NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

[TOCTAHOBJIEHUE
ot 13 urouga 2020 r. N 855

O ITPUBHAHNVUM YTPATUBIOIVMI CUJIY
HEKOTOPBIX AKTOB U OTJIEJIbHBIX TTOJIOXKEHVI HEKOTOPBIX AKTOB
TTPABUTEJIbCTBA POCCUMCKOW ®EIEPAILIMM U OB OTMEHE HEKOTOPBIX
AKTOB ®EJIEPAJIbHBIX OPTAHOB VICTIOJTHUTEJIbHOM BJIACTU, COOEPKAIIMIX
OBA3ATEJIbHBIE TPEBOBAHV S, COBJIIOJEHME KOTOPBIX OLIEHVBAETCS
TTPY MTPOBEJIEHUY MEPOITPUATHUN T1TO KOHTPOJIIO TTIPY OCYIIECTBJIEHUM
G®EJEPAJIBHOT'O 'OCYJAPCTBEHHOI'O HAJI3OPA B COEPE OBPAIIIEHNSA
JIEKAPCTBEHHbBIX CPEAOCTB IJII MEJULIMHCKOI'O ITPUMEHERHN
(3A UCKJIIOUEHUMEM ITPOM3BOJCTBA JIEKAPCTBEHHbBIX CPE/ICTB
I MEOMLIMHCKOI'O ITPUMEHEHN )

[TpaBuTenbcTBO Poccuiickoi @enmepaiyiy IIOCTaHOBJISIET:

1. [Ipu3HaTh yTPAaTUBIIMMMU CUTY aKThl ¥ OTAEJ/IbHbIE II0JI0KeH akTOB [IpaBuTenbcTBa Poccniickoin
denepanyu, comepskaiiye 0bsi3aTeIbHbIe TPEOOBAHMS, COOIOIeHNE KOTOPBIX OLIEHMBAETCS IIPU
MIpOBeeHUM MePONPUSITHIA TT0 KOHTPOJIIO IIPU OCYILeCTBIeHUN deepaibHOT0 rocyJapCTBEHHOTO Hai30pa
B cdepe obpalieHust IeKapCTBEHHBIX CPEACTB JJIs1 MeUIIMHCKOTO TpUMeHeHuUsI (3a UCK/IIOUeHeM
MIPOM3BOJCTBA JIEKAPCTBEHHBIX CPENICTB IJ151 MeAULMHCKOTO IIPUMEHEeHMsI), 110 IePEeYHI0 COTIaCHO
npunoxenuwoo N 1.

2. OTMeHUTb aKThI (heJlepaabHbIX OPraHOB UCIIOJHUTEbHOV BJIACTH, COepsKallye 006s13aTe/lbHbIe
TpeboBaHMs, COOJIIOIeHNE KOTOPBIX OLIEHMBAETCS IIPY MTPOBEEHN M MEPOTIPUSITHI 10 KOHTPOJIIO TIPU
oCylIeCTBAeHUM (peepasbHOTO rOCYAapCTBEHHOTO HaZ30pa B cepe 00pallleHNs IEKaPpCTBEHHbBIX CPEICTB
IUIST MEAUIIMHCKOTO MMpYMeHeHMs (32 UCKII0UeHMeM MPOU3BOICTBA JIEKaPCTBEHHBIX CPEICTB JIJIsT
MeIUIIMHCKOTO MTpMMeHeHMsI), TI0 MIepPeuHI0 COrJIacHO mpuioxkeHuo N 2.

3. Hacrosiuee roctaHoB/IeHMe BCTyIaeT B cuiy ¢ 1 suBaps 2021 1.

IIpencenarens [IpaBuTeibCTBA
Poccuiickoit ®enepatyn
M.MUITYCTUH

ITpunoxenue N 1

K IMIOCTaHOB/IeHMI0 [IpaBUTEILCTBA
Poccuiickoit @enepaiiyin

ot 13 uronst 2020 r. N 855

ITEPEYEHb
YTPATUBIIMX CWUJTY AKTOB Y OTAEJIbHBIX ITOJIOXKEHUI AKTOB
TTPABUTEJIbCTBA POCCUMCKOU ®EJEPALIVU, COJIEPKAIIVX OBSI3ATEJIbHBIE
TPEBOBAHNS, COBJIIOJEHME KOTOPBIX OLUEHVMBAETCS ITPU TIPOBENEHNN
MEPOITPUATHI I10 KOHTPOJIIO [TPU OCYIIECTBJIEHWY ®EJIEPAJIBHOTO
IT'OCYIJAPCTBEHHOI'O HAJI3OPA B COEPE OFPAIIEHNA JIEKAPCTBEHHBIX
CPEOCTB AJI1 MEJVUIIMHCKOT'O ITPUMEHEHUS (3A MCK/TIOYEHMEM
[TPON3BOJACTBA JIEKAPCTBEHHBIX CPEJICTB
JJI1 MEOULIMHCKOI'O ITPUMEHEHN )

