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Tocymapcrsennoét  Iyme, B IlpaBurenmsctso Poccuifckoii ~ Denepaiuy,
3aKOHONATENbHbIE (IPENCTABUTENLHbIE) OpraHbl TOCYyAapCTBEHHOH BIIACTH
CyOBEKTOB Poccnﬁckoﬁ ®enepanyu, Bepxosusni Cyn Poccuiickoit ®eneparun.

VcTaHOBHTH, 9TO  INONpaBKH K yxasaHIiOMy 3aKOHOIIPOEKTY
nanpasisrorcs B Komurer I'ocynapcrBenHod JIyMEI 110 KOHCTHTYHHOHHOMY
3aKOHOJATENLCTBY H TOCYZAapCTBCHHOMY CTPOHMTENHCTBY B TPHALATHIHEBHBIN
CPOK €O IHs NpRHEATAA HacTosmero [locranosnenus.

3.Komurery [T'ocymapcrtBemHoM JyMBI 1O KOHCTHTYIHOHHOMY
3aKOHOJATENbCTBY H  TOCYJapCTBEHHOMY  CTPOMTENBCTBY  JIopaboTaTth
yKa3aHHEIH 3aKOHOIPOEKT C Y9€TOM IIOCTYIHBIIMX ITONPABOK H BHECTH €ro Ha
paccMmoTtpenue 'ocyapctBenHo# JlyMBl BO BTOpOM UTEHHH.

4. Hacrostnee IlocraHoBiIeHHE BCTYIIA€T B CHITY CO JHS €r0 IPHHSATHA.

Ipencenarens I'ocynapcrBenHo# [l
Oenepaproro Cobpanus
Poccuiickoit ®enepanyu

C.E.Hapbimxun
MockBa

21 wmwaa 2016 ropga
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Brocurca [IpaBuTenscroMm
Poccniickoii ®enepauun

ACG3620- 6 Tlpoext

®EJEPAJILHBIN 3AKOH

O Buecennu namenennii B Kogexce Poccniickoit ®exepanuu
00 aIMHHHCTPATHBHBIX NPABOHAPYLIEHHUNAX B YACTH COBEPIICHCTBOBAHMS
aIMMHHCTPATHBHOH OTBETCTBEHHOCTH B c(epe 31paBoOXpaHeHHS

Crarpu 1

Buectn B Kogexc Poccuiickoit ®enepauun 06 agAMHHHCTPAaTHBHBIX
npaBoHapyienusx (CoGpanue 3akoHomatenscTBa Poccuiickoit ®epepauuu,
2002, Ne 1, cr. 1; Ne 44, crt. 4295; 2003, Ne 27, crt. 2700, 2708, 2717; Ne 46,
CT. 4434; Ne 50, ct. 4847, 4855; 2004, Ne 31, cr. 3229; Ne 34, cT1. 3529, 3533;
Ne 44, ct1. 4266; 2005, Ne 1, c1. 9, 13, 40, 45; Ne 10, ct. 763; Ne 13, ct. 1075,
1077; Ne 19, cr. 1752; Ne 27, cr. 2719, 2721; Ne 30, cr.3104, 3131; Ne 50,
CT. 5247; 2006, Ne 1, cT1. 10; Ne 10, ct. 1067; Ne 12, ct. 1234; Ne 17, ct. 1776;
Ne 18, c1. 1907; Ne 19, ct1. 2066; Ne 23, ct. 2380; Ne 31, ct1. 3420, 3438, 3452;
Ne 45, c1. 4634, 4641; Ne 50, c1. 5279; Ne 52, c1. 5498; 2007, Ne 1, cT. 21, 29,
Ne 16, ct. 1825; Ne 26, ct. 3089; Ne 30, ct. 3755; Ne 31, ct. 4007, 4008, 4015,
Ne 41, ct. 4845; Ne 43, ct. 5084; Ne 46, ct. 5553; 2008, Ne 18, ct. 1941; Ne 20,

cT. 2251, 2259; Ne 30, c1. 3604; Ne 49, ct. 5745; Ne 52, cT1. 6235, 6236; 2009,

26040169.doc



2

Ngi 7, ct. 777; Ne 23, cr.2759; Ne26, ct. 3120, 3122; Ne 29, c1. 3597, 3642,
Ne 30, ct. 3739; Ne 48, cr. 5711, 5724; Ne 52, ct. 6412; 2010, Ne 1, c1. 1; Ne 19,
ct. 2291; Ne 21, cr.2525; Ne23, cr.2790; Ne 25, cr.3070; Ne27, c1. 3416,
Ne 30, ct. 4002, 4006, 4007; Ne 31, ct. 4158, 4164, 4193, 4195, 4198, 4206,
4207, 4208; Ne 41, cr.5192; Ned6, ct.5918; Ne 49, ct. 6409; 2011, Nel,
ct. 10, 23, 54; Ne 7, c1. 901; Ne 15, cr. 2039; Ne 17, ct. 2310; Ne 19, cr. 2714,
2715; Ne 23, ct. 3260; Ne 27, ct. 3873; Ne 29, ct. 4290, 4298; Ne 30, cr. 4573,
4585, 4590, 4598, 4600, 4601, 4605; Ne 46, ct. 6406; Ne 47, ct. 6602; Ne 48,
ct. 6728, 6730; Ne 49, ct. 7025, 7061; Ne 50, ct. 7342, 7345, 7346, 7351, 7352,
7355, 7362, 7366; 2012, Ne 6, ct. 621; Ne 10, ct. 1166; Ne 19, cr. 2278, 2281;
Ne 24, c1. 3069, 3082; Ne29, cr.3996; Ne31, cr. 4320, 4322, 4330; Ne 41,
cT. 5523; Ne 47, cr. 6402,' 6403, 6405; Ne 49, ct. 6757; No 53, ct. 7577, 7602,
7640; 2013, Ne 8, cT. 718; Ne 14, ct1. 1651, 1666; Ne 19, cT. 2323, 2325; Neo 26,
cT. 3207, 3208; Ne 27, c1. 3454, 3470, 3477; Ne 30, ct. 4025, 4029, 4030, 4031,
4032, 4034, 4036, 4040, 4044, 4078, 4082; Ne 31, ct1. 4191; Ne 43, ct. 5443,
5444, 5445, 5452; Ne 44, ct. 5624, 5643, 5644; Ne 48, cT1. 6161, 6163, 6165;
Ne 49, ct. 6327, 6341, 6343, 6344; Ne 51, cr. 6683, 6685, 6695, 6696; Ne 52,
cT. 6961, 6980, 6986, 7002; 2014, Ne 6, cT. 557, 559, 566; Ne 11, cT1. 1092,
1096; Ne 14, cr. 1562; Ne 19, cr. 2317, 2324, 2325, 2326, 2327, 2330, 2335;

