MMPABUTEJIBCTBO POCCHMICKON ®EJIEPALINU
ITOCTAHOBJIEHHUE

ot 13 nronsg 2020 r. Ne 855

MOCKBA

O npu3HaHHH YTPATHBIIMMH CHJIy HEKOTOPLIX AKTOB H OT/AEJbHbIX
noJiokeHuH HeKoTopbix akTOB IlpaBuTenncTBa Poceniickoii ®eaepanun
H 00 OTMeHe HEKOTOPbIX AaKTOB (heepabHbIX OPraHOB HCNOJHHTEIbLHOIM
BJIACTH, COAEPKANHX 00513aTe/IbHbIC¢ TPeOOBaHHUSA, COOTI0JEHHE KOTOPbIX

OLIEHHBAETCH NPH NPOBeJIeHHH MEPONPUSITHII MO KOHTPOJIIO NPH
ocylecTBJeHHH (peepaibHOro rocyJapcTBEHHOr0 Haa30pa B cepe
oOpaieHHus JIeKapCTBEHHbIX CPeCTB AJsl MeAHIMHCKOT0o NpHUMeHEeHHUsI
(3a HCKJII0YeHHEeM NPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB
AJI1 MEAMLIHHCKOT0 MPHUMEHEeHHSsT)

IIpaButennscTBO Poccuiickolt Penepallii N0 CTAHOBJISI€ T &

1. ITpu3HaTh yTpaTUBLIMMH CHUIIy aKTbl U OTHACJIbHBIE TOJIOXKEHHNS aKTOB
[IpaButenscTBa Poccuiickoii  ®enepauuu, comepkamiyde o00s3aTeIbHbIE
TpeOoBaHUs, COOMIOJEHHE  KOTOPBIX OLEHHBACTCS IMPH  MPOBENEHUH
MEpOINIpUATHH 110  KOHTPOJIIO  IPU  OCYLIECTBIEHUH  (hemepanbHOTO
rocyZIapCTBEHHOI'0 Haz3o0pa B cepe oOpallleHus JeKapCTBEHHBIX CPEICTB s
MEJUIMHCKOr0 NMPUMEHEHHUs (33 UCKIIIOYEHHUEM ITPOU3BOACTBA JIEKaPCTBEHHBIX
CPEACTB JUId MEIMIUHCKOIO IIPUMEHEHMs), MO0 NEPEeYyHI0 COIIACHO
nprtoxeHnro Ne 1.

2. OTMEHUTh aKThl (PenepaibHbIX OpPraHOB HCIOJHUTENBLHONW BJIACTH,
cozepkaiie obs3aresibHble TpeOOBaHUs, COONIOJIEHHE KOTOPHIX OLIEHUBAETCS
IIpA TPOBEACHHH MEPONPUATHIA IO KOHTPOJK TMNpPHU  OCYIIECTBICHHH
(enepanbHOro rocyJapcTBEHHOI'O HaJ130pa B cdepe 0OpallleH s JTeKapCTBEHHBIX
CPEIACTB JUIsl MEIUUMHCKOIO INPHUMEHEHHs (3a HCKIIOYEHHEM IPOM3BOJICTBA
JIEKapCTBEHHBIX CPEACTB IJI1 MEIMLUHCKOTO IPUMEHEHUs), MO TMEePeYHIO
COIIaCHO IpHIIOXKEHUIO Ne 2.
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3. Hacrosiuee nocranosiienre BcTynaeT B cuity ¢ 1 suBaps 2021 r.

[Ipencenartens [IpaButen
Poccutickoit Qenepaiy

M.Muuryctun
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IPUJIOXKEHUE Ne 1

K IocTaHoBiIeHMIO [IpaBuTenscTBa
Poccuiickoit ®enepannu
ot 13 urons 2020 r. Ne 855

HEPEYEHD

YTPATHBIIMX CHJY AKTOB H OTAeJbHbIX NoJ0:KeHUi akToB [IpaBuTeibecTBa
Poccuiickoii ®eagepanuu, cogep:kamux odsizaTeJbHbIe TPeOOBaHMS,
co0J110leHHe KOTOPbIX OLleHUBaeTcs MPU NPOBeAeHUH MePONPHATHH 1O
KOHTPOJIIO IIPH OCYLIECTBJICHHH (peepajibHOIr0 rocy1apcTBEeHHOr0 HaA30pa
B cepe o0pallleHUs 1eKapPCTBEHHBIX CPEACTB 151 MeHIIHHCKOr O
npuMeHeHHs (32 HCK/II0UeHHEM NMPOH3BO/ICTBA JIEKAPCTBEHHbIX CPEICTB
AJIst MEAHLIHHCKOTO NpUMeHeHHs )

