NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

[TOCTAHOBJIEHUE
ot 13 urousa 2020 r. N 855

O IMPU3HAHUU YTPATUBIIMMU CUJTY
HEKOTOPKIX AKTOB U OTZIEJIbHBIX ITOJIOKEHUI HEKOTOPKIX AKTOB
[IPABUTEJIbCTBA POCCUNCKOU ®ENEPALIVU 1 OB OTMEHE
HEKOTOPBIX
AKTOB ®EJTEPAJIBHBIX OPTAHOB VCIIOJIHUTEJIBHOW BJTIACTU,
COZIEPKALIUX
OBSI3ATEJILHBIE TPEBOBAHNS, COBJIIOIEHUE KOTOPKIX
OLIEHVBAETCH
[PV IIPOBEJEHMU MEPOITPUSITU 10 KOHTPOJIIO [TPU
OCVYUIECTBJIEHUU
®EEPAJIBHOI'O TOCYZIAPCTBEHHOI'O HAZTI30PA B COEPE
OBPAIIEHUS
JIEKAPCTBEHHBIX CPEJCTB IIJII MEJUIIMHCKOI'O ITPUMEHEHU S
(3A VCKJIIOUEHVEM ITPOM3BOICTBA JIEKAPCTBEHHBIX CPEICTB
JIJ1I MEJIULIVTHCKOT'O ITPYIMEHEHN )

[IpaBuTtenbcTBO Poccuiickoit ®enepaliiut IOCTAHOBIISIET:

1. [Ipu3HaTh yTPATUBIIMMU CUITY aKThl U OTAEeJIbHbIE 10JI0KEHUS aKTOB
[TpaBuTenbcTBa Poccuiickoit @epepanyu, cogepkaiiye 00s13aTeIbHbIe
TpeboBaHMsI, COOTIOAEHME KOTOPBIX OLIEHMBAETCS IIPY IIPOBEIEeHUN
MepOIPUSTHUIA TI0 KOHTPOJIIO IIPY OCYILeCTBIeHUM dheaepasbHOTO
roCyIapCTBEHHOTO Ha30pa B chepe obpalneHus J1eKapCTBEHHbIX CPEICTB
IIJISI MeIULIMHCKOTO IIpMMeHeHMs (32 MCK/II0UEeHMEeM IIPOM3BOICTBA
JIEKapCTBEHHBIX CPECTB /I MeOULIMHCKOIr'0 IIPUMEeHEeHMS), 10 IIEPEYHIO
corynacHo npuiaoxkenuto N 1.

2. OTMeHUTb aKThI (pefepasbHbIX OPTaHOB MCIIOJHUTEIbHOI BIACTH,
comepkaliyue oos13aTe/bHbIe TpeboBaHMsI, COOTIOAEeHMe KOTOPBIX
OIIeHMBAETCSI IPY IIPOBEAEeHNM MePOIIPUSITUI 110 KOHTPOJTIO TP
ocyIiecTBiaeHn (peaepasbHOrO rOCyIapCTBEHHOr0 Hazi30pa B cdepe
obpaileHus JeKapCTBEHHbIX CPEACTB IJ/I MeIUIIMHCKOTO IIpuMeHeHus (3a
MCK/TIOUeHMEeM TIPOM3BO/ICTBA JIeKaPCTBEHHbIX CPENICTB A1 MeAUIIMHCKOTO
IIpUMeHeH M), 110 [IePeyHI0 COIIacHO NpuiokeHuo N 2.



3. Hacrosiuee riocTaHoBJIeHMe BCTyIaeT B cuiy ¢ 1 suBaps 2021 r.

ITpencenatesns IIpaBuTEeIbCTBA
Poccuiickoit @enepatiyn
M.MUITYCTUH

ITpunoxenue N 1

K MOCTaHOB/IeHMI0 [IpaBUTENbCTBA
Poccuiickoi @enepanu

ot 13 uions 2020 r. N 855

ITEPEYEHDb
YTPATUBIIMX CUJTY AKTOB Y OTAEJIbHBIX ITOJIOXKEHUI AKTOB
TTPABUTEJIbCTBA POCCUICKON ®EIEPALIMIM, COOEPKAIIX
OBA3ATEJIbHBIE
TPEBOBAHIS, COBJIIOJEHME KOTOPBIX OHEHMBAETCA ITPU
[TPOBEJEHNN
MEPOIIPUATHI 110 KOHTPOJIIO ITPY OCYIIECTBJIEHUM
GENEPAJIBHOI'O
I'OCYOAPCTBEHHOI'O HAI3OPA B COEPE ObPAIIIEHNA
JIEKAPCTBEHHbBIX
CPEICTB 4JI1 MEAVMIITMHCKOT'O ITPUMEHEHVS (3A MCK/IIOYEHMEM
[TPOM3BOCTBA JIEKAPCTBEHHBIX CPEICTB
I MEOMIMHCKOI'O ITPUMEHEHN )