Ne 23, cr.2927; Ne 26, ct.3366, 3379; Ne30, cr. 4211, 4218, 4228, 4233,
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4244, 4248, 4259, 4264, 4278; Ned2, cr.5615; Ned3, c1.5799; Ne4s,
CT. 6636, 6638, 6642, 6651, 6654; Ne 52, ct. 7541, 7545, 7548, 7550, 7557,
7557; 2015, Ne 1, ct. 37, 67, 74, 83, 85; Ne 6, ct. 885; Ne 10, cr. 1405, 1416;
Ne 13, cr. 1811; Ne 18, ct. 2614, 2620; Ne 21, ct. 2981; Ne 24, cr. 3367, 3370;
Ne 27, cr. 3945, 3950, 3966; Ne 29, ct. 4354, 4356, 4359, 4362, 4374, 4376,
4391; Nedl, ct. 5629, 5637; Ne 44, ct. 6046; Ne 45, cr. 6205, 6208; Ne 48,
cT. 6706, 6710, 6711, 6716; Ne 51, ct. 7249, 7250; 2016, Ne 1, ct1. 11, 28, 59,
63, 84; Nel0, cr. 1323; Nell, cr. 1481, 1490, 1491; Ne 18, cr.2514)
ClIeyIOLIHE U3MEHEHHUS:

1)uacts 1 cratem 3.5 mocie mudp "12.21°)" nonomsuTs croBamu
"yactbio 1 crateu 14.4%", mocne cnos "yacteio 4 crate 8.8," JOMONHUTD
cnosamu "yacTaMu 2 ¥ 3 cTatbu 14.4%,";

2) rnaBy 6 JONOJMHUTE CTaThAMH 6.34 - 6.40 crenyoouiero CoAepKaHHs:

"Cratbs 6.34. HapyuieHHe ycTAHOBJICHHDBIX NOPSAKOB OKa3aHHHA
MeAHIMHCKOA MOMOLIH

. HapymieHue  mopsakoB — OKa3aHWd ~ MEIHUHMHCKOH  IIOMOIUH,
YTBEPXXKACHHEIX YHNOJHOMOYEHHBIM (elepAIbHEIM OPraHoM HCIOJHUTENbHOM
BJIACTH, B YacTH HecOONIIOfeHHS YCTAHOBJEHHBIX HMMH 00f3aTeabHbIX
TpeboBaHHii -

BJIEYET MpERyNpexIeHHe UM HalOXKEHUE agMUHHCTpaTHBHOrO wrpada
Ha JOJDKHOCTHBIX JIMII B pa3Mepe OT AECATH THICSY JO ABAALATH ThICSY pyOiei;

Ha HHAWBUAYAJIBHBIX HpCIalHHHMaTeHeﬁ - B pasM€p€ OT ABaJLATH ThICAY KO
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TPUILATH ThICAY pyONied; Ha IOPUAUYECKHX JIMI[ - OT CTa THICAY AO TPEXCOT

THICSY pyOstei.

2. JleiictBus (Ge3neiicTBue), MpeIyCMOTPEHHBIE 4YacTblO 1 HacTosieid
CTaThH, MOBJIEKILNE MPUYHHEHHE Bpela JKU3HH MM 3J0POBBIO paxXJaH 6o
CO3aBIIME Yrpo3y MPHYHHEHUS Bpela KU3HH MM 3M0POBBIO IPAXKAAH, €C/U
9TH AeiicTBuUA (Oe3xeiicTBHE) He coAepKaT YroJIOBHO HaKa3yeMOoro AesiHus, -
BJIEKYT HAJOXEHHME aJMHHUCTPATHBHOro ITpada Ha JOKHOCTHBIX JIMLL
B pasMepe OT JBaflarTH THICAY [0 TPHUAUATH ThICAY py6ieit; Ha
HHIUBUAYAIBHEIX MpeaIIpHHIMAaTeIedl - OT TPUALATH THICAY JO COpOKa ThICAY
pyOneit M aIMUHHCTPaTHBHOE IPHOCTAHOBJICHUE JEATEBHOCTH HAa CPOK 10
JIEBSHOCTA CYTOK; Ha IOPHIMYECKHUX JIMIl - OT ABYXCOT THICAY A0 YETBIPEXCOT
TBICAY pyOnedl MM agMHUHHCTPATHBHOE NMPHOCTAHOBIEHHE AEATENBHOCTH Ha
CPOK [0 [IEBSHOCTA CYTOK.
Crares 6.35. HapyumieHne MeIHUMHCKHM PaGOTHHKOM,
MEeIMIMHCKOH opranu3anuei ycTaHOBJIEHHBIX
NOPAAKOB NPOBeJeHHS MeAHIHHCKHX IKCNEePTH3,
32 HCKJIIOYEeHHEeM JKCIePTH3bl Ka4ecTBa OKa3aHus
MeHIHHCKOH MOMOIIH, JHCHaHCePHU3AIHH,
MEIHIHHCKHX OCMOTPOB H MeJHIHHCKHX
O0CBHETEe/ILCTBOBAHHI

