[Tpoext Ne 84920-8
B TPETHEM YTCHUU

®EJIEPAJIBHBIN 3AKOH

O BHeceHNH M3MEHEHMI B OTAe/bHbIE 3AKOHOATeIbHbIE AKThI
Poccuiickoit ®enepanuu

Crarba 1

Buectn B ®epepanpubiii 3akoH oT 12 ampens 2010 roma Ne 61-@3
«O0 oOpamenun JjekapcTBeHHbIX cpeactB» (CoOpaHue 3aKOHOJATEILCTBA
Poccuiickonn @enepanuu, 2010, Ne 16, ct. 1815; 2011, Ne 50, cr. 7351; 2013,
Ne 48, ct. 6165; 2014, Ne 52, ct. 7540; 2018, Ne 49, crt. 7521; 2019, Ne 52,
ct. 7780, 7793; 2021, Ne 27, ct. 5145) cnenyroiire U3MEHEHUS:

1) craTbio 47 DOMOJIHKUTE YACTBIO 32 CIIEAYIOLIETO CONCPKAHMS:

«3%. Jlo 31 mexabps 2022 roma [OIYyCKArOTCS BBO3 HAa TEPPUTOPHIO

Poccuiickoit denepannu u obpaiienne B Poccuiickoit denepanuu ¢ ydeTom



ocoOeHHOCTeH, ycTaHOBJICHHBIX [IpaBuTenscTBOM Poccuiickoit ®Depepanuu,
3apErUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX MpenaparoB JUisl  MEIULHUHCKOrO
IPUMEHEHUS B yIAaKOBKaX, MPEeIHA3HAYEHHBIX JJI1 OOpalieHusi B MHOCTPAHHbIX
rocyapcTBax, B ciydae A€PEeKTYphl JIEKAPCTBEHHBIX IPENapaTOB WIM pUCKA
€€ BO3HMKHOBEHHUS B CBSI3U C BBEJIEHHEM B OTHOLIEeHUH Poccutickoit denepanyn
OTPAaHUYUTENIBHBIX MEP SKOHOMHUYECKOI0 XapaKkTepa Mpu yCIOBUH COOTBETCTBHUS
BBO3UMBIX JIEKAPCTBEHHBIX MPENApaToB TPEOOBAHMIM, YCTAHOBICHHBIM MPU UX
perucTpanuy, 3a UCKIIOYEHHEM TpeOOBaHUM K NEPBUYHOW  YIIAKOBKE,
BTOPUYHOM (IOTPEOUTENBCKOI) YITAaKOBKE, a TAK)KE IIPU HATMYMU Ha BTOPUYHOM
(MOTpeOuTENbCKON) YHMAKOBKE JIEKAPCTBEHHBIX IIPEMapaToB, HaXOASAIIUXCS
B OOpallleHuu, CaMOKJESIIENCs OTUKETKH, CoJepaled HHPOopMaIio
0 JIEKAPCTBEHHOM ITpenapaTe Ha PyCCKOM SI3bIKE.»;

2) B cTatbe 54:

a) ciaoBo «OnToBas» 3aMEHUTH clioBaMu « 1. OnToBasy;

0) IOMOTHUTH YaCThIO 2 CIEIYIOLIETO COICPIKAHMUS:

«2. Opranusanuss ONTOBOW TOPrOBJIM JEKAPCTBEHHBIMU CpPEICTBAMU
o0si3aHa COOMIOAATh NPEIENbHBIE CPOKH OTTPY3KH 3aTpEeOOBAHHBIX ANTEUHOM
OpraHu3alyel JIEKAPCTBEHHBIX NPENApaToB JIsI MEAUIMHCKOTO MPUMEHEHUS
Y HE BIPABE OTKA3bIBaTh allT€YHON OpraHu3allu, ¢ KOTOPOM y HEe 3aKIHYEH
COOTBETCTBYIOILIMIA  JIOTOBOP O MOCTABKAaX  JIEKAPCTBEHHBIX  IPENapaTroB