1. IToctanoBneHnue IIpaBuTtenbcTBa Poccuiickoit @enepaiiumt OT 3 CeHTSIOPS
2010 1. N 674 "O6 yrBepskaeHun IIpaBus1 YHUUTOKEHMUS
HeJI0OpOoKaueCTBEeHHBIX JIEKAPCTBEHHBIX CPeCTB, (panbcuPuUIIMPOBaHHBIX
JIeKapCTBEHHbIX CPEICTB ¥ KOHTPadaKTHbIX JTIeKapCTBEHHBIX CPeNCTB"
(Cobpanue 3akoHOmaTenbcTBa Poccuiickoit @emepanym, 2010, N 37, cT.
4689).

2. ITocranoBnenne [IpaBurenbcTBa Poccuiickoit @emepanuy OT 3 CEHTIOPS
2010 . N 683 "O6 yrBepskaeHuu [IpaBui akKpeauTauy MeIUIMHCKUX
OpraHm3aiuii Ha IIPaBo MPOBeIeHMS KIMHUYECKIX UCCIeq0BaHUM
JIEKapCTBEHHBIX ITpernapaToB AJIs MeAUIIMHCKOro npumeHeHus" (CobpaHue
3aKoHomaTeNnbCTBa Poccuiickoin ®epepannm, 2010, N 37, cT. 4697).

3. [IyHKT 3 U3MeHeHUi1, KOTOpble BHOCATCS B aKThI [IpaBuTe/NbCTBA
Poccuiickoit ®enepatiiu 1o BOIpocaMm MpesoCTaBIeHUs roCyapCTBEHHBIX



ycayT B cpepe obpalieHust ieKapCTBEHHBIX CPEJICTB, YTBEPKAEeHHBIX
roctaHoByieHueM [IpaBurtenbcTBa Poccuiickoit ®egepanum ot 5 gekadbpst
2011 r. N 1001 "O BHeceHuM U3MeHeHM1 B HEKOTOPbIe aKThI [IpaBuTENbLCTBA
Poccuiickoit ®enepaiyy 1o BOIMpOcaM MpeoCTaBIeHMS TOCyIapCTBEHHBIX
ycIIyT B cepe obpaineHus JekapcTBeHHbIX cpencTB” (CobpaHue
3aKoHogaTeabCcTBa Poccuiickoir ®emepannu, 2011, N 50, ct. 7390).

4. TIyakTel 123 1 125 n3MeHeHMi, KOTOPbIE BHOCSITCS B aKThI
[TpaBuTenbcTBa Poccniickoit @epepaunn o BOIPOCam AesTeTbHOCTU
MuHMcTepcTBa 3ApaBooxpaHenus Poccuiickoit @eniepaniiu, yTBepKIeHHbIX
nocraHoByieHeM [IpaBuTenbcTBa Poccuiickoit @emepaiium oT 4 ceHTSIOpS
2012 r. N 882 "O BHeceHMM U3MEHEHUI1 B HEKOTOPbIe aKThI [IpaBuUTENIbCTBA
Poccuiickoit @epepauny o BOIpoOcam AesTeIbHOCT MuHucTepCcTBa
3apaBooxpaHenus Poccuiickoit ®enepanun” (CobpaHue 3aKOHOAATEIbCTBA
Poccuiickoit @enepaunm, 2012, N 37, ct. 5002).

5. ITocranosienne IpaBurenbcTBa Poccuiickoit ®emepanyiu ot 16 ssHBaps
2016 1. N 8 "O BHeceHun uameHeHuii B [IpaBuia yHUUTOKEHUS
HeJ06pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, HDamrbCUPUIIMPOBAaHHBIX
JIeKapCTBEHHBIX CPeCTB 1 KOHTPadaKTHBIX JIeKAPCTBEHHBIX CPEJICTB"
(Cobpanme 3akoHOmaTenbcTBa Poccuiickoit @emepannn, 2016, N 4, cT. 535).

