O BHeCeHMn U3MeHeHUMN B NnocTaHoBJseHue MNMpaBuTenbCTBA
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MocTtaHoBneHue MpaBuTenbcTBa Poccuiickon Pegepauum - Ne 1079 - o1 21.07.2020 - MpaBuTenbLCTBO Poccninckom
depepaunn - [1eNCTBYET C U3MEHEHNAMU

MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 21 NKONA 2020 I". Ne 1079
MOCKBA

O BHeCeHUN U3MeHeHU B nocTaHoBneHme MNpaBuTenbcTBa Poccuiickon Peaepaunn oT 14 nekabps 2018 r.
Ne 1556

MpaBnTenbcTBO Poccuinckon depepaumy NOCTaHOBASET:

YTBEPAUTb NpUnaraeMble N3MEHEHNS, KOTOPbIE BHOCATCS B MOCTaHOBAeHMe [paBUTeNbCTBa Poccuinckonm
®epepaumnm oT 14 nekabpsa 2018 r. Ne 1556 "O6 yTBepaeHnmn Mon0XKeHNA 0 CMCTEME MOHUTOPUHIa
ABVKEHUS NEKAPCTBEHHLIX NMPenapaToB A5 MefuLUMHCKOro npuMeHeHmns" (CobpaHne 3aKoHogaTeNbCTBa
Poccuinckon ®epepaumm, 2018, Ne 53, cT. 8641; 2019, Ne 37, cT. 5162; 2020, Ne 2, cT. 196).

Mpencenatens MpaBuTeLCTBA
Poccuinickon ®epepaummn M.MuwwycTnH

YTBEPXXZEHbI

nocTaHoBNeHNEeM lNpaBUTENbLCTBA
Poccuinckon ®epepauun

oT 21 nona 2020 r. Ne 1079

N3MEHEHWA,

KOTOPble BHOCSATCS B MOCTaHoBAeHMe [paBuTenscTea Poccuninckon ®enepauun ot 14 nekabps 2018 r. Ne
1556

1. B nyHKTe 1* 1 ab3aue TpeTbeM NyHKTa 1° C/I0Ba MM CO CKUAKON" UCKIIOYNTb.

2. B T10N10XXEeHWUM 0 CUCTEME MOHUTOPUHIa ABVXEHUSA SIEKAPCTBEHHbIX NpenapaToB 415 MeAULNHCKOr0
NPUMEHEHUS, YTBEPXKLEHHOM yKa3aHHbIM NMOCTaHOBIEHNEM:

a) B NyHKTe 2:

ab3au 4yeTBepThIN [OMNOSHNTL C/I0BaMK "V NpeACcTaBNeHNA OOKYMEHTOB U CBeAEHWI, NPeayCMOTPEHHbIX
YyacTbto 1 cTaTbm 52 PepepanbHOro 3akoHa "06 obpalleHUn nekapCTBEHHbIX CpeacTB", B PeaepasibHyto
cnyxby no Haa3opy B cchepe 34paBOOXPAHEHNS UM NOSTYHEHWS pa3peLleHmns, NPeayCMOTPEHHOI0 YacTbHo
7 cTaTbk 52! ®epepanbHOro 3akoHa "0O6 obpalleHUn nekapCTBEHHbIX CPeAcTB" (B C/lyvyae Npon3BOACTBA
MMMYHOBMONOrMYeCKUX NeKapPCTBEHHbIX NpenapaTos)"”;

ab3au NATbIN N3N0XKNTL B CefyoWen pegakuuu:

"Npu Npon3BOACTBE BHE TeppuTopun Poccninckon degepaumm - onepaunm, nponssoanmele C
JIEKapCTBEHHbIMY MpenapaTamm OT NPOX0XKAEHMSA NPOM3BOACTBEHHON CTaaAnN hacoBKK (YNaKoBKM)
JIeKapCTBEHHbIX NPenapaToB B NEPBUYHYIO YNAKOBKY JIeKapCTBEHHOro npenapaTa (B OTHOLWEHUN
JIEKApCTBEHHbIX NPENapaToB, A5 KOTOPbIX HE MPeayCMOTPEeHa BTOpUYHas (NoTpebuTtensckas) ynakoBka
JIeKapCTBEHHOrO npenapaTa) U BTOPMYHYI0 (MoTpebnTenbCcKyo) yNakoBKY IeKapCTBEHHOIO NpenapaTa 4o
pa3MeLleHNs IeKapCTBEHHbIX NpenapaToB Ha apMaLleBTUYECKOM CKlafe v NpeacTaBNeHns LOKYMEHTOB 1
CBEAEHUI, NPefyCMOTPEHHbIX YacTbio 2 cTaTbk 52t PeaepanbHOro 3akoHa "06 obpalyeHum
JIeKapCTBeHHbIX cpeacTs”, B PefepanbHyto cyxby no Haa3opy B chepe 3paBOOXPaHEHNS UK MONYYEHUS
pa3peLleHns, NPeayCMOTPEHHOr0 YacTbto 7 CTaTbn 52 ®enepanbHOro 3akoHa "O6 obpalueHmm
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JIeKapCTBEHHbIX CpeacTB" (B caiy4yae Npon3BoOACTBa MMMYHOBMONOrMYeCKNX NeKaPCTBEHHbIX NpenapaTos);";
ab3au WecTon NpusHaTh YTPaTUBLLMM CUAY;

nocne ab3aua ABeHaALATOro fONOAHUTL ab3auem cielyroLero CoagepXaHus:

"npeHTnnKaTop CybbekTa obpaLleHns NEKAPCTBEHHbIX CPEACTB" - YHUKAJIbHbINA KO, NPUCBanBaeMbIN
CMCTEMOW MOHUTOPUHIa CybbekTy obpalleHns NeKapCTBEHHbIX CPeACTB MO UTOraM ero permctpaumm B
CUCTEME MOHUTOPMWHIa Ha OCHOBE MepefaHHbIX CybbeKTOM 0bpallleHNst NEKAPCTBEHHbLIX CPEACTB CBEAEHW
06 noeHTNMKaLNOHHOM HOMEepe HanoronnaTeNblUMKa A5 Ka)KA0ro aapeca MecTa OCyLeCcTBAeHNS
LeATesIbHOCTM COrNacHO JINLEH3MM Ha NPOU3BOLCTBO JIEKAPCTBEHHbIX CPenCTB, JIMLEH3UN Ha
hapMaLEeBTNYECKYIO eATENbHOCTb, JIMLEH3UN Ha JeATeNbHOCTb Mo 060pOTY HAPKOTUYECKNX CPEACTB,
NMCUXOTPOMHLIX BELLECTB M MX MPEKYPCOPOB, KYNbTUBMPOBAHMNIO HAPKOCOAEPKALLUNX PACTEHWUI N INLEH3NN
Ha MeAVLMHCKYIO LeATeNbHOCTb (Npy Hanu4ymMm Takom JIMLEH3UN) UK KOLe HanoronaaTenblimka B CTpaHe
perncTpaumm n Koae CTpaHbl pernctpaumm (ana cybbekToB obpalleHns NeKapCTBEHHbIX CPEACTB, He
NPU3HaBaeMbIX HaJoOroBbIMK pe3nageHTamn Poccuiickon ®epepauunn);”;

ab3au aBanuaTb NATLIA MNOC/E CJIOB "MPUMEHeHNE 1" 4ONONHUTL CoBaMK "nepeaady Ha';

ab3auy gBaguaTb AEBATHIN NPU3HATb YTPATUBLLMM CUy;

JONONHNTL ab3auem cienyroLLero cogepXaHus:

"SMUTEHT CPeAcCTB UAEHTUDUKaALMMN" - NPON3BOAMNTENb JIEKAPCTBEHHbLIX CPEACTB, OCYLLECTBASAIOLLMN
NPOM3BOLACTBEHHYIO CTaAMI0 (DAaCOBKM (YNaKOBKM) NeKapCTBEHHOMO nNpenapaTa C HaHeCeHWeM CpPeacTB
NAEHTUDUKALMN Ha BTOPUYHYIO (NOTPebuTenbCKylo) ynakoBKy NeKapCTBEHHOrO nNpenapaTa (a npu ee
OTCYTCTBUW - Ha MEPBMYHYIO YNMAKOBKY IEKapCTBEHHOr0 NpenapaTa), - NP1 NPON3BOACTBE IEKAPCTBEHHOMO
npenapaTta Ha TeppuTopumn Poccuinckon deaepaunn, nam aepxatens nnbo Bragenew perncTpaunoHHoro
YyA0CTOBEPEHMSA NIeKapCTBEHHOI0 NpenapaTa (fanee - perncTpauMoHHOE YA0CTOBEPEHME) - MpK
NPOM3BOLCTBE JIeKapPCTBEHHOIr0 npenapaTta BHe Tepputopun Poccuinckon Genepauuu, nnm
npeacTaBUTENbCTBO MHOCTPAHHOW OpraHn3aumnmn Ha TeppuTopun Poccunckon ®epepaumm, SBastoLLENCs
aep>xatenem nnbo BnagenbLEM PerncTpaLMoHHOro yo0CTOBEPEHNS, - MPY NPOM3BOACTBE JIEKAPCTBEHHOIO
npenapaTta BHe Tepputopum Poccuinckon degepavinn.”;

6) NyHKT 4 gonoaHnTb ab3aLem caenytoLero cogepXXaHus:

"B cnyyae BBO3a B Poccuinckyto degepaunto npy NponsBoACcTBE BHe TeppuTopumn Poccuinckon denepaunn
(32 UCKJIIOYEHMEM NNIeKapCTBEHHbIX NMpenapaToB, BBO3MMbIX 13 FOCYAapCTB - 41eHoB EBpa3niickoro
3KOHOMWYECKOro COt03a) NapTun JIeKapCTBEHHOMO NpenapaTa AOMNYyCKaeTCAa HaHeCeHNe ABYXMEPHOro
LUTPMXOBOro KOAa METOAOM NMeYvyaTh Ha MaTepuasbHbIA HOCUTENb (3TUKETKY), He AOMYyCKaloWmMM OTAENEHNS
MaTepuasbHOr0 HOCUTENS (3TUKETKM), COAEPXKALLEro CPeaCTBO NAEHTUDUKALMM, OT YMaKOBKU
JIeKapCTBEHHOro npenapaTa 6e3 NoBpeXxAeHWi, C NOCAenYIOWNM HaHECEHNEM MaTepPMabHOM0 HOCUTENS
(3TUKETKM) Ha BTOpUYHbIE (NOTpebuTenbCKmne) ynakoBKU JeKapCTBEHHOrO nNpenapaTa (B cyyae ux
OTCYTCTBUS - MEPBMYHbIE YNIAKOBKIM JIEKapCTBEHHOM O NpenapaTa) Ha TaMOXXeHHOM CKJlage, afpec KOToporo
yKa3aH B KayeCTBe afpeca MecTa OCYLLEeCTBJIEHNA LEeATENbHOCTU B IMLEH3UN Ha hapMaLeBTUYECKYIO
AeATeNbHOCTb OpraHM3aLnm, OCyLLeCcTBASIOWEN ONTOBYO TOProBIO IEKAapCTBEHHbIMU CPeACTBaMn.";

B) NYHKTbI 91 - 93 M3N0XKNTb B Cnegyowen pegakumm:

"0, DMUTEHT CPeACTB NAEHTUMONKALUKN NOCSEe NOYYEHUS KOAa MapKMpoBKK obecrneynBaeT ero
npeobpa3oBaHne B CPeACTBO NAEHTUDUKALMMN, HAHECEHUE CPEACTBA NAEHTUDUKALMN Ha BTOPUYHYIO
(moTpebnTenbCcKyo) YNakoBKY JIeKapCTBEHHOIO NpenapaTa (a Npu ee OTCYTCTBUM - Ha NEPBUYHYIO
YNakKOBKY JIEKAPCTBEHHOr0 NpenapaTa) Win Ha MaTepunabHbI HOCUTENb (3TUKETKY) N NepefaeT B
CMCTEMY MOHUTOPWHIa CBEAEHMNSA O HAHECEHUWN CPeACTBa MAEHTU(MKALNN B COOTBETCTBUN C ab3aLem
nepBbIM NyHKTa 35 Wan NyHKTOM 36 HacTosLLero MNosoXXeHus He No3aHee HaCTyNJeHNs OAHON 13
cnegyrowmnx gat:

BBOZ B 060pOT IeKapCTBEHHOIO NpenapaTa, Ha YNaKoBKY (3TUKETKY) KOTOPOro HaHeceHo CpeacTBo
naoeHTuguKauum, npeobpasoBaHHOE 13 COOTBETCTBYIOLWENO KOAA MAapPKUPOBKIX, NPW MPOMN3BOACTBE
JIEKapCTBEHHbIX NPenapaToB Ha Tepputopun Poccninckon Gepepaunn;
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L0CTaBKa JIeKapCTBEHHOrO MpenapaTta B MecTo nNpmbbiTna Ha TeppuTopun Poccuiickon ®enepauun un
nofaym TaMOXXEHHON AeKnapaLnm Ha TOBapbl B MpoLefype BbiMyCKa A8 BHYTpeHHero notpebnexHns nam
nofayv TamMOXeHHOW AeKnapaLunmn Ha ToBapbl B MpoLefype BbiMyCKa A8 BHyTpeHHero notpebneHns
NeKapCTBEHHOrO NpenapaTta, MapkKMPOBaHHOI0 Ha TaMOXXEHHOM CKlafe B COOTBETCTBUM C ab3aLeM BTOPbIM
NyHKTa 4 HacTosLero MonoxeHuns, Npy NPon3BOACTBE NEKAPCTBEHHbIX NPenapaToB BHE TeppuTopun
Poccuiickon ®epepaLmm (3a NCKIIOYEHNEM SIeKapCTBEHHbIX NPenapaTos, BBO3UMbIX U3 FOCYLapCTB -
41eHOB EBPa3MnNCcKOro 3KOHOMUYECKOro COt03a);

BBO3 B Poccunckyto Pegepaumio Ha hapMmaleBTUYECKUI CKNag NeKapCTBEHHOro npenapaTa npu
NPOU3BOACTBE JIEKAaPCTBEHHbIX MPenapaToB BHE Tepputopumn Poccninckon ®egepaLmm - B OTHOLLIEHUN
NeKapCTBEHHbIX MpenapaToBs, BBO3MMbIX U3 FOCYAapCTB - YeHoB EBPa3niiCKOro 3KOHOMMUYECKOro COo3a.
OnnaTa ycnyru no npefocTaB/ieHNo KoLa MapKUPOBKU OnepaTopy CUCTEMbl MOHUTOPUHTA,
npeaycMoTpeHHas nocTaHoBneHneM MpasuTtenbcTBa Poccunckon depepauum ot 8 mas 2019 r. Ne 577 "06
yTBEPXAEHUN pa3Mepa niaThl 3a OKasaHve ycayr no npefoCcTaBeHNI0 KOLOB MapKUPOBKK, HEOBXOAUMbIX
AN PopMUPOBaHNA CPEACTB NAEHTUDUKaLUK N obecrnevyeHnss MOHUTOPUHIa ABVXXEHNS TOBApPOB,
noanexawunx oba3aTeslbHON MapKUPOBKe CpeCcTBaMU UASHTUMMKALMK, @ TaKXXe 0 Nopsaake ee B3nMaHuna",
NPOU3BOANTCS SMUTEHTOM CPEACTB MAEHTUDMKALMM A0 AaThbl MONYYEHNS KOAA MAaPKUPOBKY UK B TEYEHME
180 KaneHaapHbIX LHEN C fAaTbl NOJyYeHNUa Kofa MapKUPOBKKW, HO He Mo34Hee HacTYMJIeHNS OLHOWN 13
cnefywoowux aaT:

BBOA, B 060POT NIEKapCTBEHHOr 0 NMpenapaTa, Ha YNakoBKY (3TUKETKY) KOTOPOro HaHeCeHo CPeacTBO
naeHTudukauum, npeobpasosaHHoOe 13 COOTBETCTBYIOLLEr0 KOA4A MapKUPOBKIX, NPY MPOMU3BOACTBE
NEKapPCTBEHHbIX MpenapaToB Ha TeppuTopun Poccuinckon depepaunu;

LOCTaBKa JIekapCTBEHHOrO npenapaTa B MecTo NpubbiTna Ha TeppuTopumn Poccuinckon ®epepaumm un
nofayn TaMOXXEHHON AeKlapaLyv Ha ToBapbl B Npoueaype BbiMyCcKa A8 BHYTpeHHero notpebaeHns nau
nofaym TaMOXEHHON AeKnapaLnmn Ha ToBapbl B MpoLefype BbiMNyCKa AN9 BHYTpeHHero notpebnexHns
NeKapCTBEHHOro npenapaTa, MapKMpPOBaHHOIO Ha TaMOXXEHHOM CKflade B COOTBETCTBUM C ab3aLiemM BTOPbIM
NyHKTa 4 HacTosLwwero MonoXxeHuns, Npy NPon3BOACTBE NEKAPCTBEHHLIX NPEenapaToB BHE TEPPUTOPUN
Poccuiickon ®efepalimm (3a NCKIOYEHNEM SIeKapCTBEHHbIX NpenapaToB, BBO3MMbIX U3 FOCYLApPCTB -
4yeHoB EBPa3MnCcKoro 3KOHOMUYECKOro COt03a);

BBO3 B Poccuiickyio Pepfepaunio Ha hapMaLleBTUYECKUIA CKaf, IeKapCTBEHHOro npenapaTa npu
NPOU3BOLCTBE JIeKapCTBEHHbIX MpenapaToB BHe Tepputopumn Poccuinckon ®efepaLmm - B OTHOLLIEHUN
NEKapPCTBEHHbIX MpenapaToBs, BBO3MMbIX U3 FOCYAApPCTB - YeHoB EBPa3niiCKOro 3KOHOMMNYECKOro Co3a.
Mpun 3TOM onepaTop CUCTEMbI MOHUTOPUHIa PEFNCTPUPYET (BHOCKT) B cUCTeMe (CMCTEMY) MOHUTOPUHTa
NHGOPMALINIO O HAHECEHNN CPEACTBA NAEHTUDUKALNN, YKa3aHHYIO SMUTEHTOM CPEACTB NAEHTUdNKaLnM B
CBeAEeHNAX 0 HaHeCeHW CpefCTBa MAEHTUGMKALMKW, NoCne NoJyYyeHns onnathl yCayru no
npefoCcTaBAEeHNIO KO4a MapKUPOBKK, Npeobpa3oBaHHOro B COOTBETCTBYOLLEE CPeACTBO NAeHTUhMKaLnm.
PewueHune o Bbibope cnocoba onnaThl YCAYrv No NpefoCcTaBleHMI0 KOLa MapKUPOBKIN NPUHUMAETCS
3MUTEHTOM CPeACTB MAEHTUDUKALUN.

B cnyyae ecnv onnaTa ycayrv no npefocTaBAeHMI0 KOAa MapKUPOBKM OCYLLECTBASETCA SMUTEHTOM
CPeLCTB naeHTudUKauum 4o NpeacTaBieHns UM B CUCTEMY MOHUTOPUHIa CBEAEHNIN 0 HaHeCeHum
CpeLCTBa MAeHTUGMKaLMKW, Npeobpa3oBaHHOMO N3 COOTBETCTBYIOLLENO KOAA MapKUPOBKYW, Takas yCcayra
Npr3HaeTCsa OKa3aHHOW 0ONepaTopoM CUCTEMbl MOHUTOPMHIA B MOMEHT MOJly4eHWUs SMUTEHTOM CPeacTB
NOeHTUPUKaLUM oniavyeHHbIX KOL0B MapKUPOBKU.

