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MockBa

O BHeceHMH M3MEHEHHH
B NepeYeHb HHIHKATOPOB PHCKA HApYIIEHHs 0083aTeIbHbIX TpeOoBaHHA
NpH OCyecTBJIeHHH (peJepabHOro rocyAapcTBEHHOr0 KOHTpOs (Haasopa) B cepe
oOpalieHns JeKapCTBEeHHBIX CPEACTB /ISl MeIHIHHCKOrO PUMeHeHHU l, '
yTBepxKAeHHbIi npuka3zomM MuHHcTepeTBa 3apaBooxpanenus Poccuiickoi
®enepaunn ot 7 gexadps 2021 r. Ne 11301 «O6 yrBep:KIeHHH nepeqHst
HHANKATOPOB PHCKA HapylleHHs 0053aTeIbHBIX TPeOOBaAHUH NPH OCYIECTBICHHH
¢eepaabHOro rocyaapcTBeHHOr0 KOHTpoJId (Haa3opa) B cepe odpameHus
nekapc}neﬂﬂmx CpeACTB A8 MeAHLUHHCKOr0 NPpHMEHEHHD)

B coorBerctBud ¢ nyHkToM 1 uactu 10 craren 23 @enepalbHOro 3aKoHa
or 31 wmioma 2020 r. Ne248-®3 «O rocymapcTBeHHOM KOHTpone (Haa3ope)
U MyHHIUNanbHOM KoHTpone B Poccuiickoin ®enepandn», ITyHKTOM 1 Tlonoxenus
o MunucrepctBe 3apaBooxpaHeHus Poccuiickod =~ ®enepauuH, yTBEpXKICHHOIO
nocranosnenneM Ilpasutenscrsa Poccuiickoit @enepanuu ot 19 mons 2012 r. Ne 608
NpUKa3blBalo:

VTBepAUTh TpHIaraeMble HM3MEHEHHUS, KOTOPEIE BHOCATCS B llepeYeHb HHINKATOPOB
pHCKa HapyIIeHHsA OOs3aTeNbHBIX TpeOOBaHMH IIPH OCYIIECTBICHHH (elepalbHOro
rOCyJapCTBEHHOTO KOHTpOJs (Hamsopa) B cdepe oOpallleHHs JIEKapCTBEHHBIX CPEACTB
I MEOUIUHCKOrO NpHMEHEHWs, YTBep)KAEHHbI  IpukasoM MuHuCTepcTBa
3apaBooxpaHeHus Poccuiickoii ®exmepanuun ot 7 nexabps 2021 r. Ne1130m
«O6 yTBEp)KJeHHH MepeuHs MHAUKATOPOB PHCKa HapyIIeHHs o0A3aTeNbHbIX TpeOOBaHHiA
PH OCYIIECTBIAEHMH (ENEPATBHOr0 rOCYJapCTBEHHOTO KOHTpoJs (Han3opa) B cdepe
o6paIleHuns JIEKapCTBEHHBIX CPECTB I MeIMIMHCKOTO NPUMEHEHHS (3aperucTpHupOBaH
MunncrepctBom  roctuuuu  Poccuiickoii  ®enepauun 14 gexabps 2021 r,
perucTpauroHHbii Ne 66313), ¢ u3MeHeHHEM, BHECEHHBIM MpuKa3oM MuHucTepCTBa
3paBooxpanenus Poccuiickoit @enepauny ot 7 anpens 2023 r. Ne 148H (3apeructpupoBaH
MuHucTepcTBOM 1ocTulrn Poccuiickoit @enepanun ot 15 mas 2023 r. perucTpaliOHHBIA
Ne 73312).

M.A. Mypamixo

HOM KOHTPoJIe (Haz3ope) B cdepe 0OpalileHHs JeKapCTBEHHBIX CPEACTB, YTBEPIKIECHHOTO
efepauid oT 29 mons 2021 . Ne 1049.