1. IlocTaHoBiieHHE IIpaBuTenscTBa Poccuiickoit ®Denepauuu
or 3 cenrsiopa 2010r. Ne674 "O6 yrtBepxaeHud IIpaBusi YHHYTOKEHHS
HeoOpOKAaueCTBEHHBIX  JIEKAPCTBEHHBIX  CPEICTB, (arbcUPUIHPOBAHHBIX
JeKapCTBEHHBIX CPEACTB M KOHTpa(aKTHBIX JIEKapCTBEHHBIX CpeacTB”
(Cobpanue 3akoHoAaTenbeTBa Poccuiickoit ®enepauuu, 2010, Ne 37, ct. 4689).

2. IlocTaHOBNIEHUE IIpaBuTenscTBa Poccuiickoit Denepanun
or 3 cenrsabps 2010r. Ne683 "O6 yrBepxnenun IlpaBun axkkpeauTanuu
MEIUIMHCKUX OpTaHU3alHil Ha MpaBo NPOBEACHUS KIMHUYECKHX HCCIIeI0BAaHUM
JeKapCTBEHHBIX IIpenapaToB i MeguuuHckoro npumeHeHus” (CoOpanue
3akoHoAaTebcTBa Poccuiickoit @enepauuu, 2010, Ne 37, cT. 4697).

3. IlynxT 3 M3MeHeHHH, KOTOphle BHOCATCS B aKThl [IpaBHTENBCTBA
Poccuiickoli ®elepauuu no BONpOCaM MPENOCTaBIIEHUS TOCYIAapPCTBEHHBIX
ycnyr B cdepe oOpalleHHs JIEKapCTBEHHBIX CPEOCTB, YTBEPKIECHHBIX
noctaHoBiienneM IlpasutensctBa Poccuiickoit ®enepauuun ot 5 nekadps
2011 r. Ne 1001 "O BHeceHuWM M3MEHEHHiI B HEKOTOpble akThl IIpaBHUTEIBCTBA
Poccuiickoii ®enepauyuy 1o BoOIpocaM IPENOCTaBJIIEHUS TOCYAapCTBEHHBIX
yciyr B chepe obpameHus JiekapctBeHHbIX — cpeactB’  (CoOpanue
3aKoHozAarenbcTBa Poccuiickoit @enepanum, 2011, Ne 50, ct. 7390).

4. Ilynkter 123 w125 u3MeHeHuUld, KOTOpbIe BHOCATCA B aKThI
ITpaButensctBa Poccuiickoii ®enepauuu 1O BOIpocaM  JI€ATENBHOCTH
Munncrepersa 3apaBooxpanenuss Pocculickonn ®enepanuu, yTBep>KICHHBIX
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noctanosneHueM IlpaButennctsa Poccuiickoit ®epepanym oT 4 ceHTAOps
2012 r. Ne 882 "O BHeceHHMU U3MEHEHHH B HEKOTOpble akThl [IpaBHTENbCTBA
Poccuiickori  @enmepauuu IO  BOIpocaM  JeSTeIBbHOCTH MHUHHCTEPCTBA
3apaBooxpaHenus Poccuiickoit ®enepanyu” (CobOpanue 3aKOHOHATENLCTBA
Poccuiickoit @enepauuu, 2012, Ne 37, ct. 5002).

5. ITocranosienue IIpaBurenscrBa Poccuiickoit ®eneparmu ot 16 stuBaps
2016r. Ne8 "O BHecenmu wu3MeHenu#it B IlpaBuna  yHHYTOXKEHHUS
HeJOOpOKAaYEeCTBEHHBIX  JIEKADCTBEHHBIX CPENCTB,  GallbCHUIMPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB M  KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CpeACTB
(Cobpanue 3akoHonaTenbeTBa Poccuiickoit @enepannu, 2016, Ne 4, ct. 535).
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TMPUJIOXEHUE Ne 2

K ImoctaHoBneHuto [lpaBurenscTBa
Poccutickont ®enepanuu
ot 13 nrons 2020 r. Ne 855

INEPEYEHD

OTMeHEHHBIX aKTOB (elepajibHbIX OPraHOB HCMOJIHUTEILHOI BJIACTH,
coJepxkalliHX o0sA3aTe/IbHbIe TPeOoBaHHUs, cO0I01eHHEe KOTOPBIX
OLIEHHBAETCS NPH NPOBeIeHHH MEPONIPHATHIH MO KOHTPOJIIO
NpH OCYLIECTBJIEHHH (eepabHOI0 rocyAapcTBEHHOr0 HaA30pa
B c(hepe oOpallleHHs JTeKaPCTBEHHbIX CPeICTB 1JIS MEAHITHHCKOTO
npuMeHeHHH (32 HCKJII0YeHHeM NPOU3BOACTBA JIEKAPCTBEHHBIX
CPeACTB AJIsl MeJULIHHCKOT0 NPHMEHEeHH )

1. IIpuka3 MunuctepctBa 3apaBooxpaHeHus Poccuiickoii ®enepanuu
or 16 monsa 1997 r. Ne 214 "O koHTposie KadyecTBa JIEKAPCTBEHHBIX CPEICTB,
H3TOTOBIIIEMBIX B allTEYHbIX OpraHu3anusax (anrtekax)".