B cnyyae ecnv onnaTa ycaiyrv no npefocTaBAeHMI0 KOAa MapKUPOBKM OCYLLECTBASETCA SMUTEHTOM
CPeLCTB naeHTUdUKauum nocsie npeacTasieHns UM B CUCTEMY MOHUTOPUHIa CBEAEHUI 0 HAaHeCeHNN
CpeLCTBa MAeHTUGMKaLmm, npeobpa3oBaHHOIO N3 COOTBETCTBYIOLLErO KOAA MapKUPOBKYW, Takas ycayra
NpU3HaEeTCsa OKa3aHHOM 0NepaTopoM CUCTEMbl MOHUTOPUHIA B MOMEHT perncTpauum (BHeCeHns)
0rnepaTopoM CUCTEMbI MOHUTOPWHIa B CUCTEME (CUCTEMY) MOHUTOPUHIa UHOPMaLUK, CoOaepKaLLencs B
CBEAEHNAX O HAHEeCEHNN CPeACTBa MAeHTUGMKaLmm, npeobpa3oBaHHOro N3 COOTBETCTBYOLErO KOAA
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MapKUPOBKM.
B cnyyae ecqiv B COOTBETCTBUY C NOCTaHoBNeHeM lNpaBuTenscTBa Poccninckon ®enepauun ot 8 mas 2019
r. Ne 577 "O6 yTBEpXAEHMM pa3Mepa MJaTbl 3@ OKasaHme ycayr no npefocTaBieHNI0 KOAOB MapKMPOBKMY,
HeobxoaMMbIX 4S9 (POPMMPOBAHUS CPEACTB NAeHTUPUKaUUnN n obecneyeHns MOHUTOPUHIA ABUXKEHMNS
TOBapoB, Noanexalwmnx oba3aTeNbHON MapKMPOBKE CpeAcTBaMU MAEHTU(MKALMM, @ TakXXe 0 Nopaake ee
B3MMaHus" ycayra rno npefocTaBieHnto Koga MapKUPOBKM He NOANEeXUT onjaTe, SMATEHT CPeacTB
NnaeHTUPUKaLumM Nocsae NosyyeHns Kofa MapkMpoBkM obecneymsaeT ero npeobpasoBaHne B CPeACcTBO
nOoeHTUPUKauun, HaHeCceHe CPeaCcTBa AEHTUMMKALMN Ha BTOPUYHYIO (NOTPeBUTENbCKYIO) YNAKOBKY
JleKapCTBEHHOro npenapaTa (a npu ee OTCYTCTBMM - Ha NEPBUYHYIO YNAKOBKY JIeKapCTBEHHOr0 npenapara)
NAW Ha MaTepuasibHbI HOCUTENb (3TUKETKY) 1 B TedeHne 180 KaneHAapHbIX AHeR nepefaeT B CUCTEMY
MOHUTOPWHIa CBEAEHNS 0 HAHECEHUUN CPEeACTBA UAEHTU(MKAL MU B COOTBETCTBMM C ab3aLeM NepBbIM
nyHKTa 35 nnn NyHKTOM 36 HacTosLero MonoxeHns, HO He No34Hee HaCTYMNeHUS OQHON U3 Cedy oL mMX
naT:

BBOA, B 000POT NIEKAapCTBEHHOr 0 NMpenapaTa, Ha YNakoBKY (3TUKETKY) KOTOPOro HaHeCeHo CPeAcTBO
naeHTudukaumm, npeobpasoBaHHOE M3 COOTBETCTBYIOLLEr0 KOAa MapKUPOBKK, Npy NPON3BOACTBE
JleKapCTBEHHbIX NpenapaToB Ha TeppuTopun Poccninckon depepauuu;

LO0CTaBKa IeKapCTBEHHOMO NpenapaTa B MecTo npubbiTna Ha TeppuTopumn Poccuinckon ®epepaumm un
nofaym TaMOXXEHHOW AeKapaLnm Ha ToBapbl B MPoLielype BbIMyCKa A8 BHYTPeHHEro notpebnexHns nam
nofia4ym TaMOXEHHON AeKnapaLnm Ha ToBapbl B MpoLefype BbiMNyCKa AN9 BHYTpeHHero notpebnexHns
JIeKapCTBEHHOrO npenapaTa, MapKNPOBaHHOIO Ha TaMOXXEHHOM CK/aje B COOTBETCTBMM C ab3auem BTOpbIM
NyHKTa 4 HacToswwero MonoXXeHuns, Npy NPon3BOACTBE NEKAPCTBEHHLIX NPEenapaToB BHE TEPPUTOPUN
Poccuiickon ®efepalimm (3a NCKIOYEHNEM SIeKapCTBEHHbIX NpenapaToB, BBO3MMbIX U3 FOCYLAPCTB -
YyaeHoB EBpa3nnckoro sKOHOMNYECKOro Cot3a);

BBO3 B Poccuiickyio Pefepaunio Ha hapMaLleBTUYECKUIA CKaf, IeKapCTBEHHOr0 npenapaTa npu
NMPOM3BOACTBE SIeKaPCTBEHHbIX MpenapaToB BHe Tepputopun Poccuinckon Genepauun - B OTHOLLIEHUN
JleKapCTBEHHbIX NpernapaTos, BBO3UMbIX U3 rOCYLapCTB - 41eHOB EBPa3nincKoro 3kOHOMUYeCKOro cot3a.
92, KoZbl MapKMPOBKK aHHYIMPYIOTCA B C/IeAYIOLWNX ClyYanX:

a) HapyLleH yCTaHOBMEHHbIM ab3auamMm NSTbIM - BOCbMbIM MyHKTa 9 HacToAwero MoaoXKeHns Cpok onnaThl
yCiyr no npefocTas/ieHNo Koda MapKUPOBKY;

6) HapyLUeH yCTaHOBNEHHbIN ab3aLamMm NepBbIM - HETBEPTHLIM U (MAKN) TPUHAALATBIM - LWEeCTHaALUaTbIM
nyHKTa 9 HacToAwero MonoXKeHns CpokK Nepefayn cBeAeHMn B CUCTEMY MOHUTOPUHIA O HAHECEHMU
CpencTB naeHTUudnKaumu,

93. B peructpauumn B CMCTeMe MOHUTOPUHIa CBeeHU 0 HAHECEeHUN CPeACTB MAEHTU(MKaLNN
0TKa3bIBaeTCA MO CeAYWNUM NPUYNHaM:

a) OTCYTCTBME KOLOB NAEHTUMDUKALMM, YKA3aHHbIX B CBEAEHUAX O HAaHECEHUW CPeACTB UAeHTUdUKaLmm, B
peecTpe CPefcTB MAeHTUDUKaLUM ornepaTopa CUCTEMbl MOHUTOPUWHTa;

6) NnpeacTaBAeHNE IMUTEHTOM CPEACTB UAEHTUDMKALMMN CBEAEHMIN O HAHECEHWNN CPEACTB NAEHTUDUKaLNN
Mo UCTEYEHNMN CPOKa, YCTAHOBNEHHOr0 ab3aLiaMu NepBbIM - HeTBEPTHIM U (MAW) TPUHAALATHIM -
WecTHaguaTbIM NyHKTa 9t HacTosAwero MNonoxxeHns;

B) OTCYTCTBME y OnepaTopa CUCTEMbl MOHUTOPWHIa CBeAEHNI 06 YCTPONCTBE perncTpauum smMmccun, ¢
1CMNOJIb30BaHWEM KOTOPOro nepefaHbl CBEAEHUSA B CUCTEMY MOHUTOPUHTa;

) OTCYTCTBME NOATBEPKAEHUS OMJIaThbl KOJOB MapKMPOBKU, Mpeobpa3oBaHHbLIX B CPEACTBa
NOEHTUPUKALUN, O HAHECEHUN KOTOPLIX SMUTEHT CPEACTB MASHTUDMKALMM NnepefaeT B CUCTEMY
MOHWUTOPWHIa CBEAEHNS 0 HAaHECEHUW CPeACcTBa naeHTUuhnKaumum, npeaycMoTpeHHble ab3auem nepebim
NyHKTa 35 nan NyHKTOM 36 HacTosawero MonoxeHunsa.",

r) ab3aw nepsbit NyHKTa 10 nocne cnos "®efepanbHOro areHTCTBa N0 TEXHUYECKOMY peryiMpoBaHuio 1
MeTpoJsiornn," ONOAHUTbL C/I0BaMK "COCTOMT M3 18 undpoBbIX CUMBOJIOB";

L) NYHKT 24 pononHWTb ab3aueM cnefyiowero CoaepXXaHus:

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.4mn323



"Perncrtpauusi B CMCTEMe MOHUTOPUHIa Cy6bekToB 06palleHns NeKapCTBEHHbLIX CPEACTB - OpPraHn3auuii,
NPU3HaBaeMbIX HaOroBLIMK pe3ngeHTamMmn Poccuinckon ®epepaumm, U UHGUBULYANbHbIX
npeanpvHuMaTenein, UMeKLWmX JIMLEH3MN Ha MPOU3BOACTBO JIEKAaPCTBEHHbIX CPEACTB, INLLEH3MN Ha
(hapMaLeBTUYECKYIO AeSATENbHOCTb (BK/0Yas ONTOBYO Y PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHLIMU
cpencTBamMm), NLEH3MN Ha OesSTeNbHOCTb Mo 060pOTY HAPKOTMYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB 1
NX NPEKYpPCOPOB, KYJbTMBUPOBAHMNIO HAPKOCOAEPXKALLMX PAaCTEHNI U NNLEH3UN Ha MEOULMNHCKYIO
AeATeNbHOCTb, MOXET OCYLLECTBAATHLCSA C UCMOb30BaHNEM hefepasibHON rocyAapCTBEHHON
NHMOPMaLIMOHHON cucTeMbl "EAnHas cnctemMa ngeHTUMKaumMm n ayTeHTUUKaLUnm B MHPaCcTPyKType,
obecneymBatoLLen MHDOPMALMOHHO-TEXHOIOMMYECKOE B3aMOLENCTBUE NHPOPMALIMOHHbBIX CUCTEM,
NCNOJIb3yeMbIX 419 NpefoCTaBleHNs roCyAapCTBEHHbIX M MYHULUMNAJbHbLIX YCAYT B 3/IEKTPOHHOW hopme".";
e) B ab3aLle nepBoM NoAnyHKTa "A" nyHKTa 27 cnoBa "ONTOBOW TOProBAN NEKAPCTBEHHbIMUW NpenapaTaMn’
3aMeHMNTb C/I0BaMun "ONTOBOW TOProOB/IM JIEKAPCTBEHHbLIMY CPEeACTBaMK (B TOM Y/C/Ie OCYLLECTBAAOWUMNA
(PyHKLMUM NO ayTCOPCUHTY)

») NyHKT 30 nocne ab3aLa BTOPOro AONoAHUTL ab3auem cnefytoLllero Coaep)XxaHus:

"ABTOpM3aumsa cybbekToB obpalleHns NeKapCTBEHHbIX CPeACTB - OpraHM3aumnin, NpusHaBaeMblxX
HanoroBeIMK pe3ngeHTamun Poccuinckon ®epgepaummn, U UHAMBUAYaANbHbLIX NPEeANPUHUMATENEN B CUCTEME
MOHUTOPUHIa MOXKET OCYLLECTBNIATLCS NOCPEACTBOM UCMOJIb30BaHMA hefepasibHOM rocyAapCTBEHHOMN
NHMOPMaLMOHHON cucTeMbl "EAnHas cuctemMa ngeHTUGUKauum n ayTeHTUUKaunm B MHOPaCcTPyKType,
obecneymBatoLLen MHDOPMALMOHHO-TEXHOIOrMYECKOE B3aMOLENCTBUE NHPOPMALIMOHHbBIX CUCTEM,
NCMOoNb3yeMblX 419 NPeoCTaB/eHNs rOCYAapCTBEHHbIX U MYHULMMAJIbHbIX YCAYT B 3/IeKTPOHHON hopme".";
3) B NyHKTE 32:

ab3au nepBbIN N3N0XNTb B CleAyOLWEN peaakumm:

"32. MNepenada CBe4EHUN B CUCTEMY MOHUTOPUHIa OCYLLECTBASETCSA NOCPEACTBOM HanpaBaeHns hanios B
chopmaTe 1 B COOTBETCTBUN C MHCTPYKLMEN, ONUCHIBAIOLLIEN NpoLenypbl NpeacTaBieHns cBeaeHNIA
cybbekTamm obpalleHns NeKapCTBEHHbIX CPEACTB, COMrIaCOBaHHbIMIN C MUHNCTEPCTBOM 3[1PaBOOXPaHEHUS
Poccuinckon degepaunm 1 pasMeLeHHbIMY 0NepaTopoM CUCTEMbI MOHUTOPUHIA B MH(OPMaLMOHHO-
TesIeKOMMYHMKaLMOHHON ceTn "MIHTepHeT" Ha ero ouumnanbHoOM cante.";

AOMNONHUTL ab3aLeM cneayloLero cCoaepXXaHums:

"MI3ameHeHne hopMaTa B3aMMOAeNnCTBUA UHOOPMALMOHHBLIX CMCTEM CybbekToB 0bpalleHns IeKapCTBEHHbIX
CpeacTB C CUCTEMON MOHMTOPMHIA MPON3BOANTCA He Yawe 1 pa3a B TevyeHme 180 gHeN, 3a UCKIOYEHNEM
HeobXx0AMMOCTN U3MEHEHUS TaKoro dhopMaTa B CyvasX, NpeayCMOTPEHHbIX 3aKOHO4ATENbCTBOM
Poccninckon ®depepaunn.”;

1) ab3aL TpeTun NyHKTa 33 AOMONHUTL C/I0BaMM "B YaCTWN BHECEHNS CBEAEHUI B MH(OPMALIMOHHEIN
pecypc, obecneymnBatoLLnii Yy4eT 1 XpaHeHne LOCTOBEPHbIX AaHHbIX 0 TOBapax Mo COOTBETCTBYOLLEN
TOBapHOW HOMeHKaType";

K) B NyHKTe 35:

B ab3aLe BTOPOM cJioBa "NMyHKTOM 2" 3aMeHUTb cioBaMu "nyHkTom 1";

ab3au: (YTpaTtun cuny - MoctaHoBneHne MpaBuTtenscTBa Poccuinckon ®epepauunm ot 24.03.2023 Ne 468)
Ab63ay; (YTpaTnn cuny - MNocTtaHoBneHue MpasuTenscTBa Poccunckon ®epepaumm ot 24.03.2023 Ne 468)

1) B NyHKTe 36:

cnoBa "(B caly4yae OTCYTCTBMSA BTOPUYHON YMaKOBKW - CTaann PacoBKMK) eKapCTBEHHbIX NpenapaTos,”
3aMeHUTb cioBaMm "(B C/lydae OTCYTCTBUSA BTOPUYHOM YNAKOBKY - CTagumn (hacoBKU) IEKapCTBEHHbIX
npenapaToB UM MapKNPOBKYK YNaKOBOK JIeKapCTBEHHBIX MpenapaToB CpeacTBaMN NAEHTUDUKALUN Ha
TaMO>XEHHOM CKJiaZle B COOTBETCTBUM C ab3aLem BTOPbIM NyHKTa 4 HacToswero MonoxeHnsa",

LOMNONHUTL ab3aLem cneaylolwero cogepXXaHms:

“Tpn MapKNpoOBKe YNaKOBOK NeKapCTBEHHbIX MpenapaToB CPeACcTBaMUN NAEHTUDUKALUN HA TAMOXXEHHOM
CKJlage B COOTBETCTBMM C ab3auem BTOPbIM NyHKTa 4 HacToAwero MNonoxxeHus cybbekT obpalleHns
JIEKApCTBEHHbIX CPEACTB, ABAAOWMNACA Aep)KaTeNeM Uan BafgesbleM perncTpaumnoHHOro yA0CTOBEPEHUS,
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NN NpeacTaBUTENbCTBO MHOCTPAHHOWM OpraHmn3auumn Ha Tepputopun Poccuinckon ®egepauum,
ABNAOLLENCA AepXaTeNeM AN BRafenbleM perncTpaumnoHHOro yaooCToBepeHuns, 40 NpeacTaBaeHmns
CBeLEHMIN, NpeayCcMOTpeHHbIX ab3auem nepBbiM HACTOALLEro NyHKTa, MPeACTaBAAOT B CUCTEMY
MOHUTOPUHIa CBeAeHUs, NpefyCcMOTPeHHble MYHKTOM 3! npunoxeHus Ne 3 K HacToawweMy MonoxeHuto.";
M) MYHKT 37 M3N0XUTb B C/ledyOLLEN peaakumm:

"37. MNpu BBO3€e NIeKapCTBEHHbIX NpenapaToB B Poccuinckyto degepaumnto OoNyCckaeTcs npeacTaBaeHue
CBEAEHNIN B CUCTEMY MOHUTOPUHIa CyObeKTOM obpalleHns NeKapCTBEHHbIX CPeACTB, OCYLLECTBASOLLNM
OTrpy3Ky NIEKapCTBEHHbIX NMpenapaToB B Poccuiickyto ®egepauuio (ganee - NpsMon Nopsgok
npeacTaBneHnsa CBEAEHN MpU BBO3€E JIeKapCTBEHHLIX NpenapaToB B Poccuiickyio Pepepaunto), nam
cybbekToM obpalleHns nekapCTBEHHbIX CPeACTB, OCYLLECTBASAIOW MM BBO3 IEKAPCTBEHHbIX NpenapaTos B
Poccuinckyto ®enepauuio (oanee - 0bpaTHbIN NOPALOK NPEACTABIEHUS CBeIEHNIA NMPU BBO3E
NeKapCTBEHHbIX NpenapaTos B Poccuinckyto deaepalinio), 3a UCKNIOYEHMEM CyYas MapKUPOBKY YNaKOBOK
JIeKapCTBEHHbIX NPenapaToB CpeAcTBaMN NAEHTUMUKALMM Ha TaMOXKEHHOM CKage B COOTBETCTBUN C
ab3aLem BTOpbIM NyHKTa 4 HacTosALwero MonoxeHus.

PeweHue o Bbibope NpsaMoro nopsgka npeacTaB/ieHNs CBeAEHWI NMPpU BBO3E JIeKapCTBEHHbIX MpenapaTos B
Poccuinckyto ®enepauuio nubo obpaTHOro nopsaka NpencTaBieHUs CBeleHNIA NpU BBO3€ JIEKAPCTBEHHbIX
npenapaToB B Poccuinckyto ®efepauuio npuHuMaeTcs cybbekTamm obpalleHns nekapcTBEHHbIX CPeACTB,
NpeacTaBAAOLWUMN TaKne CBEAEHUSA, CAMOCTOATENbHO.

B cny4ae Bbibopa NpAMOro nopsaka npeacTaBieHUs CBeAeHN NPy BBO3€ IeKapCTBEHHbIX MpenapaTos B
Poccuinckyto ®epepaunto cybbekT obpalleHns NeKkapCTBEHHbIX CPeaCTB, ABASAIOLNACA OepXaTEeeEM UK
BNajenbLeM PerncTpaLnoHHOro yaoCTOBEPEHNS, AN NPeaCcTaBUTENbCTBO MHOCTPAHHON OpraHM3aunm Ha
TeppuTopun Poccunckon depepaun, ABASIOWENCS gepXKaTeeM Uamn Bnajienblem perucTpaunoHHoro
yOOCTOBEPEHUS, B TeveHne 45 paboynx gHel ¢ aaTbl OTIPY3KM IEKAPCTBEHHbIX MPenapaToB B POCCUNCKYIO
depfepaunio 40 LOCTaBKM NEKAPCTBEHHbLIX NPenapaToB B MeCTO NpubbITUSA Ha TeppuTopun POCCMINCKON
defepaumm 1 NpeacTaBeHNA CBeAEHNI 0 fajlbHENLWNX onepaumax ¢ TakKuMu IeKapCTBEHHbIMU
npenapataMu NpeacTaBfsioT B CUCTEMY MOHUTOPUHIA CBELAEHMNSA, MPEAYCMOTPEHHbIE MYHKTOM 4
npunoxeHunsa Ne 3 K HacTosAweMy MonoxeHuo.