Munuctp

! Tlynkr 3 TTonoxenus o geaepansHOM rogyaapc
nocraHoByieHHeM [IpaButenscTsa PoccHiic




YTBEPXJIEHBI
NprKa3oM MUHHCTEPCTBA 34PaBOOXPAHEHHS
Poccuiickoit ®eaepanuu

ot « /3 » géfé’ﬁa 2.9 2024 1. Neo_ 5 £}

HN3menenns,

KOTOpbIie BHOCATCS B NepedeHb HHIAHKATOPOB PHCKA HApYLIeHHs! 00s13aTeJbHBIX
TpeGoBaHHii NPH ocyllecTBICHHH (he1epaibHOro rocyiapcTBeHHOro KOHTPOJIs
(naazopa) B cepe obpaleHns JIEKAPCTBEHHBIX CPEACTB [I/Isl MEAHIHHCKOrO
NpUMeHeHHs, yTBepKIAeHHbIi npuKkazoM MuHMCTEpPCTBA 31paBOOXPaHEeHH
Poccuiickoii ®eaepauuu ot 7 nexadps 2021 r. Ne 11301 «O0 yTBepxKaeHHH nepeyHs
HHANKATOPOB PHCKA HapylleHHus 00513aTeJbHBIX TPeGOBAHUH NPH OCYLIECTBICHHH
¢enepasLHOro rocy1apcTBeHHOro KOHTPOJIs (Haa30pa) B cepe obGpauieHns
JIEKAPCTBEHHBIX CPEACTB A/ MEAHUMHCKOro NpUMEHEHHsD»

1. TIyHKT 3 JONOJHKTD CIIOBaMH «(Jajiee — CHCTEMa MOHHTOPHHTA)».

2. lomonHuTk DyHKTaMH 4—-11 ciexyromero coaepxaHus:

«4. TlocTymnenne B JIMIEH3UPYIOIIMI OpraH B TE€YEHHE OJHOIO TOJAa 3asBJICHUS
O TPEJOCTAaBICHAM IHMIEH3MM Ha OCYLIECTBICHHE (apMaLEBTHYECKON MAesATeIbHOCTH
WA O BHECEHHH M3MEHEHHH B PEECTp JIMIIEH3UI OT COUCKATEI TULEH3UH (JIMLIEH31ara),
KOTOPOMY IMPHHAIEXUT Ha IpaBe COOCTBEHHOCTH HWIIM MHOM 3aKOHHOM OCHOBaHWH,
IpelycCMaTPUBAIOIIEM TIPABO BIaJeHHSA U IIPaBO MOIb30BaHMsA, 000py0BaHie, HMEIoIIee
HIEHTHOUIMPYIOIME TNPU3HAKA (HaMMEHOBaHME, Mapka, MoAuHKalMs, 3aBOICKON
(cepuiiHBI) HOMEp, POU3BOAKTEIND), TAKXKe IpPHHAIEKALIEE HA NPaBe COOCTBEHHOCTH
WIM WHOM 3aKOHHOM OCHOBaHHH, IpeIyCMAaTpUBAIOLIEM IIpaBO BIIAJEHHS M IIPaBO
TM0JIB30BaHUs, MHOMY IHMIEH3MaTy (JIHMIEH3UaTaM), HaXofsdlleMycs B HHOM CyObekTe
Poccuiickoit ®enepanuu.

5. TlocrymieHne B JIMICH3UPYIOIIUI OpPraH B TE€YEHHE OIHOrO roja 3asBlCHUS
O MNpeJOCTaBICHHH JHIEH3UM HAa OCYIIECTBICHHE (PapMalEBTHIECKON NesATeITBHOCTH
WM O BHECEHWH M3MEHEHHH B PeecTp JIMIEH3UM OT COUCKATeNs JUIEH3UH (JIUIIEH31ara),
KOTOpOMY INpHHAJJIe)XaT Ha TpaBe COOCTBEHHOCTH WM MHOM 3aKOHHOM OCHOBaHWH,
TpeyCMaTPHBAIOLIEM [IPABO BIaJeHHS U IPaBO MOIb30BaHUsl, IPOU3BOACTBEHHBIH 00BEKT
MM 00BEKTHl (HOMEINEHHUS, 3AaHus, COOPYXEHHs), HCIONb3yeMbIE IS OCYIIECTBICHUS
(apMalleBTHYECKON NEeSTENBHOCTH, Takke NpHHAIeXallkie Ha IpaBe COOCTBEHHOCTH
WIM WHOM 3aKOHHOM OCHOBAHHH, TMpeJIyCMaTpUBAIOIEM IIpaBO BIAJEHHI M IIPaBO
NOJIb30BAaHMsA, HHOMY JIHIIEH3HATy, MPH YCIOBUH OTCYTCTBHS B JIMLEH3UPYIOIIEM OpraHe
HalpaBJIEHHOTO TAaKUM JIMIEH3HAaTOM 3asBICHHMS O BHECEHMH HM3MEHEHHH B peecTp
NMLEH3UH B CIyYae OCYIIECTBIEHUS (papMaLeBTHUECKON IEATENBHOCTH IO ajipecy Mecrta
ee OCYIIECTBIEHHS, HE MPEAYCMOTPEHHOMY B peecTpe IMIEH3UH, MO0 3asBIECHUS
0 IpeKpauleHuH papMareBTHIeCKOH AeITEILHOCTH.

