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Cratbsa 1

Brectn B ®egepanbHbii 3akoH oT 12 anpens 2010 roga N 61-93 "O6 obpalleHnn nekapCTBeHHbIX cpeacTs”
(CobpaHue 3akoHogaTensctBa Poccuiickon ®epepauun, 2010, N 16, cT. 1815; N 31, c1. 4161; N 42, cT. 5293; N
49, cT. 6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; N 53, ct. 7587; 2013, N 27, c1. 3477; N 48, cT. 6165;
2014, N 11, cT1. 1098; N 43, cT. 5797; N 52, cT. 7540; 2015, N 10, c1. 1404; N 27, cT1. 3951; N 29, cT. 4359, 4367,
4388; N 51, c1. 7245; 2016, N 1, cT. 9; N 23, cT. 3287; N 27, c1. 4194, 4238, 4283; 2017, N 31, c1. 4791, 4827)
criegyowmne n3MeHeHus:

1) cTaTbto 4 4ONOMHUTL NYHKTOM 56 CreayoLwero cogepxaHus:

"56) cuctema MOHUTOPUHra OBWXKEHUS NIeKapCTBEHHbIX MpenapaToB Ans MEeAWULMHCKOrO NPUMEHEHUs -
thenepanbHas rocygapcTBeHHasi MHAOPMALMOHHAs CUCTeMa MOHWUTOPUHTa  ABWXKEHWUS  NIEKAapPCTBEHHbIX
npenapaTtoB Ans MEAULIMHCKOTO NPUMEHEHUSI OT NPOU3BOAUTENS [0 KOHEYHOTO NOTPebUTENs C UCNONb30BaHMEM B
OTHOLLEHWM NeKapCTBEHHbIX NpenapaToB Ans MeaULMHCKOro NPUMEHEHNs CpeacTB naeHTMdUKaumn.";

2) nyHKT 1 yactu 2 ctaTbn 18 U3NOXUTL B cnegytowen pegakumm:

"1) HanMeHOBaHWe, agpec 3asiBUTENA U NPOWU3BOAMTENS NEKapCTBEHHOro npenapara ansg MeavuMHCKOro
NpMMeHeHus1, cBefeHns ob KX perncrtpaumm B KadyecTBe HanoronnatenblivMka B CTpaHe peructpauuun (4ns
POCCUNCKMX HOPUONYECKUX NUL - naeHTUUKaALUOHHBIN HOoMep HanoronnaTenswimka (VIHH), ans uwHocTpaHHbIX
IOPUAMYECKUX MWL, - CTpPaHa perncTpauuun, HammeHoBaHWE PErNCTPUPYIOLLEro OpraHa, pPermcTpauuoHHbI HOMED,
KOA HanoronnaTenbLuMka B CTpaHe permcrpaummu (MHkoprnopawumm) unu ero aHaror) u agpec Mecta OCyLLECTBIEHMUS
NpoM3BOACTBA JIEKAPCTBEHHOrO npenapata (B Cry4yae HanuuuMs HECKONbKUX YYaCTHUKOB Mpouecca ero
npov3BoacTBa HEOOXOAMMO yKasaTb KaXOoro y4vacTHMKa B COOTBETCTBUM C  OCYLLECTBNAEMOW cTaguen
npouseoacTtea);";

3) B cTatbe 33:

a) noanyHkTbl "B" 1 "r" nyHkTa 1 yactn 1 n3noxuTb B cneayoLlen pegakuun:

"B) HaumeHoOBaHMEe [fepxaTens wnu Bragenbla pPerncTpaumoHHOro YOOCTOBEPEHUs EeKapCTBEHHOIO
npenapata W CBedeHMs1 O perncrpauun gepxaTenss unu Bragenbla perMcTpaumoHHOrO  YAOCTOBEPEHWS
neKkapcTBEHHOro npenapaTta Ans MeAWUMHCKOro MPUMMEHEHUS1 B KayecTBe HamnoronnaTenbliMka B CTpaHe
perncTpaummu (4ns pOCCUNCKUX IOPUANYECKUX NULL - MOEHTUMUKAUNOHHBIN HOMep HanoronnaTensiwmka (MHH), ana
WHOCTPaHHbIX IOPUAOMYECKUX JUL, - CTpaHa perncTpauun, HauMeHOBaHWE PEerMcTpuUpyloLwero opraHa,
PErncTpaumoHHbIN HOMEp, Kof, HanoronnartenbLmka B CTpaHe pernctpaunm (MHKopnopauun) unm ero aHarsnor);

r) HaumMeHoBaHMe W afpec NPOU3BOAUTENS NEeKapCTBEHHOrO npenapata M CBeAeHWss O perncrpauuu
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npov3BoaUTENS NeKapCTBEHHOro npenapara Ang MeguuuHCKOro NpMMEHEHUs B Ka4YeCTBe Hamnoronnatenblivka B
CTpaHe peructpauum (Ans POCCUMUACKMX HOPUOUYECKUX NUL - UAEHTUMUKALUMOHHBLIN HOMEpP HanoronnaTtenbLlimka
(MHH), ona MHOCTpaHHbIX IPUANYECKUX NUL, - CTpaHa perucTpaumu, HaumeHoBaHWe PerucTpupyloLero oprasa,
perncTpaumoHHbIN HOMEp, KOA, HanoronnatenbLiuka B CTpaHe perncrpaumm (MHkopnopawmm) unmn ero aHanor);";

©0) NyHKT 2 YacTu 2 N3NoXnTb B CriefyoLwen pegakunm:

"2) HavMeHoBaHWe, agpec npou3BoanTens apmaueBTUYECKOW CyOCTaHuMWM, a Takke B OTHOLUEHWUU
NEKapCTBEHHbIX CPeACTB  Ans  MEOULUHCKOrO MNpUMEHEHUs CBedeHWst O perucTpauum npousBOAUTENS
dapmaLeBTnYeCckon cybCcTaHUMM B KavyeCcTBe Hanoronnarternbliuka B CTpaHe perucrpaumm (4ns pOCCUMCKUX
IOPUAMYECKUX NUL - MAEHTUUKALNOHHBIN HOMep Hanoronnatenbwuka (MHH), ona MHOCTpaHHbIX HopUaMYeCcKnX
niy - CcTpaHa peructpauun, HavMEHOBaHWE pEerncTpupylollero opraHa, perMcTpauuMoHHbIi HOMeEpP, KoA
HanoronnaTenbLuka B CTpaHe perncrpauum (MHKoprnopaumm) nnm ero aHanor);";

4) yacTb 2 cTaTbk 34 OONONHUTBL MYHKTOM 4 cnefyowlero coaepKaHus:

"4) [OKYMEHT, cogepxalmyi CBEAeHWs O perucrpaumm npou3BOAUTENSA JeKapCTBEHHbIX CpeacTB Ans
MEAMLMHCKOrO TMPUMEHEHWS B KavecTBe HamoronnartenbluvMka B CTpaHe pernctpauuu (4ns pOCCUMNCKMX
IopUANYECKUX NN, - MOEHTUMUKALMOHHBIM HOMep Hanoronnartenbwmka (MHH), Ang uHOCTpaHHbIX pUANYECKMX
My - cTpaHa perucTpauun, HauMmeHOBaHWe pPerucTpupylowero opraHa, PerMcTpaumoHHbIA HOMep, Koa
HarnoronnaTenbLLMKa B CTpaHe peructpauun (MHKopnopaumu) unv ero aHanor).";

5) nyHKT 1 4acTu 2 ctaTtbh 62 N3NOXNTb B CreayoLen pegakumm:

"1) HauMeHoOBaHME [epxaTensa wnu BragenbLa PerncTpaumoHHOro YOOCTOBEPEHUs NeKapCTBEHHOro
npenapaTa, HaMMeHOBaHWe MPOM3BOAUTENS NEKapCTBEHHOro npenaparta, CBeAeHUs O perncrpauum gepxatens
UnNu Briagenbla perucTpauMoHHOro YAOCTOBEPEHUSA FeKapCTBEHHOro mnpenaparta, CBeJeHWs O peructpauuu
npoussoauTens fekapcTBEeHHOro npenapara Ans MeauUMHCKOro NPpUMEHEHNst B Ka4eCcTBe HanoronnatenbLlumka B
CTpaHe perucTpaumun (4N POCCUNCKMX IOPUAMYECKUX NUL - MOEHTUMWKAUMOHHBLIM HOMEp HanoronnatenbLlimka
(MHH), onNa MHOCTPaHHbIX PUAMYECKMX NUL - CTpaHa perucTpauuy, HaMMeHOBaHWe PerncTpupylowwero opraHa,
perncTpauMoHHbI HOMEpP, KoL HanoronnatenblivMka B CTpaHe permcrpauumn (MHKopnopauuu) unm ero aHamnor),
MECTO HaxoXZeHMS NPOV3BOACTBEHHbIX MNIOLLAA0K, YYaCTBYHOLWMX B Npouecce npou3BOACTBA JlEKapCTBEHHOro
npenapara, C ykasaHnem ctagum npoLecca npousBoacTsa;";

6) HauMeHoBaHue rnasbl 14 U3NOXUTL B cnefyloLen peaakumm:

"Nasa 14. "HOOPMALNA O NEKAPCTBEHHbBIX MPEMAPATAX. CUCTEMA
MOHUTOPUHIA OBWXEHWA NEKAPCTBEHHbIX MNMPEMAPATOB
anAa MEONUMHCKOIro NPUMEHEHNA",

7) B cTaTtbe 67:
a) HauMeHOBaHMe U3NOXNTb B CneayloLlen peaakuum:

"Ctatba 67. WHdopmMauma ©O nekapCTBeHHbIX npenapatax. Cucrtema MOHUTOPUHra ABWXKEHUSA
NEeKapCTBEHHbIX MpenapaToB A5t MEANLMHCKOIo NpuMeHeHus";

©) pononNHUTL YacTamn 4 - 12 criegytoLLEro CoaepXXaHus:

npumeyaHue.
AB63. 2 nn. "6" n. 7 BcTynaet B cuny ¢ 1 aHBaps 2020 roaa.

"4, Ona uenen naeHTUMUKaALMN YNaKoBOK NEKapCTBEHHbIX MpenapaTtoB A5 MeOULUHCKOrO NpUMeHeHUst
npou3BoauTenu nekapcTBEHHbLIX CpeacTB B Nopsake, yctaHoBreHHoM [MpaButensctBom Poccuiickon depepaumu,
HaHOCAT Ha NEepPBUYHYIO YNAKOBKY (B OTHOLUEHMW fEeKapCTBEHHbLIX MpenapaTtoB AN MeAULMHCKOro NpUMEHEHWs,
ONs KOTOpbIX He MpedycMOTpeHa BTOPUYHAs YMakoBKa) W BTOPUYHYK  (MOTPEOUTENbCKYK)  YMakoBKY
NekapCcTBEHHbIX NpenapaTtoB A9 MEOULMHCKOTO MPUMEHEeHMs cpeacTBa MAeHTUdUKaUMKW, 3a WUCKMAYEHMEM
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NeKapCTBEHHbIX MpenapatoB Anld MeAULMHCKOro npumMeHeHusda, npom3BoanMbiX Ana npoBegeHnda KIMHUYECKUX
I/ICCJ'IeD,OBaHI/IVI, 9KCNopTa, NeKapCTBEeHHbIX npenapartos ANnA MeaAUUMHCKOro npuMeHeHusa, ykasaHHbIX B HacTAX 5n
8 cratbmn 13 HacToswero ®egepanbHOro 3akoHa.