Mpwn 3TOM CyOBEKT 0BpaLLeHNs NeKapCTBEHHbIX CPEACTB, OCYLLECTBASAIOWMNIA BBO3 NEKAPCTBEHHbIX
npenapaToB B Poccuinckyto Pepepauuio, B TedeHne 5 paboynx gHewn ¢ faThbl 4OCTABKMN JIeKapCTBEHHbIX
npenapaToB B MECTO NpubbITUS Ha TeppuTopun Poccuinckon depepauny n perucTpaumm B CUCTEME
MOHUTOPWHra cBeAeHnin 06 OTrpy3Ke NeKapCTBEHHbLIX NpenapaToB B Poccuiickyto depepauuio no
npeacTaBAeHns CBEAEHMIN O AafIbHENLWINX ONepaumnsax ¢ TaKMMK NeKapCTBEHHbIMW NpenapaTamu
NoATBEP)KAAeT AOCTOBEPHOCTb CBEAEHNIA, COAEPXKALLMXCA B CUCTEME MOHUTOPUHIA, MyTEM
npeacTaBAeHNs CBEAEHNIN B CUCTEMY MOHWTOPUHIA, MPeayCMOTPEHHbIX MYHKTOM 7 npuaoxxeHms Ne 3 K
HacTosweMy MosIoXKeHuIo.

B cnyyae Bbibopa obpaTHOro nopsifika NpeLAcTaBNeHNS CBEAEHUN NPU BBO3E NEKAPCTBEHHbIX NPenapaTos B
Poccuinckyto ®epepaumto cybbekT obpalleHnsa NekapCTBEHHbIX CPeACTB, OCYLLECTBASIOWINA BBO3
NEeKapCTBEHHbIX NpenapaToB B Poccuinckyto ®eaepaumnio, B TeyeHue 5 paboymx AHen ¢ gaThbl LOCTaBKY
JIEKapCTBEHHbIX NPenapaToB B MeCcTo NpmbbiTna Ha TeppuTopun Poccunckon ®egepaum nan gatol
3aBepLUEHNS arpernpoBaHns (B C/ly4ae oCyLLEeCTBEHNS arpernpoBaHmns IEKapCTBEHHbIX MpenapaToB
nocne ux LOCTaBky B MecTo NpubbiTa Ha TeppuTopumn Poccuiickon ®efepaLmm) Lo NnpeacTaBaeHns
CBELEHMNIN O NPUHATMMN PELLEHNS TaMOXXEHHbIMW OpraHaMu O BbiMyCKe JIeKapCTBEHHbIX NpenapaTos A
BHYTPeHHero notpebneHnsa NnpeacTaBAseT B CUCTEMY MOHUTOPUHIa CBEAEHNS, NPeayCMOTPEHHbIE MYHKTOM
5 npunoxeHnsa Ne 3 K HacToawemy MNonoxeHuo.

Mpn 3TOM cybbeEKT 0bpallleHns NeKapCTBEHHbIX CPEACTB, ABASIOWNACS AepXaTeNeM Uan BlagesblLem
perncTpaLmoHHOro yL0CTOBEPEHNS, N NPeACTaBUTebCTBO MHOCTPAHHOW OpraHn3auumn Ha TeppuTopum
Poccunckon ®egepalmm, ABAAIOLLENCA AepxXaTeNeM uin BnagesbueM perncTpaunoHHoOro yaocToBepeHuns,
B TeyeHue 5 paboyux gHewn ¢ faThl perucTpaumm B CUCTEME MOHUTOPUHIa CBEAEHUI 0 BBO3E
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JleKapCTBEHHbIX NpenapaTos B Poccuinckyto ®enepaumnio 4o NpeacTaBieHns CBeAEeHNA 0 JanbHENLWNX
onepaumsax C TakKuMn NeKapCTBEHHLIMY MpenapaTaMy NOATBEPXKAAT LOCTOBEPHOCTL CBEAEHMUN,
COAEPXKALLMXCH B CUCTEME MOHUTOPUHIa, MyTEeM NpeacTaBAeHNa CBEAEHUN B CUCTEMY MOHUTOPWHIA,
npefycMOTPEHHbIX MYHKTOM 7 npuioxeHns Ne 3 K HacToawemy MonoxxeHuio.

Mpn MapKMpoBKe YNaKoBOK NEKAaPCTBEHHbIX NpenapaToB CpeACTBaMN UAEHTUPUKaALUN HA TaMOXXEHHOM
CKJlage B COOTBETCTBMM C ab3aueM BTOpbIM NyHKTa 4 HacToAwero MNonoxxeHus cybbekT obpalleHns
NEeKapPCTBEHHbIX CPEACTB, ABAAIOLINACA AepXKaTeNeM Uan BnajenbLeM perucTpaLnoHHoro yaoCToBEpPeHMS,
UAn NpeacTaBUTENbCTBO MHOCTPAHHOW OpraHn3auumn Ha Tepputopumn Poccuinckon ®egepauum,
ABNAOLLENCA AepXXaTeNleM NN BRafenbleM perncTpaunoHHOro yaoCToBepeHus, B TeqyeHne 5 paboymx
LHeW C faTbl 3aBepLUeHNs MapKMPOBKUN YNAaKOBOK JIeKapCTBEHHbIX MpernapaToB CpeAcTBaMu
NOEHTUDUKALMM Ha TAaMOXXEHHOM CKNage A0 NpeAcTaBieHns CBeAeHUA 0 AanbHEeNLWNX onepaunsx ¢
TaKVMMU fleKapCTBEHHbIMY NpenapaTaMy NPeACTaBASOT B CUCTEMY MOHUTOPWHIa CBELEHNS,
npefycMoTPeHHbIe MYHKTOM 4 npunoxeHus Ne 3 K HacTosLwweMy MoN0XKeHNIO.

Mpwn 3TOM CybBLEKT 0BpaLLeHNs NeKapCTBEHHbIX CPEACTB, OCYLLECTBUBLUMIA BBO3 IEKAPCTBEHHbIX
npenapaTtos B Poccuinckyto ®enepaumio, B Te4eHue 5 paboynx gHen ¢ gatbl perncTpaumm B cuctemMe
MOHUTOPWHra CBEAEHNI, NPefyCMOTPEHHbIX ab3aueM ceAbMbIM HAaCTOSALLEro NyHKTa, A0 NPeACTaBNEHNS
CBEAEHUIN 0 fanbHEeNLWnX onepaumnsax ¢ TakMMU NekapCTBEHHbIMW NpenapaTaMn NoaTeepXxnaeT
LOCTOBEPHOCTb CBEAEHMWI, COAEPXKALLMXCSA B CUCTEME MOHUTOPUHIA, NyTeM NpeacTaBAeHNs CBEAEHUN B
CUCTEMY MOHUTOPUHIa, MPeAYyCMOTPEHHbIX MYHKTOM 7 npunoxxeHus Ne 3 K HacTosweMy Mon0XKeHuH.
Mpy COBEPLUEHNN TaMOXXEHHbIX ONepauuin Npy TaMOXXEHHOM AeKAapupoBaHNN 1 MOMELLEHUN
NEKapPCTBEHHbIX MPenapaToB Mo TaMOXXEHHYI0 NPoLEeaypyY BbiNyCKa 4S9 BHyTpeHHero notpebnexHns
TaMO>XKEHHbI OpraH:

3anpalnBaeT B CUCTEME MOHUTOPUHIA CBEAEHUSA O KOAE UAEHTUPMKALUN NN KOLe MAEHTUhMKaunm
TPEeTNYHOW (TPaAHCMOPTHOM) YNaKOBKN SIEKapCTBEHHOIO NpenapaTa, B KOTOPON HAaXoANTCSA TaKow
JIeKapCTBEHHbLIN nNpenapaT (B C/lyvyae BBO3a TPETUYHONM (TPAaHCMOPTHOW) YNakKOBKMW JIEKAPCTBEHHOIO
npenapaTta LenKoM), ANg OCYLLeCTBEHUS CBEPKUN C AaHHbIMU, YKa3aHHbIMY B TAMOXXEHHOW AeKnapauun
Ha JIeKapCTBEHHbIV Mpenapar;

nepefaeT B CUCTEMY MOHUTOPUHIA AaHHbIE O BbIMYCKe A5 BHYTPEHHEro noTpebneHns nekapcTBEHHbIX
npenapaTos.

Mpy BHECEHMMN U3MEHEHMNIN B CBEEHWSA, YKa3aHHbIe B TAMOXXEHHOWN AeKlapauny Ha NeKapCTBEHHbIN
npenapart, B TedeHune 5 paboynx gHeN Nocne BHECEHNS N3MEHEHU B TAMOXXEHHYIO AeKIapaLunio Ha
JIeKapCTBEHHbIV MpenapaT TaMOXXEHHbIN OpraH nepegaeT B CUCTEMY MOHUTOPUHIA CKOPPEKTMPOBAHHbIE
LaHHbIe 0 IeKapCTBEHHOM MpenapaTe.

Mpu nepenaye npas cOBCTBEHHOCTU B 30HE TaMOXXEHHOI0 KOHTPOJIA Ha JlIeKapCTBEHHbIe NpenapaThl,
MOMELLEHHbIE MO TaMOXXEHHY0 MpoLefypy TaMOXXEHHOr0 CKnaja, CybbekT obpalleHns TIeKapCTBEHHbIX
CPeLCTB, OCYLLECTBASIOWMA BBO3 IeKapCTBEHHbIX NpenapaToB B Poccuinckyto ®enepaumio, B TedeHme 5
paboynx OHen C AaTbl 0HOPMIIEHNS COOTBETCTBYIOLWMX LOKYMEHTOB O Nepeaaye npaBa COBCTBEHHOCTW Ha
NEeKapCTBEHHbIE NpenapaThl 40 NPeACTaBAEHNS CBEAEHUA O AalbHENLLNX ONepaLnax C 1eKapCTBEHHbIMY
npenapataMmu npeacTasBfseT B CUCTEMY MOHUTOPWUHIA CBEAEHUSA, MPEeAYCMOTPEHHbIE MYHKTOM 6
npunoxeHus Ne 3 K HacTosLweMy MoNoXeHuto.

Mpwn 3TOM CybBEKT 0BpaLLeHNs NekapCTBEHHbIX CPEACTB, KOTOPOMY OCYLLLECTBIeHa Nepeaaya npas
COBCTBEHHOCTM Ha JIeKapCTBEHHbIN NpenapaT, NMOMELLEHHbIN MO TaMOXXEHHYIO Npouenypy TaMOXEHHOr 0
ckNlaga, B TevyeHune 5 paboumx aHen ¢ faThl 0hOPMAEHNS COOTBETCTBYIOLLUX LOKYMEHTOB 0 nepenaye
npaBa cO6CTBEHHOCTMN Ha JIEKAPCTBEHHBIA NpenapaT U perucTpaumm B CUCTEME MOHUTOPWHIa CBEAEHUIA O
nepefaHHbIX NEKAPCTBEHHbIX NpenapaTax A0 NpeAcTaBNeHUs CBEAEHNI O AaNbHENLWNX onepaunsx ¢
NeKapCTBEHHbIMU NpenapaTaMu NoATBEPXAaeT LOCTOBEPHOCTb CBEAEHUI, COAepXallnxca B CUCTeMe
MOHUTOPUHIa, 0 NPUHNMAEMBbIX JIEKAaPCTBEHHbIX NpenapaTax nyTeM npeacTaB/ieHNs CBeAeHU B CUCTEMY
MOHUTOPWHIa, NPefyCMOTPEHHbIX MYHKTOM 7 npunoxxeHus Ne 3 K HacToswemy Mon0XKeHuHo.
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Mpy nepemMeLleHNN eKapCTBEHHbIX NPenapaToB MeXXAy 30HaMy TaMOXXEHHOro KOHTPOA,
OCyLLEeCTB/ISEMOM Nocae NpubbiTns NeKapCTBEHHbLIX NPenapaToB B MECTO AOCTaBKW, ONPeAeNieHHoe
cybbekToM obpalleHns NeKapCTBEHHbIX CPeACTB, OCYLLECTB/IAOLW MM BBO3 JIEKAPCTBEHHbIX NpenapaTos B
Poccuiickyto Pepepaunto, B MeEXXAYHAPOAHbLIX TOBAPHO-TPAHCMOPTHLIX AOKYMeHTaX, Cy6bekT obpalleHuns
NeKapCTBEHHbIX CPEACTB, OCYLLECTBASAIOLLMNA BBO3 JIeKapCTBEHHbIX NpenapaToB B Poccuinckyo ®enepauuio,
nnn cybbekT obpalleHns NeKapCTBEHHbIX CPEACTB, KOTOPOMY OCYLLECTB/IEHa Nepeaaya npas
COBCTBEHHOCTM Ha IeKapCTBEHHbIN NpenapaT, MOMELLEHHbI N0 TaMOXEHHYIO Npouenypy TaMOXEHHOro
CKiaga, B TedeHne 5 paboynx gHen C gaTbl TAKOro NepemMeLLeHns 4o npeacTaB/ieHns CBeAeHN 0
LanbHeNWmnX onepaunsax C JlekapCTBEHHbIM NpenapaToM NpeacTaBaseT B CUCTEMY MOHUTOPUHIa CBEAEHUS,
npefycMoTpeHHble MYHKTOM 8 npusioxeHus Ne 3 K HacTosweMy MosioxeHuto.

A63au. (YTpaTun cuny - MoctaHoBneHue MpaBuTtenbcTBa Poccuinckon ®enepauunm ot 24.03.2023 Ne 468)
Mpn nepemMeLLeHUN NeKapCTBEHHbIX MPenapaToB U3 30HbI TAMOXXEHHOI0 KOHTPONS cy6bekT obpalyeHns
JIeKapCTBEHHbIX CPEACTB, OCYLLEeCTBAAIOWMI BBO3 JIEKAapCTBEHHbIX NpenapaToB B Poccuiickyto ®enepaumio,
nnn cybbekT obpalleHns neKapCTBEHHbLIX CPEACTB, KOTOPOMY OCYLLECTB/IEHa Nepeaaya npas
CcobCTBEHHOCTU Ha JleKapCTBEHHbIE NpenapaThbl, MOMELLEHHbIE MO4 TaMOXXEHHYI0 NpoLesypy TaMOXXEHHOro
CKJlaga, B TevyeHue 5 paboumx fHeN ¢ AaTbl MPUEMKIM NEKAPCTBEHHLIX NPEnapaToB Ha hapMaLeBTNYECKUN
CKNlag v 3aBepLUeHUs TaMOXXEHHON NpoLeypbl BbiNyCka ToBapa 415 BHYTPeHHero notpebneHuns (nnam c
[aTbl PELUEHNS O BbIMYCKE JIEKAPCTBEHHBIX MPenapaToB AJ19 BHYTPEHHEro noTpebneHns, MPUHATOro
TaMOXXeHHbIMW opraHamMu, Npu NpUMeHeHUy Npoueaypbl yCI0BHOMO BbiMyCKa TOBapoB) A0 NpeacTaB/ieHuns
CBELEHMIN 0 AafbHENLWNX onepaumax C 1eKapCTBEHHbIMUW NpenapaTaMy NpeacTaBaseT B CUCTEMY
MOHUTOPUHIa CBeAeHUs, NpefycMoTpeHHble MYHKTOM 10 npunoxeHus Ne 3 K HacTosweMy MonoxeHuto.";
H) (MoANyHKT yTpaTun cuiy - NoctaHoBneHwue MNpasuTenscTBa Poccuinckon ®epepaumm ot 24.03.2023 Ne
468)

0) NYHKT 38 U3N0XNUTb B CNefyiolen pefakumu:

"38. MNpu BBO3€e NIeKApPCTBEHHbIX NpenapaToB B Poccuinckyto denepaumnio N3 rocyaapcTs - YEHOB
EBpa3nnCcKoro 3KOHOMUYECKOro Coto3a AONyCKaeTCcs npeacTaB/ieHne CBeleHnin B CUCTeMY MOHUTOPUHIA
cybbekToM obpalleHns NeKapCTBEHHbIX CPEACTB, OCYLLECTBAOLWMM OTIPY3KY JIeKapCTBEHHbIX
npenapaToB B Poccuinckyto Genepaunto (oanee - npssMon Nopsaok npeactaBieHns CBeAeHUI Npu BBO3e
NeKapCTBEHHbIX NpenapaTos B Poccuinckyto deaepaninio U3 rocyLapcTs - Y1eHOB EBpa3ninckoro
3KOHOMMWYECKOro COt03a), an cybbekToM obpalleHns IEKapCTBEHHbIX CPEACTB, OCYLLECTBIALNM
NPUEeMKY Ha hapMaLLeBTUYECKUIA CKNaL NEKAPCTBEHHbIX NpenapaToB Ha TeppuTopun Poccuinckom
®epnepaunmn (oanee - 0bpaTHbIN NOPAAOK NPeACTaBAEHNS CBEAEHWI NPY BBO3€E JIEKAPCTBEHHbIX
npenapaToB B Poccminckyto defepaunio N3 roCcyaapcTs - 41eHOB EBPasninckoro 3KOHOMMYECKOro cot3sa).
PelieHune o Bbibope NpsAMOro nopsfka npefcTaBieHns CBeAeHn Npy BBO3€ IeKapCTBEHHbIX NpenapaTos B
Poccuiickyto Pepepaunto U3 rocyaapcTs - YIeHOB EBPa3MNCKOro 3KOHOMNYECKOro Coto3a ibo obpaTHOro
nopsifika nNpefcTaBieHNs CBEAEHWIN NPY BBO3€ JIeKapCTBEHHbIX NpenapaToB B Poccuinckyto ®epepaumio n3
rocyapcTB - YJIeHOB EBPa3MinCcKoro 3KOHOMUYECKOro CO3a NpuHMMaeTcsa cybbekTamu obpalleHns
JleKapCTBEHHbIX CPeACTB, NPeACTaBASfOWNMY Takne CBeeHNs, CaMOCTOSATESbHO.

B cnyyae Bbibopa npAMOro nopsaka npeacTaBieHNs CBeAEHMI NPU BBO3E JIeKapCTBEHHbLIX MpenapaTos B
Poccuiickyto Pepepaunio U3 rocyaapcTs - YIeHOB EBPa3MINCKOr0 3KOHOMUYECKOr0 COl3a CybbekT
obpalleHuns nekapCTBEHHbIX CPEACTB, ABNAIOLMNACA AepXKaTeNeM Uamn BnafenbLem perncTpauuoHHoro
YLO0CTOBEPEHMNA, UKW NpeacTaBUTeNbCTBO MHOCTPAHHON OpraHu3auny Ha TeppuTopun Poccninckom
depepauunm, ABAKIOLLENCS AepX)XaTeneM Ui BnagesbLeM perncTpaLnoHHOro yA0CTOBEPEHUS, B Te4eHne 5
paboynx OHeN C AaTbl OTrPy3KM eKapCTBEHHLIX NpenapaToB B Poccuiickyto PeaepaLinio M3 rocyaapcTs -
4JieHOB EBPa3ninCcKoro 3KOHOMMYECKOro Cot3a L0 NpeacTaB/eHNs CBeleHNI 0 AasIbHENLINX onepaumnsax C
TaKUMW JIeKapCTBEHHbIMU MpenapaTaMun NPeacTassioT B CUCTEMY MOHUTOPWHIa CBEAEeHNS,
npefycMoTpeHHble NyHKTOM 11 npunoxeHnsa Ne 3 K HacTosAweMmy MNonoxeHuo.

