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Cratba 1l

BHecTn B PenepanbHblt 3aK0oH oT 17 uionsa 1999 roga N 178-93 "O rocyaapcTBEHHON COLMANIbHOM
nomoum" (CobpaHune 3akoHoaaTenbcTsa Poccuiickon ®epepaumn, 1999, N 29, ct. 3699; 2004, N 35, cT.
3607; 2006, N 48, c1. 4945; 2007, N 43, cT. 5084; 2009, N 30, ct. 3739; 2010, N 50, cT. 6603; 2013, N 19,
CcT. 2326; N 48, cT. 6165; 2016, N 1, cT. 8) cneaytowme UsmeHeHun:

1) B cTaTbe 6.2:

a) nyHKT 1 yacti 1 nocne cnoB "gns MeanLMHCKOro NpumeHeHus" 4onoNHUTL cioBamu "B obbeme
He MeHee, YeM 3TO NPeLyCMOTPEHO NEePeYHEM KMU3HEHHO HEOOXOAMMbIX U BarKHENLLMX NEKAPCTBEHHbIX
npenapaTtos, cGOPMUPOBAHHbIM B COOTBETCTBUM ¢ PeaepanbHbim 3aKkoHOM oT 12 anpena 2010 roga N

61-P3 "O6 obpaLLeHMM nekapcTBEeHHbIX cpeacTs”,";

6) B yacTn 2 cnoBa "nepeyeHb NIEKAPCTBEHHbIX MpenapaToB AN MEeAUUMHCKOTO MPUMEHEHUS, B
TOM YMCNEe IEKAPCTBEHHbIX NPenapaToB s MeAULMHCKOro NPUMEHEHMA, Ha3HAYaemMblX MO PELUEHUIO
BPayebHbIX KOMUCCUIN MELMULIMHCKUX OpraHm3aumid," NCKAIOYNTD;

2) cTtaTtbio 6.4 4ONONAHUTL YacTblo 3.1 cneayloLWEro cogepRaHua:

"3.1. OpraH, ocyuecTeaawwWmMin BeaeHne deaepanbHOro perucTpa v, MMerWuMx NpaBo Ha
noslyyeHMe rocyAapCTBEHHOM couuanbHOM nomoulM, obecrneymBaeT npeaocTaB/lieHUE CBeAEeHUIA U3
yKasaHHoro degepanbHOro pernctpa B NpeaycMoTpeHHbIn YacTbio 1 ctatbn 44.1 deaepanbHOro 3aKoHa
oT 21 Hosbpna 2011 roga N 323-d3 "O6 ocHoBax OxpaHbl 340P0OBbA rpa*kaaH B Poccuiickon deaepaymm’
depnepanbHbIA PerncTp rpaxaaH, MMelLWmnx NpaBo Ha obecrneyeHMe NEeKapCTBEHHbIMM NpenapaTamu,
MEAVULMHCKUMWN U3LENMAMU U CNELUANN3UPOBAHHBIMM NPOAYKTaMM JsieyebHOro NWUTaHMsA 3a cuyet
6loaXKeTHbIX accurHoBaHuin  degepanbHoro Orogketra UM 6oaxKeToB  cybbektoB  Poccuitckoit
depepaunn.”;

3) yacTb 2 cTaTbu 6.10 4ONONHUTL NYHKTOM 6 CNeAyHoLLEro CoaepsKaHus:
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"6) obecneunBaeT npeaoCTaBleHWE CBEAEHWUIM B NpeayCMOTPEHHbIA 4YacTblo 1 ctatbu 44.1
depepanbHOro 3akoHa ot 21 Hoabpsa 2011 roga N 323-d3 "O6 ocHoBax OXpaHbl 340POBbA rParkaaH B
Poccuitickoit depepaumn” depepanbHbii pernctp rpaxiaH, MMelowux MnpaBo Ha obecneyeHue
NIeKapCTBEHHBIMM NpenapaTamn, MeAUUMHCKUMU U3LENUAMU U CMELMANM3NPOBAHHBIMU MPOAYKTAMU
neyebHOro NUTaHMA 3a CYeT cpeacTB BIAKETHbIX ACCUTHOBAHWUIN deaepanbHoro brogKeTa U BoaKeTOB
cybbekToB Poccuitckolt ®egepaumn.”.

