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O BHeceHUH N3MEHEHHS
B NepevYeHb HHAKKATOPOB PHCKA HapyllleHHs 0053aTebHbIX TpeOoBanmii
npu ocymecTBieHnH ¢eaepaanLHOro rocyAapcTBeHHOro KOHTPoJIs (Haa3opa)

B cepe oOpamenns JIeKAPCTBEHHBIX CPEACTB /I8 MEAHIHHCKOr0 NMPUMeHEeHHs],
yTBepXKAeHHbII npuKa3oM MHHHCTEPCTBA 3/1PABOOXPAHEHHUS
Poccuiickoii ®egepaunu ot 7 nexadps 2021 r. Ne 11301 «O06 yTBepKACHHH nepedHs
HHIMKATOPOB PHCKA HapylIeHHs 0053aTe/IbHLIX TPeOOBaHHH NPH OCYLIECTBICHHH
¢eaepaabHOro rocyAapcTBEHHOr0 KOHTPoJIs (Haa3opa) B cepe oOpameHust
JIEKAPCTBEHHBIX CPEACTB [Jisl MEAHIHHCKOI0 NPHMEHEHHSD)

B coortBerctBHHM ¢ mIyHkTtoM | wactu 10 crarbu 23 @elepalbHOro, 3aKoHa
or 31 wmrons 2020 r. Ne 248-®3 «O rocymapcTBEHHOM KOHTposie (Hauz3ope)
1 MyHHUIUIATHHOM KoHTpole B Poccuiickoii ®enepanuu», myHktom 1 Ilonoxenus
0o MunucrepctBe 3apaBooxpaHeHus Poccumiickod @enepannu, yTBEPXKICHHOTO
nocraHosieHueM IlpaButensctBa Poccuiickoit Menepanuu ot 19 mons 2012 r. Ne 608,
IpUKa3bIBal:

VYTBepauTh NpuiaraeMoe U3MeHeHNe, KOTOPOe BHOCUTCS B IE€peYeHb HHINKATOPOB
pHCKa HapylleHusi Oo0s3aTeNbHBIX TpeGOBaHMil IIPH OCYINECTBIEHMH (eepaabHOro
rocyIapCTBEHHOrO KOHTpoJs (Ham3opa) B cdepe oOpallleHHs JEKApCTBEHHBIX CPEACTB
VIS MEOWLMHCKOro TNpMMEHEHHs, YTBepXKICHHBIH IpuKasoM MmuHHCTEPCTBa
3apaBooxpaHeHus Poccuiickoit ®enepammm ot 7 gexabps 2021 r. Ne 1130n
«O6 yTBepXeHUM MEPEYHs] HHAMKATOPOB PUCKA HapyIIeHUs 00s3aTeNbHBIX TpeOOBaHUIH
IIpY OCYIIECTBIEHHH (peJepabHOr0 rocyJapCTBEHHOro KOHTpons (Hamsopa) B cdepe
0OpalleHns JIEKAPCTBEHHBIX CPEACTB VIS MEAULHHCKOTO IPHMEHEHH (3apErUCTPUPOBaH
MuHucTepcTBOM  locTHiMM  Poccmiickoit  ®eneparmu 14 pexabps 2021 .,
peructpaoHHbIi Ne 66313). '
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HN3menenne,

KOTOpO€ BHOCHTCS B epevieHb HHAMKATOPOB PHCKA HAPYILICHHS
00s13aTeJILHBIX TPeGoBaHHil IPH ocylecTBIeHHH ¢eaepaJbHOro
rocyapcTBEHHOr0 KOHTpoIs (HaA30pa) B cdepe oOpamieHHs
JIeKAPCTBEHHBIX CPEICTB AJIfl MEHIIHHCKOTO NPHMEHEHHS], yTBEPX/IeHHbIH
npuka3om MuHucTepcTBa 3ApaBooxpanenns Poccniickoii @enepanun
ot 7 nexa6ps 2021 r. Ne 11301 «O0 yrBep:KAeHHH NepevYHs HHAMKATOPOB PHCKa
HapymeHHus 06s3aTenbHLIX TPeGoBaHHil NpH ocyllecTB/IeHHH (eaepaibHOIO
rocyAapcTBEHHOr0 KOHTPOJIs (Haa3opa) B cepe oOpaieHust
JIEKAPCTBEHHBIX CPEACTB A1 MEAHIHHCKOrO NpUMeHEeHH D)

JIOTIONTHUTE MYHKTOM 3 CIEAYIOLIETO COAEPIKAHUA:

«3. JlBykpatHoe u O0ojlee TpeBBIIICHHE CPEAHHMX IOKasaTelied OTIyCKa
KOHTPOJIMPYEMBIM JIMIIOM JICKAPCTBEHHBIX IPEMapaTroB, MOAJEKAINX MPEIMETHO-
KOJIMYECTBEHHOMY YUYETy, B CpaBHEHHH C CyObeKTaMH OOpalleHHs JIEKapCTBCHHBIX
CpPENICTB, OCYILECTBISAIOUMMU PO3HHYHYIO TOPIOBIIO JIEKapCTBEHHBIMU MpENapaTaMy,
HaXOALIUMHUCS B TOM ke cyobekre Poccuiickoil Peaepalidy, 3a KBapTaj [0 OTHOLICHHUIO
K TpequieCTBYIOLEMY KBapTaly, MO JaHHBIM CHCTEMBl MOHHTOPHMHIA JBHXEHMS
JIEKapCTBEHHBIX [IPENapaToB )it MEAULMHCKOrO TPUMEHEHUSL.).