1. ITocranosnenue I[MpaBurtenvcra Poccuiickoit @emeparium ot 3 ceHTsIOpst 2010 1. N 674 "O6 yTBepskaeHUMN
[TpaBWJ1 YHUUTOXEHUSI HeJOOPOKaueCTBeHHBIX JIeKAPCTBEHHBIX CPEICTB, hanbCcuGUIIMPOBAHHBIX
JleKapCTBEHHBIX CPeICTB U KOHTPadaKTHBIX JIeKapCTBeHHbIX cpelicTB" (CobpaHMe 3aKOHOaTe/IbCTBA
Poccuiickoint ®@enepauyu, 2010, N 37, cT. 4689).



2. TTocranoBnenue IpaButenbcTBa Poccuiickoit @emepanymu ot 3 ceHTs16pst 2010 . N 683 "O6 yTBepKIeHUU
[TpaBui akkpeaAuTaUy MeAVLMHCKUX OpraHu3aLyii Ha IIpaBo POBeeHMs KIMHUYEeCKUX UCCIeJOBaHU
JIeKapCTBEHHBIX ITPerapaToB JIJIs MeIUIIMHCKOro TpuMeHeHus" (CobpaHme 3aKoHOAaTeNbCTBA Poccuiickoii
®enepauym, 2010, N 37, cT. 4697).

3. [IyHKT 3 M3MeHeHMi1, KOTOpble BHOCITCS B akThI [IpaBuTenscTBa Poccuiickoit @emepanyum 1o BOpocam
MpeI0CTaBIEHMSI TOCYIaPCTBEHHBIX YCIYT B chepe obpaleHus T1eKapCTBEHHbBIX CPEICTB, YTBEPKIEHHBIX
roctaHoByieHneM IIpaBuTenbcTBa Poccuiickoit @emepauyu ot 5 mekabps 2011 r. N 1001 "O BHeceHUn
M3MEeHEeHU 1 B HeKOTopbie akThl IIpaBuTenbcTBa Poccuiickoi @enepalivu 1o BOIpocam IpesocTaBaeHns
rOCyIapCTBEHHBIX YCIYT B cpepe obpalieHus JeKapcTBeHHbIX cpeacTB” (CobpaHe 3aKOHOIATEIbCTBA
Poccuiickoir ®emeparnm, 2011, N 50, ct. 7390).

4. ITyukToI 123 1 125 u3zMeHeHuit, KOTOpble BHOCSITCS B akThl [IpaBuTenbcTBa Poccuiickoit ®enepaiiu mno
BOIIpOCaM JesiTe/IbHOCTU MuHMCTepCTBa 34paBooxpaHenyst Poccuiickoit @enepanym, yrBepaeHHbIX
rioctaHoByieHneM [IpaBuTenbcTBa Poccuiickoit @emepaniyu ot 4 ceHTs16ps 2012 r. N 882 "O BHeceHUM
U3MeHEeHMI1 B HeKOTOopble akThl IIpaBuTenbcTBa Poccuiickoit @epepaliyy o BOIIPOCam IesTe/IbHOCTU
MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit ®emgeparun” (CobpaHme 3aKOHOAATEIbCTBA PoccuiicKoii
®enepanyn, 2012, N 37, ct. 5002).

5. ITocraHnoBnenue IIpaButenbctBa Poccuiickoit @enepauyu ot 16 ssuBapst 2016 r. N 8 "O BHeceHUM
musMeHeHui1 B [IpaBuiia yHMUTOKEeHMSI HeOOpOKaueCTBEHHbIX JIeKAPCTBEHHBIX CPEJICTB,
danbcrUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB ¥ KOHTpa(aKTHBIX JiIeKapcTBeHHBIX cpeacTB" (CoopaHme
3aKoHOAaTenbcTBa Poccuiickoit ®emgepanyn, 2016, N 4, ct. 535).