KoHcynbTaHTIAKOC: NpumeyaHue.
Cr. 2 BcTynuna B8 cmny ¢ 13.07.2020.

Cratba 2

BHecTn B ®eaepanbHbiit 3aKoH oT 12 anpena 2010 roga N 61-P3 "0O6 obpalleHnn nekapCcTBEHHbIX
cpeacte" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon dPeaepaumnn, 2010, N 16, cT. 1815; N 42, c1. 5293;
2011, N 50, ct. 7351; 2012, N 26, cT. 3446; 2013, N 48, cT. 6165; 2014, N 52, cT. 7540; 2015, N 29, cT.
4367; 2017, N 31, c1.4791; 2018, N 1, c1. 9; N 49, c1. 7521; 2019, N 23, cT. 2917; N 31, cT. 4456; N 52, cT.
7780, 7793; 2020, N 13, c1. 1856; N 14, cT. 2035) cneaytolmne UsmeHeHus:

1) B NyHKTe 6 CTaTbM 4 CNOBO "eXerogHo" UCKAHYNTD;

2) B nyHKTe 1 yactn 1 ctatbm 60 cnoso "chopmupoBaH" 3ameHUTb coBamu "GopmupyeTca n He
peXe o4HOro pasa B rog nepecmaTtpusaerca';

3) yactb 7.1 cTaTby 67 AONOAHUTL NPEANOXKEHUAMM CAEAYIOWEro cogepanua: "MpaBnTenbcTBo
Poccuiickoli  depepauum  BnpaBe YCTAHOBUTb OCOBEHHOCTM BBOAA B TparkAaHCKMM  obopoT
JIeKapCTBEHHbIX NpPenapaTtoB ANa MegULMHCKOro NpUMeHeHuA, NpousBefeHHbIX B nepuofd ¢ 1 uviond
2020 roaa no 1 oktabpna 2020 roga. B uenax BBoga B rpakAaHCKMit 060poT ekapcTBeHHble npenapaTsbl
ONA MeAULUMHCKOTO NMPUMEHEHUsA, 33 UCKIOYEeHWEeM NeKapCTBEHHbIX NpenapaTos, NpeAHa3HaYeHHbIX
ana obecneyeHna nuy, O60/bHbIX remoduamen, MyKOBMCUMAO30M, TMNOPU3APHBIM HaHU3MOM,
6one3Hbl0  lowe, 3/10KaYeCTBEHHbIMM  HOBOOOPA30BaAHMAMM  MMOONAHON, KPOBETBOPHON U
POACTBEHHbIX MM TKaHEW, PacCesHHbIM CKAEPO30M, SIML, MOC/Ae TPaHCMAHTAaUMW OpraHoB U (Maum)
TKaHen, NpousseaeHHble 3a Npegenamm Tepputopumn Poccuiickon ®egepaumm go 1 oktabpa 2020 roaa,
MmoryT bbiTb BBe3eHbl B Poccuitckyto Pepepaunto ao 1 aHeapsa 2021 roga B nopsagKe, yCTaHOBAEHHOM
MpasuTtenbctBom Poccuiickoin ®epepaumm, 6e3 HaHeceHMA cpeacTB aeHTUGUKaumn.".

KoHcynbTaHTIAKOC: NpumeyaHue.
Cr. 3 BcTtynaet B cuny ¢ 01.09.2020.

Cratba 3

BHecTn B ®eaepanbHbiit 3aKoH oT 21 Hosabpa 2011 roga N 323-$3 "O6 ocHOBax 0XpaHbl 340P0OBbA
rpaxgaH B Poccuiickoit ®egepaunn” (CobpaHune 3akoHoaaTenbcTBa Poccuiickoint ®eaepaunn, 2011, N
48, c1. 6724; 2013, N 39, cT. 4883; N 48, cT. 6165; 2014, N 43, cT. 5798; N 49, cT. 6927; 2015, N 1, cT. 85;
N 10, cT. 1425; N 27, c1. 3951; N 29, cT. 4397; 2016, N 18, cT. 2488; N 27, cT. 4219; 2017, N 31, cT. 4765,
4791; N 50, cT. 7544; 2018, N 1, cT. 49; N 32, cT. 5092, 5116; N 53, cT. 8415; 2019, N 10, cT. 888; N 49, cT.
6958; N 52, ct. 7770, 7799, 7836; 2020, N 13, cT. 1856; N 14, c1. 2028; Poccuinckana raseta, 2020, 11
WIOHSA) cneayolme U3MeHeHUs:

1) B cTaTbe 38:

a) yacTb 4 AONOAHUTL CA0BaMKM ", U MeAMLMHCKUX N34eNnid, 3aperncTpupoBaHHbIX B Poccuiickoi
desepaunn B COOTBETCTBMM C MENKAYHAPOAHbIMW AOroBOpPaMM M aKTamMM, COCTaBAAIOLWMMMU MNpPaBo
EBpPa3smMIiCKOro 3KOHOMMYECKOTO COto3a";
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6) B yactTu 5 nepBoe npeanioXKeHME W3NOXKWUTb B creaylowen pepakummn: "Ha Tepputopun
Poccuitickolt Pepepaumm rocysapcTBEHHOM perucTpauumM He nognexkaT MeguUMHCKME usgenus,
nepeuncneHHble B NyHKTe 11 ctatbn 4 CornaweHus O eAMHbIX NPUHLUMNAX W NpaBunax obpaleHus
MEAULMHCKUX U3gennin (M3penmii meguuMHCKOro HasHayeHus U MegMUMHCKOM TEeXHMKWU) B pamKax
EBpPa3sMiMCKOro saKOHOMMYECKOTO coto3a oT 23 aekabpa 2014 roga, B TOM Ync/ie MeguUNHCKUE U3genus,
KOTOpPble W3roToB/IEHbI MO WHAVMBUAYA/NIbHbIM 3aKa3aM MaUMEHTOB, K KOTOPbIM NpPenbABAAOTCA
cneumnanbHble TpeboBaHMA MO Ha3HAYEHUID MEAMUMHCKUX PabOTHMKOB M KOTOpble npeaHasHayeHbl
WUCKNIOYNTENBHO A/1A JIMMHOTO MCMNO/Ib30BAHUA KOHKPETHbIM MALMEHTOM, a TaKXKe MeaWUMHCKUe
u3gennsa, KoTopble npegHasHavyeHbl A1A WCNOAb30BaHMA HA TeppUTOPUM  MeXAYHAPOAHOro
MEAMNLMHCKOIO KNacTepa UaM Ha TEPPUTOPUAX MHHOBALMOHHbBIX HAyYHO-TEXHOOTMYECKUX LEHTPOB.";

2) pononHuTL cTaTbelt 44.1 cneayoLLEro coaepXKaHus:

"Cratba 44.1. ®epgepanbHblii  peructp rpa)kgaH, MWMelWwmnx npaBo Ha obecneyeHue
NeKapCcTBeHHbIMM rnpenapaTtamu, MeAUUMHCKUMU U3LENNAMU N CNEeUMann3npoBaHHbIMKU NMPOAYKTaMU
NleyebHOro nuTaHMs 3a cyeT OHOKEeTHbIX acCUrHoBaHuMM deaepanbHoro bwa)keta M b6roaKeToB
cybbekToB Poccuitickoit Pepepaunn

1. B uenax KoopAMHauuKW aesTenbHOCTM deaepasibHbiX OPraHoOB MCMNONAHUTENIbHOM BNacTy,
OpraHoB WCMOJIHUTENbHOW BAactM cybbektoB Poccuiickoii  ®degepaumn, OpraHoB MECTHOro
CamoynpasfieHnA, MeaULMHCKMX OpraHM3aunii rocygapCTBEHHOMW, MyHULMMNA/IbHOW U YacTHOM cucTem
3[1paBOOXpPaHEeHMA B 4YacTu obecneyeHMsa rpakgaH NeKapcTBEHHbIMKW MpenapaTtamu, MeAUUUHCKUMU
M3gennaMM U CNeumanmnsnpoBaHHbIMKM MNPOAYKTaMKU nedyebHOro nuTaHMA 3a CYeT OHAMKETHbIX
accurHoBaHuit  degepanbHoro 6Groaxketra K b6roaxKeToB cybbektoB Poccuiickon  depepaunu
YNONHOMOYEHHbIM deaepanbHbiM OpPraHOM WCMNONHUTENbHOW BAACTM OCYLLECTBAAETCA BedeHue
depnepanbHOro perucTpa rpaxkgaH, MMeLnx NpaBo Ha obecrneyeHne IEKAPCTBEHHbIMM NpenapaTamu,
MEAVULMHCKUMWN M3LENMAMU U CNELUANNZUPOBAHHBbIMM NPOAYKTaMM JsieyebHOro nNUTaHusa 3a cuyet
6loaKEeTHbIX accUrHoBaHUM deaepanbHOro boaxketa 1 broaxketos cybbekToB Poccuiickoit degepaumnm
(manee B HacToALelM cTaTbe - efepanbHbIN PErnucTp rparkaaH), CoaepyKallero cneayrolimMe CBeAeHUA:

1) cTpaxoBoi HOMEpP MHAMBUAYA/IBHOTO IMLLEBONO CYETA rParKAaHMHA B cucTeme 06A3aTeIbHOro
NEHCMOHHOTO CTPaxoBaHMUsA (MpPU HanNuUK);

2) pammnna, nms, OTYECTBO (NPU HAMYMKM) FPaXKLAHUHA, a TaKKe GamMuansa, KoTopas bblna y Hero
Npu POXKAEHWY;

3) paTa poxKaeHus;
4) non;
5) agpec mecTa KUTeNbCTBa, MecTa NpebbiBaHUA UK MecTa GpaKTUUYECKOTo NPOXKUBAHUS;

6) cepua n Homep nacnopTa (CBUAETENbCTBA O POXKAEHMMU) UAN YAOCTOBEPEHUA ANYHOCTM, AaTa
BblAa4M YKa3aHHbIX OKYMEHTOB;

7) Homep nonnca 06a3aTeNbHOro MegMUMHCKOro CTPaxoBaHMA 3aCTPax0BaHHOrO ML3;
8) cBegeHMA O rpaXkaaHCTBe;

9) cBepeHMa 06 OCHOBaHMAX NpebblBaHWA WK NPOXKMBAHWA B Poccuiickon dPegepauum (ans
WMHOCTPaHHOTO rpa*kaaHuHa, nua 6e3 rparkaaHcTBa, B TOM Yncne bexeHua);

10) gaTa BKAtoYeHMs B PesepanbHblil PEFUCTP FPaKAaH;

11) avarHo3 3aboneBaHun (COCTOAHME), BKAOYAA ero Kog no MexKayHapoaHON CTaTUCTMYECKOM
Knaccuoukaumm 6onesHelt n npobnem, CBA3aHHbIX CO 340P0OBbEM;
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12) KaTeropua rpaxaaH (rpynna HaceneHusa), UMeroLLMX NPaBo Ha obecneyeHne NeKapcTBeHHbIMU
npenapatamu, MeaMLUMHCKUMU U3OEMAMU U CNeLMaNmM3MpoBaHHbIMK  NPOoAyKTamKM nedyebHoro
NUTaHuA, KaTeropus 3abonesaHna, KOTopasa ABAAETCA OCHOBaHUEM A/1A obecneyeHns NeKapcTBEHHbIMM
npenapatamu, MeAMUMHCKUMU U3OEMAMUM U CNeLManmM3MpoBaHHbIMK  NPOoAYyKTamMKM nedyebHoro
NUTaHMA, B TOM u4ucie C yyeTom [lepeyHs rpynn HaceNeHUs U KaTeropuit 3aboseBaHWii, npu
ambynaToOpHOM /JleYeHUM KOTOPbIX SIeKapCTBEHHble CpeacTBa M M34enns MeAUUMHCKOro HasHayeHus
OTMyCKaloTCA MO peuentam Bpadelt becnnatHo, n lepedyHa rpynn HacefeHus, Npu ambynatopHoOM
NIeYEeHUN  KOTOPbIX  JIeKapCTBeHHble  CpPeacTBa  OTNyCKalTcA NO  peuentam  Bpader C
NATUAECATUNPOLEHTHON CKUAKOW;

13) cBeieHUA O Ha3HaAYeHMU U OTMYCKE JIeKaPCTBEHHbIX MPenapaTos, MeAULIMHCKUX U3aennin mn
cneumanm3npoBaHHbIX MPOAYKTOB 1e4ebHOro NMMTaHMA, YKa3aHHbIX B NyHKTe 12 HacToALWel YacTu;

14) uHble cBeaeHMA, KOTopble BNpase onpeaennTtb MNpaButenbcteo Poccuinickon depepauymm.

