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Cratpa 1

Buectu B ®enepanbubiii 3akoH ot 12 ampens 2010 roma N 61-®3 "O6
oOpaiienun JiekapcTBeHHbIX cpeacTB" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit
®enepanun, 2010, N 16, cr. 1815; 2011, N 50, cr. 7351; 2013, N 48, cT. 6165;
2014, N 52, ct. 7540; 2018, N 49, ct. 7521; 2019, N 52, ct. 7780, 7793; 2021, N

27, c1. 5145) cnenyromiyie N3BMEHEHUS:
1) cratbio 47 JOMONHUATD YacThIO 3.2 CIEIYIOIIETr0 COACPIKAHUS:

"3.2. Ho 31 pmexabpss 2022 roma JHOMycKaroTCs BBO3 Ha TEPPUTOPHUIO
Poccuiickoit @epepaunn u oOpanienue B Poccuiickoit ®denepanuu ¢ y4eTom
ocoOeHHOCTeH, ycTraHoBieHHBIX IIpaBuTenbcTBoM Poccuiickoit depeparuuy,
3apPETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  MOPENaparoB Ui  MEIUIMHCKOIO
MPUMEHEHUSI B YIMAKOBKAaX, MpEeAHA3HAYCHHBIX JJIsI OOpallleHUs] B MHOCTPAHHBIX
rocyapcTBax, B ciydae NedeKTyphl JIGKQPCTBEHHBIX MPEMapaToB WM PHUCKa €€
BO3HUKHOBEHHS B CBS3M C BBEJIEHHMEM B oTHoumleHUM Poccuiickonn depepanuu
OTPAaHUYUTEIIbHBIX MEpP PKOHOMHUYECKOTO XapakTepa MpU YCIOBUU COOTBETCTBUS
BBO3UMBIX JICKAPCTBEHHBIX MpPEMapaToB TPeOOBAHUAM, YCTAHOBJICHHBIM TPH UX
pEerucTpaIuu, 3a UCKIIOUYEHUEM TpeOOBaHUN K MEPBUYHON YIAKOBKE, BTOPUYHOU
(MOTpeOUTENbCKOM) YIAaKOBKE, a TakkKe NpPU HaJIUYMM Ha BTOPUYHOU
(MOTpeOUTENBCKOM) YMAaKOBKE JICKAPCTBEHHBIX TMPENapaToB, HAXOSAIINXCS B
oOpalleHlH, CaMOKJEsIIecss OJTUKEeTKH, coepkaued HuHPopMalui o
JIEKapCTBEHHOM Mpenapare Ha PyCCKOM sI3bIKE.";
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2) B cTaTbe 54:
a) cioBo "OnroBas" 3amMmeHuTh cioBamu "1. OnroBas';
0) JIOMTOTHUTB YaCThIO 2 CIIEYIONIETO COICPIKaHUS:

"2. OpraHusaius OolTOBOM TOPrOBJIM JIEKAPCTBEHHBIMU CPEACTBAMM O0s13aHa
coOMoaTh  MpeAeNbHBIE  CPOKM  OTTPY3KHM  3aTpeOOBaHHBIX  ANTEHYHOMN
OpraHu3alyel JeKapCTBEHHBIX NPENapaToB s MEAUIIMHCKOTO IPUMEHEHHS U HE
BIIPABE OTKAa3bIBaTh AaNTEYHOW OpraHu3ali, C KOTOPOM Yy Hee 3aKIo4yeH
COOTBETCTBYIOIIMMA JIOrOBOP O IIOCTABKAaxX JIEKAPCTBEHHBIX IPENApPaTOB UL
MEIUIMHCKOIO IPUMEHEHUS, B IIOCTaBKE JIEKAPCTBEHHBIX IIPEMApPaTOB IS
MEAMIMHCKOIO TIPUMEHEHUS MpU HAJIMYMU 3aTPEOOBAHHBIX JIEKAPCTBEHHBIX
IIpenaparoB Uil MEAUIMHCKOTO NMPUMEHEHHUs Yy OpraHU3alldyd ONTOBOM TOPTOBIH
JIEKapCTBEHHBIMU cpeacTBaMU. lIpenenbHble CpPOKM OTTPY3KH 3aTpeOOBAHHBIX
anTe4YHOW OpraHu3alueil JIEKapCTBEHHBIX IpEenapaToB Il MEIUIMHCKOTO
INPUMEHEHUSI B 3aBUCHUMOCTU OT PACIOJIOKEHUS MECTa OTTPY3KH JIEKAPCTBEHHBIX
npenaparoB LTS METUIUHCKOTO MPUMEHEHUS YCTaHaBJIUBAKOTCS
YIOJHOMOYEHHBIM (heiepalIbHbIM OpPraHOM MCIOJHUTENBHOU BJIACTH.".