Hapymenre megunuHcKdM pabOTHHKOM, MEIULMHCKON opraHusauuei

YCTAaHOBJIEHHBIX B COOTBETCTBHH C 3aKOHOAATC/IBCTBOM Poccuiickoit

Cbe,uepaumi [IOpAAKOB ITPOBEACHUA MEAUITHHCKHAX 3KCIICPTH3, 3a HCKITIOYEHHEM
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3KénepTu351 KayecTBa OKa3aHWA MEeJULMHCKOA MOMOUIH, JUCHAHCEPU3ALH,
MEJUUMHCKHX  OCMOTPOB M MEAMUHMHCKHX  OCBHICTENLCTBOBAHHI,
32 HCKIIOYEHUEM CiIy4yaeB, MpeAyCMOTpeHHbIX cratbeif 11.32 HacTosinero
Konexca, -

B/IEYET HAJIOXKCHHE AJMHUHUCTPATHBHOIO LITpaga Ha rpaXaaH B pa3Mepe
OT OJJHOH TBICSYHM [0 MOJTyTOpa ThICAY pyOiieit; Ha AOMMKHOCTHBIX JIML - OT ABYX
THICAY [0 TPEX ThICAY pyOieit; HA IOPHANIECKHX JIMI - OT TPHAUATH THICAY 110
NATHAECATH ThICAY pyOiei.

[Ipumeyanwue. 3a aZIMUHHUCTPATUBHbIE NpaBOHApyLIEHUS,
NpeayCMOTPEHHbIE  HacTofmiedd  crartbed, JMLA,  OCYILIECTBIAIOLIHE
NpeIpUHUMATENBCKYIO NEATeNIbHOCTh 0e3 06pa3oBaHus IOpUANYECKOro JIULA,
HECyT aiIMHHHCTPATUBHYIO OTBETCTBEHHOCTh KaK IOPHAMYECKHE JIMIA.

Cratpst 6.36. HecobnloneHne orpaHH4eHn i, HajJlaraeMaIx

B COOTBETCTBHH ¢ 3aKOHOAATEJILCTBOM
Poccniickoii @enepanuu NpH OCyIeCTBICHHH
AesiTeILHOCTH B cdepax oXpanbl 346pOBbs

H 00pauIeHHd JIeKAPCTBEHHbIX CPeACTB

1. HecobmoneHue oOrpaHd4yeHuid, HajaraeMblX B COOTBETCTBMM C
3aKOHOJaTeIbcTBOM Poccuiickoit Penepanun Ha MEJULUHCKHX pabOTHHKOB,
pYKOBOAHTeNEH MeIUIHHCKMX OpraHu3anuii, ¢papMaleBTHYECKHX pabOTHHUKOB

U pyKoBoAWUTENeH anTeyHbIX OpraHu3alMid IpH OCYLUECTBICHHH HMH

npo¢ecCHOHANBHON ACATENBHOCTH, -
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BJIeUeT MpeAynpexIeHue UM HaJloKeHHe aIMHHHCTPaTUBHOrO LITpada
Ha JO/DKHOCTHBIX JIMII B pa3Mepe OT ISTH THICAY IO CEMH ThICAY pyOneii; Ha
IOPHIMYECKHX JIL[ - OT ABAALATH THICSY JO TPHILATH THICAY pyOei.

2. Hecobmonenne OrpaHU4eHHH, HajJlaraéMelX B COOTBETCTBHH C
3aKOHOZATENCTBOM 00  oOpameHuMH  JIEKAapCTBEHHBIX  CpPEICTB  Ha
OpraHu3aldd, 3aHUMarolludecs pa3paboTKOH, MPOM3BOACTBOM M (MJIH)
peayn3anMeil IeKapCTBEHHBIX MpenaparoB I MEAULUHCKOIro NpHUMEHEHHS,
opraHu3auud, oOnajarolue IMpaBaMH Ha MCNOJB30BAaHHE TOPrOBOrO
HaMMEHOBAHHS JIEKAPCTBEHHOrO Ipernapara il MeAULHUHCKOro NMpHUMEHEHM,
OpraHM3allMd  ONTOBOHl  TOPrOBIM  JIEKADCTBEHHBIMH  CpEACTBaMH,
anTeyHble OpraHu3auud (MX TMpeAcTaBUTENed, HHBIX (U3NUECKUX U
IOPHAMYECKHX JIMI, OCYLUECTBISIOIMX CBOIO JESTEIBHOCTh OT HMEHH 3THX
OpraHu3aiuii), -

BlI€YET HAJIOXKEHUE aAMMHUCTPATHBHOro mrpada Ha IOPHUIHYECKHX JIHILI
B pa3Mepe OT TPeXCOT THICAY 0 MATHCOT THICAY pyOinei.

