I'OCYJAPCTBEHHAS IYMA
OENEPAJIBHOI'O COBPAHNA POCCHUHMCKOUW ®ENEPALIUUA
CEJAbMOI'O CO3bIBA

BBIIIMCKA U3 ITPOTOKOJIA or 18.04.2017 Ne 42
3ACEJJAHMSA COBETA TI'OCYJAPCTBEHHOH JYMBbI

"18" ampems 2017T.

77. O npoexre denepanbroro 3akona Ne 125667-7 'O BHeceHHH H3MeHEHHH
B Konexc Poccuiickoii ®erepauun 06 aAMHHHCTPaTHBHBIX NPAaBOHAPYIIEHHSX B
4acTH NPOTHBOAEHCTBHS 060poTY (panbcuHIHPOBAHHBIX, KOHTPadaKTHLIX, He-
noﬁpoxaqecrneﬂﬂblx H Hezapemc'rpnponaﬂnux JIeKaPCTBEHHBIX CPeACTB AJisl Be-
Tepunapnoro nplmenemm ' Bnoch HpannrenbcTBo Poccunclcon (I)euepamm

“prﬂiiﬂfbpéli'leiiue:‘"* R

1. HanpaBuTh yKasaHHBIH NpoekT (enepanbHoro 3akona IIpesumenty Poccuii-
ckoit ®epepanuy, B KOMHTETH, Komuccuio ['ocynapcreennoi dymsi, Gppaxiuu B Iocy-
napcrBenHoit Jlyme, Coser ®enepanun @enepansaoro Cobpanusa Poccuiickoit ®ene-
pauun, [IpaBurensctBo Poccuiickoit Menepauun, Cuernyio nanary Poccuiickoit ®epe-
pauun, ObmecTBeHHy1o nanary Poccuiickoil ®enepanun, 3akoHonaTenbHble (peacTa-
BUTENbHBIE) U BBICIIHE HCMOIHUTENbHbIE OPraHbl TOCYapPCTBEHHOMN BlacT# CyOBEKTOB
Poccuiickoii Qefiepaund U [OATOTOBKM OT3BIBOB; HPEUIOKEHHH W 3aMedYaHui, a
TaKoKe Ha 3akmodenre B [IpaBoBoe ynpasinenue Annapara FocynapCTBeHHon JAyMerL.

Ha3HaunTe OTBETCTBEHHBIM B paboTe Hax TIpoeKToM ¢enepaibHOIo 3aKoHa
Komuret INocynapctsenno JlyMbl o rocyaapcTBEHHOMY CTPOMTENBCTBY M 3aKOHOJA-
TeNbCTBY, coucnonuureneM - Komurer I'ocynapcTsenno# J{yMel 110 arpapHbIM BOMpO-
caMm. ' , '

OT3bIBBI, NpENJIOKEHUS U 3aMedaHus HanpaBuTh B Komurer I'ocynapcTBeHHOH
JlyMBI TO TroCynapcTBEHHOMY CTpOHTeJILCTBy u- 3aKOHOIIaTeJII>CTBy no 3 uroHs
2017 ropa. :

2. Komurery I'ocynapctBeHHO# JyMBl 10 rOCYJapCTBEHHOMY CTPOMTENLCTBY U
3aKOHOJATENBCTBY C y4ETOM MOCTYIHMBIIMX OT3bIBOB, NIPEAIOKEHHHA H 3aMEYaHuil Noa-
rOTOBHTH yKa3aHHBIH npoeKT q)e,nepanmoro 3aKoHa K paccmorpeﬂmo FocynapCTBeH-
HOM I[yMOH o ~ :

3. BxmounTs yKa3aHHLm HIpoeKT (penepanbHOro 3aK0HA B npnMepHylo nporpam-
My 3aKOHOIpPOEKTHOH paboTsl ['ocynapctBennodl [{ymbl B nepuoj BeceHHEH ceccHU
2017 rona (u10Hb).

&ep‘gpaﬂbﬂoro \

IIpencenarens ['ocynapcTeenH
denepansroro Cobpan
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IlocynapctBenHas [lyma
®enepansHoro Cobpanus

NPABUTEJIBCTBO Poccuiickoit ®enepauun
POCCHICKOl OEJIEPAIIMH

« 16, MapTa 20 17¢
N 17230-M111

MOCKBA

O BHeceHHH IpoeKTa (eaepatLHOro
3akoHa "O BHECEHHUU U3MEHEHUH

B Kogekc Poccuiickoit Penepauuu

00 aAMHMHHCTPATHBHBIX [IPABOHAPYIICHUAX
B YaCTH NPOTHUBOAEHCTBHS 000pOoTY
danbcuPUUHPOBAHHBIX,

KOHTpa(aKTHHIX, HeJOOPOKaYeCTBEHHEBIX
M He3aperuCTpUPOBaHHBIX JIEKaAPCTBEHHBIX
CpeACTB AJisi BETEPHHAPHOTO IIPUMEHEHUs"

