POCCUIICKAS ®EIEPAIIMS
®EJEPAJBHBINA 3AKOH

O BHeceHNM M3MeHEeHHH B O0Te/IbHbIe 3aKOHOJATE/IbHbIE AKThI
Poccuiickoii ®enepannu

Ipunst [N'ocynapctBenHoit Jlymoit 22 mapta 2022 roga
Opo6pen CoBeToM depeparum 23 MapTa 2022 ropa
Cratpsa 1

Buectu B ®enepanpubiii 3akoH oT 12 ampens 2010 roma Ne 61-@3
«O6 oOpamenny JeKkapcTBeHHBIX cpencTB» (CoOpaHue 3aKOHOIATeNbCTBA
Poccuiickoit @enepannn, 2010, Ne 16, ct. 1815; 2011, No 50, ct. 7351; 2013,
Ne 48, ct. 6165; 2014, Ne 52, cr. 7540; 2018, Ne 49, cr. 7521; 2019, Ne 52,
ct. 7780, 7793; 2021, Ne 27, ct. 5145) cnenyromue u3MeHEHHUS:

1) cTaThio 47 JOMIONHUTE YaCTHIO 3% CIIE/YIOIIEro COaep/KaHHS:

«3% Jlo 31 nexkabps 2022 roga JOMYCKAIOTCS BBO3 Ha TEPPUTOPHIO

Poccutickoit @enepanun u obpamenne B Poccuiickoit @enepaiyu ¢ y4eToM

T,
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ocobenHocTel, ycTaHOBJIEeHHBIX IlpaButenmscTBOM Poccuiickoit ®eneparvu,
3aperuCTPUPOBAHHBIX  JICKAPCTBEHHBIX MpenaparoB IS  MEIHIIHHCKOTO
IIPUMEHEHHS B YIIAaKOBKaX, MpPeJHAa3HAYEHHBIX JUJIS OOpalleHus] B HHOCTPAaHHBIX
rocyapcTBax, B ciiydae JieeKTyphl JIeKapCTBEHHBIX IperapaToB HIIH PUCKa
€€ BO3HUKHOBEHM: B CBSA3H C BBEJIEHHEM B oTHomeHuH Poccuiickoit @enepanuu
OTPaHUYUTENBHBIX MEP 3KOHOMHAYECKOTO XapaKTepa Py YCIOBUHU COOTBETCTBUS
BBO3MMBIX JIEKAPCTBEHHBIX IIpENapaToB TpeOOBaHUSAM, YCTAHOBICHHBIM IPH WX
perucrpanyy, 3a HCKIIOYeHueM TpeOOBaHMM K IIEpBUYHON  yMmakKoBKe,
BTOPUYHOH (TOTpeOHUTENbCKON) YIAKOBKE, a TAK)KE IPH HATMYHHM Ha BTOPUYHOM
(moTpeOUTENbCKOM) YNAaKOBKE JIEKAPCTBEHHBIX IIPEIapaToB, HAXOIAIIMXCS
B OOpallleHuH, CcaMOKJIesIIercsl JTHKETKH, cojepxkameii  uHGOpMaIHrio
0 JIEKapCTBEHHOM IIperiapaTe Ha PyCCKOM SI3BIKE.»;

2) B cTaThe 54:

a) ciioBo «OnrToBas» 3aMeHHUTE cloBaMu «1. OnroBas»;

6) JOTIONHMTH YacTHIO 2 CIIENYIOMIEr0 CONEP KAHMS:

«2. Opranuzanusi OINTOBOH TOProBJIM JIEKAPCTBEHHBIMU CpeACTBAMHU
o0s13aHa cobmonaTh IpeAelbHbBIe CPOKH OTTPY3KH 3aTpeOOBaHHBIX alTedHOMR
Opra’u3alyenl JEeKapCTBEHHBIX IpEenaparoB I MEAULUHCKOIO IpUMEHEHUS
Y He BIIpaBe OTKa3bIBaTh alTE€YHOW OpraHU3alld, C KOTOPOH y Hee 3aKIIfOYeH
COOTBETCTBYIOLIMA  JOTOBOpP O MOCTaBKaX JIEKAPCTBEHHBIX  IIperaparoB

