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Cratbsa 1

BHecTn B ®eaepanbHbivi 3akoH oT 12 anpensi 2010 roga N 61-93 "O6 obpalleHun nekapcTBeHHbIX cpeacTs”
(CobpaHue 3akoHogaTtenbcTBa Poccuiickon depepaumm, 2010, N 16, c1. 1815; N 31, cT. 4161; N 42, c1. 5293; N
49, ct. 6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; N 53, cT1. 7587; 2013, N 27, cT1. 3477; N 48, cT1. 6165;
2014, N 11, ct. 1098; N 43, cT. 5797; N 52, c1. 7540; 2015, N 10, c1. 1404; N 27, cT. 3951; N 29, cT. 4359, 4367,
4388; N 51, ct. 7245; 2016, N 1, c1. 9; N 23, cT. 3287; N 27, cT. 4194, 4238, 4283; 2017, N 31, cT1. 4791, 4827)
crnegyowmne N3aMeHeHus:

1) cTatbio 4 4ONOMHMUTBL NYHKTOM 56 cnegyoLwero cogepxaHus:

"56) cuctemMa MOHWUTOPUHra ABWKEHWUSI NEKAPCTBEHHBLIX NpPenapaTtoB ANs MEAULMHCKOrO MPUMEHEHMWS -
denepanbHas rocygapcTtBeHHast WMHMOPMALMOHHasi CUCTEMa MOHWUTOPUHIa ABWXKEHMSI  NeKapCTBEHHbIX
npenapaTtoB Ans MEAWLMHCKOro NPMMEHEHMs1 OT NPOU3BOANUTENS OO KOHEYHOIO NOTPeOMTENs C UCMONb30BaHNEM B
OTHOLLIEHWM NEKAPCTBEHHBIX NpenapaToB AN MeANLIMHCKOro NPpMMEHeHNs cpeacTB naeHTUuuKkaumm.";

2) NyHKT 1 YacTn 2 ctatbun 18 N3NOXUTb B CriefyoLLen pegakuum:

"1) HaMmeHoBaHWe, agpec 3asBUTENs U NPOU3BOAMTENS NEKapCTBEHHOro npenapaTta Ans MeauUMHCKOro
NpUMeHeHWs, cBedeHns 06 wx perucTpauuyM B KayecTBe HarnoronnaTternblimMka B CTpaHe peructpauumm (Ans
POCCUNCKMX HOPUANYECKUX NUL, - MAESHTUMUKALMOHHBLIN HOMep Hanoronnartenswmka (MHH), ona mMHoCTpaHHbIX
IOPUAMYECKMX NUL, - CTpaHa perncTpaumn, HaumeHoBaHWe PEerncTpupyloLlero opraHa, permcTpaumMoHHbIN HoMep,
KO4 HanoronnaTtenbluyKa B CTpaHe perncrpauumn (MHKopnopauum) unm ero aHanor) u agpec mecta OCyLLecTBneHus
NPOW3BOACTBA JleKapCTBEHHOro npenapata (B Criyd4ae Hanuyuusa HECKOSbKMX YYaCTHUKOB Mpouecca ero
NpoM3BOACTBA HEOOXOOMMO yKas3aTb KaXdoro y4vacTHMKa B COOTBETCTBUM C OCYLLECTBMSIEMON CTaguen
npoussoacTtea);”;

3) B ctatbe 33:

a) noanyHkTbl "B" 1 "r" nyHkTa 1 yactn 1 n3noxuTb B crneayoLllen pegakumnu:

"B) HauMMEHOBaHWE pfepXaTens unuM Bragenbla perMcTpauMoHHOrO YOOCTOBEPEHMWS FIeKapCTBEHHOMO
npenapata W CBedeHWs O perucTpauuMu pfgepxatend wnuM Brnagenbua pPerncrpaumoHHOro yaoCToBepeHus
NeKkapCcTBEHHOro npenapata Ansg MeauuMHCKOrO MPUMEHEHMS B KayecTBe HanoronnaTenbluyka B CTpaHe
perncTpaumm (ansa poCCUMNCKUX IPUANYECKUX NNL, - MOEHTUMUKALMOHHBI HOMep Hanoronnartenswuka (MHH), ans
WHOCTPaHHbIX  IOpUANYECKUX NuL, - CTpaHa perucrtpaumv, HauMMEHOBaHWEe pPEerncTpupytollero oprasa,
perncTpaLmoHHbIN HOMEpP, KOA4 HanoronnaTenbLiMka B CTpaHe permctpauumn (MHKoprnopawmm) Unn ero aHanor);

F) HanveHoBaHME W1 aapec Mnpou3BOOUTENA JeKapCTBEHHOro npenaparta M cBegeHnda O perncrtpauun
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npon3BoauTeNs NekapCTBEHHOro npenapata Ans MeauMUMHCKOro NpuMeHeHst B Ka4ecTBe HanoronnarernbLlinka B
CTpaHe peructpauum (4N POCCUMACKUX HOPUONYECKUX MWL - MAEHTUMDUKALMOHHBIN HOMEpP HanoronnaTtenbLimka
(MHH), ona MHOCTpPaHHbLIX PUANYECKUX NUL, - CTpaHa perucTpauuu, HauMeHoBaHUe PerucTpupyloLlero opraHa,
pervcTpaumoHHbIA HOMEp, KOA4 HanoronnaTenbluyka B CTpaHe peructpauum (MHKoprnopawmm) unv ero aHanor);";

©0) NyHKT 2 YacTu 2 N3NoXnTb B CreayoLen pegakumm:

"2) HaumeHOBaHWe, agpec npou3BoauTens dapMaleBTMYECKON CyOCTaHUMM, a TakkKe B OTHOLUEHMU
NEeKapcTBEHHbIX CpPeacTB And  MeauMUMHCKOrO MNPUMEHEHMsI CBEOEHWA O perucTpauuuM npou3soguTtens
dhapmaLeBTMHECKON CyOCTaHUMM B KavyecTBE HanoronnatenblivMka B CTpaHe perucrpaumm (ans pOCCUMNCKUX
IOPUAMYECKMX NUL, - MOEHTUUKALMOHHBIM HOMep Hanoronnartenswmka (MHH), ona MHOCTpaHHbIX HOPUANYECKUX
niy - CcTpaHa perncrpauunm, HamMeHOBaHME PErncTpypyloLLero opraHa, PperMcTpauuoHHbIA HOMep, Kof
HanoronnartenblUMKa B CTpaHe permcrpaumm (MHkopnopaumm) unum ero aHanor);";

4) yacTb 2 ctaTtbi 34 4ONOMHUTL NYHKTOM 4 CriedyroLero CogepXaHus:

"4) OOKYMEHT, cogepXallum CBEeAEHUA O peructpauuym npousBoauTENst feKapCTBEHHbIX CPeACTB AniA
MEOMLMHCKOrO MPUMEHEHUS B KadeCcTBE Hanoronnartenbliyka B CTpaHe perucrtpaumm (ana  poCCUMCKUX
IOPUONYECKMX NNL - NOEHTUPUKALMOHHBLIN HOMep Hanoronnatenswuka (MHH), ons nHOCTpaHHbIX pUOnNYEecKnx
nuy, - CTpaHa perncTpauun, HavMEHOBAHWE pPErucTpUpYIoLLEro opraHa, PermcTpauuoHHbIA HOMEp, Koa
HanoronnartenbLiuKka B CTpaHe permcTpaumu (MHKoprnopauumn) unu ero aHanor).";

5) NyHKT 1 YacTn 2 cTaTtbn 62 N3NOXUTL B CriedyoLLen pegakuun:

"1) HavMMeHOBaHWe pfepxaTens wWnvM Bhnagenbuba PerucTpaumoHHOrO YAOCTOBEPEHMS FEeKapCTBEHHOrO
npenapaTta, HauMeHOBaHVe MPOM3BOAMTENSA NEKapCTBEHHOIO MpenapaTta, CBeAEeHMs O perucrpauuu gepxarens
unu Bnagenbua PerncTtpaumMoHHOro yOOCTOBEPEHUSI NEKapCTBEHHOrO npenapaTta, CBEAEHUs O perucrpauuu
Npon3BoaMTENS NEKapCTBEHHOMO npenapaTta Ans MeAUMUMHCKOro NpUMEHEHNst B Ka4ecTBe HanoronnartenbLlinka B
CTpaHe peructpauum (Ans POCCUUACKUX HPUONYECKMX MWL - MAEHTUMUKALMOHHBIM HOMEP HanoronnaTtenbLimka
(MHH), ona MHOCTpPaHHbLIX PUANYECKUX MWL, - CTpaHa perucTpauuu, HauMeHoBaHUe PerucTpupyloLero opraHa,
perncTpaumoHHbIN HOMEp, KO HanoronnaTtenblivka B CTpaHe perucrpaumm (MHKoprnopaluu) unum ero aHarnor),
MECTO HaxoXOeHUs NPOU3BOACTBEHHbLIX MMOLLAAO0K, Y4acCTBYIOLLMX B Mpouecce NPou3BOACTBa NeKapCTBEHHOro
npenapara, C ykasaHueM cTagum npouecca nponsBoacTea;”;

6) HanmeHoBaHWe rmasbl 14 N3NOXUTb B CrEAYOLLEN pegakuun:

"Nasa 14. UHOOPMALUA O NEKAPCTBEHHbIX MPEMAPATAX. CACTEMA
MOHNTOPUHIA OBWXEHNA NEKAPCTBEHHbLIX NMPEMNAPATOB
AnA MEOUMUMHCKOIro NPUMEHEHUA";

7) B cTaTbe 67:
a) HaMMEeHOBaHNE N3NOXUTb B CrieAYOLLEN pegakuun:

"Ctatbss 67. WHdopmauusas o nekapCTBeHHbIXx npenapatax. Cucrema MOHUTOPUHra ABUXEHUA
neKapCTBEHHbIX NpenapaToB AN MeAULMHCKOrO NpUMeHeHns";

©) nononHUTL YacTamm 4 - 12 cneayroLEero cogepXaHus:

npyvMeYaHue.
AB3. 2 nn. "6" n. 7 BcTynaet B cuny ¢ 1 aHBaps 2020 roga.

"4. na uenen naeHTUdMKaLMM YNaKOBOK NEKapCTBEHHbIX npenapaToB A4S MeAMLMHCKOro NpuUMeHeHns
Npon3BOOMTENN NEKAPCTBEHHbBIX CPEACTB B Nopsiake, ycTaHoBneHHoMm [NpasutensctBom Poccuiickon ®epepauuu,
HaHOCAT Ha MEPBUYHYIO YNAKOBKY (B OTHOLLUEHMM NEKAPCTBEHHbIX MpenapaTtoB Afs MEeOUUMHCKOro NpUMEHEHMS,
ONs KOTOpbIX HEe npegycMoTpeHa BTOpPUYHAs YNakoBKa) W BTOPUYHYK  (MOTPEOUTENLCKYK)  yMakoBKY
NeKapCTBEHHbIX npenapatoB Ans MEeOULMHCKOrO NPUMEHEHUs cpenctBa uMaeHTUdUKaumMu, 3a UCKIHYEHUEM
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NeKapcTBEHHbIX MpenapaTtoB Ans MeAMLMHCKOro MPUMEHEHUs, NMPOM3BOAMMbLIX ANl NPOBEAEHUS KNUHUYECKNX
nccnenoBaHuK, 3KCNopTa, NeKapCTBEHHbIX NpenapaToB ANd MeAULMHCKOro NpUMEHEHUS, YKa3aHHbIX B YacTax 5 u
8 crtatbu 13 HacTosiwero PegepanbHOro 3akoHa.