B coorBerctBun co ctatheil 104 Konctutynuu Poccuiickoit Penepauuu
[IpaButensctB0  Poccuiickoit ~ ®enepaiiud  BHOCUT Ha  pacCMOTPEHHE
["ocynapctBenHoi [{ymel @enepansraoro Cobpanus Poccuiickoit Penepanuu npoeKTt
dbenepanpHoro 3axona "O BHecenun w3MeHenuil B Konekc Poccuiickoit denepanun
00 agMHHHUCTPAaTUBHBIX NpPaBOHAPYUICHHSX B YacTU IIPOTUBOAEHCTBHA OOOpPOTY

¢danpcuUIHPOBaHHBIX, KOHTpadaKTHHIX, HeZ0OpOKa4ueCTBEHHBIX U
HE3apEeTUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPeACTB  JUId  BETEPUHApHOIO
npUMeHeHus".

[Ipunoxenue: 1. Texct 3akoHONmpoekTa Ha 5 1.
2. IlosicuutenpHas 3anucka Ha 3 1.
3. ®uHasCcOBO-3KOHOMHUYecKoe 000CcHOBaHUe Ha 1 1.
4. Ilepeuens denepabHBIX 3aKOHOB, NTOMJIEKAIINX NPUIHAHHUIO
YyTPaTUBUIMMHM CHJIY, MPHOCTAHOBJICHUIO, U3MEHEHHMIO HIH
NpUHATHIO, Ha 1 1. \ i “\\\
Mt 64T \\!\!‘l\l‘\!\\\!\\ék\!oé
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5.Ilepedyens HoOpMaTHUBHBIX MpaBOBBIX akToB Ilpeswnmenta
Poccuiickoit ®enepanmu, IlpaButensciBa Poccuiickoit
QenepauMu U (¢eneparsHBIX OPraHOB HCIOIHMTENBHOM
BNACTH, MNOAJNEXKALIMX TNPHU3HAHUIO YTPATUBIUUMH CHUIY,
IIPHOCTAaHOBJICHUIO, U3MEHEHHUIO UJIM NIPUHATHIO, Ha | 1.

6. Ilocranosnenue IlpaBurensctBa Poccuiickoit @enepanyu o
Ha3Ha4YeHUH oduIHanbHOro npencraBurens IIpaBurenscTsa
Poccuiickoit ®epepanum Ha 1 11

Ilpencenatens IlpaButenscTBa
Poccuiickoit ®enepanuu ' Hd.Mensenen

27030401.doc



Buocutcs [IpaButenscTBoM
Poccuiickoit @enepanuu

IIpoekTt

N-AL5 664 ~1

®EJIEPAJIBHBIN 3AKOH

O BHecenun usmenenuit B Kogexce Poccuiickoit ®egepannn
00 aAMHHHCTPATHBHBLIX MPaBOHAPYIIEHUSIX B YACTH
NpoTHBOAEIIcTBUSA o0opoTy anbcHPHIUPOBAHHBIX,
KOHTPa(daKTHBIX, HeA00OpOKaYeCTBEHHBIX H He3aPerHCTPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB AJIsl BeTePHHAPHOI0 NPUMEHEHH S

Buectu B Kopexc Poccuiickoii ®denmepauuu 00 agMHHUCTPaTHBHEIX
npasoHapyweHusx (Cobpanue 3akoHomarenbcTBa Poccuiickoit Penepanum,
2002, Ne 1, ct. 1; Ne 18, ct. 1721; Ne 30, ct. 3029; Ne 44, ct. 4295; 2003, Ne 27,
cT. 2700, 2708, 2717; Ne 46, ct. 4434, 4440; Ne 50, cr. 4847, 4855; 2004,
Ne 30, ct1. 3095; Ne 31, ct. 3229; Ne 34, cf. 3529, 3533; 2005, Ne 1, c1.9, 13,
40, 45; Ne 10, cT. 763; Ne 13, ct. 1077; Ne 19, ct. 1752; Ne 27, cr. 2719, 2721,
Ne 30, ct. 3104, 3131; Ne 50, ct. 5247; Ne 52, c1. 5596; 2006, Ne 1, ct. 10; Ne 2,
cT. 172; Ne 6, cT. 636; Ne 10, ct. 1067; Ne 12, ct. 1234; Ne 17, c1. 1776; Ne 18,
ct. 1907; Ne 19, cr. 2066; Ne 23, ct.2380; Ne 28, ct.2975; Ne 30, ct. 3287;
Ne 31, ct. 3420, 3432, 3438, 3452; Ne45, cr.4641; Ne 50, ct.5279; Ne 52,