2. Ilpuxas MunHucrepcta 3apaBooxpanenusi Poccuiickoit ®enepanuu
or 16 oxtsabps 1997r. Ne305 "O Hopmax OTKIOHEHHMH, JOMYCTHMBIX
NpW HM3TOTOBJIEHHH JIEKAPCTBEHHBIX CPEACTB M (DacoBKE TNPOMBIIIIEHHOM
NPOAYKLIMH B anTeKax .

3. [Ipuka3 MuHucrepctBa 3zapaBooxpaHeHusi Poccuiickoit ®Denepanuu
or 2lokrabps 1997r. Ne308 "O6 yrBepxneHun ~MHCTpyKumm
M0 U3TOTOBJICHUIO B alTEKax XUAKUX JIEKAPCTBEHHBIX GopM".

4. Ilpukas MunnctepctBa 3apaBooxpaHeHuss Poccwuiickoit ®eneparuu
ot 21 okta6ps 1997 r. Ne 309 "O6 ytBepxxaeHun MHCTPYKUHH IO CAHUTAPHOMY
peXKUMY anTe4HbIX OpraHu3anui (anrek)".

5.I0puka3 MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoit Denepanuu
or 12 HostOpst 1997 r. Ne 330 "O Mepax mo yiydIIeHHIO ydeTa, XpaHeHHs,
BBIITMCHIBAHUA U UCNOJIB30BAaHUS HAPKOTHUUECKUX CPEJICTB".

6. [Ipuka3 MunuctepctBa 3apaBooxpaHeHus Poccuiickoit ®eneparun
ot 20 mrona 2001 r. Ne284 "O6 yTBepkICHHMH HOPM €CTECTBEHHOH YyOBLIM
JIEKapCTBEHHBIX CPEACTB U H3AENHIl MEIMLMHCKOTO Ha3HauyeHHUs B aIlTeUHBIX
OpraHu3alMaX HE3aBUCHUMO OT OpraHU3allMOHHO-NPaBOBON (HOpMBI U (HOpPMEI
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COOCTBEHHOCTH" (3aperucTpupoBaH MUHUCTEPCTBOM OCTULHMHM Poccuiickoii
Oenepanuu 26 oxts6ps 2001 r., peructpauronusiid Ne 2997).

7. Ilpuka3 MunucrepctBa 3apaBooxpaHeHuss Poccuiickoit ®enepanmn
ot 17 anpens 2002 r. Ne 124 "O6 yrBepxaeHun QOpMBI IJsi ydeTa JAaHHBIX
0 JICKapCTBEHHBIX CpeACcTBax".

8. Ilpukas MunucrepctBa 3apaBooxpaHeHuss Poccuiickoit ®eneparnuu
ot 16 mag 2003 r. Ne 205 "O BHeceHHM u3MeHeHUH W AononHeHud B [lpukas
Munzapasa Poccum ot 12.11.1997 Ne 330".

9. Ilpukas MunucrepctBa 31paBooxpaHeHus Poccuiickoit ®enepanuu
ot 28 mas 2003 r. Ne 224 "O6 yrBepxnenuu [lonoxenuss 06 WHOOPMAITHOHHOM
cucreMe, o0ecreuyuBarolle CyObeKThl OOpalleHusl JIEKApCTBEHHBIX CPEICTB
HeoOxoauMol uHbpopManuei” (3aperucTprpoBaH MHUHHCTEPCTBOM FOCTHIIMH
Poccutickoit ®enepanun 3 utonst 2003 r., peructpaliioHHbIA Ne 4628).

10. Ilpukaz MuHHCTEPCTBA 3paBOOXPAHEHUS M COLMAIBHOTO Pa3BHTHA
Poccuiickoit ®@enepanun ot 9 sHBapss 2007 r. Ne2 "O6 yTBepXkIeHHU HOPM
€CTECTBEHHONW YOBITM IpH XpaHEHHWH JIEKApCTBEHHBIX CPEJICTB B AlTEYHBIX
yuUpexJeHUussX  (OpraHM3alMsx),  OpraHu3alligX  ONTOBOM  TOProBiIH
JIEKapCTBEHHBIMU  CPEACTBAMHU M YYPeXAEHUSAX  3IpaBOOXpaHeHHs"
(3apeructpupoBan  MunucTepcTtBoM roctuuuu  Poccuiickoit  ®Denepanum
2 depaiis 2007 r., peructpanuoHHbIi Ne 8880).