5. XapaktepucTukn cpeactBa uaeHTudukauum, NopsaoK ero HaHeceHuss n TpeboBaHus K CTPYKType U
cdopmaTy WHOpMaUUK, KOTOPYK COOEPXWUT CPeAcTBO MAeHTUMKauumn, onpegenstTcsa [lpaButenscTBom
Poccuinckon ®egepauun.

6. MNopsagok cosgaHusa, pasBuUTMSA, BBOOA B 3KCMNMyaTauuio, SKCnnyaTauuMuM UM BbiBOA W3 SKCnnyataumu
CUCTEMbl MOHWTOPVHIa [OBWXKEHWUs] JEKapCTBEHHbIX MpenapaToB Ans MEeOULMHCKOTO MpPUMEHEHUs, MOPSAOK
npegocTaBneHns uHopmaunn, cogepxallencs B CcTeMe MOHUTOPUHIa OBWKEHWUS] NTIEKAapCTBEHHbBIX NpenapaTos
ON9 MEeAVLMHCKOro NMPUMEHEHWs!, U NOPAOOK B3aMOLAENCTBUSA YKa3aHHOW CUCTEMbI C UHBIMU FOCYAapCTBEHHBIMU
WHOPMALMOHHBIMM  CUCTEMaAMU N MHPOPMALMOHHBIMA CUCTEMaMU  HOPUANYECKMX NUL, U WHAMBUAYalbHbIX
npegnpuvHMMarenen, ykasaHHblix B 4dactsax 7 u 10 HacToswen crtaTbu, ycCTaHaBnmBaloTca [1paBUTENbLCTBOM
Poccunckon ®epepaunn. OnepatopamMyM CUCTEMbI MOHWUTOPWUHIra AOBWXKEHWS NEKapCTBEHHbIX npenapaToB AN
MEeOULMHCKOTO MpUMEHeHMs ABnAoTCa defepanbHbll OpraH UCMOMHUTENbHON BRacTn M (Mnu) opraHusauus,
yrnonHomoueHHble [NpasutensctBom Poccuiickon deaepaumn.

npuMeYaHue.
AB3. 5 nn. "6" n. 7 Bctynaet B cuny ¢ 1 aHBapsa 2020 roga.

7. Opuvgudeckue nuua W MHOUBMAYanbHble NpeanpuHMMaTEenn, OCYLLECTBNSKLWNE MNPOU3BOACTBO,
XpaHeHne, BBO3 B Poccuiickyto Penepaumio, OTNyck, peanusauuto, nepepaqvy, NpUMEHEHWE WU YHUYTOXEHME
NeKapCcTBEHHbIX NpenapaTtoB AfsS MeAMLUMHCKOro NpuMeHeHus, obecnevmBaloT B Nopsiake U B COCTaBe, KOTOpble
ycTaHoBneHbl [NpaButensctBoM Poccuiickon Pegepaummn ¢ y4eToM BuOa OCYLLECTBNSEMON UMW OEATENBHOCTMH,
BHECEHWE MH(OPMaLMM O NEKAPCTBEHHLIX MpenapaTax Ans MeauLMHCKOro NPUMEHEHUsI B CUCTEMY MOHUTOPUHTa
OBWXEHNs NTeKapCTBEHHbIX NPenapaToB Ans MeAMLMHCKOro NpUMEHeEHMS.