cT. 5498; 2007, Ne 1, ct. 21, 29; Ne 16, crt. 1825; Ne26, ct1.3089; Ne 30,
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ct. 3755; Ne 31, cr. 4007, 4008, 4009, 4015; Ne 41, ct. 4845; Ne 43, ct. 5084,
Ne 46, ct. 5553; Ne 50, ct. 6246; 2008, Ne 18, ct. 1941; Ne 20, ct. 2251; Ne 29,
cT. 3418; Ne 30, cT.3604; Ne 49, ct. 5745; Ne 52, ct. 6227, 6235, 6236; 2009,
Ne 1, ct. 17; Ne 7, ct. 777; Ne 23, c1. 2759, 2776; Ne 26, ct. 3120, 3122, 3132;
Ne 29, c1. 3597, 3635, 3642; Ne30, ct.3739; Ne 48, cr. 5711, 5724; Ne 52,
cT. 6406, 6412; 2010, Nel, cr. 1; Nell, cr. 1176; Ne 1§, ct.1751; Ne 19,
cT. 2291; Ne 21, ct.2525; Ne23, ct.2790; Ne 27, cr.3416; Ne 28, ct. 3553;
Ne 30, ct. 4002, 4006, 4007; Ne 31, ct. 4158, 4164, 4193, 4195, 4198, 4206,
4207, 4208; Ne 32, cr. 4298; Ne 41, c1. 5192; Ne 49, ct. 6409; Ne 50, cT. 6603;
Ne 52, ct. 6995; 2011, Ne 1, ct. 10, 23, 54; Ne 7, cr. 901; Ne 15, cr. 2039, 2041;
Ne 17, cr. 2310; Ne 19, ct. 2715; Ne 23, cr. 3260; Ne 27, c1. 3873, 3881; Ne 29,
cT. 4290, 4298; Ne 30, cr. 4573, 4585, 4590, 4598, 4600, 4601, 4605; Ne 46,
cT. 6406; Ne 48, ct. 6728; Ne 49, ct. 7025, 7042, 7061; Ne 50, c1. 7342, 7345,
7346, 7351, 7352, 7355, 7362, 7366; 2012, Ne 6, cr. 621; Ne 10, ct. 1166;
Ne 15, ct. 1723; Ne 18, ct1. 2126, 2128; Ne 19, ct. 2278, 2281; Ne 24, ct. 3068,
3069, 3082; Ne 25, cr.3268; Ne29, ct.3996; Ne31, crt.4320, 4322, 4330;
Ne 47, cr. 6402, 6403; Ne 49, ct. 6757; Ne 53, cr. 7577, 7602, 7640; 2013,
Ne 14, c1. 1651, 1666; Ne 19, ct. 2319, 2323, 2325; Ne23, cr. 2871, 2875;
Ne 26, ct.3207, 3208; Ne 27, cr. 3454, 3470, 3477, 3478; Ne 30, ct. 4025,

4029, 4030, 4031, 4032, 4034, 4036, 4040, 4044, 4078, 4082; Ne 31, ct. 4191;
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Ne 40, cr. 5032; Ned3, c1.5443, 5444, 5445, 5452; Ne 44, c1. 5624, 5643;
Ne 48, c1. 6161, 6165; Ne 49, ct. 6327, 6341; Ne 51, crt. 6683, 6685, 6695,
6696; Ne 52, ct. 6961, 6980, 6986, 6999, 7002; 2014, Ne 6, ct. 557, 559, 566;
Ne 11, c1. 1092, 1096; Ne 14, ct. 1562; Ne 19, ct. 2302, 2306, 2310, 2324,
2325, 2326, 2327, 2330, 2335; Ne 23, cr. 2927; Ne 26, ct. 3366, 3368, 3379,
3395; Ne 30, ct. 4211, 4214, 4218, 4220, 4224, 4228, 4233, 4244, 4248, 4256,
4259, 4264, 4278; Ne 42, c1.5615; Ne 43, ct. 5799, 5801; Ne 48, ct. 6636,
6638, 6642, 6651; Ne 52, c1. 7541, 7549, 7550, 7557; 2015, Ne 1, ct. 37, 67,74,
83, 84, 85; Ne 10, cT. 1405, 1416; Ne 13, c1. 1804, 1811; Ne 14, cT. 2011; Ne 18,
cT. 2614, 2620; Ne 21, ct. 2981; Ne 24, ct. 3370; Ne 27, ct1. 3945, 3950; Ne 29,
cT. 4346, 4359, 4362, 4374, 4376, 4391; Ne 41, c1. 5629, 5637; Ne 44, ct. 6046;
Ne 45, ct. 6205, 6208; Ne 48, ct. 6706, 6710; Ne 51, ct. 7249, 7250; 2016, Ne 1,
ct. 11, 28, 59, 63, 84; Ne 10, cr. 1323; Ne 11, ct. 1481, 1491, 1493; Ne 14,
cT. 1911; Ne 15, ct.2066; Ne18, cr.2509, 2514; Ne23, ct.3285; Ne 26,
ct. 3869, 3871, 3876, 3877, 3884, 3887, 3891; Ne 27, ct. 4160, 4164, 4183,
4197, 4205, 4206, 4223, 4238, 4251, 4259, 4286, 4287; Ne 28, ct. 4558; Ne 50,
cT. 6975; Ne 52, ct. 7489, 7508; 2017, Ne 1, cr. 12, 31, 47, 51) cnemyrouiue
U3MEHEHHUS:

1) rmaBy 23 OONOJIHATE CTaThel 23. 14! cnenyrotmero copepsxauus:
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"Crarbs 23.14'.  (DemepabHbIil OpraH HCIOJHHTEILHON BIACTH,
OCYIIeCTB/ISIONINAH rocyAapCTBEeHHbIH
KOHTPoJIbL (Haa3op) B cepe oOpalieHUst
JIeKAPCTBEHHbIX CPEACTB [JIsl BETEPHHAPHOI'0
NpUMEHEHHs

1. denepasnbHblii OpraH HCHOJMHUTENBHON BJIACTH, OCYILECTBISIONMA
rOCyAapCTBEHHEIH KOHTpOJdb (Haa3op) B chepe obpallieHHs JIEKapCTBEHHBIX
CPEeICTB [J BETEpHHAPHOIO NPHUMEHEHHS, €ro TEPPHTOPHAIBHEIE OpraHbl
paccMarpuBaloT Aena 00  aAMHHUCTPAaTUBHBIX  [paBOHApyLIEHHUSAX,
MpeNYCMOTPEHHBIX cTaThelt 14.4° Hactosmero Koxekca (B yacTu obpaiieHus
JIEKapCTBEHHBIX CPEICTB IJIs1 BETEpUHAPHOI'O IPHMEHEHHS).

2.PaccmaTpuBath jena o0 aJAMHHUCTPAaTHMBHBIX IIPaBOHApYLIEHHAX
OT HIMEHH OpPraHoOB, YKa3aHHBIX B YacTH | HacTosduie# cTaTeH, BIIpaBse:

1) pyxoBoautens ¢enepanbHOro oOpraHa HCHOJHMTENbHONH BJIACTH,
OCYILECTBIIAIOIErO rOCyJapCTBEHHbIH KOHTPOJb (Haa3op) B cdepe obpatieHust
JIEKapCTBEHHBIX CPEACTB ISl BETEPHHAPHOIO IPUMEHEHHUS, €70 3aMECTUTEH;

2) pyKOBOJUTENN TEPPUTOPUAIBHEIX OPraHOB (enepalbHOr0 oOpraHa
UCTIOJIHMUTEIBHON BIIACTH, OCYILIECTBJSAIOMIET0 TOCYAApCTBEHHBLIH KOHTPOJIb
(Han3op) B cepe obpaleHHs JEKapCTBEHHBIX CPEICTB J/IS BETEPHHApPHOIO
npnMeHeﬁnﬂ, HUX 3aMECTHUTEIH.";

2)uacth 1 craten 23.81 mnocie wudp "14.4* nonmONHMTH ClOBaMH

"(3a HCKIIOUEHHEM OGpAllEHHS JIEKAPCTBEHHBIX CPEJCTB Ul BETEPUHAPHOTO

IpUMEHEeHHs)";

26121163.doc



3)uactb 2 crarbu 28.3 pmomonHuTh myHKTOM 107  cnexyromero
COJEepXKaHus:

"107) nomxHOCTHRIE JuUa ¢eaepanbHOro OpraHa HCHOMHUTENBHON
BJIACTH, OCYHLIECTBJIAIOIIETO TOCYAApCTBEHHBIH KOHTpoJb (Haa3op) B cdepe
oOpamieHus NEeKapCTBEHHBIX CpPEACTB /ISl BETEPHMHAPHOrO NpHMEHEHUS, -
00 aAMUHHCTPATUBHBIX NpaBOHAPYUIEHHSX, NMPETYCMOTPEHHHIX cTaTheit 6.33
(B wacth oOpamieHust JIEKAPCTBEHHBIX CpPEACTB Ui BETEpHHApPHOro
NIpUMEHEHHA), yacTeio 1 crateu 194, yacTeio 1 cratbu 19.5,

cratbsaMu 19.6, 19.7 vacrosmero Koaekca.".

IIpesunent
Poccuiickon Penepaunu

26121163.doc



ITOSICHUTEJIBHASA 3AITICKA

K npoexTy peaepabHoro 3akona 'O Buecennn nsmenenni B Koaexc
Poccuiickoit @enepanuu 006 aAMHHHCTPATHBHBIX NPABOHAPYIIEHHAX
B 4aCTH NPOTHBOAeHCTBHSA 060poTy daabcHPHIHPOBAHHBIX,
KOHTpadaKTHbIX, HeA0OpPOKaYeCTBEHHBIX H HE3aPErHCTPHPOBAHHBIX
JeKApCTBEHHBIX CPEACTB AJIA BeTepHHAPHOro NpUMeHeHust"