[Tpunoxxenne N 2

K MOCTaHOBIeHUI0 [IpaBUTEIbLCTBA
Poccuiickoi @emepannmu

ot 13 urona 2020 r. N 855

ITEPEYEHb
OTMEHEHHBIX AKTOB ®EJIEPAJIbHBIX OPTAHOB MCITOJITHUTEJIbHON BJIACTH,
COIEPXAIIMX OBA3ATEJIbHBIE TPEBOBAHNS, COBJIIOAEHNE KOTOPBIX
OLIEHMBAETCS ITPY ITPOBEJIEHUIU MEPOITPUSTII TT0 KOHTPOJIIO
[TP1 OCVIIECTBJIEHVU ®EJEPAJIbHOI'O TOCYIJAPCTBEHHOI'O HAZI3OPA
B COEPE ObPAIIEHNA JIEKAPCTBEHHBIX CPEACTB IJI1 MEOMLIVMHCKOI'O
I[MTPUMEHEHNS (3A NCKJTIOYEHMEM ITPON3BOICTBA JIEKAPCTBEHHBIX
CPEACTB 4J11 MEJVIIMHCKOTI'O ITPUMEHEHVA)

1. [Ipukas MuHuctepcTBa 3apaBooxpaHenus Poccuiickoit @enepanum oT 16 nrong 1997 r. N 214 O
KOHTPOJIe KaueCTBa JIEKAPCTBEHHLIX CPECTB, MU3TOTOB/ISEMbBIX B alITEUHbIX OpraHM3aluax (arnTekax)".

2. IIpuka3 MuHucrepcTBa 3gpaBooxpaHennst Poccuiickoiit @emepannm ot 16 oktsa6pst 1997 r. N 305 "O
HOpPMaxX OTKJIOHEHU, JOTYCTUMBbIX ITPU M3TOTOBJIEHMM JIeKaPCTBEHHbIX CPeNCTB 1 (acoBKe
MIPOMBIIIJIEHHOM MPOLYKIMY B aliTeKax".

3. IIpuka3 MuHuctepcTBa 3apaBooxpanenust Poccuiickoit ®emepanym ot 21 oktsiops 1997 r. N 308 "O6
yTBepKAeHU MHCTPYKIMM 110 M3TOTOBJIEHMIO B alTeKaX XUAKNUX JIeKapCTBEHHBIX Gopm".

4. ITpuka3 MuHucTepcTBa 3apaBooxpaHenns: Poccuiickoit ®emepauyu ot 21 okts6ps 1997 r. N 309 "06
yTBepXAeHU NHCTPYKIMM 110 CAHUTAPHOMY PEXMMY allTeYHbIX OpraHu3aluii (anTek)".

5. TIpuka3 MuHucTepcTBa 3apaBooxpaHenus Poccuiickoit @epepaiiiu ot 12 Hoss6ps 1997 r. N 330 "O
Mepax M0 yJIy4lIeHUI0 yYeTa, XpaHeHMsI, BBIUCBIBAHMS U MICIIO/Ib30BaHMSI HADKOTUYECKUX CPeSCTB".

6. [Ipuka3 MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit @enepaivu oT 20 uross 2001 r. N 284 "06
YTBEPKIeHUY HOPM eCTeCTBeHHO yOblIM JIeKapCTBeHHBIX CPeACTB U U3Ie/nii MeIUIIMHCKOTO Ha3HaueH s
B aliTeYHbIX OPraHM3alMsIX He3aBUCUMO OT OpraHM3alMOHHO-TTPaBOBO (HopMbI 1 HOPMBbI COGCTBEHHOCTH"



(3apeructpupoBadH MuHMcTepcTBOM IoCcTUIIMM Poccuiickoir ®emepannu 26 oktsiops 2001 r.,
peructpaiiMoHHbI N 2997).

7. Ilpuka3 MuHucTepcTBa 3apaBooxpaHenust Poccuiickoit ®emepauyu ot 17 ampesnst 2002 r. N 124 "06
yTBepXaeHuu GopMbl IJ151 yueTa JaHHBIX O JIeKapCTBEHHbBIX CpeiCTBax .

8. IIpuka3 MuHucTepcTBa 3apaBooxpanenust Poccuiickoit ®emepanyu ot 16 mast 2003 r. N 205 "O
BHECEHUU U3MeHeHnl 1 nononHenuii B [Ipukas Munsgpasa Poccun ot 12.11.1997 N 330".

9. IIpukas MuHMcTepcTBa 3apaBooxpanenus Poccuiickoit @emepanym ot 28 masg 2003 r. N 224 "06
yTBepkaeHny ITonoskeHnst 06 MHGOPMAIMOHHO cucTeMe, obecIieunBaioneil CyobeKThl 00palleHust

JIeKapCTBEHHBIX CPEICTB HEOOXOAMMOi MHpopMalmeii” (3aperncTpupoBad MUHUCTEPCTBOM I0CTUIAN
Poccuiickoin ®@enepauyu 3 ntonHs 2003 r., pernctpanuoHHbii N 4628).