8. Opranmzauusa MHMOOPMALMOHHOIO B3anMMOAEWNCTBUS CUCTEMbI MOHUTOPWHIa ABWXEHMWS NeKapCTBEHHbIX
npenapaToB ANs MEOUUMHCKOrO MNPUMEHEHUST C WHBIMU FOCYAapCTBEHHbIMU MHAOPMALMOHHBIMU CUCTEMAMMU
obecneunBaetcs B TOM yucne nocpeacTsom WHPaCTPYKTYphl, obecneunBatoLen
WH(POPMALIMOHHO-TEXHONOMMYECKOEe  B3aUMOLENCTBUE  MH(OPMALMOHHBLIX ~ CUCTEM,  UCNOMb3yeMbiX  Anis
npeaocTaBneHus rocyfapCTBEHHbIX U MYHULMNANBHbLIX YCAYr U UCMNOSNTHEHUSA rOCYAAapPCTBEHHbIX U MYHULIMNAMbHbIX
PYHKLMIN B 3NEKTPOHHOMU hopme.

9. Ob6uwenoctynHaa uHMOpPMaLWs, coaepXallasca B CUCTEME MOHUTOPWHra OBWXKEHUS NeKapCTBEHHbIX
npenapaToB ANA MeOULMHCKOrO MPUMEHEHUs, pasmellaetcs B MHADOPMAaLMOHHO-TENEKOMMYHUKALNOHHON ceTu
"UnTepHeT" (B TOM Yncne B (bopme OTKPbITLIX AaHHbIX) B nopsake, yctaHoBneHHom NpasutensctBom Poccuinckon
depepaumn.

10. MNpounsBoanTENU NEKapCTBEHHbIX CPELACTB MONYy4YalOT COAEPKALLYIOCS B CUCTEME MOHUTOPUHIA ABWKEHMS
NeKkapcTBEHHbIX NpenapaToB AN MeaULUHCKOro NPUMEHEeHUs MHPOPMAaLIMIO O CepUsiX U NapTUSX NEKapCTBEHHbIX
npenapaToB, MPOU3BOAUMBIX UMW M HaxXOAsILLUMXCS B rpaxgaHckom obopote B Poccuiickon denepauun,
©6e3B03Me3HO.

npyvMeYaHue.
AB3. 9 nn. "6" n. 7 BctynaeT B cuny ¢ 1 aHBaps 2020 roga.

11. 3a npom3BOACTBO MM MPOAAXY JEKAPCTBEHHbIX MPenapaToB AN MEAULMHCKOro npumMeHeHus 6es
HaHeCeHNs1 CPeAcTB MAeHTUMUKaUMK, C HapylleHWeM YCTaHOBMIEHHOrO Mopsidka MX HaHeCeHus, a Takke 3a
HecBOeBpeMeHHOe BHeCeHMe [OaHHbIX B CUCTEMY MOHUTOPUHra AOBWMXEHUA nNeKapCTBEeHHbIX MnpenapatoB And
MeaUUMNHCKOro npuMmeHeHna nnn BHeceHmne B Hee HeOCTOBEPHbIX AaHHbIX lopuanyeckne nuua n nHognsuayarbHble
npeanpunHnmartenu, yka3aHHble B 4acTax 4n7 HaCTOFlu.leVI CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C
3akoHoaaTenbcTBoM Poccuinckon denepaumn.
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12. TMpasuTtensctBo Poccunckon Pegepauum BnpaBe YCTaHOBUTb OCOBEHHOCTU BHEOPEHUS CUCTEMBI
MOHUTOPWHIra ABWXEHUS IEeKapCTBEHHbIX MpenapaToB AN MEeAULUMHCKOro NPUMEHEHWs, BKIOYas CPOKU ee
BHeJpPeHWS, B OTHOLLEHWMN NeKapCTBEHHbLIX NpenapaToB AN MeAULMHCKOrO NPUMEHEHNS, BKIMIOYEHHbIX B NEpeYeHb
XM3HEHHO HeoOXOAMMbIX W  BaXHEWLWMX feKapCTBEHHbIX nNpenapaTtoB, feKapCTBEHHbIX npenapaTos,
npegHasHaveHHbIX ans obecneyeHns nuu, 60nbHbIX reModunmen, MykoBUCUMAO30M, rMnodunsapHbIM HaHU3MOM,
GonesHbio lowe, 3nokavyecTBeHHbIMX HOBOOOPa3oBaHMAMWM MMMAOMOHON, KPOBETBOPHOW WM POACTBEHHbLIX UM
TKaHewn, pacCesiHHbIM CKNepo3OoM, NUL, Mocne TpaHCNnaHTauum OpraHoB U (UNW) TKaHeW, WMHbIX feKapCTBEHHbIX
npenapaToB A5 MegUUMHCKOro NpuMeHeHus.".