5. XapaktepucTtuku cpencrsa uaeHTudukauumn, nopsaok ero HaHeceHus u TpeboBaHus K CTPYKType U
dopmaTy uMHGOPMaLMK, KOTOPYH COAEPXKUT CpPeacTBO waeHTudukauun, onpegensitotcs [1paBUTENbLCTBOM
Poccuinckon degepaumu.

6. MNopsgok cosgaHusA, pasBuTUS, BBOAA B IKCMnyaTauumio, SKCnnyaTauuMuM M BblBOAa M3 3KcnnyaTauum
CUCTEMbI MOHUTOPMHIa [OBWXKEHUSI NEKAPCTBEHHbIX MpenapaTtoB Ansi MEAWLMHCKOro MNPUMEHEHMUs, Mnopsiaok
npeaocTaBneHms nHopMaumm, cogepxalencs B CUCTEME MOHUTOPMHIa OBWKEHUSI NTEKapPCTBEHHbIX NpenapaToB
AN MeAMLMHCKOro NPUMEHEHWs], U NOPSA0K B3aMMOAENCTBUS YKa3aHHOW CUCTEMbI C MHbIMU rOCyAapCTBEHHbIMU
WH(POPMALIMOHHBIMK CUCTEMAMU N UH(OPMALMOHHLIMK CUCTEMAMU OPUAMYECKUX NUL, U MHOMBUAOYAIbHbIX
npegnpuHMMartesnien, ykasaHHblXx B 4actax 7 u 10 HacTtosiwen ctaTbW, ycTaHaBnusalTcs [1paBUTENbCTBOM
Poccuiickon ®epepauun. Onepatopamum CUCTEMbl MOHUTOPWUHra OABWKEHUS JEeKapCTBEHHbLIX MNpenapaToB Ans
MEeOMULMHCKOrO MpUMEHeEHUs aBnsoTcs doefeparnbHbli OpraH MCMONHUTENbHOW Bnact M (Mnm) opraHusauus,
yrnonHoMouyeHHble NpaBuTtensctBom Poccuiickon ®epepauuu.

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

7. lOpugnyeckme nvua WM wHAMBMAYaNbHble NPeAnpUHUMAaTEnV, OCYyLEeCTBNALWMNe MNpou3BOACTBO,
XpaHeHue, BBO3 B Poccuiickyio ®degepaumio, OTMycK, peanu3auuio, nepegadvy, NpUMEHEHME U YHUYTOXeHue
nekapCTBEHHbIX NpenapaToB Ans MeAMUUHCKOro npuMeHeHus, obecneunsaloT B NOpsgke U B COCTaBe, KOTopble
ycTtaHoBneHbl [paButensctBom Poccuickon degepauumn ¢ y4eToMm Buaa OCYLLECTBASEMON UMW AEATENbHOCTH,
BHECEHVEe UHOPMaUMM O NeKapCTBEHHbIX Npenapatax Ans MeguuMHCKOro NpMMEHEHNs B CUCTEMY MOHUTOPWHra
OBVXXEHNS NekapCTBEHHbIX NpenapaToB Ans MeAMLMUHCKOro NPUMeEHEHUS.

8. OpraHusauuss MHHOPMALMOHHOTO B3aVMOAENCTBUS CUCTEMbI MOHUTOPUHIa ABWXEHUSA JeKapCTBEHHbIX
npenapaToB ANA MeOULMHCKOTO MPUMEHEHUSI C WHbIMU TOCYAAPCTBEHHLIMM WMHAOPMALMUOHHBIMU CUcTeMamMu
obecneymnBaeTcs B TOM yucre nocpeacTeom NHPaCTPyKTyphl, obecneunBaioLLen
MH(POPMAaLIMOHHO-TEXHOMOIMYEeCKoe  B3auMOOENCTBME  MHAOPMALMOHHBIX  CUCTEM,  WUCMONb3yembiXx AN
npeaocTaBneHns rocygapCTBEHHbIX U MYHULMNATBHBLIX YCIYr U UCNOMHEHUS FOCYAapPCTBEHHbBIX M MYHULMNANbHbLIX
YHKUUIA B 3NEKTPOHHON hopme.