[Tpunoxkenue N 2

K ocTaHoBieHU10 [IpaBuTenbCTBa
Poccuiickoi @eneparniu

ot 13 mions 2020 r. N 855

TTEPEYEHD
OTMEHEHHBIX AKTOB ®EJIEPAJIbHBIX OPTAHOB UCIIOJTHUTEIBHOI

BJIACTU,

COJIEPKAIIIVX OBSI3ATEJIbHBIE TPEBOBAHVS, COBJIIOIEHUE
KOTOPBIX

OLIEHMBAETCS TTPY [TPOBEJIEHUY MEPOITPUSTUI 1O KOHTPOJIIO

TTPY OCYIIECTBJIEHUY ®EIEPAJIBHOTO TOCYIAPCTBEHHOT'O

HAJI30PA
B COEPE OBPAIEHNS JIEKAPCTBEHHBIX CPE/ICTB IS
MEQUIIMHCKOTO
TIPUMEHEHUS (3A VUCKJTIOYEHVEM [TPOU3BOJICTBA JIEKAPCTBEHHBIX
CPE/ICTB [T MEOVLIMHCKOTO ITPMMEHEHUS)



1. ITpuka3 MuHKucTepcTBa 3ApaBooxpaHenus Poccuiickoit @emepaiiviu oT 16
utoist 1997 r. N 214 "O KOHTpoJie KauecTBa JIeKapCTBEHHbIX CPeJICTB,
M3TOTOBJIIEMBIX B allTEUHbIX OpraHM3anusx (arnrexkax)".

2. [Ipuka3 MunucrepcTBa 3apaBooxpaHenus Poccuiickoit @egepanum ot 16
oKkTsI6pst 1997 r. N 305 "O HOpMax OTKJIOHEHMUA, TOIMYCTUMBIX IIPU
M3TOTOBJIEHMM JIEKAPCTBEHHBIX CPEACTB U (hacoBKe ITPOMBIILIEHHOM
MIPOOYKIIMMA B aliTeKax".

3. [Ipuka3z MuHucTepcTBa sapaBooxpaHenns Poccuiickoin @eneparnym ot 21
oKkTs16pst 1997 r. N 308 "O6 yTBepxkaeHUr MHCTPYKIIMM 10 M3TOTOBJIEHUIO B
arTeKax KUIKMX JIeKapCTBEeHHbIX opm".

4. ITpukas MuHMUCTEpPCTBA 3/IpaBooXxpaHeHust Poccuiickon @enepanyy ot 21
okTs6pst 1997 r. N 309 "O6 yrBepxkaeHuu VHCTPYKIIUM 110 CAHUTAPHOMY
peXXuMy arnTeuHbIX OpraHmu3aiuii (arnrex)".

5. Ilpuka3 MuHucTepcTBa 3apaBooxpanennst Poccuiickoit @emepanym ot 12
HOs16pst 1997 1. N 330 "O Mepax 110 yIy4dllleHMIo yueTa, XpaHeHusl,
BBIIMCBIBAHUS U UCIIONIb30BaHNSI HAPKOTUUYECKUX CPeNCTB".

6. [Ipuka3 MunucrepcTBa 3apaBooxpaHenus Poccuiickoit @epgepamum ot 20
utonst 2001 r. N 284 "O6 yTBepkIeHUM HOPM eCTeCTBEHHO YObUIN
JIeKapCTBEHHBIX CPEeCTB U U3Aennii MeJULIMHCKOrO Ha3HAYeHUs B
arTeYHbIX OPraHMU3aLMsIX He3aBUCUMO OT OPraHU3alMMOHHO-TPAaBOBOIA
dbopmbI 1 GOpPMBI COOCTBEHHOCTHU" (3aperUCTPUPOBaH MUHUCTEPCTBOM
roctuiu Poccuiickoir @egepanym 26 oktsa6ps 2001 1., perncTpaiiOHHbINI
N 2997).

7. I[Ipuka3z MuHucTepcTBa 3apaBooxpaHeHns Poccuiickoin @emeparnym ot 17
arpesis 2002 r. N 124 "O6 yTtBepkaeHMM GOpMBI [IJIs yueTa JaHHbIX O
JIeKapCTBEHHBIX CpelCcTBax”.

8. IIpuka3 MunucrepcTBa 3apaBooxpaHenns Poccuiickoit ®egepamum ot 16
mast 2003 r. N 205 "O BHeceHUM M3MeHeHMIi 1 AonoHeHui B [Ipukas
Mwuusnpasa Poccum ot 12.11.1997 N 330".

9. IIpuka3 MuHucTepcTBa 3apaBooxpaHenus Poccuiickoit ®epgepaiinm ot 28
mast 2003 1. N 224 "O6 yrBepskneruu ITonoxkeHus: 06 MHGOPMaIOHHO
cucreMe, obecreunBamwIneii CyobeKThl 00 paleHms JIeKapCTBEHHBIX CPEACTB
HeoOxoaMMoi MHbopMaluein” (3aperucTpupoBad MUHMUCTEPCTBOM



octuuuu Poccuiickoit ®egepanyn 3 nioHs 2003 r., perucTpauMoOHHbI N
4628).