11. Ilpukxa3 MuUHHCTEPCTBA 3APaBOOXPAHEHHS] M COLMAIBHOTO Pa3BUTHUS
Poccuiickoit ®enepauuu ot 26 urons 2008 r. Ne 296H "O BHeceHUU M3MEHEHUS
B IIpuxaz Mnunucrepctea 3npaBooxpaHeHuss Poccuiickoit ®@enepanun
oT 12 Hoabps 1997 r. Ne330 "O Mepax mHo yiydllIeHHIO ydyeTa, XpaHEHHS,
BBIIMCBIBAHUSA M MCIIOJNB30BaHUsI HApPKOTUYECKHX CPEeACTB W TICHXOTPOITHBIX
BEIIECTB' .

12. Ilpnkaz MuHHCTEpPCTBa 34paBOOXPAHEHUS U COIMAILHOTO Pa3BUTHUS
Poccuiickoit ®enepaunu ot 27 urong 2010 r. Ne 5531 "OO6 yTBepKIE€HUU BUIOB
anTe4yHbIX OpraHusauuil” (3apeructpupoBaH MHMHHCTEPCTBOM  FOCTHIHH
Poccuiickoii @enepanuu 8 centsops 2010 r., peructpannonHsiid Ne 18393).

13. Ilprikaz MuHHCTEpPCTBA 34PaBOOXPAHEHUS U COLMAIBHOTO Pa3BHTHS
Poccuiickoit ®enepanun ot 26 aBrycta 2010r. Ne 7570 "O6 yTBep)KIaeHUH
MOpsiAKAa  OCYLIECTBIIEHHS MOHHUTOPHUHra O€30MaCHOCTH  JIeKapCTBEHHBIX
npenaparoB [Uis MEAWLMHCKOIO MPUMEHEHHs, PEerucTpallu [MOOOYHBIX
OEHCTBHM,  CEpbE3HBIX  HEXKENAaTeNbHBIX  peakUuud,  HenpeaBHIECHHBIX
He)eJaTeIbHbIX PEaKLUi NMpU NMPUMEHEHUM JIeKapCTBEHHBIX MpenapaToB IS
MEIUIMHCKOIO IpUMEHEHHUS (3aperucTpUpoBaH MUHHUCTEPCTBOM FOCTHULIMHU
Poccuiickoit ®enepaunn 31 aBrycra 2010 r., peructpannonnsiii Ne 18324).
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14. ITpuka3s Munucrtepcrsa 3apaBooxpaHenus: Poccuiickoit ®enepanuu
or lampens 2016r. Ne 1991 "O6 yrBepxknenuu [lpaBun Hagiexanei
nabopaTopHO!l HpakTHKH' (3aperucTpupoBaH MHUHHCTEPCTBOM  HOCTHIIUH
Poccuiickoit ®enepanuu 15 aprycta 2016 r., peructpanidonHbiit Ne 43232).

15. Ilpukas MunucrepctBa 3apaBooxpaHeHus Poccuiickoit ®eneparuun
oT 21 nexabps 2016 r. Ne 9791 "O06 yTBepkaeHuM TpeboBaHU K 00BEMY Taphl,
yIaKOBKE M KOMIUIEKTHOCTH JIEKQpPCTBEHHBIX TpPErnapaToB IS MEIUILMHCKOIO
npuMeHeHus!' (3aperucTpupoBaH MUMHHCTEPCTBOM IoCcTHIHM  Poccuiickoii
Oenepanyu 11 suBaps 2017 r., peructpanmonssiii Ne 45149).

16. Ilpuka3s MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoit @enepaiiuu
or 8 ¢eBpanss 2017r. Ne47u "OO6 yTBepkIEHHUH TMeEpedHsS JIeKapCTBEHHBIX
npenaparoB A MEAUUUHCKOIO IpUMEHEHHsS, B OTHOLIEHHH KOTOPBIX
yCTaHABIMBAIOTCS TpeOOBaHUSA K O0BEMY Tapbl, YIAKOBKE W KOMILIEKTHOCTH"
(3apeructpupoBad  MuHnucrepctBoM rocTHLIMH  Poccuiickoit  ®Denepanmu
28 depans 2017 r., peructpanuonnsiii Ne 45808).
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