Crarbs 6.37. HapymeHne nmpas rpaxiaH B cepe 0XpaHsbl 310pOBbS

1.OTka3 B OKa3aHHM MEIMIUHCKOM IIOMOIIH B COOTBETCTBHH C
TEPPHUTOPHAIIBHOM MpOrpaMMoil IOCYyJapCTBEHHBIX TIapaHTHH OecruiaTHOro

OKa3aHus rpaxaaHaM MeIMLMHCKOM MOMOINM MEIHMIMHCKOM OopraHu3aljuei,
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YYacTBYIOIEH B peajM3aUMH O3TOH NPOrpaMMEI, €CIM 3TH HeHCTBUS He
COZIepaT IIPU3HAKOB YroJIOBHO HAKa3yeMoro AesHus, -

BJICYCT HAJIOXKCHHE aAMHHHUCTPATHBHOrO WTpada Ha JOMDKHOCTHBIX JIHI]
B pa3Mepe OT ABaJLIaTH THICAY A0 TPHANATH THICAY pyOseH; Ha IOPHANYECKHX
JHL - OT TPHALIATH THICAY JO COPOKa ThICAY pyOieit.

2. B3auManue NiaTh 3a oKa3zaHHe MEAULUHCKOH IMOMOIIH B COOTBETCTBHH
C TEPPHTOPHAIBHOH pOrpaMMoi rocylapCTBEHHBIX rapaHTUi OecrnaTHoro
OKa3aHMs rpaXJaHaM MEIOMIMHCKOH ITOMOIIY MEOULMHCKOH OpraHu3alyeit,
yYacTBYIOIUEH B peajM3alud 3TOH [porpaMMel, ¥ MEIHLUMHCKHMH
pabOTHHKAaMH TaKOi MeIUIMHCKOH OpraHU3aLuH -

BJleYeT HAIOKEHHE aJMHHHCTPATHBHOTO WITpada Ha JOKHOCTHBIX JIHLI
B pasMepe OT ABAJLATH THICAY A0 TPUALATH THICAY pyOiieil; Ha IOpHAHYECKHX
JIMLL - OT TPUALIATH THICAY JJO COPOKaA THICHY PYOJIeH.

3. Hapymienne npasa rpaxgaHiHa Ha HHOOPMHPOBAHHOE NOOPOBOJIEHOE
corjacue Ha MEIHIMHCKOE BMEIIATEeIbCTBO WM Ha OTKa3 OT MENHIMHCKOIo
BMEIIATEIbCTBA, 32 HCKIIOYEHHEM ClIy4YaeB, MPEAYCMOTPEHHBIX YacThiO 1
cTaThi 6.32 Hactosuiero Koaekca, -

BlieYeT TNpeRynpexacHre HIH HalOXeHHe afMHHUCTPaTHBHOrO mTpada
Ha JOJDKHOCTHBIX JIMI[ B pa3Mepe OT JABYX ThICA4Y O TpeX ThicA4 pyOieil; Ha

IOPAAUYECCKHUX JIAL - OT ABAALATH TBICAY A0 TPUALATH TBICAY py6ne171.
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4. HapymeHue mpaBa TIpaIaHWHa Ha BbIOOp B YCTaHOBICHHOM
3akoHOfaTenscTBOM Poccuiickoii degepauun nopsAKe Bpaya U MEJUIMHCKOM
OpraHU3aluy, NoTyYeHHe HHPOPMaIHH O COCTOAHHH €ro 310pOBhA -
BJI€YET NMpeAyNnpexIeHHe WK HaJIoKeHHe aIMHHHUCTPATHBHOrO wTpada
Ha JO/DKHOCTHBIX JIMU B pasMepe OT IBYX THICAY JO TpeX TeIcsd pybuneit; Ha
IOPUIMYECKHX JIUL( - OT ABAJIIATH ThICAY JO TPHALATH THICAY pyOnei.
Cratps 6.38. HapyueHue nopaaka npoBeAeHHS KAHHHYECKHX
HCCJIeJOBAHH JIeKAPCTBEHHBIX NPENapaToB AJs
MeJHIMHCKOIro IPHMeHeHHA H NJOKJIHHHYEeCKHX
HCCJIe0BAHHH JieKapCTBEHHBIX CPEACTB
A8 MeJHITHHCKOT0 NPHMEHeHHs
1. Hapymienne nmnpaBuin  Haajlexaled  KIMHHYECKOH  MPaKTHKH,
YTBEPKAECHHBIX YIIOJHOMOYEHHEIM (efepaibHBIM OPraHOM HCIOJHUTENBHOM
BIAaCTH, IpH MpPOBEJEHHM KIMHHYECKUX HCCIENOBaHHH JIEKapCTBEHHBIX
NpenaparoB A1 MEAHUMHCKOro NPUMEHEHUS ~
BJIEYET MpeaynpexIeHHe WK HajloKeHUe aJMUHHUCTPAaTUBHOro mrpada
Ha NOJDKHOCTHBIX JIMI B pasMepe OT MATH THICAY JIO AECATH ThICAY pyOneit; Ha
IOPHIHYECKHX JIMII - OT ABaJLATH THICAY 0 TPUALATH THICAY pyOieii.
2. Hapymenne npaBun Hagnexameid 1a0opaTOpHOM — MpakTHKH,
YTBEPXKIEHHEIX YIOJHOMOYEHHBIM (eepaibHbIM OpPraHOM HCNOJMHHUTEILHOMH

BJIaCTH, IPH MNPOBEACHHH JOKIHHHYCCKUX HUCCICAOBAHUM JIEKAPCTBCHHBIX

CpeACTB AJid MEIHULIMHCKOTO IIPUMEHCHUA -
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BEYEeT NMpPEeAynpexIeHHE HIIH HAJIOXKEHHE aJIMHHHCTPAaTUBHOIO mTpada
Ha JOJDKHOCTHBIX JIML B pa3Mmepe OT ISTH THICAY 1O JECSTH ThICAY pyOleii; Ha
FOPHAHYECKHX JIMII - OT ABAJLATH THICAY A0 TPUALIATH THICAY pyOnei.