9. O6wenocTynHasa MWHGoOpMauus, cooepxalasaca B CUCTEME MOHUTOPUHIa ABMXEHUS NeKapCTBEHHbIX
npenapaToB ONs MEOULMHCKOrO MpUMEHEHUsl, pasMellaeTcs B MH(OPMaLNOHHO-TENEKOMMYHUKALMOHHOW ceTu
"UHTepHeT" (B TOM 4ncne B oopmMe OTKPbITLIX AaHHbIX) B Nopsake, ycTaHoBNeHHOM [MpaBuTenscTtBoM Poccuinckom
depepauymm.

10. MpounssoaunTenn NekapcTBEHHbIX CPEACTB Mofy4aloT COAepKaLLyCsi B CUCTEME MOHUTOPUHIa OABMKEHUS
neKapcTBeHHbIX NpenapaToB Ans MeULMHCKOrO NPUMEHEHUS1 MHOPMaLMI0 O CepuUsiX U NapTUSIX NeKapCTBEHHbIX
npenapaToB, MNPOU3BOAUMBIX UMW UK HaxodsLMXCs B rpaxgaHckom o6opoTte B Poccuiickoii degepauun,
©e3Bo3mMe3Ho.

npumeyaHue.
A63. 9 nn. "6" n. 7 BcTynaet B cuny ¢ 1 aHBaps 2020 roga.

11. 3a nNpov3BOACTBO WMNWM Mpodaxy NeKapCTBEHHbIX NpenapatoB ANA MeAMUMHCKOro npuvMeHeHus 6es
HaHeCceHNsl CPeACTB MAEHTUMUKALUWN, C HapPYLIEHMEM YCTAHOBIIEHHOIO MOpsAKa WX HaHeceHus, a Takke 3a
HeCBOEBPEMEHHOE BHECEHME [OaHHbIX B CUCTEMY MOHWUTOPWUHIA [OBWKEHWsI NEeKapCTBEHHbIX NpenapatoB AN
MeONUNHCKOIro npuMeHeHua nnn BHeceHne B Hee HeOCTOBEPHbIX AaHHbIX Dpuan4vyeckme nmua n nHameungyarbHble
npegnpuHMMaTenn, ykasaHHble B 4acTax 4 n7 HaCTOﬂLIJ,eI7I CTaTbW, HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C
3akoHogartenscTBoM Poccuickon degepaumn.
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12. TpaButenbctBo Poccuitickon Pepepaumm BrnpaBe YCTAaHOBUTb OCOOEHHOCTW BHEOPEHUsI CUCTEMbI
MOHUTOPUHIa AOBWXEHWSI FEeKapCTBEHHbIX MpenapaToB ANs MEOMLUHCKOrO MNPUMMEHEHMUS!, BKMNoYasi CpPoOKM ee
BHEAPEHMS, B OTHOLUEHUN NEKAPCTBEHHbIX NpenapaToB ANg MeAULUHCKOrO NMPUMEHEHUS, BKITIOYEHHbIX B NepeYveHb
XWU3HEHHO HEOBXOAMMBIX U BaXHEWLWWX NEeKapCTBEHHbIX nNpenapaToB, NeKapCTBEHHbIX MpenapaTos,
npegHasHaveHHbIX Ans obecneyeHus nuu, 60MbHBIX remodunmen, MyKoBUCLMA030M, MNOpU3apHbIM HaHW3MOM,
bonesHblo [owe, 3nokavyecTBEHHbIMM HOBOOOpa3oBaHWAMM NMMEOUOHON, KPOBETBOPHOW WM POACTBEHHBLIX WM
TKaHeWn, pacCesiHHbIM CKIEepOo30M, NWL, Mocfie TpaHCnnaHTauuM OpraHoB M (UNn) TKaHEW, MHbIX JIEeKapCTBEHHbIX
npenapaToB A58 MEANLMHCKOrO NPUMEHeHus.".