ITpoext depepansHoro 3akoHa "O BHeceHuHn wusMeHeHHMd B Kogekc
Poccuiickoit ®enepanun 06 agMHUHHCTPATHBHBIX IIPABOHAPYINEHHAX B YacTH
MpOTUBOAEHCTBUA obopoty thanscuuIMpOBaHHBIX, KOHTPa(aKTHBIX,
HenoOpoKkayecTBEHHBIX KM HE3aperiCTPUPOBAHHBIX JIEKApCTBEHHBIX CPEACTB I
BETEPHHAPHOTO MpPHMEHEHHA" (nalee - 3aKOHONMPOEKT) pa3paboTaH B LeNAX
COBEPIIICHCTBOBAHMS HOPMATHBHOIO IIPaBOBOTO peryiupoBaHus B cepe
ofpalleHuss JEeKapCTBEHHBIX CPEACTB Ui BETCPUHAPHOTO IIPUMEHEHHS H B
COOTBETCTBHH C ITyHKTOM 2 paspena III npotokona 3acemaHus MeXBEIOMCTBEHHOM
oTpacieBoif paboueil rpynmsl IO NPOTHBOAEHCTBHIO HE3aKOHHOMY o6opoty
IpONYKUHH ¢apMarieBTHYeCKoi M MEOWIMHCKOH TPOMBIIUIEHHOCTH OT 31 Maprta
2016 r. Ne 52-11C/19.

3aKOHONPOEKT HalpaBjieH Ha CO3JAaHHE 3aKOHOJATEILHOM OCHOBEHI,
obecnieyuBaroleil MossieHHe 3¢ GeKTHBHOCTH NPUHAMAEMBIX MEp N0 NPECEYECHHIO
HE3aKOHHON [eATeNBHOCTH B chepe oOpallieHHs JI€KapCTBEHHBIX CpPEACTB UL
BETEPHHAPHOTO NMPUMEHEHHUS, B TOM YUCIe danscuUIHPOBaHHBIX, KOHTpa(aKTHbIX,
HeAO0OpOKaueCTBEHHEIX M HE3aperiCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB AJIA
BETEPHHAPHOI0 NPUMEHEHUS.

Cornacno nmynkry S Ilonoxenus o gperepassHOM rocyJapcTBEHHOM HaA30pe B
chepe ofpaiieHuss NEKapCTBEHHBIX CPEACTB, YTBEPKACHHOTO IMOCTaHOBICHUEM
ITpaBurensctBa Poccuiickoit ®enepauuu ot 15 oktabps 2012 r. Ne 1043 (manee -
TTonoxenue), rocynapcTBeHHBl# Ham3op B cdepe oOpailleHHS JIeKapCTBEHHBIX
CpPEeACTB BKJIIOYaeT B ceOs, B TOM 4YHCJIe, OPraHHU3alMI0 U NPOBEJEHHE IPOBEPOK
coOmofieHuss cyObekTaMH OOpallleHHs JICKapCTBEHHBIX CPEJCTB YCTaHOBJICHHBIX
MdenepanbHeIM 3ak0HOM "OO6 ofpallieHHuH JIEKapCTBEHHBIX CPEACTB" U IIPUHATHIMH B
COOTBETCTBMM C HHMM HHBIMH HOPMATHBHBIMHM MpaBOBBIMHM aKTaMH Poccuickoi
depepanyu TpeOOBaHUH K peald3aldd JIEKAPCTBEHHBIX CPEACTB, a TaloKe
NpYMEHeHHEe B TMOpPAJKE, YCTAaHOBJIEHHOM 3aKOHOAATENBCTBOM PoccuiicKon
denepaiy, Mep IO IMPECEYEHHIO BBIABICHHBIX HapyHIEHHH 0O6s13aTeIbHBIX
TpeboBaHuii ¥ (WIM) YCTPAaHEHHIO TMOCHEACTBHH TaKMX HapyHIeHW#, BblAady
npeanHcaHuit 06 ycTpaHeHUWH BHIABJIEHHEBIX HapyHIeHUH o06a3aTensHBIX TpeGoBaHUMR
Y TIpUBJIEYEHHE K OTBETCTBEHHOCTH JIMLI, COBEPLIMBIINX TaKHE HapyIMICHHUS.
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IMonuomouus DexepanbHoii CIy) 05! 10 BETEpHHAPHOMY M (PHTOCAHHTapHOMY
Haj30py II0 OCYLIECTBIEHHIO rOCYAapCTBEHHOro Haiasopa B ctepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB IJI1 BETEPHHAPHOI'O IPHUMEHEHHS OIPEAENECHBl YacThio 3
Ilonoxenus.

Craten 1442 u 633 Kopmekca Poccuiickoit ®enepatyin = 00
aJMHHHUCTPATHBHBIX TpaBoHapymeHuax (mamee - Kopexc) mnpexycMarpuBaioT
aJMHHUCTPaTHBHOE HaKa3aHHe 3a HapylleHWe 3aKkoHojaTenscTBa 00 oOpameHHH
JIEKapCTBEHHBIX CPEACTB M 3a obpaueHue QanscuuIUPOBAHHLIX, KOHTPa(aKTHBIX,
HeJOOpOKAYeCTBEHHBIX M  HE3aperHCTPUPOBaHHBIX JIEKAPCTBEHHBIX  CPEJCTB,
MEIULMHCKUX H3Jelnii 1 000poT dhanscuPUIUPOBaHHBIX OGMOIOrHYECKH aKTUBHBIX
J00aBOK  cooTBeTCTBEHHO. (OOBEKTOM TakuX TNpPaBOHApYLICHHH BBICTYMAIOT
o0lLecTBEHHbIE OTHOWIEHHA B cdepe oOpalleHUsd JIEKapCTBEHHBIX CpENCTB
(B TOM YHCJIE 11 BETEpUHAPHOTO NPUMEHEHHUS ).