Crarba 2

Buectu B ®enepanpubiii 3akoH ot 21 Hos0ps 2011 roma N 323-®3 "OO6
OCHOBax OXpaHbl 370poBbsi TrpaxkaaH B Poccuiickoit ®denepaunn" (Cobpanue
3akoHoarenbcTBa Poccuiickoit ®denepanun, 2011, N 48, ct. 6724; 2013, N 48, cT.
6165; 2014, N 30, ct. 4257; N 49, ct. 6927; 2015, N 1, ct. 85; N 10, cT. 1425; N
27, ct. 3951; N 29, ct. 4397; 2016, N 1, cT. 9; N 15, cT. 2055; N 18, cT. 2488; N
27, cT. 4219; 2017, N 31, ct. 4765, 4791; N 50, ct. 7544, 7563; 2018, N 32, cT.
5092; 2019, N 22, ct. 2675; N 52, ct. 7770, 7799, 7836; 2020, N 13, cT. 1856; N
14, ct. 2028; N 29, cT. 4516; 2021, N 18, cT. 3072, 3073; N 24, cT. 4188; N 27, cT.
5142, 5159; Poccuiickas razera, 2022, 10 Mmapta) ciaeayromniue u3MeHEHUS:

Koncynpranrllntoc: npumedanue.
II. 1 ct. 2 Bctymaer B cuiny ¢ 10.04.2022.

1) yactp 1 ctaThy 14 TOMOJHUTH MYHKTOM 21 CIIEAYIOIIETO COMCPIKAHUS:

"21) yTBepkAeHHUE CIyd4aeB M MOPsAKAa OpraHU3allMyd OKa3aHWsl MEePBUYHOM
MEJIUKO-CAaHUTAPHOM TOMOIIM W  CHCHUAIU3UPOBAHHOM, B TOM  YHCIIE
BBICOKOTEXHOJIOTUYHON, MEIUIIMHCKOM MOMOIIM MEIUIMHCKUMH PaOOTHUKAMHU
MEIUIIMHCKUX  OpraHu3alui, TMOJBEAOMCTBEHHBIX (elepalbHbIM  OpraHaM
WCIIOJTHUTENILHOM BJIACTH, BHE TAKMX MEAUIIMHCKUX OpraHu3aiuii.";

2) cTaThio 38 MOMOJIHUTH YacThO 25 CIIEAYIONIETO COMCPIKAHUS:

"25. Ilpou3BoauTEeNM  MEIUIIMHCKUX  W3JCIWA  WIM  OpTraHu3alluH,
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OCYIIECTBIISIOIINE BBO3 Ha TeppuTOpU0 Poccuiickoii denepanni MEIUIMHCKAX
U3/ICNINM, HE MEHEE YEM 3a LIECTh MECSLEB [0 IUIAHUPYEMBIX MPUOCTAHOBJIECHUS
WU TPEKpALCHUs] TMPOU3BOACTBA MEIMIIMHCKUX H3ICIUN WIM HX BBO3a Ha
tepputoputo Poccuiickoit deaeparnuu yBeAOMISIIOT 00 3ToM (eiepalibHbIi OpraH
WCIIOJIHUTENLHOMN BJIACTH, OCYIIECTBISIOMMN (YHKIIMHA IO KOHTPOJIO U HAA30pPYy B
cdepe 3apaBooxpaHeHus.".