CrtaTtbs 2

1. Hactoawmn ®epepanbHbii 3akoH BeTynaeTt B cuny ¢ 1 aHBapsa 2018 roga, 3a ucknwoyeHvem ab3aues
BTOPOro, NATOro U AeBATOro noanyHkra "6" nyHkra 7 ctaten 1 HacTosawero degepansHOro 3akoHa.

2. AB3aubl BTOpON, NATLIN U AeBATbIN noanyHkTa "6" nyHkTa 7 ctatbn 1 HacTosAwero ®egepansHOro 3akoHa
BcTynatoT B cuny ¢ 1 aHBap4a 2020 roga.

3. [Hepxatenn wnu Bnagenblbl pPerncTpauMoHHbIX YAOCTOBEPEHWA NeKapCTBEHHbIX Mpenaparos,
npou3BoauTeny NeKapCTBEHHbIX MpenapaTtoB AN MEAWUMHCKOrO MPUMEHEHUS, 3aperncTpupoBaHHbIX A0 AHS
BCTYNMEHWs B cuny HacToswero degepanbHOro 3akoHa, JOMKHbI HANpaBUTb CBEAEHWS O PerncTpauum B KayecTse
HanoronnaTtenbluka B CTpaHe permctpaumu (4ns poCCUMMCKMX IOPUANYECKUX MWL - MOEHTUMMKALMOHHbBIN HOMEP
Hanoronnatenswuka (MHH), ona WMHOCTpaHHbIX HOPWANYECKUX §UL, - CTpaHa perucTpauuv, HavMeHoBaHue
PEerncTpupyloLLero opraHa, perncTpauMoHHbIi HOMep, KOA4 HamoronnartenbluMka B CTpaHe permcTpauuu
(MHKOpPMOpaLun) Ny ero aHanor) B yNOfIHOMOYeHHbIV dheeparnbHbIi OpraH UCMONHUTENbHON BriacTu Ao 1 aHBaps
2019 ropga.

4. Tlpousogutenn dapmMaueBTUYECKUX CYOCTaHUWUA, BKMIOYEHHbIX B TFOCYQapCTBEHHbLIN  peecTp
NEeKapCTBEHHbIX CPeACTB ANA MeOMULMHCKOro NpUMEHeHNs 40 OHSA BCTYNNEHMs B cuny Hactosiwero ®egepansHoro
3aKoHa, AOMMKHblI HaNpaBUTb CBEOEHUA O perncTpaumm B KayecTBe Hamoronnatenblivka B CTpaHe perumcrpauuu
(8NA POCCUMNCKNX HOPUANYECKUX UL, - NOEHTUMKALNOHHBIN HOMep Hanoronnatenswmka (MHH), 4ns MHoCTpaHHbIX
IOpUaANYECKMX MWL, - CTpaHa perucrpauuu, HaMMeHOBaHWe pPermcTpupyroLwero opraHa, permcTpaumoHHbIn HoMep,
Ko4 HanoronnaTenbliuka B CTpaHe perucTpauum (MHKOpnopauum) WNU ero aHanor) B YNONHOMOYEHHbIN
deaepanbHbI opraH ncnonHuTensHon Bnactu 4o 1 sueapsa 2019 roga.

Mpe3ngeHT
Poccuitckon denepaumm
B.MYTWH

Mocksa, Kpemnb
28 pekabpsa 2017 roga
N 425-03
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