B Kopuekce onpeneneHs! JOMKHOCTHBIE JINIA, YIIOITHOMOYEHHBIE COCTABIATh
MpOTOKONBl 00 AaAMMHHUCTPAaTHBHBIX IIPaBOHAPYLIEHHSAX, IPENYCMOTPEHHBIE
YKa3aHHBEIMH CTaTBAMM, a TaK)Ke OpraHbl, YIIOTHOMOYEHHBIE pacCCMaTpHUBaTh JeNa O
MPaBOHAPYILUEHUAX, NPEXyCMOTPEHHBIX YKa3aHHBIMU CTaThiMH, TONBKO B cdepe
oOpailieHHs TeKapCTBEHHBIX CPEICTB AT MEOUIIMHCKOTO IPUMEHEHHS.

3aKOHOMIPOEKTOM IpeAIaraeTcs OpeaeInThb:

denepanbHBIf  OpraH  HMCHOOJHUTENBHOH  BIacTH,  OCYLIECTBIIAIOIIMH
rOCYAapCTBEHHBIH KOHTPOJIb (Haa3op) B chepe obpalleHus TeKapCTBEHHBIX CPENCTB
Ui BETEPHMHAapHOrO IIpHMEHEHMs, YIOJHOMOYEHHBI paccMaTpuBarh Jelia
00 aAMHHUCTPAaTUBHBIX I[IPAaBOHAPYUICHUAX, NpPEIyCMOTPEHHBIX cTaThel 14.4.2
Konekca, B 4yacTu, Kacarouieiics JIEKQpCTBEHHBIX CpEACTB MJIsi BETEPHHAPHOIO
TIpUMEHEHUS;

OO/DKHOCTHBIX JIUL (enepalbHOrO OpraHa HUCIIOJHUTEIBHOM  BJIACTH,
OCYIIECTBJISIONIETO T'OCYNapCTBEHHBIH KOHTPONb (Ham3op) B cdepe obOpamieHus
JIEKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO INPUMEHEHUS, YIOIHOMOYEHHBIX
COCTaBJIATh HPOTOKOJIBI 00 aIMUHHCTPaTHBHBIX NpaBOHapYyIIEHHUAX,
npexycMoTpeHHble cTaThed 6.33 Koaexkca B 4acTH, Kacaromeics JIeKapCTBEHHBIX
CPEeICTB AJi1 BETEpHHAPHOIO IIPAMEHEHUs, a Takke 4acThio 1 crtateu 19.4, yacThio 1
crated 19.5, crateamu 19.6, 19.7 Konekca.

Cnemyer OTMETHTB, YTO He MPEACTABISETCA BO3MOXHEBIM HaJellEHHE OpPraHoB,
OCYUIECTBJISIONIMX TOCYJapcTBEeHHBIH BeTepuHapHBIH Ham3op (crarbs 23.14
Konekca), NOMHOMOYHAMH II0 pacCMOTpeHMIO Jel 00 aIMHHHCTPAaTHUBHBIX
IpaBoOHApYIIEHUAX B cdepe oOpallleHHs JIeKapCTBEHHBIX CpENCTB  JIA
BETEPHHAPHOI'0 NIPUMEHEHHS B CBA3U C pa3iWyMeM 3aKOoHoAarenhcTBa Poccuickoi

26121164.doc



QenepauMy 0 BeTEpHHApUM W 3aKkoHopatenscTBa Poccumiickolt @enepauuu o6
o0palleHHH JIeKapCTBEHHBIX CPEACTB A/ BeTepUHAPHOTO IPUMEHEHHU.

Kpome Toro, cornacio yactu 2 cratbu 8 3akoHa Poccuiickodi ®Depepauun
ot 14 Mag 1993 r. Ne 4979-1 "O BerepuHapuH" rocyfapCTBEHHBI BETEPHHApPHEI
Hal30p  OCYIUIECTBIAETCA  YINOJNHOMOYEHHBIMH  (edepajpHBEIMM  OpraHaMHu
HCTIONHUTENBHOM BiacTH ((eaepanbHblii ToCyAapCTBEHHbIH BETEpUHAPHBIH HAA30p)
M oOpraHaMM HCIONHHUTENbHOH BracTh cyowsexkToB Poccuiickoit ®Penepauun
(pervoHaNbHBIA rOCYJapCTBEHHEI BeTEpUHAPHBIH HaI30p) B COOTBETCTBHH C WX
koMnereHuueit. OcyecTBIeHHe rOCyIapCTBEHHOrO Haa3opa B cdepe obpaineHus
JIEKApCTBEHHBIX CpPEACTB Ui BETEPUHApPHOIO NPHUMEHEHHS B COOTBETCTBHM C
nojoxenuamMu PenepaspHOro 3aKoHa OTHOCHTCS MCKIIOUUTENIBHO K IOJTHOMOYHAIM
(enepaIbHOrO OpraHa HCIIOJHUTENBHOM BIaCTH.