Mpwn 3TOM CybBbEKT 0bpaLLeHNs NeKapCTBEHHbLIX CPeACTB, OCYLLECTBASIOWMNA NPUEMKY Ha
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thapMaLeBTUYECKUI CKNag NeKapCTBEHHbLIX MPenapaToB Ha TeppuTopun Poccuiickon ®eaepaumu, B
TeyeHue 5 paboyumx fHEN C AaTbl NPUEMKIN NEKAPCTBEHHbLIX NPEnapaToB 1 perncTpauun B CUcTeme
MOHUTOpPUWHIa cBeAeHn 06 0Trpy3Ke fleKapCTBEHHbIX NpenapaToB B Poccuinckyto Pepepaunio n3
rocyfapcCTB - 41eHOB EBPa3ninckoro 3KOHOMUYECKOro Coto3a A0 NpeacTaBleHns CBeAEHNI O AaJIbHENLLINX
onepaumax C TakKMMK NeKapCTBEHHbIMY NpenapaTamMy NOATBEPXKAAET LOCTOBEPHOCThL CBEAEHUN,
COAEepXKaLMxcs B CUCTEME MOHUTOPUHIA, NyTeM NpeacTaBieHna CBEAEHUN B CUCTEMY MOHUTOPWUHIA,
nNpeayCMOTPEHHbIX MYHKTOM 7 npunoxxeHus Ne 3 K HacTosawemy MoaoXKeHuo.

B cnydae Bbibopa obpaTHOro nopsiika NpPefAcTaB/IeHNS CBEAEHWI NPW BBO3€E JIEKAPCTBEHHbLIX NMPenapaToB B
Poccuiickyto Pepepaunto U3 rocyaapcTs - 4IeHOB EBPa3MNCKOro 3KOHOMUYECKOr0 COt3a CybbekT
obpalleHuns neKapCTBEHHbIX CPEeACTB, OCYLLECTBASALWNN NPUEMKY Ha (hapMaLeBTUYEeCKMN CKnag
JIeKapCTBEHHbIX MpenapaToB Ha TeppuTopun Poccninckon degepaumm npu Beose B Poccninckyto
depfepaLynio 13 rocyaapcTs - Y1eHOB EBPa3niiCKOro 3KOHOMUYECKOro CO3a, B TeveHune 5 paboumx fHen ¢
[AaTbl MPUEMKI JIeKapCTBEHHbIX NPenapaToB A0 NPeACTaB/eHna CBEAEHNA 0 JanbHENLWNX onepaunsx c
TaKMMK NIeKapCTBEHHbIMY NpenapaTaMy NPeACTaBASeT B CUCTEMY MOHUTOPUHIa CBEAEHNS,
npegycMoTpeHHble MyHKTOM 12 npunoxeHusa Ne 3 K HacToAweMy MonoxeHuo.

Mpwn 3TOM CybBLEKT 0BpaLLeHNs NeKapCTBEHHbIX CPEACTB, ABNAAIOWMNNCSA Lep)KaTeneM uan Bnagenbuem
perncTpaLmoHHOr0 yA0CTOBEPEHNS, N NPeACTaBMTEbCTBO MHOCTPAHHOW OpraHn3auum Ha TeppuTopum
Poccuinckon ®egepalmm, ABAAIOLLENCA AepXaTeNeM uin snagenbLeM perncTpaunoHHoOro yaocToBepeHuns,
B TeyeHue 5 paboyux gHewn ¢ faThl perncTpaLmm B CUCTEME MOHUTOPUHIa CBEAEHUI O MPUEMKE Ha
thapMauLeBTUYECKUI CKNag NeKapCTBEHHbIX MPenapaToB Ha TeppuTopun Poccninckon degepaunn o
NpeacTaBneHNs CBEAEHU 0 AaNIbHEMLLMX ONepaLmax C TaKUMU NEKAPCTBEHHBIMI NMpenapaTamu
NOATBEPXKAAOT OCTOBEPHOCTb CBEAEHWN, COAEPXKALLMNXCA B CUCTEME MOHUTOPUHTA, NyTeM
npeacTaBneHNs CBEAEHNIN B CUCTEMY MOHUTOPUHIA, NPeayCMOTPEHHbIX MYHKTOM 7 npuaoxxeHmsa Ne 3 K
HacToswweMmy MonoxxeHunio.";

n) (MoanyHKT yTpaTna cuny - NocTaHoBneHmne MNpaBnuTenbscTBa Poccninckon Pepepaumm ot 24.03.2023 Ne
468)

p) NyHKT 40 nocne cnos "Mpu oCyLLeCTBAEHNN arpermpoBaHna" 4ONOJHNTL CIOBaMK "NeKapCTBEHHbIX
npenapaToB, UMEKLWNX OANH rN06anbHbIN NAEHTUMUKALNOHHEIN HOMEp TOProBon eanHuLbI,";

C) NYHKT 41 U310XNTb B CIeAyIoLWen pefakLmm:

"41. MNMpun pachopMnpoBaHUN TPETUYHON (TPAHCMOPTHOM) YNAaKOBKMN NEKAaPCTBEHHOIO NpenapaTa, U3bATuUK
NEeKapCTBEHHbIX NPenapaToB U3 TPETUYHOW (TPAHCNOPTHON) YNakoBKM NEKAapCTBEHHOro NpenapaTa,
LONOSHNTENIbHOM BJIOXKEHUWN JIEKAPCTBEHHbIX MPenapaToB B TPETUYHYIO (TPAHCMOPTHYI0) YNaKOBKY
NeKapCTBEHHOro NpenapaTta cybbekT obpalleHns TeKapCTBEHHbIX CPEACTB NPeLACTaBNASeT B CUCTEMY
MOHUTOPWHra CBeAeHns, NpeayCMOTPEHHbIe NYHKTaMu 2 - 4 npunoxeHnsa Ne 5 kK HacTosLemy MonoxeHuo,
[0 NpeACcTaB/eHNs CBeAeHMI 0 AaflbHENLWNX onepaumax ¢ TakKMMK leKapCTBEHHbIMY NpenapaTamMn nam
TPEeTWNYHOW (TPaHCMOPTHOWM) YNakKOBKOW EKapCTBEHHOr0O NpenapaTa.”;

T) B NyHKTe 44:

B ab3aue nepBoM cnoBa "(panee - NpsSMoOV NOPSAAOK NPeAcTaBAEHNS CBEAEHMWI)" 3aMEHUTbL CI0BaMU
"(nanee - NpsAMON NOPALOK NpeacTaB/eHNs cBeaeHn npu 0bopoTe NneKapCTBEHHbIX NpenapaTos)" 1 C/10Ba
"(nanee - obpaTHbLIN NOPSAAOK NPeACTaBEHNS CBeAEHN)" 3aMeHNTb CoBaMun "(aanee - 0bpaTHbIN NOPAA0K
npeacTaBneHnsa CBeleHnin npu obopoTe nekapCTBEHHbIX NpenapaTos)”;

ab3aubl BTOPON U TPETUIN U3N0XKUTL B CeayoLLen peaakuuu:

"PewweHne o BbIbOpe NpaMOro nopsaka NpeacTaBieHns CBeAeHNU Npu 060poTe NeKapCTBEHHbLIX
npenapaToB Jimbo 06paTHOro Nopsaka NpeacTaBieHUs CBeAeHUI Npyu 060poTe NeKapCTBEHHbIX
npenapaToB MPUHNMaeTCs cybbekTamy obpalleHnsa NeKapCTBEHHbIX CPeACTB, NPeACTaBAALWNMMN Takne
CBeAeHNs, CaMOCTOATENLHO.

B cnydae Bbibopa NpAMOro nopsaka npeacTaBieHns cBeaeHunin npn o6opoTe neKapCTBEHHbLIX NpenapaToB
cybbekT obpalleHns neKapCTBEHHbIX CPEACTB, OCYLLECTBAALLNNA Nepeaady NeKapCTBEHHbIX NpenapaTos
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Apyromy cybbekTy obpalleHns IeKapCTBEHHbIX CPEACTB B PaMKax Fpa)kAaHCKO-NPaBOBbIX OTHOLLEHWI, B
TeyeHune 1 paboyero gHA C haKTUYECKOM AaTbl OTFPY3KMN JIEKAPCTBEHHbIX NPenapaToB NpeacTaBaseT B
CMCTEMY MOHUTOPWHIa CBELEHMNSA, MPEAYCMOTPEHHbIE MYHKTOM 2 npuaoxeHns Ne 6 K HacTosaLwemy
MonoxeHwnto.";

B ab3aue yeTBepToM cnosa "5 paboynx gHen" 3amMmeHnTb caoBamm "1 paboyero oHs";

ab3au nNATbIN N3N0XKNTb B CIeayioLLen peaakuuu:

"B cny4yae Bbibopa 0bpaTHOrO Nopsfika NpefcTaBNeHNs cBeAeHWIN nNpy 060poTe NeKapCTBEHHbIX
npenapaToB CybbekT obpalleHns neKapCTBEHHbIX CPeACTB, OCYLLECTBAOWMA NPUEMKY IEKAaPCTBEHHbIX
npenapaToB OT Apyroro cybbekTa obpalleHns NeKapCTBEHHbIX CPECTB B paMKax MpakAaHCKO-MPaBOBbIX
OTHOLWEHW, B Te4eHne 1 paboyero AHS C 4aTbl MPUEMKM IEKAapPCTBEHHbIX NpenapaToB NpeaCcTaBAsET B
CMCTEMY MOHUTOPWHIA CBELEHUA O NMPUHATHLIX JIEKAPCTBEHHbIX NpenapaTax, NpefyCMOTPEeHHbIe MYHKTOM 3
npunoxeHus Ne 6 K HacTosieMy MNosioxeHuo.";

B ab3aue wecTom cnoBa "5 pabounx gHen" 3aMeHUTL cioBamu "1 paboyero gHa";

y) B MyHKTe 441

B ab3aue nepsom cnoBa "nognyHkTamMm "g" n "e" 3amMeHnTb cnoBaMu "nognyHkTamm "r", "g", k" - "n";
ab3au;: (YTpaTun cuny - MoctaHoBneHue MpaBuTtenscTBa Poccuinckon ®epepauunm ot 24.03.2023 Ne 468)
Ab63au; (YTpaTnn cuny - MNocTtaHoBseHue MpaBuTenscTBa Poccuinckon ®epepaumm ot 24.03.2023 Ne 468)
) BONONHUTbL NYHKTOM 442 cnefyowero COAepXaHns:

"442, CybbekT obpalleHns NneKapCTBEHHbIX CPEACTB, BbINOJHAOWMIA PYHKLMIM NO ayTCOPCUHIY Npn
nepepade cybbekTam obpalleHns nekapCTBEHHbIX CPEACTB, OCYLLECTBAAOWMUM OTNYCK JIeKapCTBEHHbIX
npenapaToB 6ecnnaTHO WK CO CKMAKOW MO PELLENTY Ha JIEKapCTBEHHbIE NPenapaThbl, JIEKaPCTBEHHbIX
npenapaToB, 3aKynaeMbix A1a obecneyeHns rpakaaH 3a c4eT CpefcTB eaepanbHoro bogxerta u (Mnn)
cpencTs 6oaxeToB cybbekToB Poccuinckon ®epepaumm, B TedeHne 1 paboyero gHa ¢ akTUYECKON AaThl
OTrPY3KW JIEKAapCTBEHHbIX NPenapaToB NpeaCcTaBASET B CUCTEMY MOHUTOPUHIa CBEAEHNS,
npefyCcMOTPEHHbIE MYHKTOM 6 npuioxeHus Ne 6 K HacTosLweMy MoN0XKEHNIO.

Mpn 3TOM cybbeKT 0bpallleHns NeKapCTBEHHbIX CPEACTB, OCYLLECTBASAIOLNA NPUEMKY TaKnX
JIeKapCTBEHHbIX NPenapaToB., B Te4yeHne 1 paboyero AHA € AaThl NPUEMKN IeKapCTBEHHbIX MpenapaToB U
perncTpaumm B CUCTEME MOHUTOPMWHIa CBeAeHN 06 OTrPY>XEHHbIX IEKAPCTBEHHbIX NpenapaTax Ao
npeacTaBAeHNs CBEAEHMIN O AafIbHENLWINX ONepaumnsax C TaKMMK NeKapCTBEHHbIMK NpenapaTamMu
noaTBepXAaeT LOCTOBEPHOCTb CBEAEHUI, COAEPKALLMNXCSA B CUCTEME MOHUTOPUHIA, MyTEM
npencTaBAeHNs CBEAEHNI, NPeayCMOTPEHHbIX MYHKTOM 4 npunoxeHus Ne 6 K HacToswweMy MonoxxeHuto.";
X) NYHKTbI 46 1 47 N310XXUTb B ClIeOyOLWeN pegakumnm:

"46. CybbeKT obpallleHns NeKapCTBEHHbLIX CPeACTB, OCYLLECTBASIOWMIA BbIBOS U3 060p0OTa IeKapCTBEHHbLIX
npenapaToB (3a UCK0YeHEeM BbiBoAa M3 060poTa NeKapCTBEHHbLIX NpenapaToB NyTeM BbiBO3a paHee
BBe3€eHHbIX B Poccunckyto defepaunn nekapCTBEHHbIX MpenapaTos, YHUYTOXEHNS NeKapCTBEHHbIX
npenapaToB, MOMELLEHHbIX MO TaMOXXEHHYIO NPOLLeaypPY YHUYTOXKEHUS, BbIBO3a JIEKAPCTBEHHbIX
npenapaToB, MapKNPOBaHHbLIX CPeACTBAMU NAEHTUDUKALMI, 3a Npeaesbl TaMOXXEHHON TeppUTopum
EBpPa3ninCKoro 3KOHOMMYECKOro CO3a, MOMELLEHHbIX MO TaMOXXEHHYI0 NPoLesypy IKCNOpTa, 1iun
nepefayn Ha yHNYTOXKEeHNE paHee BBELEHHbIX JIEKaPCTBEHHbIX MPenapaToB B FpaK4aHCKun 060poT Ha
TeppuTopun Poccuinckon Pepepaunn), B TedeHne 5 paboyunx gHeln ¢ 4aTbl COOTBETCTBYIOLLEN ONepaLmm
UAN C AaTbl NPUEMKW JIEKAPCTBEHHLIX MpenapaToB Ha (hapMaLeBTMYeCKUn CKnag (Npu BeiBoAe U3 06opoTa
JIeKapCTBEHHbIX NPenapaToB B 30HE TaMOXXEHHOIr0 KOHTPOJIA) NpeAcTaBiseT B CMCTEMY MOHUTOPUHIa
CBelleHMns, NpeayCMOTPeHHbIe NYHKTOM 1 npunoxeHns Ne 4 K HacTosweMy [MonoxxeHuto.

47. CybbeKkT obpalleHmns NeKapCTBEHHbIX CPEACTB, OCYLLECTBSIOWMA BbIBOA M3 060p0Ta NEKAaPCTBEHHbIX
npenapaToB NyTEM YHUUYTOXEHNS NEKAPCTBEHHbIX NPENapaToB, MOMELLEHHbIX M0L TaMOXEHHYI0
npouenypy YHUYTOXEHUS, BbIBO3a JIEKAPCTBEHHbIX NPenapaToB, MapKMPOBaHHbIX CPeACTBAMU
NAeHTUMUKaLMKW, 3a Npefenbl TaMOXXEHHON TeppuTopmun EBPasnincKoro 3KOHOMUYECKOro COt3a,
MoMeLLleHHbIX MO TaMOXXEHHYIO Mpoueaypy 3KCnopTa, NPeACcTaBAseT B CUCTEMY MOHUTOPUHIa CBEAEHNS,
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npenycMoTpeHHbIe MYHKTOM 2 npunoxeHus Ne 4 kK HacTosilemMy MonoxeHuto, B TeyeHne 5 pabouunx aHen ¢
[AaTbl COOTBETCTBYIOLWEN onepauun.";

L) B nyHKTe 49 cnosa "nyHKToM 9 npunoxeHus Ne 3" 3aMeHUTb CI0BaMU "NMYHKTOM 2 NpuioxeHns Ne 4";
Y) B NyHKTbI 50 1 51 U310XNTb B Caedyowen pegakumm:

"50. MNpwn ocyLLecTBAEHN NOBTOPHOIO BBOAA B 060POT IeKapCTBEHHbIX MPenapaToB (3a UCKN0YEHNEM
JIEKAPCTBEHHbIX MPenapaToB, CBEAEHMA 0 BbIBOAE 13 060p0Ta KOTOPLIX NPeACTaB/IEHbI B CUCTEMY
MOHUTOPWHIa B COOTBETCTBUM C NYHKTOM 44! HacTosAwero MonoxxeHus) cybbekT obpalleHus
JIeKapCTBEHHbIX CPEACTB, PaHee OCyLLeCTBMBLUMIA BbIBOA U3 060p0Ta IeKapCTBEHHbIX MPenapaToB WUin
BbIMYCK TaKUX JIeKapCTBEHHbIX NpenapaTosB BHe TeppuTopun Poccuinckon ®epepalimm (B cnyyae BbiBO3a
paHee BBe3eHHbIX B Poccminckyto ®efepaliv neKkapCTBEHHbIX NpenapaTos), B Te4yeHue 5 pabounx aHen ¢
[aTbl COOTBETCTBYIOLLEN onepauny NnpeacTasnseT B CUCTEMY MOHUTOPUHIa CBeeHWs, NpefyCMOTPEeHHbIe
NyHKTOM 14 npunoxeHusa Ne 3 K HacTosAwemy [010XKeHUI0.

MopsifoK NpencTaBNeHNS CBEAEHMIA O MOBTOPHOM BBOAE B 060POT NEKAPCTBEHHbLIX MPEnapaToB, yKa3aHHbIX
B ab3aLe BTOpOM NyHKTa 44! HacToswero MNonoxeHns, yTeepxaaeTcd MUHUCTEPCTBOM 34PaBOOXPaHEHMNS
Poccuinckon ®egepaumm.

51. CybbekTbl 06pallleHnss NeKapCTBEHHbIX CPEACTB, OCYLLECTBASAIOLME PO3HNYHYIO TOPrOBJI0
NeKapCTBEHHbIMU NpenapaTaMu 1 0TNYCK JIeKapCTBEHHbIX MpenapaToB CO CKUAKON Mo peuenTy Ha
JleKapCTBEHHbIe NpenapaThl, MAPKUPOBAHHbIX CPeACTBaMMN NAEHTU(MKALNW, NPeACTaBAA0T CBEAEHUSA O
BbIBOAE 13 060pOTa IeKapCTBEHHbIX MPenapaToB C UCMOAb30BaHNEM KOHTPOJIbHO-KaCCOBON TEXHUKM.
Mepepada MHGOPMaLUN B CUCTEMY MOHUTOPWHIA O IeKapCTBEHHbIX NpenapaTax, BbiBeAeHHbIX 13 0bopoTa
cybbekTamn obpalleHns neKapCTBEHHbIX CPEACTB, HE MPUMEHSIOLLNMN KOHTPOJIbHO-KACCOBYIO TEXHUKY UK
NPUMEHAOLLUMU KOHTPOJIbHO-KaCCOBYIO TEXHUKY B peXnMme, He npegycMaTpuBatoLlLem obsa3aTenbHON
nepenayn puckaabHbIX LOKYMEHTOB B HAJI0OrOBbl€ OpraHbl Yepes onepaTtopa (hUCKasbHbIX AaHHbIX, B
Cnyvasx, ycTaHoBeHHbIX ®efepabHbiM 3aKOHOM "O MPYMEHEHNN KOHTPOJIbHO-KAaCCOBOW TEXHUKMW Mpu
oCyLLecTB/eHUN pacyeToB B Poccuiickon ®epepaummn”, nponsBoanTca Takmmm cybbekTamm obpalleHns
JleKapCTBEHHbIX CPEACTB C UCMONb30BaHNEM (PYHKLMOHAA CUCTEMbl MOHUTOPUHTA.

