ITpoexT Ne 84920-8

B TPCTbEM UTCHHUHA

®EJIEPAJIbHBIN 3AKOH

O BHeceHNH M3MEHEHMI B OTAe/bHbIE 3AKOHOAATe/IbHbIE AKThI
Poccuiickoit ®enepanun

Crarba 1

Buectu B ®epnepanphbiii 3akoH ot 12 ampens 2010 roga Ne 61-@3
«O0 oOparmeHnn JieKapcTBEHHBIX cpenacTB» (CoOpaHue 3aKOHOAATEIIbCTBA
Poccuiickoii @enepanuu, 2010, No 16, cr. 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, c1. 5145) cnenyroiire M3MEHEHUS:

1) craTbio 47 HONOJIHKUTE YACTBIO 37 CIEMYIOIETO CONEPIKAHMS:

«3%. Jlo 31 gekabpsa 2022 roma JONMYCKAIOTCS BBO3 Ha TEPPUTOPHUIO
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ocobOeHHoCTel, ycraHoBleHHBIX [IpaBurensctBoM Poccuiickoit deneparum,
3apPErUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  NPENaparoB JJs  MEAULIHUHCKOTO
NPUMEHEHHUS B YIaKOBKaX, MPEeIHA3HAYEHHBIX IS OOpAIeHNs B MHOCTPAHHBIX
rocyAapcTBax, B ciydae JAeQeKTypbl JICKAPCTBEHHBIX IPENapaToB WM pUCKA
€€ BOBHMKHOBEHMS B CBS3M C BBEJACHUEM B OTHOLIEHUU Poccuiickoun denepanuu
OTPaHUYUTENIBHBIX MEP SKOHOMHYECKOIO XapaKTepa NpH YCIOBUH COOTBETCTBHUS
BBO3MMBIX JIEKAPCTBEHHBIX MPENAPATOB TPEOOBAHUSIM, YCTAHOBICHHBIM MIPU UX
pEerucTpaluy, 3a HCKIIOUYEHHEM TpeOOBaHMM K MEPBUYHOM  YHaKOBKE,
BTOPUYHOH (TOTPEOUTENHCKOM) YITAaKOBKE, a TAKKe TIPU HATMYNUN Ha BTOPUIHOM
(MOTpeOUTENbCKOM) yMaKOBKE JIEKAPCTBEHHBIX MPEMApaToB, HaXOASIIMXCS
B OOpallleHuu, CaMOKJIesIencs ATUKETKH, cojepKaueil  uHpopMaluio
0 JICKAPCTBEHHOM MpENapaTe Ha pyCCKOM SI3bIKE.»;

2) B cTaThe 54:

a) ciaoBo «OnToBas 3aMEeHUTH clioBaMu « 1. OnToBasy;

0) JOMOJIHUTE YaCThIO 2 CIEAYIONIErO COIEPIKaHuU:

«2. Opranuzanus ONTOBOM TOProBIM JIEKAPCTBEHHBIMH CPEACTBAMHU
o0si3aHa CcOOMIOJATh MpEETIbHbIE CPOKU OTIPY3KH 3aTPEOOBAHHBIX ANTEYHOM
OpraHM3alMell JIEKApCTBEHHBIX MPENapaToB JJIsI MEIULIHUHCKOIO HPUMEHECHHUS
Y HE BIIPABE OTKA3bIBAaTh AlTEYHOW OPraHU3alHH, C KOTOPOW y HEE 3aKIIOUEH
COOTBETCTBYIOIIMKA  JIOTOBOP O MOCTaBKaxX JIEKAPCTBEHHBIX  IPENAPATOB

A1 MCOAUIUHCKOTO TIPUMCHCHUSA, B IIOCTABKE JICKAPCTBCHHBIX IIPCIIapaTOB
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JUTSI METMIIMHCKOTO MPUMEHEHHUSI TIPY HAJTMYHH 3aTPEOOBAHHBIX JIEKAPCTBEHHBIX
npenapaToB sl  MEAUIMHCKOTO TMPUMEHEHUS Y OpTaHW3allMd  ONTOBOM
TOPTOBJIM JICKAPCTBEHHBIMU cpeacTBamu. [lpenenbHble CpOKH  OTTPY3KH
3aTpe0OBaHHBIX  aNTEUYHOM  OpraHu3aleidl  JEeKapCTBEHHBIX  MpernapaToB
JUTSI MEIMLIMHCKOTO TPUMEHEHUSI B 3aBUCMMOCTH OT PACIOJIOKEHHUSI MecTa
OTTPY3KH JIEKAPCTBEHHBIX IMpPENaparoB JUisi MEAULHUHCKOTO MPUMEHEHHUS
YCTaHABIMBAIOTCS YIIOJIHOMOYEHHBIM (heJIepaIbHBIM OPraHOM HCITOJTHATEIILHOMN
BJIACTHU.».