AJ1I MCAUITUHCKOTO IMIPUMCHCHHA, B IIOCTABKE JICKAPCTBCHHBLIX IIPCIIapaTOB
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JUTSI METUIIMHCKOTO MPUMEHEHHUS TIPH HAJMYHUH 3aTPEOOBAHHBIX JICKAPCTBEHHBIX
npenapaToB JJsi  MEAMIIMHCKOTO TMPUMEHEHHUS Y OpraHu3alliid  ONTOBOI
TOPTOBJIM JICKAPCTBEHHBIMU CpeACcTBaMH. lIpenenbHble CpPOKHM  OTIPY3KH
3aTpe0OBaHHBIX  alTEYHOW  OpraHu3aluel JIEKapCTBEHHBIX  IpEnapaTroB
JUTSL MEIMIIMHCKOTO TIPUMEHEHUS! B 3aBUCMMOCTH OT PACIOJIOKEHHUSI MeCTa
OTTPY3KM JIEKAPCTBEHHBIX NPENaparoB i MEIUIMHCKOTO MPUMEHEHUS
YCTaHABJIMBAIOTCS YIIOJHOMOYEHHBIM (eJIepaibHbIM OPraHOM HCIOJHUTEIHHOM
BJIACTH.».

Crarbs 2

Buectu B ®enepanphbiii 3akoH ot 21 HosiOpst 2011 roma Ne 323-03
«O0 ocHOBax oxpaHbl 37I0poBbs TrpaxaaH B Poccuiickoii denepanniny
(Cobpanue 3axkoHomatenbcTBa Poccuiickont deneparuu, 2011, Ne 48, cT. 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, ct. 4397; 2016, Ne 1, ct. 9; Ne 15,
cT. 2055; Ne 18, ct. 2488; Ne 27, ct. 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, ct. 4516; 2021, Ne 18,
ct. 3072, 3073; Ne 24, ct. 4188; Ne 27, ct. 5142, 5159; Poccuiickas rasera,
2022, 10 mapra) ciaeayronme n3MEeHEHHUS:

1) yacth 1 ctatbu 14 HOMOTHUTH MYHKTOM 21 CIEAYIOIIErO COAEPKAHMUS:

«21) yTBepkAeHHE Ciy4aeB M TMOpsJKa OpraHU3alUuyd OKa3aHUS

MEPBUYHON  MEIUKO-CAHUTAPHOW MOMOIIM W  CIEUHAIU3UPOBAHHOW,
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B TOM YHCJI€ BRICOKOTEXHOJOTUYHOMN, MEAUIIMHCKOW TOMOIIHN MEIUITUHCKUMHU
paboTHUKaMuU MEIUIUHCKHUX OpraHu3aluu, MOIBEJOMCTBEHHBIX
dbenepasbHBIM OpraHaM HWCIOJHUTEILHOW BJIACTH, BHE TaKUX MEIUIIMHCKUX
OpTraHU3alun.»;

2) CTaThio 38 MOMOJIHHUTD YaCcThIO 25 CICAYIOMIETO COACPIKAHUS:

«25. Ilpon3BoauTen MEAUUMHCKUX W3ACIUA WIM  OpPraHU3alluH,
OCYIIECTBIISIONIME BBO3 HA TeppuTOpHUt0 Poccuiickont denepanuy MEIUIIMHCKUX
U3JICNINM, HE MEHEE YEM 32 IIECTh MECSALIEB [0 IIAHUPYEMBIX TPUOCTAHOBIICHUS
WM TPEKpalleHUs TMPOU3BOJICTBA MEAUIMHCKUX W3JCIUM WIM HX BBO3a
Ha TeppuToputo Poccutickoit denepanun yBeIOMISIIOT 00 3ToM (peaepanbHbIit
OpraH WCIOJHUTEIBHON BJIACTH, OCYIIECTBISIOMMN (DYHKIUU MO KOHTPOJIO
1 HaJ30py B chepe 3ApaBOOXPaAHEHUS. ).