2. MopsagoKk BeaeHuna denepanbHOro perucTpa rpa)kaaH, B TOM uyuc/ie NOpAAOK AocTyna K
CBEAEHUAM, COAEPKALLMMCA B HEM, NOPAAOK U CPOKM NPEACTaBNEeHNA CBEAEHUIA B YKa3aHHbIN pernctp
ycTaHaBAuBatoTca MpasutenbcTBom Poccuiickoii ®eaepaunn.

3. CBeaeHus, NpeayCMOTPeHHbIe YacTbio 1 HacToAlen cTaTbM U BKAloYaemble B PeaepanbHblii
PEerucTp rpaxaaH, NpeacTaBasaoTca Us:

1) denepanbHbIX PErncTPoB, NPeAyCMOTPEHHbIX YacTbio 2.1 ctaTbk 43, yactamum 4 u 8 ctaTbu 44
HacToAwero desepanbHOro 3aKOHA, YacTbio 2 cTatbk 6.4 ®epepanbHOro 3akoHa ot 17 utona 1999 ropa
N 178-®3 "O rocyaapcTBeHHOM COLManbHON NOMOLLN";

2) eaNHOW rocyapCTBEHHOM MHPOPMALMOHHONM CUCTEMbI COLLMANbHOTO obecneyeHus.

4, OpraHbl rocyaapcTBEHHOM BNacTM cybbekToB Poccuiickoit Pesepaumm ocyLLECTBAAIOT BeAeHNe
pervoHanbHbIX cermeHToB ®PegepanbHOro perncTpa rpaxgaH M CBOEBPEMEHHOe MpeacTaBieHue
CBEAEHUN, COAEPKALMXCA B HUX, B YNOJHOMOYEHHbIN deaepanbHblii opraH UCNONHUTENbHOM BNACcTK B
nopsake, yctaHosneHHom lNpasutenbcteom Poccuiickont Pegepaumn.”;

3) nyHKT 5 yacTn 2 cTtatbu 81 AONOAHUTL cnoBamu ", cGOPMUPOBaAHHbLIN B 06beme He MeHee, Yem
3TO NpeagycMoTpeHO nepedyHem XU3HEHHO HGO6XOLI,VIMbIX U BaKHenLwmnx NIeKapPCTBEHHbLIX NPenapaTos,
yTBep)aaembiMm MpaBuTenbcTBom Poccuiickolh depepaumm B cooTBeTcTBUM ¢ PepepanbHbiM 3aKOHOM
oT 12 anpena 2010 roga N 61-®3 "06 obpaLLeHNM NeKapCTBEHHbIX CPeacTB";

4) B yactn 4 ctatbn 91.1 cnosa "yactamu 4, 8 ctatbu 44" 3ameHUTbL cioBamm "yactamm 4 1 8 ctaTbu
44, yacTtbio 1 cTaTbm 44.1".

Cratba 4

1. Hactoawmin PenepanbHblit 3aKoH BCTynaeT B cuay ¢ 1 aHeapa 2021 roga, 3a UCKAOYEHMEM
NONOMKEHWNI, ANA KOTOPbIX HACTOALLEN CTaTbei YCTaHOBAEHbI MHbIE CPOKM BCTYNAEHUA UX B CUY.

2. Cratba 2 Hactoawero degepanbHOro 3akoHa BCTynaeT B CUAY CO AHA odULMaNbHOTO
onybauKoBaHMA HacToalwero ®eaepanbHOrO 3aKOHa.

3. CraTtbAa 3 HacToswero PepepanbHOro 3akoHa BcTynaeT B cuay ¢ 1 ceHTabpa 2020 roaa.

4. [leiicTBUE NONIOXKEHMIM YacTn 7.1 cTtatbn 67 PeanepanbHOro 3akoHa ot 12 anpena 2010 roga N
61-®3 "O6 obpaweHUM NeKapcTBeHHbIX cpeacTs" (B pegakumm HactoAwero deaepanbHOro 3akoHa)
pacnpocTpaHAeTCA Ha NPaBOOTHOLWEHMA, BO3HMKLWMe ¢ 1 utona 2020 roga.

MNpe3snaeHt
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Poccuitckoit epepaumm
B.NYTUH
MockBa, Kpemnb
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