PacTBOP, pPe3nHKa XeBaTellbHas, CMpon, COK, Crpew,
Cynno3uTopuu, CYCMNEH3Ud, Cbipbe pacTUTENbHOE W3MESlbY4EHHOE, Cbipbe pacTUTENbHOE
uenbHoe, TabneTkn ANA MUCNONb30BaHUSA B MOMOCTU pTa, TabneTtkM HenokpbiTble, TabneTku
NoKpbITble 06o0Nno4Ykon, TabneTku wwunydme, TpaHcoepManbHas TepaneBTUYeckas cuctema,
LIAMMYHW, SKCTPaKTbl CyXue, IKCTPAKTbI XXUAKUE, SNNKCUPbI, SMYIbCUN).

8. [lpon3BoOACTBO, XpaHeHMe Wun peanu3aumsa rasoB MeOUUMHCKUMX C  yKasaHuem
nekapcTBeHHOM OOpMbI (ra3 MeaNLMHCKUIA XNOKUIA, ra3 MeOULIMHCKUI CXKaTbIn).

9. Npon3BoaCTBO, XpaHEHNE 1 peanu3auuns NekapCcTBEHHbIX CPeACTB C yKa3aHWeM cTagnm
TEXHOSIOrM4YeCcKoro npolecca - ynakoska (nepBuyHas n (Mnu) BTopuyHas):

Anst papMaLeBTUYeCKnX CyOGCTaHUM - B COOTBETCTBMM C MyHKTamu 1 - 5 HacTosiwero
nepeyHs;

Ansi NeKapCTBEHHbIX MnpenapaToB - B COOTBETCTBMM C MyHKTamu 6 - 8 HacTosiwero
nepeYHs.



Il. B cchepe obpaweHns nekapCTBeHHbIX CpeacTB
AnNA BeTepUHapHOro npuMeHeHus

10. [Mpon3BoacTBO, XpaHeHne W peanu3auus dapMmaueBTMyYeckux cybcTaHuuin,
nosiy4aembiX METOAAMU XMMUYECKOIrO CUHTE3a.

11. [Mpon3BoacTBO, XpaHeHne W peanu3auus dapmaueBTMyYeckux cybcTaHuuin,
nosily4aembix MeTogamm BMOTEXHONOrMYECKOro CMHTE3a.

12. [Mpon3BoaCcTBO, XpaHeHne U peanu3auus dapmaueBTMyYeckux cybcTaHuuin,
nosiy4aembiX MeTO4AMU BblAENEHNSA N3 XUMUYECKOTO ChIpbSl.

13. [Mpon3BoacTBO, XpaHeHne W peanu3auus cdapmaueBTMyYeckux cybctaHuuin,
nosiyyaemblX MeTodamMu  BblAENeHUst U3 UCTOYHMKOB  OMONOrMYeckoro,  XXMBOTHOTO
NPOUCXOXAEHUS.

14. T[lpon3BOACTBO, XpaHeHWe W peanu3aumsa dapmaueBTMYeckux cybcTtaHumn,
nosiy4aembix MeTo4aMu BblAeNeHUs N3 UCTOYHUKOB PacTUTENbHOrO NPOUCXOXKAEHUS.

14(1). NMpon3BOACTBO, XpaHeHME U peanu3aums dapmaueBTndeckon cybcrtaHumm cnmpTta
3TUnosoro (ataHona).
(n. 14(1) BBegeH lNoctaHoBneHunem lMpasutensctea P® ot 20.06.2018 N 702)

15. NMpon3BoacTBO, XpaHeHe U peanu3aumsi CTepUrbHbIX JIeKapCTBEHHbIX NpenapaToB C
yKazaHMeM KOHKPETHOM FeKapCTBEHHOM opMbl (adp0o30sib, refb, KPeM, JFMHUMEHT,
nmounMsMpoBaHHble MNPOAYKTbl, Masb, MacTa, MfeHKa, MOPOLLOK, pacTBoOp, pacTBop Ans
WHBbEKUUKN, cTeknoobpasHaa macca, cTepunbHasd nopuctad mMacca, CycrneHsusi, cyxas macca,
TabneTku, amynbcun).

16. [Npon3BOACTBO, XpaHEHME U peanu3aumns HeCTePUNbHbIX NeKapCTBEHHbIX NpenapaTos
C yKasaHneM KOHKPETHOWN NnekapCTBEHHOW hopMbl (a3po3onb, 6anb3am, 6pukeT, refb, rpaHynbl,
Apaxe, Kannu, Karncynbl, Kancyrnbl Msrkue, Kpem, JIMHUMEHT, Masb, Macrio, MUKpPOrpaHysibl,
MUKPOKarcyrnbl, HaCTOW, HACTOMKa, NacTWMKW, nacTta, nenneTbl, MNacTuHbl, MNIACTUHKN,
nnacTblpb, MEeHKa, MONMMepHasa feHTa, MNOSfIOCKM, MOPOLLOK, pacTBOp, CUPOMN, Crpew,
Cynno3uTopuKn, CycneHsns, TabneTku, LWHypP, SKCTPaKT, ANUKCUP, IMYNbCUS).
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