CybbekTbl 0bpalleHns NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWME MEANLNHCKYIO 0EeATENbHOCTb U BbIBOL
13 060poTa NeKapCTBEHHbLIX MPenapaToB MPU 0Ka3aHMN MeANLIMHCKON MOMOLLN, @ TakxXe CyObeKThl
obpalleHuns nekapCTBEHHbIX CPEACTB, OTMNYCKaloLWMe NeKapcTBEHHbIE NpenapaTbl 6ecnnaTtHo No peLenTy
Ha JleKkapCTBEHHbIe npenapaThbl, NPeACcTaBAA0T UHGOPMALNIO B CUCTEMY MOHUTOPWHIA O BbIBOAE U3
0bopoTa NleKapCTBEHHbIX MpenapaToB NyTEM OTMYCKa IeKapCTBEHHbIX NpenapaToB 6ecnnaTHO No peuenTy
Ha JleKapCTBEHHbIE NMpenapaThl WK OTNYCKa NPy OKa3aHu MeanLMHCKON MOMOLLM C MCMOJb30BaHNEM
PerncTpaTopoB BbIOLITUS, NPeACTaBASEMbIX ONEPATOPOM CUCTEMbI MOHUTOPWHTa.

OcHaleHune cybbekToB obpalleHns nekapCTBEHHbIX CPeACTB, OCYLLeCTBASIOWMX BbIBOA U3 060poTa
NIEKAPCTBEHHbIX MPenapaToB Npy OKa3aHUN MeAULUHCKOM MNOMOLLM UAK MyTeM O0TMNyCKa becnnaTHo
NEeKapCTBEHHbIX MpenapaToB Mo peLenTy Ha IeKapCTBEHHbIE NpenapaThl, perncTpaTopaMu BbibbITHS
OCYLLECTBJIAETCA ONEPATOPOM CMCTEMbI MOHUTOPUHI A Ha 6e3B03MEe3HON OCHOBE. B Liensix Takoro
OCHaLLeHNs cybbekTbl 0bpalleHnsa NeKapCTBEHHbLIX CPEACTB 3aK0YaloT C 0NepaToOPoOM CUCTEMBI
MOHWUTOPUWHIa AOrOBOPLI, B TOM YMC/e coaep Kalline ycaoBns npefocTaBieHna Takoro obopynosaHma n ero
pernamMmeHTHOro obcnyxmnesaHus Ha 6€3803Me3HON OCHOBE.

TunoBas hopMa Takux LOrOBOPOB yTBepXAaeTcsd MUHNUCTEPCTBOM MPOMbILLNEHHOCTU U TOPrOBAN
Poccninckon ®degepaunn.

B cny4yae HepaboTOoCNOCOBHOCTM perncTpaTtopa BbiObITUSA, MOATBEPKAEHHON YBEAOMAEHNEM,
HanpasssgeMbiM CybbeKTOM obpalleHns IeKapCTBEHHbIX CPEACTB OnepaTopy CUCTEMbl MOHUTOPUHTA,
nepefaya CBeAEHWN 0 BbiBOAE M3 060pOTa IeKapCTBEHHLIX NPenapaToB NyTeM OTNYCKa JIeKapCTBEHHbIX
npenapaToB 6ecnaaTHO Uy 0TNyCKa NPy OKasaHUM MeAULUHCKOM NOMOLLM Ha Neproj BOCCTaHOBEHUS
paboToCnoCcobHOCTY NN 3aMeHbl perncTpaTopa BbiObITUS ocylecTBAsSeTCs CybbekToM obpalleHus
JleKapCTBEHHbIX CPEACTB C UCMONb30BaHNEM (PYHKLIMOHaAa CUCTEMbI MOHUTOPUHIA.";
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L) NYHKT 52 pononHuTb ab3alem cnegyoLlero Cogep)XxaHus:

"KOppeKkTnpoBKa cybbekToM 0bpalleHns NeKapCTBEHHbIX CPeACTB paHee HamnpaBAeHHbIX UM CBEAEHNI B
CMCTEMY MOHUTOPWHIa O Nepegaye SIeKapCTBEHHOro npenapaTta Apyromy cybbekTy obpalyeHus
NEKAPCTBEHHbIX CPEACTB C MOATBEPXKAEHNEM TaKOW KOPPEKTUPOBKM CyObEKTOM obpalleHuns
JleKapCTBEHHbIX CPeLCTB, KOTOPOMY NepefaHbl Takue JiekapcTBeHHbIe npenapaThbl.”;

L) B NyHKTe 54:

ab3au; (YTpaTun cuny - NMoctaHoBneHne MpaBuTtenscTBa Poccunckon ®epepaumm ot 29.11.2023 Ne 2027)
AOMNONHUTL ab3auamu CiefyoLero Coep XXaHus:

"Mpn 3TOM 0bnanaTenem NHGoOPMaLMK, COAEPXKALLENCSA B CUCTEME MOHUTOPWHIa, ABAsSeTCA Poccuinckas
®epepaums. NMpasoMoyns obnafatens MHpopMaLum, COaepPXKaLLencs B CUCTEME MOHUTOPUHIA, OT UMEHN
Poccuinckon ®degepaunm ocyulecteaseT MMHUCTEPCTBO 34paBooxpaHeHns Poccuinckon ®egepauum.
ObnagaTenb MHOpMaLMK, COLEepKaLLENCa B CUCTEME MOHUTOPUHIa, obecneynBaeT KOHOUAEHLMANLHOCTb
Takoln nHgopmaumnm, 3a UCKIOYEHEM NHGOPMaL MK, OTHeCeHHON MpaBUTENLCTBOM PoCCHInCKown
®epepaumm K 06LLeLOCTYNHON NHOPMALIUN.

OnepaTop CMCTEMbI MOHUTOPWHIA OCYLLECTBASET AENCTBMA C MH(hOPMaLIMEN, COAEPXKALLENCs B CuCTeMe
MOHUTOPWHIa, UK pa3peLlaeT OCYyLEeCTBAEHNE TakKNX AeNCTBUA B Npedeniax NnoJHOMOYNIA, YCTAaHOBEHHbIX
henepanbHbIMU 3aKOHAMW U MPUHMUMAEMbIMK B COOTBETCTBUM C HAMMW UHBLIMW HOPMATWBHbLIMU NPaBOBLIMU
akTamu Poccninckon degepaunmn, B TOM YUCIe HacToAwmM MonoxxeHnem.";

bl) B noAnyHKTe "6" nyHkTa 55 cnoBa "cybbekTa obpalleHns NekapCTBEHHbIX MpenapaToB" 3aMeHNTb
cnoBamu "cybbekTa obpalleHns NekapCTBEHHbIX CPeacTB",;

3) NYHKT 57 JOMONHUTL C/loBaMK ", a Takxe K MHpopMaLmm, OTHeCceHHOW MNpaBnTenbCTBOM PoCCUIACKOW
®epepaumm Kk 06LLeLOCTYNHON NHOopMaLK";

to) pazaen VIl ponoaHnTL NyHKTamMm 571 - 57° cneaytollero CoaepXaHus:

"57%. SMUTEHTY CPencTB ULEHTUPUKALMK, 3aperncTpUPoOBaHHOMY B CUCTEME MOHUTOPUHIA U
npeacTaBMBLUEMY CBEAEHUSA B CUCTEMY MOHUTOPUHIA O HAHECEHUMN CPeACTB NAEHTUDUKALMN Ha YNAaKOBKN
JIeKapCTBEHHLIX NpenapaToB, MOMUMO CBEAEHWI, YKa3aHHbIX B MyHKTe 57 HacTosawero MonoxeHus,
obecneymBaeTCa AOCTYN K MHGOPMALUKN O CEPUSAX N MapTMAX TaKnX NeKapCTBEHHbIX MPenapaToB B HYacTu
NHopMaLMK 0 BJafebLaX IEKapCTBEHHbLIX MPenapaToB 1 UX KOJNMYECTBE NO BCEN Lieny NOCTaBKU MK
OTTPYy3KMW.

572. NoTpebuTensam NekapCcTBEHHbIX NPenapaToB obecneynBaeTcs AOCTYN K MHGOPMaLIMKU, OTHECEHHON
MpaBuTenscTBOM Poccminckon depepauum K 06LLEe[0CTYNHON HGOPMaLLMK.

573. ®epepabHbIM OpraHam UCMOMHUTESIbHOWN BIACTU B LIESISIX, ONPeAesIeHHbIX HAaCcToAWMUM MNonoxXeHnem,
obecrneymBaeTCs 4OCTYN K CNefyOW M CBELEHUSM:

a) uHpopmMauus o cybbekTax obpalleHns nekapCTBEHHbIX CPEACTB, 0 JIeKapCTBEHHbIX NpenapaTax u ux
obopoTe, HeobxoAnMas 419 BINOAHEHMS 3a4a4y U OCYLLECTBIEHNS (DYHKLMIA, BO3IOXKEHHBIX Ha
thenepanbHble OpraHbl MCMOJHUTENbHOW BAACTH, B LENSX, ONpenesieHHbIX HacToAwmM MNonoxxeHnem;

6) cTaTucTUYeCcKas MHGOPMaLINS O NEKAPCTBEHHbLIX NMpenapaTax u nx obopoTe;

B) MH(opMaLMa, OTHeCeHHas MpaBuTenbLCTBOM Poccuinckon ®epepauny K 06Wwef0CTyNHON MHGOpMaLUn.
574. CocTaB nHopMaLnn, COLepKaLLencs B CUCTEME MOHUTOPUHIA, AOCTYN K KOTOpon obecneynaeTcs
thenepanbHbIM OpraHam NCMNOMHNUTENbHON BAACTH, ONPEeAensaeTcs B cornaeHmsax 06 nHpopMaLoHHOM
B3aMMOAENCTBUY, 3aKJIIO4YEHHbLIX ONepaToOpoM CUCTEMbI MOHUTOPUHIa C hefepanbHbiMU OpraHaMm
NCMONMHNTENIbHOW BIACTN U MUHNCTEPCTBOM 34paBooxpaHeHus Poccuinckon ®egepauymn.

575. ®epepancHo cnyx6e no Haa3opy B chepe 34paBooxpaHeHms obecneynsaeTcs LOCTYN K
NHOpMaLUK, cogepKallenca B CMCTEME MOHMTOPUHTa, B Liensx:

a) OCYLLEeCTBJIEHUS KOHTPOA COBN0AEHNS MEANLUHCKMN pabOTHMKaMK, PYKOBOAUTENSAMMN MEOULIMHCKNX
opraHusauui, hapmaueBTU4ecknMm paboTHUKaMM N PYKOBOAUTENSAMMN anTeYHbIX OpraHn3aLmmn
OFPaHUYEHUN, NPUMEHSAEMbIX K HAM NPU OCYLLEeCTBAEHUN NMPOeCCUOHAIbHOM AeATeNbHOCTM B
COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuinckon ®enepaunu;

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 12 13 23



6) ocywiecTBNIEHUS rOCYIapCTBEHHOI0 KOHTPOJIA (Haa3opa) B cdhepe obpalleHns IeKapCTBEHHbIX CPENCTB;
B) NPOBELEHNA MOHUTOPUHIa aCCOPTUMEHTA M LIEH Ha XXN3HEHHO HEOOXOAMMbIE N BaXXKHeWLINe
JleKapCTBEHHbIE NpenapaThl;

) OCYyLLeCTBJIEHUS B YCTAHOBIEHHOM MOPSAKE NPOBEPKN AEATENbHOCTU MEAULNHCKNX U anTeYHbIX
OpraHu3auuin, opraHmM3auunini oNTOBOWM TOProB/AN IEKAPCTBEHHbLIMI CPeACTBaMU, APYTrX OpraHm3auun n
WHAMBUAYANbHbIX NpeanpuHMMaTeNnein, oCyLeCTBASWMX AeaTeNbHOCTb B chepe 34paBOOXPaHEHNS.

57¢. ®epepanbHON Hanoroeown ciyxbe obecnevynBaeTca 4OCTYN K MHOPMaLUK, COAEpIKALLENCA B CMCTEME
MOHWUTOPWHra, B Lenax:

a) OCyLLLeCTBAEHNS KOHTPONSA 1 HaA30pa 3a NPaBUSIbHOCTLIO UCYUCIEHNS, MOJIHOTOM 1 CBOEBPEMEHHOCTbIO
BHECEHWS B COOTBETCTBYOWMN BroaxeT brogxeTHon cnctembl Poccuninckon Gegepauumn Hanoros 1 cbopos,
a B Cyyaax, NpeayCMOTPEHHbIX 3aKOHOA4aTebCTBOM Poccminckon deaepaunu, - 3a NpaBUibHOCTbIO
NCYNCNIEHNS, MOSIHOTON N CBOEBPEMEHHOCTbIO BHECEHUS B COOTBETCTBYIOLWMIN BI0OXKET UHbIX 00653aTeNbHbIX
nnatexen;

6) kKoHTponsa cobntoaeHns TpeboBaHUIN K KOHTPOIbHO-KACCOBOM TEXHUKE, MOPSAAKa U YCOBUIA ee
perncTpaumm n NpUMeHeHus;

B) KOHTPOJ1S YYETA BbIPYYKM LEHEXHbBIX CPEACTB Y OPUANYECKNX JINL N MHANBUAYASIbHbLIX
npeanpuHuMaTenen;

) OCYLLeCTBJIEHNSA KOHTPOJIbHbIX MEPONPUATUIA, BKJIIOYAA KaMepasibHble 1 Bble34HbIe MPOBEPKN.

577. ®epepanbHON TaMoXXeHHON cnyxbe obecneynBaeTcs AOCTYN K MHGOPMaLMK, COAEPXKaLLencs B
CUCTEME MOHUTOPWHIa, B Lensx obecnevyeHns npeayCcMoTPEHHbIX 3aKOHOAAaTENbCTBOM PoCCUICKOWA
depepaumm NOJHOMOYNI MO OCYLLECTBIEHNIO TAMOXXEHHOI0 KOHTPOSA 3@ NPOAYyKLUMEN, BBO3UMOW B
Poccuinckyto ®enepaunio, B TOM YMCIE TaMOXXEHHOIO KOHTPOJ1S NOC/1e BbiMyCKa TOBAPOB, a TakXe
KOHTPOJ15 3@ NPaBWUJIbHOCTBIO NCHUCNEHNS U CBOEBPEMEHHOCTLIO YMJ1aTbl TAMOXEHHbIX MOLUIMH, HA0roB,
cneumnanbHblX, aHTUAEMIMMHIOBbIX KOMMEHCALMOHHbIX MOLAVH U MHbIX NAaTeXen, B3MMaHne KOTOPbIX
BO3J/10)KEHO Ha TaMOXXEHHbIE OpraHbl.

578. ®epepanbHon cny>kbe rocyaapCTBEHHON CTaTUCTMKKU obecnedynBaeTcs AOCTYN K MHGoOpMaLmu,
COAEepXKaLLencs B CUCTEME MOHUTOPKWHIA, B Lensx obecneyeHmns oCyLecTBAeHNa QYyHKLNA Mo
hopMMpoBaHNO 0DULMANBHON CTaTUCTUYECKON MHOPMaLIMM O COLMaNbHbIX, SKOHOMUYECKMX,
Aemorpadnyeckmnx, 3K0A0rnyecknx n apyrmx obLiecTBeHHbIX npoueccax B Poccminckon ®egepaumn.

57°. depepanbHON aHTUMOHOMOILHOW cyxbe obecrneynBaeTcs AOCTYN K MHoOpMaLMK, coaepallencs B
CMCTEME MOHMTOPUHIa, B LIeNIAX OCYLLECTBJIEHUS FOCYAapCTBEHHOIO0 KOHTPOJIA 3a cobnogeHmnem
aHTMMOHOMOJILHOIO 3aKOHOA4aTeNbCTBa B Poccuinckon ®egepauun.”;

A) LONOJSIHUTB NYHKTOM 60 criefytoLlero cogepXxaHus:

"60. OnepaTop CUCTEMbI MOHUTOPUHIa B C/ly4yae cbos B cUCTEME MOHUTOPWHIA, NMOBJIEKLLEro 3a cobow
0TKa3 B MpMeMe CBeAeHUn oT CybbekToB 0bpalleHns NeKapCTBEHHbLIX CPEACTB 0 COBEPLUEHHbIX ONepaLnsx,
pa3MellaeT Ha opULMaNLHOM CalnTe ornepaTopa CMCTEMbl MOHUTOPWHIA B MH(OPMaLMOHHO-
TeNIeKOMMYHWNKaLMOHHON ceTn "NHTepHeT" cneaytollne CBEAEHNS:

a) nHopMaumsa o cboe He no3gHee 4 YacoB C MOMEHTA €ro BO3HWKHOBEHNS;

6) nHopmaumsa 06 ycTpaHeHUn npuynH cbos 1 BOCCTaHOBAEHUMN NOJIHON paboTocnocobHOCTN CUCTEMDI
MOHUTOPUWHra He No3aHee 4 4YacoB C MOMEHTa BOCCTAHOBJ/IEHMSA MOJIHON paboToCcnocobHOCTN CUCTEMBI
MOHUTOPUWHIa C yKa3aHWeM NPOAO/HIKUTENbHOCTI OrpaHnyeHns B ee pabore.".

3. B npunoxeHun Ne 1 K ykazaHHOMY [10J10)KeHU10:

a) NYHKT 3 AONOJIHUTbL NoANYHKTaMu "3" - "a" cnepyrowero cogep)xaHus:

"3) HanMeHoBaHNe cybbeKkTa 0bpallleHNsI NEKAPCTBEHHbIX CPECTB, OCYLECTBASIOLEr0 CTaaNto
NPOVN3BOACTBA FOTOBOW JIEKAPCTBEHHOW (hOPMbI;

l0) Ko4 HanoronnaTenblimKka cybbekTa obpalleHnsa nekapCcTBEHHbIX CPeACTB, OCYLLECTBASIOWEro CTaauno
NPOM3BOLACTBA FOTOBON NEKAPCTBEHHOWN (hOPMbI B CTPaHe perucrpauuu;

A) CTpaHa perncTpaunmn cybbekTa obpallleHns NeKapCTBEHHbIX CPeACTB, OCYLLECTBASLEr0 CTaamno
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NPON3BOACTBA FOTOBOW JIEKapCTBEHHOW (hOpMbI.";

6) B NyHKTe 6:

B ab3aue nepeom cnoBa "noacncTemsl "MOHUTOPMHI KadyeCTBa JIeKapCTBEHHbIX CpeacTB”, "BpeMEHHOM" 1
"BpeMeHHOro" NCKIIYNThb;

B NOAMNYHKTE "a" c/loBa "BpPEMEHHbLIN" 1 "BPEMEHHOr0" NCKITIOYUTD;

B NognyHKTe "r" cnoBo "BPEMEHHOr0" NCKYNTD;

B MoAnyHKTe "4" cfioBa "BpeMeHHOM" 1 "BPpeMEeHHOro" NCKI4YmnTb;

B) AOMOJIHUTL MyHKTaMu 6% - 63 cnegyoulero CogepxaHus:

"6, VI3 cucTeMbl MOHUTOPUHIa B LLeNSX NOATBEPXAEHNS LOCTOBEPHOCTY CBEAEHUI, NPEACTaBASEMbIX
cybbekTamu obpalleHns nekapcTBeHHbIX cpeacTs B PefepanbHyto cnyxby no Hag3opy B cepe
34paBOOXPaHEHNS MPU BBOAE JIEKAPCTBEHHbIX MPENapaToB B rpaXkAaHCKMIN 060poT, NepefaloTcs B
aBTOMATU3MPOBAHHYIO MH(OPMaLMOHHYO cucTemy defepanbHON Cyxbbl N0 Hag30py B cdhepe
3[paBOOXPaHEHUs ceayLme CBeAeHNs 0 TaKMX JIeKapCTBEHHbIX NpenapaTax:

a) MAEHTU(MKALMOHHBIN HOMEpP HanoronaaTesblunKa CybbekTa obpallleHns NeKapCTBEHHbIX CPEACTB,
OCyLLeCcTBMBLUErO (DaCOBKY (YMaKOBKY) NeKapCTBEHHbIX NpenapaToB BO BTOPUYHYIO (NOTpebuTtensckyto)
YNaKoBKY JIeKapCTBEHHOrro npernapaTa (a npu ee 0TCYTCTBUM - NEPBUYHYIO YNAKOBKY JIeKapPCTBEHHOI0
npenapaTta) Npv NPoU3BOACTBE IeKapCTBEHHOMO NpenapaTa Ha TeppuTopun Poccminckon depepauum nam
OCyLLeCTBMBLUEr0 BBO3 B Poccuinckyto deaepaumnto n TaMOXXEHHOe AeKlapypoBaHue NekapCcTBEHHOIr0
npenapaTta B C/ly4ae BBOAA B rpakAaHCKu 06opoT IeKapCTBEHHOro npenapaTa, NPoN3BEeAEHHOr0 BHE
TeppuTopun Poccninckon degepaunm;