JAJId MEQUIIUHCKOI'O IIPUMCHEHHUA, B IIOCTAaBKEC JICKAPCTBCHHBLIX IIPErIapaToB
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JUTSL MEUIIUHCKOTO NIPUMEHEHHS IIPU HAIMYUH 3aTpeOOBaHHBIX JIEKaAPCTBEHHBIX
[IpenaparoB i MEIULUMHCKOTO TpPHMEHEHHs Yy OpraHM3alldd ONTOBOMU
TOPrOBJIM JIEKApCTBEHHBIMH CpeAcTBaMHU. lIpenienbHBIE CpPOKH OTIPY3KH
3aTpeOOBaHHBIX  aNTeYHOW OpraHM3amvell JIeKapCTBEHHBIX  MpPemnapaTroB
IUIsI MEIULINHCKOTO TPHUMEHEHHs B 3aBHCHMOCTH OT pacIONIOKEHUS MecTa
OTTPY3KH JIEKapCTBEHHBIX IIpenapaToB JUIS METUIIMHCKOTO IPUMEHECHHUS
YCTaHABIIMBAIOTCS YIIOJHOMOYEHHBIM ()eZiepaIbHBIM OPraHOM HCIIOJIHUTEIBHON
BIIACTHU.».

Crarps 2

Buectu B ®egnepanbubiii 3akoH oT 21 Hos6ps 2011 roma Ne 323-@3
«O6 ocHOBax OXpaHBl 3J0pOBbS TpaxnaH B Poccuiickoii ®Peneparun»
(Cobpanue 3akoHomarenbcTBa Poccuiickoit ®eneparmu, 2011, Ne 48, cr. 6724;
2013, Ne 48, ct. 6165; 2014, Ne 30, ct. 4257; Ne 49, ct. 6927; 2015, Ne 1, cT. 85;
Ne 10, ct. 1425; Ne 27, ct. 3951; Ne 29, cr. 4397; 2016, Ne 1, cT. 9; Ne 15,
cT. 2055; Ne 18, ct. 2488; Ne 27, cr. 4219; 2017, Ne 31, ct. 4765, 4791; Ne 50,
cT. 7544, 7563; 2018, Ne 32, ct. 5092; 2019, Ne 22, ct. 2675; Ne 52, ct. 7770,
7799, 7836; 2020, Ne 13, ct. 1856; Ne 14, ct. 2028; Ne 29, cr. 4516; 2021, Ne 18,
ct. 3072, 3073; Ne 24, ct. 4188; Ne 27, ct. 5142, 5159; Poccuiickas rasera,
2022, 10 mapra) cienyromune H3MeHEeHHS:

1) gacth 1 crarbu 14 gomoNHATE MyHKTOM 21 ClIeIyOIIEro Comep KaHus:

«21) yTBepxKJeHAEe cClIydaeB W MOPAJKAa OpraHU3aldd OKa3aHHs

neanquﬁ MG)IHKO-C&HHTapHOﬁ ITIOMOIIIH H CHeHHaHHBHpOBaHHOﬁ,
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B TOM YHCJI€ BEICOKOTEXHOJIOTHYHOM, METUIIMHCKON TOMOIIU METUITHMHCKUMHU
paboTHUKaMH METHITHHCKHX OpraHu3aiui, IMOJBETOMCTBEHHBIX
(dbenepadbHBIM OpraHaM KMCIIOJHHUTEIBHOH BIIACTH, BHE TaKUX METUIMHCKHUX
Opra’u3aIuii.»;

2) ctaThio 38 JOMOIHUTH YaCThIO 25 CIIeIYIOIIEro COAePKaHMUS:

«25. Ilpon3BonuTenyn MEOUIMHCKAX W3JIEIHWH WIM  OpraHu3aluy,
OCYLIECTBIISIIOIIYE BBO3 Ha TeppuTtopuio Poccuiickoit Denepaniu MEIUIIUHCKUAX
W3euii, He MeHee 4eM 3a IIECTh MeCSIeB JI0 IUIAHUPYEMbIX IPUOCTaHOBICHHUS
WIA TMpeKpalleHds NPOW3BOACTBA MENUIIMHCKHUX H3JeNUd HIM HX BBO3a
Ha Teppurtopuio Poccuiickoii @enepanuu yBeZOMIAIOT 00 3TOM (enepanbHbIi
OpraH HCIIOJHUTENHHON BJIACTH, OCYIUECTBILIIOIMUN (YHKIHMH IIO KOHTPOIIO
¥ HaZ30py B cepe 31paBoOXpaHEHUS. ».