3aKOHOIPOEKT MOArOTOBJIEH B COOTBETCTBHHU C TpeOGoBaHMAMH IlomoxkeHus o
3aKOHONPOEKTHOo#t  JearensHocTH [IpaBurensctBa Poccuiickoit Penepanmn,
yTBEp)XKJAeHHOro moctaHoBjieHueM IIpaButensctBa Poccuiickoit ®Denepauun
ot 30 anpens 2009 r. Ne 389.

3aKOHONPOEKT HE MPOTHBOPEYHT INoyoxkeHHaM JloroBopa o EBpasuiickoM
9KOHOMHYECKOM COl03€, a TaK)Xe IOJOXEHHUSM HHBIX MEXIYHApOAHBIX AOrOBOPOB
Poccuiickoit @enepanuu. [IpegnaraeMele UM pelICHHs! HE BIMSIOT Ha JOCTHIKEHHE
1enel rocyqapcTBeHHBIX nporpamm Poccuiickoi @enepanuy.

Peanusanus npegycMOTPeHHBIX 3aKOHOIPOEKTOM TIOJIHOMOYHI (eliepaIbHOTO
OpraHa HCTOJHUTENbHON BJIACTH, OCYLIECTBIIAIOLIETO roCyAapCTBEHHBIH KOHTPOJIb
(Ham3op) B cdepe oOpaieHHS JIEKAPCTBEHHBIX CPEACTB [UIA BETEPHHAPHOrO
NpUMEHEHH, OYIET OCYLIECTBIATECS B MpeAenax yCcTaHOBIeHHOH IIpaBHTeNIbCTBOM
Poccuiickoit ®enepanuy yucIeHHOCTH pabOTHUKOB U OIOMKETHBIX aCCHIHOBAHHH,
MpeIyCMOTPEHHBIX UM B (peiepalibHOM OO/KeTe Ha PyKOBOICTBO M yNpaBieHHE B
c(epe yCcTaHOBIEHHBIX (YHKIIHA.
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OHHAHCOBO-9KOHOMHYECKOE OBOCHOBAHUE

K NpoeKTy ¢eaepannHoro 3aKoHa "'Q BHeceHHH H3MEeHeHHUH
B Konexe Pocceniickoii Pesepanuu 06 aiMHHHCTPATHBHBLIX NPABOHAPYIIEHUAX
B YaCTH NPOTHBOAeHCTBHA 060poTy dajibcHPHIHPOBaAHHBIX, KOHTPadaKTHBIX,
Heao0poKavecTBEHHBIX H He3aperHCTPHPOBAHHBIX JIEKAPCTBEHHbIX CPEACTB
A1 BETePHHAPHOIO NpHMeHeHHus"'

Peanuzanus PepepanpHoro 3akoHa "O BHeceHun wu3MeHeHud B Kopekc
Poccuiickoit ®epnepauun o6 agMUHHCTPAaTHBHBIX INPaBOHAPYHICHHSIX B YacTH
MPOTHBOAEHCTBUSA obopoty ¢danscuGUIMPOBAHHBIX, KOHTpa(aKTHBIX,
HenoOpoKayeCTBEHHBIX U HE3aperuCTPUPOBAHHEBIX JIEKapCTBEHHBIX CpPEACTB MJIf
BETEPHHAPHOrO IpHUMeHEeHUs" He MmoTpeOyeT yBelMYCHHs IUTATHOH YUCIEHHOCTH
(denepanbHBIX OpPraHOB HCIOMHUTENBHOW BNACTH M JIONOJHHMTENBHBIX OIOKETHBIX
acCHrHOBaHUit U3 ¢enepanbHOro OomKera.

27030174.doc



INEPEYEHD

tdenepaJibHbIX 3aKOHOB, NOAJIEAKAIHX NPH3HAHHIO YTPATHBIIHMH CHJTY,
NPHOCTAHOBJ/ICHHIO, H3MEHEHHIO HJIH IPHHATHIO B CBSI3H C NPHHATHEM
®deqepanbHoro 3akona 'O suecennu uzmenenuii B Koaexe
Poccuiickoii @epepanuu 00 aAMHHHCTPATHBHLIX NPaBOHAPYIIEHHAX
B YaCTH NpoTHBoOAeHcTBUA 000poTy danbcHpHUHPOBAHHBIX,
KOHTpa(daKTHbIX, HeA0OPOKAYECTBEHHBIX H HE3aPErHCTPHPOBAHHBIX
JIEKapPCTBEHHBIX CPEACTB /Il BeTEpHHAPHOro NpHMeHeHHs "'