6. Hamuuue y coMcKatens JMUEH3WH (JMIEH3HaTa) pabOTHHMKA, IeATEIbHOCTH
KOTOPOr'0 HEMOCPENCTBEHHO CBS3aHa C ONTOBOM TOProBJIEH JIEKapCTBEHHBIMH Cpe/ICTBaMU
IS MEOULUHCKOTO IPMMEHEHHs, WX XpaHeHHeM H (WIM) pPO3HMYHON TOProBieH
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JIEKapCTBEHHBIMH TpemapaTaMi Ul MEQULUMHCKOTO IPUMEHEHHUs, HUX OTIyCKOM,
XpaHeHHeM M H3rOTOBIeHHeM (fJamee —  (apMalleBTHYeCKas JEATENbHOCTD),
TaKXe 3aKIIOYMBIIET0O B TeYeHHE KalleHIapHOro roja TPYHAOBOM JOroBOp € HHBIM
JULEH3MaToM (JIMIEH3HaTaMK), pacloNOXeHHBIM B MHOM cyObekre Poccuiickoit
®enepaun, He HMEIOIEM OOLIMX aIMHHUCTPATHBHBIX IPaHMIl ¢ CyOBbekToM Poccuiickon
®Desiepaiuy, B KOTOPOM OCYIIECTBIAET (apMaleBTHUECKYIO HEATENbHOCTh YKa3aHHBIH
COMCKATeEJIb JIUIEH3UH (JULEH3HaT).

7. Hanuune B CHCTeME€ MOHHTODHHIA CBEJECHUH O CIHCAHUH JIEKApCTBEHHOIO
mpemapara JUls MeJMIMHCKOrO IpMMeHeHWs Oe3 mepenayn Ha YHHYTOKEHHE
WM YHHYTOXKEHHH JIEKAPCTBEHHOrO NIpenapaTta [isi MEJMLMHCKOro IIPUMEHEHHS B 00beMe
10 mpoueHToB OT 00BbeMa MOCTYIJIEHHS JHMUEH3HATy 3TOr0 JIEKapCTBEHHOIO Ipenapara
B T€UEHME 3 MECSALEB.

8. Hanuuue cBemeHHii B CHCTEME€ MOHUTOPMHIA O Il€pelaye Ha YHUYTOXCHUE
JIeKApCTBEHHOro TIpenapara /s MENUIMHCKOrO TpMMEHeHHsi 0e3 MpeACTaBICHHUS
cBeleHHH o (akTe YHUYTOXKEHHUS OTOr0 JIEKapCTBEHHOrO Ipenapara B  CPOK
Oonee 6 MecsLEB.