10. IIpuka3 MuHucTepcTBa 34paBOOXpPaHEeHNs U COLMAIbHOTO Pa3BUTUS
Poccuiickoit ®egepauym ot 9 suapst 2007 . N 2 "O6 yTBepskaeHUM HOPM
€CTeCTBEHHOI yObUIM MIPU XPaHEHUM JIEKAPCTBEHHbBIX CPEJICTB B alITeUHbBIX
yupexneHnsax (OpraHn3anusix), OpraHn3anusax ONNTOBO TOProOBIU
JIeKapCTBEHHBbIMY CpeCTBAMMU U YUPEXKAEHUSIX 34paBOOXpaHeH s
(3apeructpupoBaH MuHMUcTepcTBOM HOCTUIIMM Poccniickoit @enepaniyin 2
despasns 2007 1., peructpaunoHHbiit N 8880).

11. IIpuka3 MuHMUCTEepCTBA 34PaBOOXpPaHEHNS U COLMATBHOTO Pa3BUTUS
Poccuiickoit ®enepanyy ot 26 uwoHsa 2008 r. N 2961 "O BHeceHUM
usMeneHus B [Ipukas MuHucTepcTBa 34 paBooxpaHenus Poccuiickom
®epnepanyu oT 12 Hos16ps 1997 r. N 330 "O mepax 1o yayulieHUIo yueTa,
XpaHeHMS, BbITIMChIBAHMS U UCIIOJb30BaHMS HAPKOTUUECKUX CPEeZICTB U
TICUMXOTPOIIHBIX BelleCTB".

12. Ilpuka3 MuHucTepcTBa 34paBOOXpaHeHNs U COLMAIbHOTO Pa3BUTUS
Poccuiickoit ®epepauyu ot 27 utoisg 2010 r. N 5531 "O6 yTBepkaeHUn
BUJIOB allTeUHbIX OpraHn3anuit” (3aperncTpupoBad MMHUCTEPCTBOM
foctuiuu Poceuiickoit ®enepanu 8 ceHTsi6pst 2010 T., perucTpalMoOHHbIN

N 18393).

13. ITpuka3 MuHMCTEpCTBA 30PaBOOXPAHEHMS U COLIMATBHOTO Pa3BUTUS
Poccuiickoit @enmepauyu ot 26 aBrycta 2010 r. N 7571 "O6 yTBepKaeHUU
TOPSIIKA OCYINECTBIEHMSI MOHUTOPMHTA 6€30ITaCHOCTH JIEKaPCTBEHHBIX
TpenapaToB IJIs MeIUIIMHCKOTO IIPUMEHEeHMSI, PerMCTpaluy IT0O0UHbIX
JIeiiCTBUIA, Cepbe3HbIX HexKelaTe/bHbIX peaKiinii, HellpeABUIe HHbIX
HeXXeJaTeJbHbIX peakiuii Ipyu MpUMeHeHUM JIeKapCTBEeHHbIX MperapaToB
IJI1 MeSULUMHCKOTrO IIpUMeHeHus" (3aperucTpupoBad MMHUCTEPCTBOM
octuuyu Poceniickoin @enepanum 31 aBrycra 2010 r., pernctpauMOHHbIN N
18324).

14. TIpuka3 MuHMCTepCcTBa 3ApaBooxpaHenus Poccuiickoit ®egepannu ot 1
aripesis 2016 r. N 1991 "O6 yrBepskaeHuu IIpaBut Hajjieskalei
J1a60paTOPHOI MPAKTUKMU" (3aperucTpupoBaH MUHUCTEPCTBOM KOCTUILIUNA
Poccuiickoit @emepannm 15 aBrycra 2016 r., perucTpauoHHbIi N 43232).

15. TIpukas MuHucTepcTBa 3apaBooxpaHenust Poccuiickoit ®emepanym oT



21 mexabps 2016 . N 9791 "O6 yTBepkIeHUM TpebOBaHMIT K 00bEMY Taphl,
YITAaKOBKE ¥ KOMIJIEKTHOCTM JIEKapCTBEHHBIX MPenapaToB AJ1s1
MeIVLIVMHCKOIO MpMMeHeHus" (3aperucTpupoBaH MMHUCTEPCTBOM
roctuiyu Poccuiickoin @epgepanyn 11 suBaps 2017 1., peructpauOHHbIN N
45149).

16. [Ipukas MuHucTepcTBa 3apaBooxpaHenns Poccuiickon @enepanym ot 8
deBpainst 2017 r. N 471 "O6 yTBepsKIeHMUM TIepeuHs JJeKapCTBEHHbBIX
IpernapaToB JJIs1 MeJUIMHCKOTO IIpYMeHeHMsl, B OTHOLIEeHUM KOTOPbIX
yCTaHABIMBAIOTCS TPeOOBaHMS K 00beMY Taphbl, yITaKOBKe U
KOMIIJIEKTHOCTU" (3aperucTpupoOBaH MMHNUCTEPCTBOM KOCTULIUN
Poccuiickoit ®epepaunu 28 despass 2017 r., peructpaunonHbiii N 45808).