6) HanMeHoBaHMe cybbekTa obpalleHNs NeKapCTBEHHbLIX CPeACTB, OCYLLEeCTBUBLLErO (hacOBKY (YNakoBKY)
NleKapCTBEHHbIX MpenapaToB BO BTOPUYHYIO (MOTpebuTenbCKylo) yNakoBKy JleKkapCTBEHHOro npenapaTa (a
npv ee OTCYTCTBWM - MEPBUYHYIO YNAKOBKY IeKapCTBEHHOM0 NpenapaTa) Npu npov3BoACTBE
NEeKapCTBEHHOro NpenapaTta Ha TeppuTopun Poccunckon depepauyv Mam oCyLLeCTBUBLLENO BBO3 B
Poccunckyto ®efepaunio 1 TaMOXXEHHOE AeKlapupoBaHne SIeKapCTBEHHOro npenapaTa B C/lyvyae BBOAA B
rpakgaHCcKun 060poT NeKapCTBEHHOrO NpenapaTta, NPOU3BEeLEHHOr0 BHE TeppMTOpUM POCCUNCKON
depnepaumnu;

B) CBEAEHUS O SIeKapCTBEHHOM npenapaTe, NoyYeHHble B paMKax ONMCaHUs NeKapCcTBEHHOr0 npenapaTa B
CUCTEMEe MOHUTOPUHIa B COOTBETCTBUM C MYHKTOM 33 [10N0XKEHNS 0 CUCTEME MOHUTOPUHIa ABVXKEHMUSA
JIeKapCTBEHHbIX NpenapaToB Ans MeanLMHCKOr0 NPUMEHEHUS, YTBEPXKAEHHOIO NOCTAHOB/IEHNEM
MpasuTtenscTBa Poccunckon ®enepauunm ot 14 nekabpa 2018 r. Ne 1556 "06 yTBepxaeHumM MNonoxxeHus o
CMCTEME MOHMTOPUHIa ABUKEHUS JIEKAPCTBEHHbIX NPenapaToB Aas MeauUNHCKOr0 NpuMeHeHuns";

r) HOMep NPON3BOLCTBEHHOW CEpUN;

L) 06beM Npon3BOACTBEHHON Ccepuu;

e) laTa yNakoBKM ((haCoBKW) NEKAPCTBEHHOrO NpenapaTa BO BTOPUYHYIO (NOTPebuTenbCKyto) ynakoBky
NeKapCTBEHHOro NpenapaTa (a Npu ee OTCYTCTBUY - MEPBUYHYIO YNIAKOBKY NEKAPCTBEHHOro npenapaTa)
npv NPoOu3BOACTBE SIeKapCTBEHHOIO NpenapaTa Ha TeppuTopun Poccuinckon ®epepaumm;

) MOEHTUPUKALNOHHBIN HOMEP HasloroniaTeblLMKa COOCTBEHHMKA IEKAapPCTBEHHOMO NpenapaTta npu
KOHTPaKTHOM (NoapsaAHOM) MPON3BOACTBE JIEKaPCTBEHHOIO NMpenapaTa Ha TeppuTopun POCCUNCKON
depepaumnu;

3) HanMeHoBaHMe COBCTBEHHMKA IeKapCTBEHHOMO NpenapaTta NPy KOHTPaAKTHOM (NoApsgHOM)
NpoM3BOLCTBE SIeKapCTBEHHOIr0 npenapaTta Ha TeppuTopumn Poccminckon ®epepaunu;

1) faTa perncTpauuny TaMoXXKEeHHON AeKnapauny Ha NeKapCTBEHHbIN NpenapaT B C/lyvyae BBOAA B
rpa)kgaHCKnim 06opoT NIeKapCTBEHHOMO NpenapaTa, NPON3BEeAEHHOI0 BHE TEPPUTOPUN POCCUINCKON
depepaumu;

K) perncTpauuoHHbIAN HOMep TaMOXXEHHON AeKnapaLnn Ha IeKapCTBEHHbIN nNpenapaT B C/lyvyae BBOLA B
rpakgaHCcKuin 060poT NEKaPCTBEHHOrO NpenapaTa, NPOU3BELEHHOr0 BHE TepPUTOpPUM POCCUINCKON
depepaumu;
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J1) DaHHbIE O BbIMYCKe AJ19 BHYTPeHHEro notpebneHns nekapCTBEHHOrO NpenapaTa B C/lyYae BBOAA B
rpakgaHCcKun 060poT NeKapCTBEHHOrO NpenapaTta, NPOU3BELEHHOr0 BHE TeppMTOpUM POCCUNCKON
depnepauymm.

62. 13 aBTOMaTU3NPOBAHHON NHMOPMaLIMOHHON cucTembl PefepansHOn cinybbl Mo Haa3opy B chepe
3[4paBOOXPaHEHNS B Liensx NoATBEPXAEHNS 4OCTOBEPHOCTY CBEAEHUI 0 BBOAE NEKAPCTBEHHbIX
npenapaToB B Fpa)kAaHCKNA 060pOT B CMCTEMY MOHUTOPUHIa NPEeLCTaBATCA CIeAyloLmne CBEAEHUS:

a) faTa perucTpaunm CBeeHnin B aBTOMaTM3UPOBAHHON MH(OPMaLMOHHON cucTeme denepansHom CnyXoel
no HaA30py B chepe 34paBOOXPAHEHMS;

6) pekBU3NTLI 3aNnCK 0 NeKapCTBEHHOM MpenapaTe, BBOAMMOM B rpaXKAaHCKMA 060poT, B
aBTOMATU3MPOBAHHON NHOPMaLMOHHON cucTeme deaepansHon Cnyxbel Mo Haa3opy B chepe
3[paBOOXPaHEHUS;

B) rnobasibHbIN NAEHTUDUKALMOHHBLIA HOMEP TOProBON eAUHULLI BBOAMMOIO B Fpa)kaaHCcKmin obopoT
JleKapCTBEHHOr0 npenapaTa;

r) HOMep NPOM3BOACTBEHHON CEPUMN BBOAUMOrO B FrpaXkAaHCKMN 060pOoT IeKapCTBEHHOr0 NpenapaTa;

[) KONN4eCTBO BTOPUYHbIX (NOTPebuTensCkux) ynakoBOK IEKapCTBEHHOIO NpenapaTa (a npu nx
OTCYTCTBUW - MEPBUYHbLIX YNAKOBOK JIeKapCTBEHHOI 0 NpenapaTa), BBOAMMOro B rpakAaHCKuin 06opoT;

e) Homep pa3pelleHuns GepepanbHon cnyxbbl N0 Haf30py B chepe 34paBOOXPaHEHUS Ha BBOS B
rpakaaHckuin 06opoT (B Cyvae BBOLA B rPaXKAaHCKMNIA 060p0T MMMYHOBMOIOMMYECKOro NEKAPCTBEHHOIO
npenapara);

) MOEHTUMPUKALMOHHbLIA HOMEpP HaJloronaaTeNbliKa CyObeKkTa obpallleHUst NeKapCTBEHHbIX CPELCTB,
OCYLLECTB/IAOLLEr0 BBOA JIEKAPCTBEHHOMO NpenapaTta B rpaXkAaHCcKmin oboporT.

63. M3 cucTeMbl MOHUTOPUHIa B Liensx obecnevyeHns ocyLLecTBAeHNs hefepabHOro rocy4apCTBEHHOMo
HaZ30pa B cthepe obpalleHns IeKapCTBEHHbIX MPenapaToB 418 MEAULNHCKOro NpuMeHeHns deaepansbHON
cnyxb6oin no Haa3opy B cchepe 34paBOOXPAHEHNS NepefatoTCs B aBTOMATU3MPOBAHHY0 MH(OPMALIMOHHYIO
cuctemy PepepanbHON CNyxObl MO HafA30pY B Chepe 34pPaBOOXPaHEHMA Clieaylolime cBeieHust 06
YHUYTOXXEHUN NTEKaPCTBEHHbIX NpenapaTos:

a) faTa BHECEeHUs CBeJeHWN B CUCTEMY MOHUTOPUHIa 06 YHUYTOXXEHWUW 1IEKapCTBEHHOMO nNpenapaTa;

6) MAEHTU(MMKALMOHHBIN HOMEP HanoronaaTenblnKa CybbekTa obpalLlleHns NeKapCTBEHHbIX CPEACTB,
OCyLLEeCTBMBLUEro nepeaayy NeKapCTBEHHOro NpenapaTta Ha YHUYTOXKEHNE;

B) HauMeHoBaHMe cybbekTa obpalleHns TeKapCTBEHHbIX CPEACTB, OCYLLECTBMBLIEro nepeaayy
NeKapCTBEHHOrO NpenapaTta Ha YHUYTOXEHUE;

r) MOEHTUMKALNOHHBIA HOMEP HanoronaaTesblKa OpraHm3aunm, oCyLLeCcTBUBLLEN YHUHTOXEHNE
NEeKapCTBEHHOro NpenapaTa;

[l) HAaUMeHOBaHWe OpraHn3aL K, oCyLLeCTBMBLLEN YHUYTOXEHNE NEeKapCTBEHHOMO NpenapaTa;

e) agpec opraHmMsaumm, oCyLLLeCTBMBLUEN YHUYTOXKEHME IeKapCTBEHHOIO NpenapaTa;

)K) PEKBU3UTLI aKTa 06 YHUYTOXEHNW NEeKapCTBEHHOr 0 npenapaTa (faTa 1 HoMep);

3) CBeeHMS 0 IeKapCTBEHHOM npenapaTte, NojyyYeHHble B paMKax ONUCaHns NeKapCTBEHHOr0 npenapaTa B
CUCTEME MOHUTOPMWHIa B COOTBETCTBUM C MYHKTOM 33 M010XKEHNS 0 CUCTEME MOHUTOPUHIA ABUKEHUS
JIeKapCTBEHHbIX NPenapaToB Aas MeanLMHCKOr0 NPUMEHEHUS, YTBEPXKAEHHOIO NOCTAHOB/IEHNEM
MpasuTenbcTBa Poccuinckon ®epepaumnm ot 14 nekabpsa 2018 r. Ne 1556 "06 yTBepxaeHMM M0N0XKEHUS O
CUCTEME MOHUTOPUHIa ABVKEHUS eKapCTBEHHbLIX NpenapaToB 415 MeAULWHCKOro NpUMeHeHns";

1) cnocob YHUUYTOXEHUS;

K) LaTa YHUYTOXEHNS;

J1) IpYYnHa 1 OCHOBaHWe nepefayn IeKapCTBEHHOIr0 NpenapaTa Ha YHUYTOXeHue.".

4. B npunoxeHun Ne 3 K ykazaHHOMY [10J10XKEHUIO:

a) B NnyHKTe 1:

B NoAnyHkTe "6" cnoBa "naeHTUOUKALMOHHBIN HOMEP HaJIoronJaTeNblinKa" 3aMeHNTb CJI0BOM
"noeHTuukaTop";
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NOANYHKT "B" NpU3HaTb yTPaTUBLLMM CUAY;

B NOANyHKTe "4" cnoBa "MAEHTU(MUKALNOHHBIA HOMep HanoronaaTesblLKa" 3aMeHNTb CJIOBOM
"noeHTngukaTop";

6) (MoanyHKT yTpaTnn cuny - MNoctaHoBneHwne MpaBuTenscTBa Poccuinckon ®egepaumm ot 24.03.2023 Ne
468)

B) MYHKT 3 U3N0XNTb B CleAyOWen peaakumm:

"3. CybbekTbl 0bpaLleHns NeKapCTBEHHbIX CPEACTB NPV 3aBePLIEHUN NMPOU3BOACTBEHHON CTaaumU (hacoBKU
(ynakoBKW) nekapCTBEHHbIX MPenapaToB WK 3aBepLUEHN MAapPKMPOBKM YNAaKOBOK JIEKAPCTBEHHbIX
npenapaToB CpeacTBaMu NAEHTUDNKALMN Ha TaMOXKEHHOM CKflafie B COOTBETCTBMU C ab3aueM BTOpbIM
nyHKTa 4 [10N10XXeHNa 0 CUCTEME MOHUTOPUHIa ABMXKEHUSA JIeKapCTBEHHbIX NpenapaToB A1 MeAULNHCKOro
NPUMEHEHUS, YTBEPXAEHHOI0 NoCTaHoBAeHMeM MpaBnTenbcTBa Poccuiickon Pepgepaunn oT 14 nekabps
2018 r. Ne 1556 "06 yTBepXAeHUM [0N0XKEHNSA 0 CUCTEME MOHUTOPUHIA ABMXEHNS NIeKapCTBEHHbIX
npenapaToB Aas MeauLUMHCKOro npuMeHeHus" (ganee - MonoxxeHne), NpeAcTaBAsIOT B CUCTEMY
MOHUTOPUHIa B OTHOLUEHWMW Ka)XA40W TOProBon eANHWLbl IEKAPCTBEHHOI0 npernapaTa, Npon3seieHHON BHe
Tepputopun Poccuinckon ®epepaumnm, caenyoLlyo MHGMopMaLnto:

a) flaTa coBepLUeHns onepauuu;

6) npeHTnmkaTop cybbekTa obpalleHns NeKapCTBEHHbIX CPeACTB, ABAAIOLLEroCcs Aep)KaTeneM num
BNafenbLEeM PErncTPaLMOHHOro yA0CTOBEPEHUNS, MW MPeACcTaBUTENbCTBa CybbekTa obpalleHmns
NEeKapCTBEHHbIX CPEACTB Ha TeppuTopun Poccunckon depepaunu;

B) naeHTMduKaTop cybbekTa obpalleHNs NeKapCTBEHHbIX CPeACTB, OCYLLECTBASIOWErO (haCcOBKY
(ynakoBKy) leKapCTBEHHbIX NPenapaToB BO BTOPUYHYIO (NOTPebMTENbCKYI0) YNaKoBKY 1IEKAapCTBEHHOMO
npenapata (a Nnpy ee OTCYTCTBUM - MEPBUYHYIO YNAKOBKY JIEKapCTBEHHOMO Npenapara);

r) naeHTndnkKaTop cybbekTa 0bpaLleHns NeEKaPCTBEHHbIX CPEACTB, OCYLLECTBASAIOLLENO
NPOV3BOLACTBEHHYIO CTaAMIO BbIMyCKAIOLLEro KOHTPOJIS Ka4ecCTBa;

A1) rnobanbHbI MAEHTUPUKALMOHHBIA HOMEP TOProBOW €ANHWLbI;

e) HoMep NpPou3BOACTBEHHOWN CepuUM NeKapCTBEHHOr 0 npenapaTa;

)K) faTa UCTe4YeHns Cpoka rogHOCTU JIeKapCTBEHHOro nNpenapaTa;

3) KOO TaMOXXEHHOr 0 opraHa v perncTpaunoHHbIA HOMEpP TaMOXXEHHOr0 CKlafa (Mpy MapKMpoBke
YNaKOBOK JIeKapCTBEHHbIX NpenapaToB CPeACcTBaMU NAEHTUMUKALUN Ha TaAMOXXEHHOM CKlagae);

1) Koo naeHTUUKaL MM, NPUCBOEHHbBIN BTOPUYHON (MOTPEBNTENbCKON) YNaKOBKE NeKaPCTBEHHOMO
npenapata (B C/ly4yae ee OTCYTCTBUSA - NEPBMUYHON YNAKOBKE IEKAPCTBEHHOMO NpenapaTa);

K) nHgopmaumsa o6 ncnosb3yeMom yCTPONCTBE perncTpaumm sMnmccun.";

r) LONOSHWUTL MNYHKTOM 3% criefyoLero CoaepXaHns:

"3, CybbekThl obpalleHns nekapCTBEHHbIX CPeACTB MpuW OCYLLECTBAEHUN MapKUPOBKM YNaKOBOK
JIeKapCTBEHHbIX NpenapaToB CpeAcTBaMN NAEHTUMUKALMM HA TAaMOXKEHHOM CKNage B COOTBETCTBUN C
ab3aLem BTOpbIM NyHKTa 4 MNonoXeHUs NpeaCcTaBaAAT B CUCTEMY MOHUTOPWHIA CNefyioLLyto
nHgopMaLuio:

a) ngeHTngmnkaTop cybbekTa obpalleHns NeKapCTBEHHbIX CPEACTB, ABNAOLEroCs Aep)KaTenemM nim
BJlafe/bLEM PErncTpaLMoHHOro ya0CTOBEPEHNS, UK NpeacTaBuTeNbCTBa CybbekTa obpalleHmns
JIeKapCTBEHHLIX CPeACTB Ha TeppuTopun Poccuinckon ®epepaumnm;

6) naTa coBepLleHUs onepaLmu;

B) rnobasbHbIN NAEHTUDUKALMOHHBIA HOMEP TOPrOBON eAUHULLbI;

) KOO TaMOXXEHHOr0 OpraHa v perncTpPaLoOHHbLIN HOMEp TaMOXEHHOM0 CKaAa, Ha KOTOPOM
OCYLLLeCTB/IAETCSA MAapKMPOBKa YMaKOBOK JIeKapCTBEHHbIX MpenapaToB cpeacTBaMm MAeHTU(MKaLnm B
COOTBETCTBUU C ab3aLieM BTOPbIM NyHKTa 4 MonoxeHus;

4) Koabl naeHTudnKaumm.";

[) NyHKTbI 4 - 7 U3N10XXUTb B CleAyoWen peaakumm:

"4. CybbekTbl 0bpaLleHns NeKapCTBEHHbIX CPEACTB NPY 3aBEPLUEHUN OTIPY3KM JIeKapCTBEHHbLIX
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npenapaTtos B Poccuinckyto Genepauuio nam nocne nepenayn CBeAEHUN 0 MapKMPOBKE YNaKoBOK
JIEKApPCTBEHHbIX NPEenapaToB CpeiCcTBaMN NAEHTUMUKALMM Ha TaMOXXEHHOM CKNlage B COOTBETCTBUN C
ab3auem BTOpbIM NyHKTa 4 MMon0oXXeHna NpeacTaBAAT B CUCTEMY MOHUTOPUHIa CedyoLLyo NHGopMaLnio
B OTHOLLEHUN KaXXA0N eQUHULbI TEKAapCTBEHHOrO NpenapaTa:

a) faTa CoBepLUeHUs onepaLmu;

6) npeHTnnKaTop cybbekTa obpaLleHns TIEKapCTBEHHbIX CPEACTB, ABNAIOWEr0Cs Aep)KaTeNeM nUm
BNlagesbLEM PErncTpaLMoHHOro yaoCTOBEPEHNS, UK NPeaCcTaBUTeNbCTBa CybbekTa obpalleHmns
JIeKapCTBEHHbIX CPeACTB Ha TeppuTopun Poccuinckon ®egepaumnm;

B) naeHTUUKaTop cybbekTa obpalleHns NeKapCTBEHHbIX CPEACTB, SABASIOLLEr0oCs NPoAaBLIOM
JIeKapCTBEHHbIX NPenapaTos;

r) naeHTngnkaTop cybbekTa obpaLleHns NeKaPCTBEHHbIX CPEACTB, ABNAIOLEr0Cs NOKynaTenem
JIeKapCTBEHHbIX NpenapaToB B Poccuinckon ®epepaunu;

[) TN OOoroBopa;

€) peKBU3NTbI NEPBUYHOIO LOKYMEHTA, ABMAIOLWEr0Cs OCHOBAHMEM A5 OTrpPy3KW IEKAPCTBEHHOI O
npenapata B Poccuinckyto degepaumio;

)X) KOO TaMOXXEHHOIr0 opraHa U perncTpaunoHHbIn HOMep ckiafa (aapec MecTa HaxoXAeHns ToBapa
COrlaCHO TaMOXKEHHOW AeKnapaLmMm Ha TOBapbl, 3a UCKIDYEHMEM C/ly4asd MapKNPOBKN yNakoBOK
JIeKapCTBEHHbIX NpenapaToB CpeAcTBaMN NAEHTUMUKALMM Ha TaMOXKEHHOM CKage B COOTBETCTBUN C
ab3auem BTOpbLIM NyHKTa 4 MonoxxeHuns);

3) KOO NAeHTUGUKaLUN NN KO NAEHTUHUKALUN TPETUYHON (TPAHCMOPTHOWN) YyNaKOoBKN JIEKAaPCTBEHHOIO
npernapara, B KOTOPOWN HaxoOUTCA 3TOT NEKAPCTBEHHbIN NpenapaT (B ciyyYae OTrpy3KM TPETUYHON
(TpaHCMOpPTHOW) YNaKOBKMW NEKApCTBEHHOMO NpenapaTa LesIMKoMm).