Cratbs 6.39. Hapymenne nopsifka Ha3HA4YeHHs U BbINUCHIBAHMS
JleKapPCTBEeHHbIX NPeNnapaToB

Hapyiuenue MEIULIMHCKUM paboTHHKOM YTBEPKAEHHOr 0
YNOTHOMOYEHHBIM (eNiepalibHBIM OPraHOM HCIOHUTEIBHON BIACTH MOPSAKA
Ha3sHAYeHUS W BHINHCBHIBAHHA JIEKAPCTBEHHBIX IPENapaToB [pH OKa3aHUHU
MEAHLMHCKOH TMMOMOIIM B OCYLIECTBISIOIIMX MEAHMLHMHCKYI0 TOMOLIb
OpraHH3ausiIX H MHIUBUY ATBHEIMH NpearpHHUMATEISIMH,
OCYLIECTBJIIOIUMMU MEOULMHCKYIO JeATENbHOCTh, €CIH OJTH JAeHCcTBHA
He CoAepXKaT IPU3HAKOB YIrOJIOBHO HAKa3yeMOro JesHus, -

BJIeYET HAJIOKEHUE aJMHHUCTPAaTUBHOro wmrpada B pasmepe OT MATH A0
JIBaJLIaTH ThICS4 pyOIeH.

Cratps 6.40. OcymiecTBiieHHe MeAUITHHCKOH U papmaLeBTHUECKOMH

AeATEeJIbHOCTH C HapylleHHeM JIHLeH3HOHHbIX
TpeboBaHuii

1. OcyuiecTBieHHe MEIUUUHCKOR U papMalieBTHUECKOH ACATENBHOCTH €
HapylIeHHeM TpeOOBaHMi, MPEeoyCMOTPEHHBIX JTHIECH3UEH Ha MEAULHHCKYIO
JAEATENIBHOCTD U JIMLIeH3Hel Ha (apMaLieBTUYECKYIO AeSTeNbHOCTb, -

BJICHET NPpEAYNIPEIKACHUC HIH HAJTOXKCHHUE aAMHMHHUCTPATHBHOI'O mTpaQ)a

HA rpaXJaH B pa3Mepe OT OJHOM THICAYH MATHCOT N0 TpeX ThICAY pybieil; Ha
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nbnxcuocmmx Jq4n - OT ABAJUATH THICAY A0 TPHALIATH THICAY pyOneit; Ha
IOPHANYECKHX JIUL - OT CTA MATHAECATH THICSY J0 ABYXCOT ThICAY pyOiieit.

2. OcymecTBneHHe MEQUIMHCKOR U (papMalleBTHYECKOH [EATEILHOCTH C
rpy6eIM HapyineHueM TpeOOBaHHil, MNpPEAYCMOTPEHHBEIX JIHLEH3HEH Ha
MEIUUUHCKYIO  AEATENBHOCTh H nnneuaugﬁ Ha (¢apMaleBTHYECKYIO
AEATENbHOCTb, -

BJIeYeT HaNOKEeHWe aIMUHHUCTPATHBHOIO IUTpada Ha NOJDKHOCTHBIX JIMIY
B pa3Mepe OT ABaJlUAaTH MATH THICAY O TPUALATU MATH Thics4 pyOnei; Ha
IOPUAHMYECKUX JIMI - OT JBYXCOT ThHICAY IO TPEXCOT THICAY pybneH wumu
aqMHHUCTPATHBHOE NPHOCTAHOBJIEHHE NEATEIbHOCTH HAa CPOK HO AEBSHOCTA
CYTOK.

IIpumedanus.

1.3a agMuHHCTpaTHBHBIE  [paBOHapyILUEHHs, IIpeXyCMOTpPEHHBIE
HACTOsINEH CTaThed, JIHLA, OCYIUECTBIAIOIINE MpPeANpHHUMATENBCKYIO
JeATeNbHOCTE  6e3  o0Opa3oBaHHMsS ~ IOPHAUYECKOrOo  JIMLA,  HECYT
aIMHHHCTPATUBHYIO OTBETCTBEHHOCTDh KaK IOpUAHYECKHE JIUIIA.

2. Tlonsatne rpyboro HapyilleHus YycraHaBiuBaercsi [IpaBUTeNBCTBOM
Poccuiickoit Penepauuy B OTHOUICHUH KOHKPETHOTO NHLEH3UPYEMOIo BHAA

eATeIbHOCTH. "

3)B abGsaue nepBoM vuacté | crareu 14.4 cmoBa "cratbeii 14.4°"

3aMEHHTB CJIOBaMH "JacThio 1 cTathu 14.4°";
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4) ctathio 14.4° H3NOXHUTH B cleNyIouleH peaaKium:

"Crates 14.4°. Hapymenue 3aKoHOIaTeJIbcTBa 06 oGpamienny
JIeKApPCTBEHHBbIX CPEJCTB

l. Hapyluene  ycTaHOBJICHHBIX  NpaBHJl  ONTOBOM  TOproBiK
IEKapCTBEHHBIMH  CpEACTBaMM M MOpsJKAa  PO3HHYHOH  TOProBiu
NleKapcTBEHHBIMH NIpenapaTaMi -

BJIEYET HAIOXKEHHE aJJMHHUCTPATUBHOrO WITpada Ha rpaxxaaH B pazMepe
OT IISTH THICAY JO AECATH ThiCSY pyOneit; Ha JOKHOCTHBIX JIML - OT ABAILATH
THICSY O TPUALATH THICAY pyOseH; Ha IOPHAHYECKHX JIML - OT CTa THICAY O
cTa NATHAECATH ThicAY pyOneit WM aIMHUHHCTPATHBHOE NPHOCTAHOBJICHHE
JEATELHOCTH Ha CPOK 0 AEBAHOCTA CYTOK.