9. OTCyTCTBHE B CHCTEME MOHHTOPHHTAa CBeleHMH O BBIBOJE M3 000poTa
JIeKapCTBEHHOTO [IpenapaTa 1Jisi MeAUIMHCKOr 0 IPUMEHEHHs U3 TPYIII COrIacHo AHaTOMO-
TepaneBTHYECKO-XUMHYECKOH  KIaccHOMKAllUM,  PEKOMEHIOBaHHOW  BceMHpHOH
opraHmsanueil  3apaBooxpaHeHmss (manee — ATX), [lpyrux  aHTHCENTHKOB
u  aesmHuuupyromux cpegcte  (Otanom), IIpoTuBoOmyXoneBBIX — Ipenaparos,
IIpoTBOOMYXOJIEBBIX TOPMOHANBHBIX npenaparos, VMMyHOCTHMYJISATOPOB,
HMMyHOZEpeccanToB, [ MIOTIMKEMUYECKHX CHHTETHYECKAX M JAPYTHX CpPEACTB,
THIOrIMKEMHYECKAX  CHHTETHYECKMX M JIDYTMX CPEACTB, B  KOMOMHaNWsX,
AHTUIICHXOTHYECKHX  CPEeICTB, VIMMYHHBIX CBIBOPOTOK M  MMMYHOIJIOOYJIHHOB
MeMLMHCKOM opranu3anueii 6onee 15 Mecsles B Cilyyae HATHYMS B CACTEME MOHHTOPHHIA
HHQOpPMAaUM O TOCTYIJIGHHH 3TOro JIEKapCTBEHHOTO IpenapaTa B MEIMUHHCKYIO
OpraHU3alMIO.

10. OTcyTCTBHE B CHCTEME MOHUTOPHMHIA CBEAECHHHI O peayM3alliy IeKapCTBEHHOTO
mpemapaTta A MENMUMHCKOTO [NpPHMEHeHHMss u3 rpynn cornacHo ATX  JIpyrux
AHTHCENTHKOB W  JAesHMHpuUUpYIOIMX cpeacts (OraHon), IIpoTHBOOIYXOJEBBIX
npenapatoB, [IpOTHBOOIYXONEBBIX FOPMOHABHBIX MpenapatoB, MIMMyHOCTHMYISTOPOB,
MMMyHOOenpeccaHTOB, [ MNOTTHKEMHYECKHX CHHTETHYECKMX M JIPYIHX CpelCTB,
TUIOrIMKEMHYECKMX  CHHTETHMECKAX W JAPYTHMX  CPEACTB B KOMOMHALMSX,
AHTHIICHXOTHYECKAX ~CPEACTB, VIMMYHHBIX CHIBOPOTOK H  HMMYHOTJIOOYJIHHOB,
a TaKKe JIEKAPCTBEHHBIX CPEACTB JUIA MEIUIMHCKOrO IMPUMEHCHHS, IOIIeXKaluX
TIPEIMETHO-KOJINYECTBEHHOMY y4€Ty, OPraHH3allieil ONTOBOH TOProBIIH JIEKApCTBCHHBIMH
CpeICTBaMHU Ul MEIHMIMHCKOro HpuMeHeHus Oojee 6 MecsleB B CIy4ae HalIU4Hs
B CHCTEME MOHMTOPHMHTA HH(POPMALUK O NOCTYIJIEHMH 3TOT0 JIEKapCTBEHHOT0 Ipenapara
B OpraHM3allMi0 ONTOBOM TOProBIH JIEKAPCTBEHHBIMHU CpPEJCTBAMM AJ MEIUUUHCKOro
IIpYMEHEHHUS.

11. OtcyrcTBMe B CHCTEME MOHHTOpHHIa CBeleHHH O  peanu3alud
allTeYHONW oOpraHuM3aluedl, HHAMBHAYAIbHBIM IMpEANPHHUMATENEM JIEKApCTBCHHOTO
Tpenapara Jyis MeIMIMHCKOTO IPAMEHEeHHs U3 Tpynn coriacHo ATX I'mmornnkeMuiecKux
CHHTETHYECKHX H JIPYTHX CPeACTB, [ MIOrIMKEMHYECKAX CHHTETUIECKHUX U IPYTHX CPE/ICTB
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B KOMOMHaIHMAX, JIEKapCTBEHHBIX IpeNaparos,

OTITyCKaeMBbIX

I1o

penenty

Ha JICKapCTBCHHBIC IIpEIlaparthl, Oonee 6 MeECJALEeB B Cllydyae Hall4usl B CHCTEME
MOHHUTOPHHI'A I/IH(bOpMaIII/II/I 0 IIOCTYNJICHHH 3TOT0 JICKapCTBEHHOI'O IIpeTapaTa B allTCYHYIO

OpraHHu3aluio, HHANBUAYAJIbHOMY NPEAIIPHHUMATEIILO.).