CrtaTtbs 2

1. Hactosiwmn ®epepanbHbii 3akoH BeTynaeT B cuny ¢ 1 siHBaps 2018 roga, 3a vcknioveHnem ab3aueB
BTOPOro, NSATOrO M AEeBATOro noAanyHkTa "6" nyHkrta 7 ctatbk 1 HacToswero PenepanbHOro 3akoHa.

2. AG3aubl BTOpPOM, NATLIA U AEBATLIN NnognyHkTa "6" nyHkTa 7 ctatbk 1 HacTosawero denepanbHOro 3akoHa
BCTynatoT B cuny ¢ 1 sHBapsa 2020 roga.

3. [Oepxatenu wunu Bnagenblbl PErucTPauMOHHbIX YAOCTOBEPEHUN NEKapCTBEHHbIX MpenapaTos,
Npon3BOOMTENN NEKApPCTBEHHbIX NpenapaTtoB ANS MeAMUMHCKOro MPUMEHEHUS!, 3apermcTpupoBaHHbIX A0 OHS
BCTYMNEHUs B cuny HacTtosiwero ®egepanbHOro 3akoHa, AOIMKHbI HAanpaBUTbL CBEAEHUS O PpErMcTpaumm B KayecTse
HanoronnartesnbluMka B CTpaHe perucrpaumm (Onsi pOCCUACKUX HOPUONYECKUX NUL - MAEHTUMKALNOHHBIR HOMEp
Hanoronnatenswmka (MHH), ons WHOCTPaHHbLIX PUAMYECKMX NUL - CTpaHa perucrpaumu, HavMeHOBaHue
PEMMCTPUPYIOLLEr0 OpraHa, PerucTpaumMoHHbI HOMEpP, KOoA Harnoronnatenbliyka B CTpaHe perncrpauuu
(MHKOpMNoOpaLuuKn) Unu ero aHanor) B YNofIHOMOYEHHbIV deaeparbHbli opraH MCNONHUTENbHON BnacTu Ao 1 siHeaps
2019 ropa.

4. TpoussBoguntenu dapMmaueBTUYeCckux CybCcTaHUuM, BKMOYEHHbIX B FOCYOApPCTBEHHbLIN  peecTp
nekapCcTBEHHbIX CPEACTB AN MeQULMHCKOro NpMMEHEHUs A0 AHSA BCTYNMNEeHUs B cuny Hactoswero deagepansHoro
3aKoHa, AOSMKHbI HaMpaBWUTb CBEAEHUS O perMcTpaummM B KayecTBe HaroronnaTenblinka B CTpaHe perncrpaumu
(Ans poCCUNCKUX topuaNYEeCcKUX NnL - MEeHTUUKALMOHHBIV HOMep Harnoronnartenbsiwmka (MHH), ans nHocTpaHHbIX
IOpPMONYECKNX NNL, - CTpPaHa perncrpaumn, HaMMeHOBaHWe perncTpupytoLero opraHa, permcTpaumoHHbIN HoMep,
Kog HanoromnaTenbluka B CTpaHe peructpaumn (MHKOpnopauuW) WM ero aHamnor) B YNOSHOMOYEHHbIN
denepanbHbI opraH ncnonHuTenbHom Bnactmn o 1 sueaps 2019 roga.

MpeangeHT
Poccunckon ®egepaumm
B.MYTUH
Mocksa, Kpemnb

28 nekabps 2017 roga
N 425-03
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