2. Peanu3auus u OTIIyCK JIEKAapCTBEHHBIX IIPENaparoB, BKJIIOYEHHBIX B
MepevyeHb KM3HEHHO HEOOXOOMMBIX W  BaXHEHIIMX JIEKApCTBEHHBIX
IpenapaToB, ¢ HapylleHHeM TpeOoBaHMI 3aKOHOJaTe/lbCcTBA 00 obOpaleHHH
JICKapCTBEHHBIX CpENCTB B 4YacTH YCTAHOBJEHHS MpelelbHBIX pa3MepoB
PO3HHMYHBIX HaN0aBOK K (PAKTHHECKHM OTIYCKHBIM LIEHaM, yCTaHOBJIEHHBIM
MPOU3BOAMTENAMH  JICKAPCTBEHHBIX  MpenapatoB, Ha  yKa3aHHEIE
JIeKapCTBEHHBIE NIpenaparsi -

BJIEYET HAIOXKEHHUE aAMHUHHCTPATHBHOrO 1ITpada Ha JODKHOCTHBIX JIMI
B pa3Mepe OT CTa ThICAY [0 CTa MATHAECATH ThICAY pyO6iieil; Ha IOpHANYECKHX

JML - B pa3Mepe OT ABYXCOT HATHIECATH THICSY IO MATUCOT ThICAY PyOJieit WiH
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aﬁMHHHCTpaTHBHoe PHOCTAHOBJIEHHE NEATEIBHOCTH Ha CpPOK A0 AEBSHOCTA
CYTOK.

3. Peasinzaust ¥ OTNYCK JIEKAPCTBEHHBIX IPENapaToB, BIVIIOYEHHBIX B
nepedeHb KM3HEHHO HeOOXOAMMBIX M  BaKHEHIIMX JIEKapCTBEHHBIX
penaparoB, ¢ HapylleHueM TpeOOBaHWI 3aKOHOJATENbCTBA 00 obOpaleHHu
JIEKapCTBEHHBIX CPENCTB B 4YacTH YCTAHOBJICHHS IIPEAEIBHBIX pa3sMeEpoB
ONTOBBIX Han0aBOK K (AKTHUYECKMM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
NPOU3BOJUTEIAMHU JIeKapCTBEHHBIX Ipenaparos, Ha  yKasaHHEBIE
JieKapCTBEHHbIE Npernapars -

BJIeYET HAJIOXKEHHE aAMHHMCTPATHBHOrO WITpada Ha JOJKHOCTHBIX JIHI
B pasMepe OT CTa MATHOECATH ThICAY MO MABYXCOT THICSY pyOneit; Ha
IOPHIHYECKHX JIHL - OT MATHCOT THICAY OO OJHOrO MUIUTHOHA pybOneid WM
aJMMHHUCTPAaTHBHOE NPHOCTAHOBJICHUE NEATEIBHOCTH HAa CPOK IO AEBSHOCTA
CYTOK.

[Ipumeuanmue. 3a aMHUHUCTpPATUBHEIE NpaBOHapyILICHUS,
NpeJyCMOTpEeHHbIE  HACTOslIe  crarbed, JiMLa,  OCYIIECTBIAIOLIHE
IpeaNpPUHUMATENBCKYIO XEATENBHOCTE 6e3 06pa3oBaHUs IOPHAHYECKOrO JIHIA,
HECYT aZIMHHHUCTPATUBHYIO OTBETCTBEHHOCTD KaK IOpHIHYECKHUE JHLA.";

5) B ctatbe 23.1:

a)4yacth 2 mocne ciaoB "yacTeio 1 crarhu 6.31," DOMOMHUTE CIOBaMH

"gacTeio 2  crtathu 6.34, cratbedl 6.40 (3a  HCKIIOYEHHMEM  CIy4YaeB
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oéymeCTBneHuﬂ COOTBETCTBYIOLLEH MpPEANPHHUMATENbCKOH NEATENBHOCTH C
HapylleHHeM JIMLEH3HOHHBIX TpeOoBaHHit),";

6) a63an, yerBepThIi wacth 3 mocne uubp "6.33," mOMONHMTE
cnoBaMH "6.40 (3a HCKITIOYEHHEM CITyyaeB OCYLIECTBIIEHHUS COOTBETCTBYIOLIEH
AESATENBHOCTH, HE CBA3aHHOH C H3BIeYEeHMEM MpHOBIIH, C HapylleHueM
JIMIEH3UOHHBIX TpeboBaHuit),", mocine uudp "14.1," nomonHUTH clIOBamu
"yacTamu 2 u 3 ctateu 14.4%";

6) yactb 1 craThu 23.81 H3NM0XHUTH B CIEAYIOLIEH peJaKLHH:

"1. @enepanbHbId OpraH HCIHOJHUTENLHON BJIACTH, OCYIUECTBISAIOLIMI
¢YHKLIMH 10 KOHTPOMIO W Haa3opy B cdepe 34paBOOXpaHEHHSA, €ro
TepPUTOPHATIbHBIE OpraHbl PacCMaTPHUBAIOT Jena 00 aAMHHHCTPAaTHBHBIX
NpaBOHAPYILEHUSX, [IPEIyCMOTPEHHEBIX cTaTbel 6.24 (B 4acTH KypeHHs Tabaka
Ha TEpPpHUTOpPHAX M B MOMEUICHMAX, IpeJHA3HAYEHHBIX JUIS OKa3aHH:
MEAUIMHCKUX, peaCHINTAUOHHBIX M  CaHATOPHO-KYPOPTHBIX  YCIyT),
ctatheif 6.25 (BuacTH HecoOmoneHus TpeOOBaHUH K 3HaKy O 3ampere
KypeHHs, K BBIAC/IEHHIO W OCHAIEHHIO CHEUHAIBHBIX MECT A KypeHHUs
Tabaka nM00 HEHMCHONHEHHA O0jA3aHHOCTEH MO0 KOHTPOMIO 3a COOMOJCHHEM
HOpPM 3aKOHOJATENILCTBA B cepe OXpaHBl 340POBbA FPaXAaH OT BO3ACHCTBHS
OKpy>Kalollero TabayHOro OriMa U IOCJIEICTBHH MoTpeOieHHs Tabaka, Ha

TEPPUTOPUSIX H B INOMCUICHHUAX, NPCAHASHAYCHHBIX I OKa3aHHA

26040169.doc



14

MEQMLUMHCKHX, peaOWIMTalMOHHBIX W  CaHaTOPHO-KYPOPTHRIX  ycCnyr),
craTbeii 6.28, yactamu 1, 2 1 3 crated 6.29, cratbsamu 6.30, 6.32, dacTrio 1
cTath¥ 6.34, ctathMH 6.35 - 6.39, yacteio | cTaTRH 14.4%, vactamu 1 u 2
crate¥ 14.43, cratesmu 14.44, 14.46, uyacteio 5 crtatbu 19.4, 4vacTeio 21
ctatel 19.5, cTarseit 19.7 Hactosmero Kogekca.";

7) B myHkTe 18 yactu 2 crateu 28.3:

a) cnmoBa "crarbel 6.24 (B wacTH KypeHHA Tabaka Ha TEpPHTOPHUSAX
M B IOMELIEHMAX, MpeAHa3HaYEHHBIX JUIS OKa3aHWd MEIHIIHHCKHX,
peabWIMTaUMOHHBIX M CaHaTOPHO-KYpOPTHBIX yCiIyr), crarbeit 6.25,"
HCKITIOYHTE;

6) cnoBa "crareeit 11.32" 3amenuTs cnoBamu "crtathamu 6.40, 11.32,
yacTamu 2 4 3 cratbH 14.4%",

Cratbs 2

Hacrosumi @enepaibHblii 3aKOH BCTyMaeT B CHIy ¢ | sHBaps

2017 ropxa.

IIpesnaeHt
Poccuiickoit Penepaunu
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INOSICHUTEJIBHAS 3AIINCKA

K npoeKTy ¢eaepaanHoro 3axona 'O sHecennn uameHennii B Kogekc
Poccniickoit ®@exepannn 06 aAMHHHCTPATHBHLIX NPAaBOHAPYIIEHHSAX B YaCTH
COBEpLIEHCTBOBAHHA aAMHHHCTPAaTHBHOH OTBETCTBEHHOCTH B chepe
3ipaBooxpaHeHus"

ITpoext ¢denepansHoro 3akona "O BHeceHHHn u3MeHeHMH B Kogekc
Poccuiickolt ®enepauunt 00 aIMHHUCTPATHBHBIX IIPABOHAapyWIEHMAX B YacTH
COBepILIEHCTBOBAHUS aJIMMHUCTPaTUBHOR OTBETCTBEHHOCTH B ctepe
3paBOOXpaHEeHHA" (Jajee - 3aKOHONPOEKT) TIIOATOTOBJIEH BO HCIOJIHEHHE
nopydenus [Ipesunenrta Poccuiickoit @enepaunu ot 5 aexabps 2014 r. Ne I1p-2821
(mommyHkr 16 myHkTa 1) 0 BHeceHuH B 3aKOHOAaTeNbCTBO Poccuiickoit Penepanuu
H3MEHEHHH,  ofecneuuBaOIMX  CO3NaHWE  LEHTPAIN3OBaHHOH  CUCTEMBI
rOCYNapCTBEHHOTO  KOHTPONA 3a KaueCTBOM  pabOTBl  MEOUIMHCKHX H
(dapMaLEeBTHYECKHX OpraHu3aiuuii, o6paTHB 0co60oe BHUMaHUE Ha HOCTATOYHOCTH Y
Poc3apaBHag3opa MONMHOMOYMHA M HHCTPYMEHTOB Ui oGecreyeHHs KOHTpons 3a
KaueCTBOM OKa3bIBa€MbIX MEIUIMHCKUX YCIYT.