10. TIpuka3 MuHMUCTEPCTBA 34PaBOOXPAaHEHUS U COIMATIBLHOTO pa3BuTus Poccuiickoit ®emepaium ot 9
suBapst 2007 . N 2 "O6 yTBepkIeHMUM HOPM eCTeCTBEHHO YObUIM TIpY XpaHEHUM JIeKapCTBEHHBIX CPEJICTB
B alITEYHBIX YUpPEXAEHUSIX (OpraHu3almsix), OpraHu3anysx ONTOBOV TOPTOB/IM JIeKapCTBEHHbIMU
CpeCTBaMU U YUpPEXIEHUSIX 3 paBoOXpaHeHus" (3aperncTpupoBaH MMHUCTEPCTBOM IOCTULIUUA
Poccuiickoit ®enepaninu 2 pespanst 2007 r., peructpauyonHbiii N 8880).

11. [Ipuka3 MuHucTepCcTBa 34paBOOXpaHEHNs U COLMaNbHOro pa3Butus Poccuiickoin @enepannm ot 26
mtoHs 2008 . N 296H "O BHeceHnnn nsmeHeHnus B [Ipukas MuHuctepcTBa 3apaBooxpaHeHus Poccuiickorii
Depepatyy oT 12 HOsI6ps 1997 1. N 330 "O Mepax 10 yIyulIeHUIO YUeTa, XpaHEeHMs, BBIMUCHIBAHUS U
UCIIOIb30BAHMS HAPKOTUYECKUX CPELCTB U IICUXOTPOIHBIX BEILeCTB".

12. TIpuka3 MuHMUCTEPCTBA 34paBOOXPAaHEHMS U COLMATILHOTO pa3BuTus Poccuiickoit ®emepatym ot 27
urosist 2010 r. N 5531 "O6 yTBepKAeHUM BUIOB alITeUHbIX OpraHu3anmii’ (3aperucTpUpoBaH
MunuctepctBoM octunyu Poccuiickoit ®emepanyn 8 centssops 2010 r., perucrpanyonsbiii N 18393).

13. [Ipuka3 MuHucTepcTBa 34paBOOXPaHeHNs U COLMaabHOro pa3sutus Poccuiickoin ®@enepanum ot 26
aprycta 2010 . N 7571 "O6 yTBepskaAeHUM TTOPSIAKA OCYIIeCTBIeHMSI MOHUTOPUHTA 6€3011acHOCTH
JIeKapCTBEeHHBIX MTperapaToB I MeJUIIMHCKOTO ITpUMeHeHMsI, perucTpalum moboYHbIX NeiiCTBUI,
Cepbe3HbIX HeXXeslaTe/IbHbIX peaKlUnii, HellpeIBUAEeHHbIX HeXXeJlaTe/IbHbIX peakluii Ipy MpUMeHeHU
JIeKapCTBEHHBIX IperapaToB A1 MeIULIMHCKOTO IpUMeHeHNs" (3aperucTpupoBaH MMHUCTEPCTBOM
octuunu Poccurickoit ®egepaunu 31 asrycra 2010 r., peructpauoHHbiin N 18324).

14. TIpuka3 MuHuctepcTBa 3apaBooxpaHenus: Poccuiickoit ®epepauun ot 1 anpenst 2016 r. N 1991 "0O6
yTBepxkaeHny [IpaBui Hagjiesxkale 1a6opaTopHOi MpakTUKU" (3aperncTpupoBaH MUHMUCTEPCTBOM
toctuinu Poccuiickoit @egepaniuu 15 aBrycra 2016 r., peructpaiiioHHbIi N 43232).

15. ITpuka3 MuHMcTepcTBa 3apaBooxpaHennst Poccuiickoit ®emepanyu ot 21 gekabps 2016 r. N 9791 "0O6
yTBEpKAeHUY TpeboBaHMIT K 00beMy Tapbl, YIIAKOBKE ¥ KOMIUIEKTHOCTY JIEKAPCTBEHHBIX TIPErapaToB IS
MeIUIIMHCKOTO TIpUMeHeHus" (3aperucTpupoBaH MMHUCTEPCTBOM OCTULIMMK Poccuiickoi @enepaniym 11
ssuBaps 2017 r., peructpanoHHbiit N 45149).

16. TIIpuka3 MuHuctepcTBa 3apaBooxpaHenust Poccuiickoit ®emepauyn ot 8 peBpasst 2017 r. N 471 "06
yTBepsKIeHUM IMepevyHs JeKapCTBeHHbIX IpelapaToB A/l MeAUIIMHCKOTO IpUMeHeHMsI, B OTHOIIIeHUM
KOTOPBIX YCTAHABAMBAIOTCS TpebOBaHMS K 00beMY Taphl, yIIaKOBKE ¥ KOMIVIEKTHOCTU" (3aperucTpupoBaH
MunuctepctBoM octuny Poccuiickoit @emepanyu 28 dpespasst 2017 r., peructpaumoHHbiii N 45808).