Crarba 3

Cratpio 112 denepanpHoro 3axkoHa oT 5 ampens 2013 roma Ne 44-®3
«O KOHTpaKTHOM cucTeMe B cdepe 3aKylmoK TOBapoB, paboT, yciyr
JUTst o0ecriedeHusl TOCyJapCTBEHHBIX W MYHUIMNAIBHBIX HYXI» (CoOpaHue
3aKkoHoAaTenbcTBa Poccuiickoit ®eneparuu, 2013, No 14, cr. 1652; Ne 27,
ctT. 3480; No 52, ct. 6961; 2014, Ne 23, ct. 2925; 2015, No 1, ct. 51; No 29,
cT. 4342, 4375; 2016, No 15, ct. 2058; Ne 27, ct. 4254; 2017, Ne 24, ct. 3477,
2018, Ne 1, ct. 59, 88; Ne 18, ct. 2578; Ne 27, ct. 3957; Ne 53, ct. 8428; 2019,

Ne 18, cr. 2194, 2195; Ne 52, ct. 7767; 2020, Ne 14, ct. 2028, 2037; Ne 17,



S)
ct. 2702; Ne 31, ct. 5008; 2021, Ne 1, cT. 40; Ne 9, ct. 1467; Ne 27, cT. 5188;
2022, Ne 1, ct. 45; Poccuiickas razera, 2022, 10 mapTa) 1ONOJIHUTH YacThio 71
CJIIEAYIOIIETO COACPIKAHU:

«71. YcranoButh, uyto B 2022 wu 2023 romax mnpu ONpeICICHUU
3aKa3uyMKamMu W3 4ucia (eaepalibHbIX OpraHOB HCIOIHUTEIBHONW BIACTH WM
OpraHoOB MCIIOJIHUTEIBHOM BIacTH CyObeKTOB Poccuiickoit ®denepanuu,
MOABEIOMCTBEHHBIX UM T'OCYJIapCTBEHHBIX YUPEKICHUN WIIM TOCY1apCTBEHHBIX
VHUTApPHBIX  MPEANPUATUM, a TakKe MYHUIMNAIbHBIX  MEIUIIMHCKUX
OpraHu3anun o0bema 3aKYIIOK, MPETYCMOTPEHHOTO
yacTheto 1 ctaTeu 30 HacTosero PeaepabHOrO 3aKOHA, B paCYET COBOKYITHOTO
roJIOBOT0 00BbEMa 3aKylmOK HE BKIIOYAIOTCS 3aKyNKH JIEKapCTBEHHBIX
MpenapaToB JJisl MEAUIIMHCKOTO TPUMEHEHUS U MEIUIIUHCKUX U3JEIU.Y.

Crarps 4

Y CcTaHOBUTS, 4yTO [IpaBUTENBLCTBO Poccuniickon denepanun
B 2022 u 2023 romax BOpaBe NPUHUMATh PELICHUS, MPEIyCMATPUBAIOIINAEC
OCOOCHHOCTH OpraHM3allU¥ OKa3aHUsS MEIUIMHCKONW TOMOIIM Tpa)kaaHaM
Poccuiickoit @eaepannn, THOCTPAHHBIM TpayKIaHaM U JIUIaM 0e3 TpakIaHCTBa.

Crarba 5

1. Hacrosimmii ®enepanbHblii 3aKOH BCTyNaeT B CHIy CO JHSL €ro
opUIIUAIBHOTO  OMYyOJMKOBaHHUS, 3a HCKJIOYEHHEM TyHKTa 1|  cTaThu 2

HaCTOAIIECTO CDeJIepanBHoro 3aKOHa.



2.ITyaxktr 1 cratem 2 Hacrosmiero ®eaepalbHOTO 3aKOHA BCTYMAaeT

B ciity ¢ 10 anpens 2022 rona.

[Ipe3unent
Poccuiickon denepanunu B.Ilytun