CraTba 3

Crateto 112 ®epepanpHoro 3akona or S5 ampens 2013 ropa
Ne 44-03 «O KoHTpakTHOH cucTeMe B cdepe 3aKymoK TOBapoB, padorT,
yoIyr Uil oOeclieueHMS ~ TOCYHApCTBEHHBIX M MYHHUMIAIBHBIX
Hyxa» (Cobpanme 3akoHomartenbcTBa Poccuiickoit ®epepammuu, 2013,
Ne 14, cr.1652; Ne 27, ct.3480; Ne 52, cr. 6961; 2014, Ne 23, ct. 2925;
2015, Ne 1, cr. 51; Ne 29, crt. 4342, 4375; 2016, Ne 15, ct. 2058; Ne 27,
ct. 4254; 2017, Ne24, cr. 3477, 2018, Ne 1, cr. 59, 88; Ne 18,
ct. 2578; Ne 27, cr. 3957; Ne 53, cr. 8428; 2019, Ne 18, cr. 2194, 2195;

Ne 52, cr. 7767; 2020, Ne 14, cr. 2028, 2037; Ne 17, cr. 2702; Ne 31,
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ct. 5008; 2021, Ne 1, cr. 40; Ne 9, ct1. 1467; Ne 27, ct. 5188; 2022, Ne 1, cT. 45;
Poccuiickas razera, 2022, 10 mapra) AomojHUTE HacTeio 71 cremyroimero
colep KaHus:

«71. YcranoButs, uto B 2022 um 2023 romax IpH ONpeAeleHUU
3aKa3uuKaMyd M3 4yucia (efepadbHbIX OPraHOB HCITONHUTENbHON BIACTH WIH
OpraHoB WCIIOJHUTENRHOW BiactTH CcyOwBekToB Poccmiickoit ®epeparuu,
TIOJBEIOMCTBEHHBIX UM TOCYIAapPCTBEHHBIX YUPEXKISHUN WIH roCyJapCTBEHHBIX
YHUTapHBIX NPEANPHUSATANA, a TakKe MYHHUIMOAIBHBIX  MEIUILMHCKHUX
opraHu3anui obbpeMa 3aKyTIOK, IIpeIyCMOTPEHHOIO
yacThio 1 crarem 30 HacTosmero @egepaIbHOTO 3aKOHA, B pacdeT COBOKYITHOTO
roJjoBoro o0beMa 3aKylmoK He BKIIOYAIOTCAd 3aKyHKH JIEKapCTBEHHBIX
TIperiapaToB i MeIULMHCKOTO PUMEHEHHS U MEIULIMHCKUX M3IENHMA.».

CraTbn 4

Y CTaHOBHUTS, yto  IIpaButensctBOo  Poccuiickoii Denepanuu
B 2022 u 2023 romax BmpaBe NPHHUMATh PEIICHUs, IpeLyCMaTpUBAIOILKE
OCOOCHHOCTH OpraHM3alldd OKa3aHUSA MEIUIMHCKON ITOMOIIM TrpaXJaHaM
Poccutickoit @enepanyy, ”HOCTpaHHBIM I'pakJaHaM U JIHLaM 0e3 rpakJaHCTBa.

CraTbs 5

1. Hactosmuii ®enepalipHbli 3aKOH BCTyHaeT B CHIIy CO JHS €ro
opUIMANIBHOIO OMNyOJIMKOBAaHMS, 3a HCKIIOYeHWeM MyHKTa 1 cTarbu 2

HacTosAICro (DellepaJIBHOI‘O 3aKoOHa.
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2. Ilyaxtr 1 crarebm 2 Hacrosimmero PDenepalbHOr0 3aKOHa BCTYNAeT

B cuny ¢ 10 anpens 2022 roxa.

B.IlyTtun

Mocksa, Kpemib
26 mapra 2022 rona
No 64-03