Ilpu3HanMe yTpaTHBIUUMH CWJIy, NpPUOCTaHOBIEHHE, H3MEHEHHE WIH
npuHsATHE QelepanbHbIX 3aKOHOB B CBS3M ¢ NpHHATHeM (DenepaibHOro 3aKoHa
"O BHecenun usmenenuit B Kogexc Poccuiickoit ®denepanuu 06 aqMUHUCTPaTUBHBIX
IIPaBOHAPYUIEHHUSIX B YacTH MPOTHBOAEHCTBHA 000poTy ¢anscudUnpoBaHHEIX,
KOHTpabaKTHBIX, HeA0OPOKauYeCTBEHHBIX U HE3aperHCTPHPOBaHHBIX JIEKAPCTBEHHBIX
CPEACTB JIJisl BETEPMHAPHOro NpuMeHeHus" He noTpedyercs.
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NEPEYEHD

HOpPMaTHBHBIX npaBoBbIX akTOB IIpesnnenta Poccniickoii Penepanun,
IIpaBnaTenncrBa Poceniickoit @egepanun 1 PpeaepaibHbLIX OPraHOB
HCNOJHHTEIbHOH BJIaCTH, NOAJIEKAIHUX NPH3HAHHIO YTPATHBIIHMH CHJY,
NPHOCTAHOBJIEHHIO, H3MEHEHHIO WJIH NPHHATHIO B CBSI3H C IPHHATHEM
®denepanbHoro 3akona 'O Buecennu usMenenuit B Kogexc
Poccuiickoii ®enepannu 06 aAMAHACTPATHBHLIX NPABOHAPYIIEHHSX
B 4aCTH NPOTHBOJelicTBAS 000poTy pajibcHPHIHPOBAHHBIX,
KOHTPa(paKTHLIX, HeAOOPOKaYeCTBEHHBIX H He3aPerucTPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB [JIs1 BeTEPHHAPHOr0 NpHMeHeHns "

[Ipu3HaHUe yTpaTUBLMIMMH CHJIy, IIPHOCTAHOBJICHHE, M3MEHEHHE WU
NPUHATHE HOPMATHUBHEIX MpaBoBbIX akToB Ilpesuamenra Poccuiickoil Penepanmy,
ITpaBurensctBa Poccuiickoit @eneparyu u denepanbHBIX OPraHOB HCHOJHUTENBHOM
BJIACTH B CBA3M ¢ npuHsATHeM DenepanbHoro 3akoHa "O BHECEHHH HW3MEHEHWH B
Kopexc Poccuiickoit @enepanuu 06 aAMHHUCTPAaTUBHBIX [IPAaBOHAPYIUIEHUAX B YaCTH
TIPOTHBOJAEUCTBUSA o6opoty ¢banscupUIMPOBaHHBIX, KOHTpa(haKTHBIX,
HeIOOpOKaYeCTBEHHBIX M HE3aperdCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB IS
BETepHHAPHOTO NMpUMeHEHHA" He noTpebyercs.
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IMPABUTEJILCTBO POCCHHUCKOH ®EIEPAIIIA
PACITIOPAXEHHUE

ot 14 mapta 2017 r. Ne 446-p

MOCKBA

1.Bruectu B TocynmapcrBennywo [dymy ®enepansnoro Cobpanus
Poccuiickoit @enepanum npoekT ¢enepaisHoro 3akoHa "O BHECEHHH
m3meHeHu B Kogekc Poccuiickoii ®enepaumu 06 agMHHHCTPaTHBHBIX
IIpaBOHAPYIIEHUSIX B YaCTH NPOTUBOAEHCTBUS 060pOTY daTbCHPUIIMPOBAHHBIX,
KOHTpadaKTHBIX, HeZoOpoKayecTBEHHBIX " He3aperHCTPHPOBaHHbIX
JIeKapCTBEHHBIX CPECTB [l BETEpUHAPHOrO NpUMEHEeHUs".

2. HazHauute crarc-cekperaps - 3aMecTHTeNsd MMHUCTpa CenbCKoro
xo3siicTBa Poccuiickoit ®enepannu Jlesuna Cepres JIbBoBHYa O0QHIHATEHBIM
npeacraButeneM [IpasurensctBa Poccuiickoil Denepanuu NpyU pacCMOTPEHHU
nanatamu  PenepanbHoro Cobpanus Poccuitickolt ®@enepaunu npoekra
benepansHoro 3axkoHa "O BHecenuu wusMeHeHudl B Kopekc Poccwuiickoit
Qepepauyd 00  aAMUHHCTPAaTHUBHBIX  NpaBOHAapyIEHHSAX B YacTH
NpOTHBOJEHCTBUS  000pOTY  (ambCHPHUIMPOBAHHBIX,  KOHTpa(akTHHIX,
HeZl0OpOKa4eCTBEHHBIX U HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB VIS
BETepHHApHOr0 IpUMEHeHHs " .

JI.Mensenen
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