Crartba 3

Crarpto 112 ®enepanbHoro 3akoHa ot 5 ampens 2013 roma N 44-®3 "O
KOHTPAKTHOH cHCTeME B cpepe 3aKymoK TOBApOB, pabOT, yCIyT I 00eCIeueHus
TOCYJapCTBEHHBIX W MyHUIHNAIbHBIX HYX7A' (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit @enepanun, 2013, N 14, ct. 1652; N 27, ct. 3480; N 52, cT. 6961;
2014, N 23, ct. 2925; 2015, N 1, ct. 51; N 29, ct. 4342, 4375; 2016, N 15, cT.
2058; N 27, ct. 4254; 2017, N 24, ct. 3477; 2018, N 1, cT. 59, 88; N 18, cT. 2578;
N 27, ct. 3957; N 53, cT1. 8428; 2019, N 18, c1. 2194, 2195; N 52, c1. 7767; 2020,
N 14, ct. 2028, 2037; N 17, ct. 2702; N 31, ct. 5008; 2021, N 1, cT1. 40; N 9, cT.
1467; N 27, ct. 5188; 2022, N 1, ct. 45; Poccuiickas raszera, 2022, 10 mapra)
JIOTNIOJTHUTB YacThio 71 cieayroniero coaep kaHus:

"71. YcranoButb, uyto B 2022 m 2023 romax Impu ONpPENENICHUH 3aKa3YUKaMHU
u3 uyucia (QeneparbHBIX OPraHOB HCIIOJHUTEIBHOM BJIACTH WM OPraHOB
HUCIIOJIHUTEIbHOU BJIACTHU CyOBEKTOB Poccuiickoi denepanuu,
MOJIBEIOMCTBEHHBIX WM TOCYJIAPCTBEHHBIX YUYPEKICHUHW WM TOCYIAPCTBEHHBIX
YHUTAPHBIX OPEANPUATHHI, & TAKKE MYHUIUIIAIBHBIX MEIUIIMHCKUX OpTraHU3alun
o0beMa 3aKymok, NpeayCMOTpeHHOro uyactbto 1 crtatem 30 HacTOSIIETO
denepaibHOTO 3aKOHA, B PacyeT COBOKYIMHOTO TOJ0BOTO oObeMa 3aKyIloOK He
BKJIFOUAIOTCSL  3aKYNKH JICKAPCTBEHHBIX MPENaparoB ISl  MEIHUIMHCKOIO
MIPUMEHEHUS U MEAUIUHCKUX U3JETUN." .

Crarpa 4

VYcranoButh, uto I[IpaButensctBo Poccuiickoit @enepauuu B 2022 u 2023
rojax BIpaBe MPHHUMATH PEIICHUS, MpeayCMaTPUBAIONINE OCOOSHHOCTH
OpraHU3alMd  OKa3aHUs MEIMIMHCKOM TIOMOIM TrpaxaaHaMm Poccuiickoi
deneparnuy, HHOCTPAHHBIM TPaXKJIaHaAM M JIMIIaM 0e3 rpakIaHCTBa.

Crarpa 5

1. Hacrosimuii ®enepanbHbli 3aKOH BCTYNMA€T B CHJIYy CO JHSL €ro
opUIMATBHOTO OMYOJIMKOBAHUS, 38 UCKIIFOUEHUEM MTyHKTa | CTaThu 2 HACTOSIETO
PenepanbHOrO 3aKOHa.

2. Ilynkt 1 cratbu 2 Hactosimiero denepanbHOro 3aKkoHa BCTYIAET B CUITY C
10 anpens 2022 roaa.
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