Crartbsa 2

Buectu B ®enepanbhbiii 3akoH oT 21 HosiOps 2011 roma Ne 323-03
«O0 ocHOBax OXpaHbl 370pOBbsl TpaxkaaHn B Poccuiickoit deneparum
(Cobpanue 3akoHonatenbcTBa Poccuiickoit @enepanuu, 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; No 27, c1. 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, c1. 4516; 2021, Ne 18,
ct. 3072, 3073; Neo 24, ct. 4188; Ne 27, ct. 5142, 5159; Poccwuiickas rasera,
2022, 10 mapTa) ciaeayroIimue u3MeHEHUS:

1) yactb 1 ctatbu 14 1OMOTHUTH MYHKTOM 21 CIEAYIOMIETO COIEPHKAHUS:

«21) yTBepkAeHHE CIy4yaeB W TNOpSJAKa OpraHu3aluu OKa3aHWs

MEPBUYHON  MEAUKO-CAHUTAPHOW TMOMOIIM W  CHEHUAIU3UPOBAHHOM,
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B TOM YHCJIC BBICOKOTEXHOJIOTHYHOM, MEIUIIMHCKON IMTOMOIIU MEIUIIUHCKUMHU
paboTHUKAMU MEJMIMHCKUX OpraHu3aIui, MOABEIOMCTBEHHBIX
benepasbHBIM OpraHaM HUCTOJHUTEIBHON BIACTH, BHE TaKUX MEIUIIUHCKHUX
OpraHu3alum.»;

2) cTaThio 38 AOMOJHUTD YACThIO 25 CIEIYIONIETO CONCPIKAHUS:

«25. Ilpou3zBoutend  MEAUIMHCKUX HW3ACIUA WIM  OpraHu3allvu,
OCYILECTBIISIIOIIME BBO3 Ha TeppuTopuro Poccuiickon denepanmu MEIUIUHCKUAX
W3EIUN, HE MEHEE YEM 3a IIECTh MECALIEB 0 MJIAHUPYEMBIX NIPHUOCTAHOBICHHUS
WM TPEKpaIlleHUs TMPOU3BOJICTBA MEAUIMHCKUX M3ACJIUN WM HUX BBO3a
Ha TeppuTopuro Poccuiickoit Denepanun yBEAOMIISIIOT 00 3ToM (peaepanbHBbIii
OpraH HWCIOTHUTEIBHONW BJIACTH, OCYIICCTBISIIONUN (DYHKIIUH IO KOHTPOJIIO
¥ HaA30py B chepe 3apaBOOXPAHCHUS. Y.

Cratba 3

Cratpio 112 ®enepanbHoro 3akoHa ot 5 ampens 2013 roga Ne 44-@3
«O KOHTpakTHOM cucTeMe B cdepe 3aKynmok TOBapoB, padoOT, yCIayT
JU1sl 00€eCTieYeHUs TOCYJApCTBEHHBIX W MYHHUIUNAIBHBIX HYXm» (CobpaHue
3aKkoHoAaTenbcTBa Poccuiickoit ®enepanuu, 2013, No 14, cr. 1652; Ne 27,
ct. 3480; Ne 52, ct. 6961; 2014, Ne 23, ct. 2925; 2015, Ne 1, ct. 51; Ne 29,
cT. 4342, 4375; 2016, Ne 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, cT. 2194, 2195; Ne 52, c1. 7767; 2020, Ne 14, ct1. 2028, 2037; Ne 17,



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 mapTta) 10N0IHUTH YacThio 71
CJIEIYIOLIETO COJIEPIKAHUSA:

«71. YcranoButh, uyto B 2022 u 2023 romax mnpu ONpenesieHUU
3aKa3yuKamMu M3 4yuciia (enepaqbHbIX OPraHOB MCHOJHUTEIIBHOW BIIACTH WU
OpraHoOB HCIIOJHUTEILHOM BiacTu cyObekToB Poccuiickori deneparuuy,
MOABEIOMCTBEHHBIX UM TOCYJAPCTBEHHBIX YUPEKICHUN WM rOCYyAapCTBEHHBIX
VHUTApPHBIX  MPENNPUATHN, a TakKe MYHUIUNAIbHBIX  MEIUIMHCKUX
OpTraHu3alun o0Bema 3aKYIIOK, MPEIYCMOTPEHHOTO
yacTbto 1 ctateu 30 Hacrosero deaepaabHOro 3aKOHa, B paCYeT COBOKYITHOTO
roJIoBOro o0BeMa 3aKyllOK HE BKIIOYAIOTCS 3aKyNKA JIEKapCTBEHHBIX
MpenapaToB sl MEAUIMHCKOTO TPUMEHEHUS U MEIUITUHCKUX U3JCTTUI.).

Cratbu 4

Y CTaHOBUTS, 4TO IIpaBuTENnBLCTBO Poccuniickon ®enepanun
B 2022 um 2023 rogax BOpaBe MPUHUMATh PEIICHUS, MPEAyCMATPHUBAIOIINE
OCOOEHHOCTH OpTaHU3AIMKM OKA3aHWsI MEIUITMHCKOW TIMOMOIIHM TpakaaHam
Poccuiickoii denepaiiuu, ”HOCTPAHHBIM IpakjaaHaM U JuIlaM 0e3 rpakJaHCTBa.

CraTtba 5

1. Hacrosiuii  denepanbHbli 3aKOH BCTYNAeT B CHWIY CO JIHS €T0
opUIIMATHFHOTO  OIMyOJIMKOBAHUS, 3a HWCKIIOYCHHWEM TyHKTa |  crathu 2

HaCTOALIICTO @enepaanoro 3aKOHa.
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2. Ilynxt 1 crarbum 2 Hacrosiiero @DenepalibHOTO 3aKOHA BCTYIMAET

B cuiy ¢ 10 anpens 2022 rona.

[Ipe3ungent
Poccuiickon @enepanuu B.Ilytun