5. Cy6beKkTbl 06paLleHns TeKapCTBEHHbIX CPEACTB NPU OCYLLECTBIEHUN BBO3a NPEACTaBASAIOT B CUCTEMY
MOHUTOPUWHIa CeayoLwyto MHHOPMaL IO B OTHOLLEHUN KaXK 40N eAUHULbI IEKapCTBEHHOrO npenapaTa:
a) naTa CoBepLUeHNs onepauumy;

6) noeHTndrkaTop cybbekTa obpalleHns IeKapCTBEHHbIX NMPENapaToB, OCYLLECTBASIOLIEr0 BBO3
JleKapCTBEHHbIX NpenapaToB B Poccuickyto ®enepaumio;

B) KO TaMOXXEHHOIr0 OpraHa u perncTpaunoHHbIN HOMep CKlada (agpec MecTa HaxoXAeHMa ToBapa
COrflaCHO TaMOXXEHHOW AeKnapaumm Ha ToBapbl);

r) naeHTngurkKaTop CybbekTa 0bpaLleHnsa NeEKaPCTBEHHbIX CPEACTB, SABMAIOLLErocs NpoAaBLoM
JIEKapCTBEHHbIX NPenapaTos;

[l) TN OOroBopa;

€) peKBU3NTbI NEPBUYHOIO LOKYMEHTA, ABJIAIOLLEr0Cs OCHOBAaHMEM [O/15 BBO3a JIEKAPCTBEHHOrO NpenapaTa
B Poccuiickyto ®efepaumio (Bata n Homep);

) naeHTudukaTop cybbekTa obpallleHns NeKapCTBEHHLIX CPELCTB, SABMAIOLLIEroCcs AepXXaTeNeM nau
B/laAebLEM PErnCTPaLMOHHOro y40CTOBEPEHNS, U NPeaCTaBUTENbCTBa CybbekTa obpalleHmns
JIeKapCTBEHHbIX CPEACTB Ha TeppuTopumn Poccuinckon ®egepauum (B Ciyvyae BBO3a JIEKAPCTBEHHOIO
npenapata B Poccunckyto Penepaumnto cybbekTom obpalleHns NeKapCTBEHHbIX CPeACTB, HE SABASIOLNMCS
AepxaTeneM U BAagesbLemM perncTpauoHHOro yaocToBEPEHNS);

3) KO4 NAEHTUGUKaALUN NN KOS NAEHTURUKALUN TPETUYHON (TPAHCNOPTHOWN) YNaKOBKN JIEKapPCTBEHHOMO
npenapaTta, B KOTOPON HaXoAUTCA 3TOT JIeKapCTBEHHbLIN NpenapaT (B Cily4ae BBO3a TPETUYHOMN
(TPaHCNOPTHOWN) YMaKOBKMN NEKAPCTBEHHOI0 NpenapaTa LeJIMKOM).

6. CybbeKkTbl 0bpalleHns NeKapCTBEHHbIX CPeACTB, OCYLLECTBASALINE Nepenayy eKapCTBEHHbIX
npenapaTos, MOMELLEHHbIX MO TaMOXXEHHYIO NpoLenypy TaMOXEHHOro CKflaga, ApyromMmy COBCTBEHHUKY
(cMeHa cobcTBeHHMKA), NPeACTaBASAT B CUCTEMY MOHUTOPUHIA CleyoLLY0 MH(GOPMaLIMIO B OTHOLLIEHWN
Ka)XKZ0N eAnHULblI IeKapCTBEHHOr O npenapaTa:

a) OaTa CoBepLIeHNs onepauumy,

6) noeHTndmkaTop cybbekTa obpalleHns nekapCTBEHHbIX CPEACTB, OCYLLECTBASIOLEro nepeaayy
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JIeKapCTBEHHbIX NpenapaTos;

B) nAeHTMdUKaTop cybbekTa obpalleHns nekapCTBEHHbLIX CPeACTB, OCYLLECTBASIOWErO NPUEMKY
JIeKapCTBEHHbIX NPenapaTos;

) PEKBU3UTHI NEPBUYHOIO LOKYMEHTA, ABJAOLLEroCs OCHOBaHWEM A5 nepefayn IeKkapCcTBEHHOIro
npenapaTa (gaTta n Homep);

A) Kog naeHTudmnkauum nam Kog naeHTudukauum TPeTUYHON (TPAHCMOPTHON) YNaKOBKMN TEKAaPCTBEHHOIO
npenapaTta, B KOTOPON HaXO4MTCA 3TOT NEKAPCTBEHHLIN NpenapaT (B CyyYae nepefayn TpeTUYHON
(TPaHCNMOPTHOWN) YMaKOBKMN NEKAPCTBEHHOI0 NpenapaTa LIeJIMKOM).

7. CybbekTbl 0bpalLleHns NeKapCTBEHHbIX CPEACTB NPV MOATBEPXKAEHNN CBEAEHNI 06 OTrPy3Ke nan o
BBO3€e NIeKapCTBEHHOro npenapaTa B Poccuiickyro depepauuio, v npueMke Ha papMaLleBTUYeCKUA CKag,
NIEKapCTBEHHOrO NpenapaTta Ha TeppuTopun Poccuinckon depepaunn, nam nepegade npasa cobCTBEHHOCTU
Ha NeKapCTBEHHLIN NpenapaT, NOMELLEHHbIN NO4 TaMOXEHHY0 NPoLeaypy TaMOXXEHHOro CKiaaa, npu
NOATBEPXAEHWUN CBEAEHMI, COAEPXKALLNXCA B CUCTEME MOHUTOPUHIa, MPeACTaBASaI0T B CUCTEMY
MOHUTOPUHIa CIeYoLLY0 MH(POPMALMIO B OTHOLLEHUN KaXXA0N eQUHULbI IeKapCTBEHHOr 0 npenapaTa:

a) faTa coBepLleHns onepauuu;

6) npeHTnnkKaTop CybbekTa obpaLleHns NeKapCTBEHHbIX CPEACTB, OCYLLECTBASAIOLEr0 NOATBEPKAEHNE
CBeLeHun;

B) naeHTMdukaTop cybbekTa obpalleHns NeKapCTBEHHbIX CPeACTB, PaHee OCYLLECTBUBLLENO PErncTpaLmio
cBefeHnin 06 0Trpy3Ke Uam 0 BBO3e NIeKAaPCTBEHHLIX NpenapaToB B Poccuiickyto depepauuio, uam npuemke
Ha hapMaLeBTUYECKNI CKNaL NIeKapCTBEHHbIX NpenapaToB Ha TeppuTopun Poccunckon ®egepaumm, uim
nepefaye npaBa COHCTBEHHOCTM Ha NEKAPCTBEHHELIN NpenapaT, MOMELLEHHbIN N04 TaMOXXEHHYI0
npowefypy TaMOXXeHHOro CKnaga;

r) Kog NaeHTUMKaLMM I Kog naeHTudrKaumm TpeTu4yHom (TPaHCNOPTHOM) YNaKOBKMW IEKAPCTBEHHOI O
npenapaTta, B KOTOPON HaXOA4MTCA 3TOT NIEKAPCTBEHHbLIN NpenapaT (B C/lyYae nepefayn TpeTUYHON
(TPaHCNOPTHOWN) YNaKOBKM JIEKAPCTBEHHOIO NpenapaTa Leankom).";

e) B NyHkKTe 8:

B ab3aue nepeom cnoBa "And MEANLMHCKOrO NPUMEHEHNA" UCKJTIOYNTD;

NoANyHKT "6" N3N10XNTb B ClefyoLLEN peaakuum:

"6) nugeHTNukaTop cybbekTa obpalleHuns NeKapCTBEHHbIX CPEACTB, OCYLLECTBASALWEro NnepeMeLleHune
JIeKapCTBEHHbIX NMpenapaTos;";

NOANYHKT "B" NPMU3HaTb YTPaTUBLLKUM CUIY;

noanyHKT "r" nocse caoBa "cornacHo" OMOJHUTL C/I0OBOM "TaMOXXeHHON";

X) (MoanyHKT yTpaTua cuny - MoctaHosneHue MNpasuTtenscTsa Poccninckon Gepepauun ot 24.03.2023 Ne
468)

3) B nyHkTe 10:

B NOANYHKTE "6" cnoBa "MAEHTUDNKALNOHHBIA HOMEp HanoronaaTenbLmka" 3aMeHUTb C/I0BOM
"noeHTudmkaTop";

NOANYHKT "B" NPMU3HaTb YTPATUBLLKM CUIY;

1) NyHKTbI 11 - 14 n310XX1Tb B CledylOLWEN pefakumm:

"11. CybbekTbl 0bpalleHnsa NekapCTBEHHbIX CPEACTB NPY 3aBEPLLUEHUN OTIPY3KMN NEKAPCTBEHHbIX
npenapaToB B Poccuinckyto ®enepaLnio U3 rocyfapcTs - 4neHoB EBPa3nincKoro 3KOHOMUYECKOro Cot3a
NpeacTaBNAT B CUCTEMY MOHUTOPMHIA CeAy LYo NHHOPMaLIMIO B OTHOLLIEHNN KaXKA0MN TOProBom
eMHULLbI JIeKapCTBEHHOr 0 NnpenaparTa:

a) naTa CoBepLUeHNs onepauumy;

6) npeHTnmnkKaTop cybbekTa obpaLleHns NeKapCTBEHHbIX CPEACTB, ABNAIOLWEr0Cs Aep)KaTeNeM num
BNafenbLeM perncTpaLmnoHHOro yaoCcToBepeHus, v npeacTaBnTensCcTea cybbekTa obpalleHuns
JIeKapCTBEHHbIX CPeACTB Ha TeppuTopun Poccuinckon ®epepaumnm;

B) naeHTudukaTop cybbekTa obpalleHns nekapCTBEHHbIX CPEACTB, ABASAIOLLErocs NpoaaBLIOM
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JIeKapCTBEHHbIX NpenapaTos;
r) noeHTugukaTop cybbekTa obpalleHns NeKapCTBEHHbIX CPEACTB, ABAAOWEr0Ca NoKynaTenem
JIeKapCTBEHHbIX NpenapaToB B Poccuinckon ®epepaunu;

1) PEKBM3NTbI MEPBUYHOIO AOKYMEHTA, ABSAOLLErOCS OCHOBAHWEM AN OTIPY3KW NEKAPCTBEHHOM O
npenapata B Poccuinckyto Pepepaunto (aata n Homep),

€) Tun Oorosopa;

»K) CTOMMOCTb JIeKapCTBEHHOr0 npenapaTa (C y4eToM Hanora Ha AobaBNeHHY0 CTOMMOCTb) COrnacHo
NepPBUYHbIM LOKYMEHTAM;

3) CyMMa Hanora Ha AobaBNeHHY0 CTOMMOCTb;

1) Kog naeHTUDUKaLMM AN KOA NAEHTUPMKALNN TPETUYHOW (TPAHCNOPTHOM) YNaKOBKU JIeKaPCTBEHHOIO
npenapaTa, B KOTOPOMN HAaXOAUTCS 3TOT IEKAapPCTBEHHbIN NpenapaT (B ciiy4ae OTrpy3Ku TPETUYHON
(TpaHCMOPTHOW) YNaKOBKMW NEKAPCTBEHHOMO NpenapaTa LesIMkom).

12. Cy6bekTbl 0bpalleHns NeKapCTBEHHbLIX CPEACTB MPU 0CYLLECTB/IEHUN BBO3a JIEKAaPCTBEHHbIX
npenapaToB B Poccuinckyto ®denepaunio U3 rocyaapcTs - 4neHoB EBPa3ninckoro 3IKOHOMMYECKOro Cot3a 1
pa3MeLLeHNN Ha hapMaLleBTUYECKOM CK1afe NPeacTaBAaloT B CUCTEMY MOHUTOPWHIA CNeayoLLYI0
MHOPMaLINI0 B OTHOLLEHWW KaXX A0 TOProBoN eANHNLbI NEKAPCTBEHHOMO NpenapaTa:

a) faTa CoBepLUeHUs onepaLmu;

6) npeHTnnkaTop cybbekTa obpaLleHns NeKapCTBEHHbIX CPEACTB, OCYLLECTBSIOLENO BBO3
JIeKapCTBEHHbIX NpenapaToB B Poccuiickyto ®epepaumio;

B) naeHTMduKaTop cybbekTa obpaLleHns NeKapCTBEHHbIX CPEACTB, ABSIOLLEr0Cs NPoAaBLIOM
JIEKApPCTBEHHbIX NPEnapaTos;

r) TN 0OroBopa;

[l) PEKBM3NTbI MEePBUYHOI0 OKYMEHTA, ABASAIOLEroCs OCHOBaHNEM /15 BBO3a JIeKapCTBEHHOro npenapaTa
B Poccuiickyto ®efepaumio (oata n Homep);

€) CTOMMOCTb JIEKAPCTBEHHOIO NpenapaTa (C y4eTOM Hajlora Ha A06aB/EeHHY0 CTOMMOCTbL) COrlaCHO
NEPBUYHBLIM [JOKYMEHTAM;

)K) CyMMa Hafnora Ha fobaBieHHy0 CTOMMOCTb;

3) naeHTUpnKaTop cybbekTa obpalleHnsa NekapCTBEHHbIX CPEACTB, SBASIOLLEroCs AepXaTeNeM uau
BJlafebLEM PErncTPaLMoHHOro ya0CTOBEPEHNS, UM NPeaCcTaBUTENbCTBa CybbekTa obpalleHmns
JIeKapCTBEHHbIX CPEACTB Ha TeppuTopumn Poccuinckon ®egepauum (B Ciy4ae BBO3a JIEKAPCTBEHHOIO
npenapata B Poccunckyto ®enepaumio cybbekTom 0bpalleHns NeKapCTBEHHbLIX CPEACTB, He ABNAIOLLMMCS
AepxaTenem U BlagesbLemM perncTpaumoHHOro yaocToBEPEHNS);

n) KoL NOeHTUPUKALUM NN KOG NOEHTURUKALWUN TPETUYHOW (TPaHCNOPTHON) YNaKOBKW JIEKAPCTBEHHOI 0
npenapaTta, B KOTOPON HaXoAUTCA 3TOT IeKapCTBEHHbLIN NpenapaT (B Ciy4Yae BBO3a TPETUYHON
(TPaHCNOPTHOWN) YNaKOBKMN NEKAPCTBEHHOI0 NpenapaTa LeIMKOM).

Ab3au;: (YTpaTnn cuny - MNocTtaHoBseHNe MpaBuTenscTBa Poccuinckon ®epepaumm ot 24.03.2023 Ne 468)
ab3au; (YTpaTtun cuny - MoctaHoBneHue MpaBuTtenscTBa Poccuinckon denepauum ot 24.03.2023 Ne 468)
ab3au; (YTpaTun cuny - MoctaHoBneHne MpaBuTtenscTBa Poccunckon ®epepauunm ot 24.03.2023 Ne 468)
abzau; (YTpaTtun cuny - NMoctaHoBneHwne MpasutenscTBa Poccuinckon ®epepauum ot 24.03.2023 Ne 468)
ab3au; (YTpaTun cuny - MoctaHoBneHue MpaBuTtenscTBa Poccuinckon ®epepauum ot 24.03.2023 Ne 468)
ab3au. (YTpaTtun cuny - MoctaHoBneHne lMNpaButenscTBa Poccuninckon Gegepaunm ot 24.03.2023 Ne 468)
14, Cy6bekTbl 0bpalleHns NeKapCTBEHHbLIX CPEACTB MPU NOBTOPHOM BBOAE B 060POT IEKaPCTBEHHbIX
npenapaToB NPeACTaBASAIOT B CUCTEMY MOHUTOPMHIa CeayoWwyo MHPOPMaLMIO B OTHOLLEHUN KaX 40N
e4MHULbI IEKapCTBEHHOIO NpenapaTa:

a) flaTa coBepLlUeHus onepauuu;

6) noeHTndmkaTop cybbekTa obpalleHns NeKapCTBEHHbIX CPeACTB, paHee OCyLLLeCTBMBLUErO BbIBOA U3
0bopoTa 3TNX NEKapCTBEHHbIX MPenapaTos;

B) MPUYMHbI paHee OCyLLEeCTBAEHHOM O BbIBOAA SIeKapCTBEHHOr0 npenapaTa 13 06opoTa;

P
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) KO& MAeHTUUKaL MU MOBTOPHO BBOAMMOro B 060pOT IeKapCTBEHHOrO Npenapara;

[) NPVYMHbI NOBTOPHOrO BBOAA B 060POT IeKapCTBEHHOMO NpenapaTa.".

5. B npunoxeHun Ne 4 K yKaszaHHOMY [10/10XKeHMIO:

a) NYHKTbI 1 - 2 U310XXKNTb B Clefyowen pegakumm:

"1. CybbeKkT obpalleHuns NeKapCTBEHHbIX CPEACTB NPY BbIBOAE NEKAPCTBEHHbLIX NpenapaToB Ans
MeAULMHCKOro MpUMeHeHNs (fanee - 1ekapCTBEeHHbIe NpenapaTsl) u3 obopoTa nyTem peannsauum
(Npofaxu) nekapCTBEHHbIX NpenapaToB noTpebuTento nam oTnycka 6ecnnaTtHo Uam co CKUOKOWM
NleKapCTBEHHbIX MpenapaToBs Mo peLenTy Ha lekapCTBeHHbIE npenapaTsl b0 0TnycKa JeKapCTBEHHbIX
npenapaToB MpU OKa3aHWM MeAULMHCKON nomown, oTbopa 06pa3LoB uan BeiBoAa M3 060pOTa NO MHLIM
npuyvHaM npefcTaBnseT B CUCTEMY MOHUTOPWHIa ABUXEHWA IeKapCTBEHHbIX NpenapaTos (fanee -
cucTemMa MOHUTOPVHIa) CnefyoLyo nHHOPMaLnio 0 BbiIBEAEHHbIX 13 060p0Ta IeKapCTBEHHbIX
npenaparax:

a) naTa CoBepLUeHNs onepauumy;,

6) npeHTnnkaTop CybbekTa obpaLleHns NeKapCTBEHHbIX CPEACTB, OCYLLECTBASAIOLLErO BbIBOL
NeKapCTBEHHbIX NpenapaTos u3 obopoTa;

B) TN BblBOAA NEKAPCTBEHHLIX NpenapaTos 13 06opoTa;

) BUA LOKYMEHTa, MOATBEPXKAAI0LLEro BbIBOA JIEeKapCTBEHHbIX NpenapaTos 13 obopoTa (4ek, bnaHk
CTPOron 0TY4ETHOCTW, OOFOBOP N APYroe);

L) PEKBU3UTbI JOKYMEHTA, MOATBEPXKAAIOLLEr0 BbIBOA IEKapCTBEHHbIX NpenapaTos 13 0bopoTa;

e) KoZbl MAEHTNNKALMN BbIBOAMMBIX N3 060pOTa JIEKapCTBEHHbBIX MPenapaToB WK KO4bI AEHTUGMKaLNN
TPEeTUYHOW (TPAHCNOPTHOMN) YNaKOBKN JIeKapCTBEHHOr 0 npenapaTa, B KOTOPON HaxoAMTCsa 3T0T
NeKapCTBEHHbLIN NpenapaT (B c/lyyae BbiBOAA M3 060p0Ta MO MHLIM NPUYNHAM TPETUYHON (TPaHCMOPTHON)
YMaKOBKW IeKapCTBEHHOrO npenapaTta Le/IMkom);

»K) CTOMMOCTb JIeKapCTBEHHLIX NpenapaTos (C y4eTOM Hasnora Ha LobaBieHHY CTOMMOCTbL) (B Cllyyae
NpoAaXku IeKapCTBEHHbIX NpenapaTos noTpebuTenio);

3) CyMMa Hasora Ha 8o6aBfeHHYI0 CTOMMOCTb (B Cy4Yae NpoAarky NEKAPCTBEHHLIX NpPenapaTos
notpebutenio);

1) KONMYECTBO BbIBOANMbBIX 13 060pOTa MEPBUYHLIX YMAKOBOK JIeKapCTBEHHOr0 NpenapaTa 1 oblee
KOMIMYeCTBO NEPBUYHBIX YNAaKOBOK JIEKAapCTBEHHOMO NpenapaTta BO BTOPUYHON (noTpebutensckon)
yrMakKoBKe NeKapCTBEHHOro npenapaTa (Mpu oCyLecTBeHNN BbIBOAA M3 060p0Ta pa3yKoOMMNIeKTOBaHHOM
BTOPMYHON (NOTPebunTenbCKOoN) yNakoBKM IEKapCTBEHHOMO NpenapaTa).

2. CybbekT obpalleHuns nekapCTBEHHbIX CPeACTB NPY BbIBOAE EKAPCTBEHHbIX NpenapaTos 13 obopoTa
NyTEM YHUYTOXXEHUNS NEKAPCTBEHHbIX MPenapaToB, MOMELLEHHbIX MO TaMOXXEHHYI0 NPoLEeaypy
YHUYTOXXEHUS, BbIBO3a IEKAPCTBEHHbIX NPenapaToB 3a Npefesibl TaMOXXeHHOW TeppuTopun EBpasminckoro
3KOHOMUWYECKOro COK3a, NOMELLEHHbIX MO TaMOXEHHYI0 NpoLeaypy 3KcnopTa (peskcnopTa),
NpeacTaBnseT B CUCTEMY MOHUTOPUHIA CIeAYIOLLYI0 MHOPMALLMIO O BbiBEEHHbIX U3 06opoTa
NleKapCTBEHHbIX NnpenapaTax:

a) flaTa coBepLlUeHus onepauuu;

6) naeHTngmnkaTop cybbekTa obpalleHns IeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOLLErr0 BbIBOL,
JIEKapCTBEHHbIX NPenapaToB 13 060poTa;

B) KOZ TaMOXXEHHOro opraHa;

r) Kog TaMOXXeHHOW Npouenypsbl;

[) Ko4 naeHTuduKauny BeIBOANMOro u3 06opoTa ekapCTBEHHOr0 NpenapaTa Uan Koa naeHTudukauum
TPeTUYHOW (TPaHCMOPTHOW) YyNaKOoBKK IEKapPCTBEHHOIO NMpenapaTta, B KOTOPOW HaxogmTcs 3TOT
JIeKapCTBEHHbIV NpenapaT (B C/yyYae BbiBOAA 13 060poTa TPETUYHON (TPAHCMOPTHOW) YNaKOoBKM
NeKapCTBEHHOro NpenapaTa Lenkom);

€) PEKBM3NTbI TAMOXXEHHOW AeKNapaunn Ha NIeKapCTBEHHbIN npenaparT.";

6) B NyHKTe 3:
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B noanyHkTe "6" cnoBa "naeHTUOUKALMOHHbIA HOMEP HasIoronaTeNblinKa" 3aMeHUTb CJI0BOM
"noeHTuukaTop";

NOANYHKT "B" NpM3HaTb YTPATUBLLUM CUIY;

noANyHKT "r" nocsie cnosa "0CHOoBaHME" OOMOJHUTL Ca0BaMy "1 Npu4mnHa";

NOAMNYHKT "3" LONONHUTL CnoBaMu “, 1 ero agpec”;

B) B noAnyHKTe "6" nyHKTa 4 cfoBa "MAeHTU(MNKALNOHHBIA HOMEP HanoronaaTeNblMKa" 3aMeHUTbL CJIOBOM
"noeHTudukaTop".

6. B npunoxeHun Ne 5 K ykazaHHOMY [10S10)KeHMI0:

a) B NyHKTe 1:

ab3aL nepBbI NoCae CNOB "MpuW OCYLLEeCTBAEHWUN arpermpoBaHus” LONOAHUTL CNOBaMU "feKapCTBEHHbIX
npenapaToB Aas MeauLMHCKOrO NPUMeEHeHUS (fanee - IeKapCTBeHHbIe npenapaThbl), UMeLWnX 0QuH
rno6anbHbIN NAEHTUDUKALMOHHLIA HOMEp TOProBON eAnHULbI,";

NoANYyHKT "6" N3N10XNTb B CieayoLLEN peaakumuu:

"6) noeHTndrkaTop cybbekTa obpalleHns IeKapCTBEHHbIX CPEACTB, OCYLLECTBASIOLLEr0 arpermpoBaHue;"”;
NOANYHKT "B" NpM3HaTb YTPATUBLLKM CUIY;

6) B NyHKTe 2:

NOANYHKT "6" N310XXNTb B ClefyloWen pegakumu:

"6) noeHTndrkaTop cybbekTa obpalleHns TeKapCTBEHHbIX CPEACTB, OCYLLECTBASIOLIEr0 onepaumio;";
NOANYHKT "B" NPMU3HaTb YTPATUBLLKM CUIY;

B) B MyHKTe 3:

NoAnyHKT "6" N3N10XXNTb B CIefyOLWEN pefakumnm:

"6) noeHTngmkaTop cybbekTa obpalleHns NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOLEro onepaumio;";
NOANYHKT "B" NpU3HaTb yTPaTUBLUUM CUNY;

NoANyHKT "O" nocne cniosa "KoA" AOMNOSHUTL CJIOBOM "naeHTUdnKaumnum";

r) B NyHKTe 4:

NoANyHKT "6" N3N10XXNTb B CIefyOLWEN pefakumnm:

"6) noeHTngmrkaTop cybbekTa obpalleHns NeKapCTBEHHbIX CPeACTB, OCYLLEeCTBASAIOWEro onepaumio;";
NOANYHKT "B" NPMU3HaTb YTPATUBLLKM CUY;

NOANYHKT "I M3N0XXUTb B CleAyIOLLEN peaaKLmm:

"r') TMN onepauunm pachopMmnpPoOBaHNA TPETUYHON (TPAHCMOPTHON) yNaKoBKM JIEKAPCTBEHHOMO NpenapaTa;".
7. B npunoxeHun Ne 6 K ykazaHHoMy [1010XXeHuI0:

a) B NyHKTe 1:

NoAnyHKT "6" N3N10XXNTb B CIefyOLWEN pefakumnu:

"6) nugeHTNukaTop cybbekTa obpalleHuns neKkapCTBEHHbIX CPEACTB, OCYLLECTBASALWEr0 NepeMelleHune
JIeKapCTBEHHOro npenaparTa, C y4eTOM afpeca MecTa OCyLLeCTBNeHUs OeaTeIbHOCTU N CKiaja
OTBETCTBEHHOI0 XPaHEeHUs, N3 KOTOPOro OCYLLECTBASETCS NepemMeLLeHne leKkapCTBEHHOro npenaparTa;”;
NOANYHKT "B" NpU3HaTb yTPaTUBLUUM CUNY;

B NoAnyHKTe "r" cnoBo "agpec” 3aMeHnTb C/IOBaMK "naeHTudukaTop cybbekTa obpalleHns
JIeKapCTBEHHbIX CPeCTB C Y4eTOM agpeca’;

LOMONHUTL NoAnyHKTaMum "x" - "K" cnefytollero coaepXxaHus:

")K) PEKBM3UTbI FOCYAAPCTBEHHOr0 AW MYHULUMNANbHOIO KOHTPaKTa (B CiyyYae nepemMeLLeHuns
JIEKapCTBEHHOIr0 NpenapaTa, NpeAHa3HavYeHHoro ansa obecneyeHus rpaxkaaH 3a CHeT CPeacTB
thenepanscHoro bogxeTta unn cpeacTs broaxeTos cybbekToB Poccuinckon depepaunn);

3) NCTOYHUK (PUHAHCUPOBaHMA (B Cly4ae NepeMeLleHns N1eKapCTBEHHOro npenapara, npegHasHayeHHoro
Ana obecneyeHns rpaxkaaH 3a CHeT CpeacTB enepabHOro boaxeTa v cpeacTs 6104KeToB CyObEKTOB
Poccuinckon ®egepaumn);

1) CTOMMOCTb IEKAPCTBEHHOIO NpenapaTa (C y4eToM Hanora Ha Ao6aBMEeHHY0 CTOMMOCTb) COrJlIacHO
NepBUYHbLIM LOKYMEHTaM (B C/lyvae nepeMeLleHns IeKapCTBEHHOro npenapaTa, npegHasHa4YeHHoro 4ns
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obecneyeHns rpa)kaaH 3a CYeT CPeacTB denepanbHOro bogxeTa unm cpeacTs 60aXeToB Cy6BEKTOB
Poccuinckon degepaumn);

K) CyMMa HaJsiora Ha Ao6aB/IeHHYI0 CTOMMOCTb (B Clly4ae nepeMeLLeHmns IeKkapCcTBeHHOr0 npenapaTa,
npefHasHavyeHHOro ans obecneyeHns rpaxaaH 3a CHeT CPeAcTB efepanbHOro 6aKeTa nam CpeacTs
brooxeToB cybbekToB Poccuiickon depepaunn).”;

6) B NyHKTe 2:

ab3aL nepBbIf NoCae CNOB "NPAMOro Nopsaka NpeacTaBieHns CBeAeHn" LONOHUTbL CloBaMm "B
COOTBETCTBUM C MYHKTOM 44 [M0N10XKEHNSA 0 CUCTeMe MOHUTOPUHIa OBVXXEHUS JIeKapCTBEHHbIX npenapaTos
AN MEAVLNHCKOrO MPUMEHEHNS, YTBEP)KAEHHOI0 NOCTaHOBNEHMEM [paBMTenbCTBa Poccninckon
®epepaumm ot 14 nexkabpsa 2018 r. Ne 1556 "O6 yTBepaeHnmn MNon0XKeHNA 0 CMCTEME MOHUTOPUHIa
OBVKEHNS IeKApPCTBEHHbIX NMpenapaTos 4J18 MeAULMHCKOro npuMeHeHunsa",";

B NOANYHKTE "6" cioBa "MAEHTUDUNKALNOHHBIA HOMEp HanoronaaTenbLlmka" 3aMeHUTb C/I0BOM
"noeHTudmkaTop";

NOANYHKT "B" NPU3HaTb YTPATUBLLKM CUIY;

B MNOANYHKTE "r'" C/1I0Ba "MAEHTU(PUKALMOHHLIN HOMEP HaforonaaTenbluKa" 3aMeHNTbL CI0BOM
"noeHTudmkaTop";

NoAnyHKTH "A" 1 "e" Nnpu3HaTb yTpPaTUBLLMMUK CUITY;

NOAMYHKT "XX" N3/10XKNTb B CNeayoLllen peaakumm:

")K) peKBM3NTbI FOCYAAPCTBEHHOMO MM MYHULIMNAIBHOMO KOHTPaKTa (B C/lyvae nepefayun nekapCTBEHHOI0
npenapara, npegHa3sHa4YeHHOro 44 obecneyeHns rpa)kaaH 3a CHeT CpeacTB enepasbHOro broaxera nam
cpencTs bioaxeToB cybbekToB Poccuinckon ®epepaumn);”;

B NoAnyHKTe "H" cioBa "(B cnyvyae ecqiv nepefaya iekapCTBEHHOrO npenapaTa obnaraeTcsd Takum
HasIoroM)" NCKYNTD;

B) B NyHKTe 3:

ab3au nepsbi Nocse cnoB "obpaTHOro Nopsiika NpeacTaBiAeHns CBeAeHUA" AONONHUTL cnoBaMu "B
COOTBETCTBUM C MYHKTOM 44 T0NI0XKEHNSA 0 CUCTEME MOHUTOPUHIa OBVXXEHUSA SIeKAapPCTBEHHbIX NpenapaTos
AN MeANLUHCKOrO MPMMEHeHNA, YTBEPXXAEHHOr0 NoCcTaHoBeHNeM MpaBuTensCcTBa POCCUNCKON
®epepaumnm oT 14 nekabpsa 2018 r. Ne 1556 "O6 yTBEepAeHMM [10710)KEHNSA O CUCTEME MOHUTOPUHTa
LBVKEHWS IeKapCTBEHHbIX NpernapaTos And MeguLMHCKOro npumeHeHuns”,";

B NoAnyHkTe "6" cnoBa "naeHTUOUKALMOHHBIN HOMEP HasloronaTeNblinKa" 3aMeHNTb CJI0BOM
"noeHTuukaTop”;

NOAMYHKT "B" NPM3HaTb YTPATUBLLKM CUIY;

B NOANYHKTE "r'" C/10Ba "MAEHTUPUKALMOHHLIA HOMEpP HasloroniaTenblinka" 3aMeHnTb C/I0BOM
"noeHTugukaTop";

NoANyHKTbI "4" 1 "e" Npu3HaTb YyTPaTUBLLNMU CUITY;

NOANYHKT "X" N3N0XKNTb B C/leAyloWen peaakunm:

")) PEKBM3UTbI FOCYAAaPCTBEHHOr0 AW MYHULUNAAbHOIO KOHTPaKTa (B CyyYae nepefayu IeKapCTBEHHOIO
npenapara, npeAHa3sHa4yeHHOro Ana obecneyeHns rpa)kaaH 3a CHeT CpeacTB enepasbHOro broaxera nam
cpencts 6iogxeToB cybbekToB Poccunckon ®epepaummn);";

B noanyHkTe "H" cnioBa "(B cnyvae ecnv nepenaya IeKapCTBEHHOrO NpenapaTa obnaraeTcs Takum
HaIoroMm)" NCKAYNTD;

r) B NyHKTe 4:

noanyHKTbl "6" 1 "B" M3N10XNTb B Ciedytolen peaakumm:

"6) ngeHTNMKaTop cybbekTa obpalleHns N1eKkapCTBEHHbIX CPeACTB, OCYLLECTBAAIOLWErO MOATBEPKAEHMNE
CBeOeHun;

B) naeHTUdunKaTop cybbekTa obpallieHns NeKapCTBEHHbIX CPeACTB, paHee OCyLLeCTBMBLLEro
NpeacTaBieHne CBeEHN 06 O0Trpy3Ke WM NpUeMKe IeKapCTBEHHOMO NpenapaTa;”;

[OMOJIHUTL MOAMNYHKTOM "A" cfiefyloLWero cogepXXaHus:
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") NpU3HaK NOATBEPXKAEHNSA BO3MOXHOCTM (HEBO3MOXHOCTUN) MPUEMKM IEKAapCTBEHHOr O npenapaTa,
BPEMEHHO BbIBE,EHHOI0 13 0bpaLLeHNs No MHNLMATMBE YNOJHOMOYEHHOro beepasibHOro opraHa
NCNOJIHNTEIbHON BRacTn.";

[) B NyHKTe 5:

B NOANYyHKTe "6" cnoBa "MAEHTUDUKALWOHHBIA HOMEp HanoronaaTeNbLlLmka" 3aMeHUTb C/I0BOM
"noeHTudmkaTop";

NOANYHKT "B" NPMU3HaTb YTPATUBLLKUM CUY;

B MOANYyHKTe "I cnoBa "MAEHTUPUKALMOHHbIA HOMEpP HasloronaaTeblinka" 3aMeHnTb CJIOBOM
"noeHTudmkaTop";

MOAMYHKT "A" NpU3HaTb yTPaTUBLLUM CUNY;

e) LOMOSIHNTb MYHKTOM 6 Cinefylowero cogepXaHus:

"6. CybbeKkT obpallleHns NeKapCTBEHHbIX CPEACTB, BbIMOMHAOLWNNA (PYHKLNM N0 ayTCOPCUHTY, Npr
nepenaye eKapCTBEHHbIX NMPENapaToB, 3aKynaeMbix 4na obecneyeHns rpakaaH 3a CYET CPenCTB
thenepansHoro brogxeTa n (nnm) cpencTs boaxeToB cybbekToB Poccuinckon ®epepaunu, NpeacTaBasdeT B
CUCTEeMY MOHUTOPWHIa C/iefyIoLyo MHOPMaLMIO 0 NepefaHHbIX IeKapCTBEHHbIX MpenapaTax B
OTHOLLEHUW KaXX,0N TOProBON eAUHULbI IeKapCTBEHHOr o0 npenapaTa:

a) faTa CoBepLUeHUs onepaLmu;

6) npeHTnnKaTop CybbekTa obpaLleHns TIeKapCTBEHHbIX CPEACTB, OCYLLECTBALLIEr0 Nepeaady
JleKapCTBEHHOr 0 npenaparTa;

B) naeHTMdUKaTop cybbekTa obpalleHns NeKapCTBEHHbIX CPeACTB, OCYLLECTBASIOWErO NPUEMKY
JleKapCTBEHHOr0 npenapaTa;

) PEKBU3UTbI MEPBUYHOrO AOKYMEHTA, ABMAIOLLLEroCsS OCHOBaHMEM [ Nepefayn JekapcTBEHHOro
npenapaTa (gaTa n HoMep);

A) KoA naeHTUUKaLnUmM nam Kog nageHTUMUKaLmm TPETUYHON (TPAHCMOPTHON) YNaKoBKK, B KOTOPOM
HaXO0AWNTCA SIEKAPCTBEHHbIVM NpenapaT (B clydyae nepefayn TPETUYHON (TPaHCMOPTHOWN) YNaKoBKM
JIeKapCTBEHHOro npenapaTta Leankom).".

8. MyHKT 6 npunoxeHns Ne 7 K ykazaHHOMY TM0OSI0OXKEHUNIO N3/I0XKUTb B CneayloLen pegakunm:

"6. HecooTBeTCTBME CBEAEHU O rNobanbHOM NAEHTURDNKALMOHHOM HOMEpe TOProBOW eANHNULbLI, HOMepe
perncTpaLmnoHHOro y10CTOBEpeHNs IeKapCTBEHHOr0 NpenapaTa 1 AaTe perucrpauny iekapCcTBeHHOro
npenapaTa B roCyAapCTBEHHOM PEECTpPE JIEKAPCTBEHHbIX CPEACTB, NPeACTaB/IEHHbIX CyObEKTOM
obpalleHns NeKapCTBEHHbIX CPEACTB NPY ONMUCAHUN IEKaPCTBEHHOMO NpenapaTa B MHDOPMaLMOHHbIV
pecypc, obecneynBatoLLni YHeT N XpPaHeHNEe [OCTOBEPHbLIX AaHHbIX O TOBapax Mo COOTBETCTBYIOLLEN
TOBapHOWN HOMEHKJIaType, COOTBETCTBYIOLLNM CBEAEHUAM, NOJYHYEeHHbIM CUCTEMON MOHUTOPUHIA U3 e ANHON
rocyapCTBEHHON MHPOPMALMOHHON CUCTEMbI B Chepe 34paBOOXpaHeHns.".
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