3aKOHONPOEKTOM  NpexycMOTpeHo BHeceHHe H3MeHeHMH B Kopekc
Poccuiickoit ®egepauuu 00 agMHHHCTPaTHBHBIX IPABOHAPYIIEHHUAX B HYAaCTH
YCTaHOBJIEHHs  aAMHHHUCTPAaTHBHOM OTBETCTBEHHOCTH 3a psAAd  HapylUeHH#H
TpeGoBanuii  (denepanbHOro 3akOHOAATENECTBA B cdepe 3aApaBOOXpaHEHHMH,
HecoOMOEHHE KOTOPBIX MOXXET OKa3biBaTh BIMSHHE HA MpPaBHIbHYIO OLIEHKY
3¢ QeKTUBHOCTH M 06€30IaCHOCTH JIeKapCTBEHHBIX MpenapaTroB, HapyllaTh IIpaBa
rpaxJaaH B cdepe OXpaHbl 3JOPOBBA, B TOM YHCIE CO3AABATh Yrpo3y NPUYHMHEHHA
Bpea 34OPOBBIO H JKU3HH IPaXKAaH.

B Hacrosmee BpeMs OTCYTCTBHE IpelUlaraéMoidl  3aKOHOINPOEKTOM
aAMHHUCTPATUBHON OTBETCTBEHHOCTH HE MO3BOJAET B [ONHON Mepe MPUMEHATH
MEpBl BO3/ICHCTBHS NpH BBIABICHHH B XOAE MPOBEPOK MOJKHOCTHBIMHU JIMIIAMH
Poc3gpaBHam3opa HapymieHmii xadyectBa M 0O€30MacCHOCTH  MeIULMHCKOI
JeATeNbHOCTH.

Ilpu 3ToM BBIZaya mnpeanHcaHWii SABAAETCS HENOCTATOYHO 3IPPEKTHBHOM
Mepoil BO3JEHCTBHA [UIA YCTpaHEHHUsA HapyLIeHUH B cdepe 3apaBOOXpaHEHHS,
AOAMMHHCTPAaTHBHYIO OTBETCTBEHHOCTh 3a KOTOpble IIpe/Ularaerci BBECTH
3aKOHONPOEKTOM.

Kpome 3rToro, 3akoHompoekT mpeiaraeT YCHWIHTh aAMUHHCTPATHBHYIO
OTBETCTBEHHOCTh 33 HapylleHHe 3aKOHOJaTeNnbCTBA B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEIACTB IyTeM YBENHYEHHA CyMMBl TpadoB 3a HapyuIeHHE
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TNpaBUJI ONTOBOH TOPIOBIM JIEKAPCTBEHHBIMH CPEICTBAMH M IOPSAKa PO3IHHYHORM
TOPrOBJIY JIEKAPCTBEHHBIMH [IpenapaTaMy.

3aKOHOMpPOEKT MpeaJiaraeT MPeAOCTaBUTh NOTHOMOYHS 110 PACCMOTPEHHIO e
06 agMUHMCTPAaTMBHBIX IIPaBOHApYLUEHHSAX IO pPAgy cTareii 00 YCTaHOBIIEHWH
aIMUHUCTPAaTUBHOH OTBETCTBEHHOCTH, BBOAMMBIX 3akoHoIpoexToM, PenepanbHoit
ciyx6e o Ham3opy B cepe 30paBOOXPAHEHHUS.

Llensio BBeneHHA HOBBIX BMIOB AaIMHUHHCTPAaTHBHOH OTBETCTBEHHOCTH
3a HapylleHHe 3aKOHOJATeNbCTBA B cdepe 3ApaBOOXPAaHEHHS WIH YCHIICHHS
aIMHHHCTPAaTUBHOM OTBETCTBEHHOCTH 10 YXe CYyIIECTBYIOL[HM COCTaBaM
aMHHMCTPaTUBHEIX INpaBOHApylleHHH B cdepe 3ApaBOOXPAHEHHS SABISETCA
noBbllieHHe 3(PPEKTUBHOCTH M  Pe3YNbTAaTHBHOCTH  KOHTPOIBHO-HaA3OpPHOMU
AEATENbHOCTH M OpHEHTAaUUA  [OCYHApCTBEHHOTO  KOHTpons  (Ham3opa)
Ha npedynpexaeHHe H I00yXJeHHe K IIpeceyeHHI0 HapylleHHA B cdepe
3[paBOOXpaHEHHA.

3aKOHOIIPOEKT COOTBeTCTBYeT nonoxeHusM JloroBopa o Espasuiickom
3KOHOMHYECKOM COIO3€, @ TAK)XKe IMONOXKEHHAM HHBIX MEXAYHApOIHBIX AOrOBOPOB
Poccuiickoit Denepaund HW He OKaXeT BIUAHMUA Ha [JOCTH)XCHHE Lenei
rocyapcTBeHHBIX ImporpamMm Poccuiickoit @enepauuy.
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OPUHAHCOBO-3KOHOMHUYECKOE OBOCHOBAHHE

K npoekTy ¢eaepaibLHOro 3akona 'O BHeCeHHH H3MeHeHH i
B Koaexc Poccuiickoii Peaepaunu 06 aiMHHACTPATHBHBIX
NpaBOHApPYLIEHHNAX B YaCTH COBEPIICHCTBOBAHMA
aAMHHHCTPATHBHOH OTBEeTCTBEHHOCTH B cepe 3ApaBooxpaHenus'

[na peanuzauuu PenepansHoro 3akoHa "O BHeceHMHM u3MeHeHMH B Kogekc
Poccuiickoit ®Denepauuu 06 agMHHUCTPATHBHBIX [PAaBOHAPYIUEHUAX B YacTH
COBEPLIEHCTBOBAaHUSA aIMHHHCTPaTUBHOM OTBETCTBEHHOCTH B cbepe
3[paBOOXpaHeHUn" He noTpefyercst BbIAENEHHA NOMONHHUTENIBHBIX ACCUTHOBAHMH M3
(eepanbHOTO GlOMKeTA.

OcyuiecTBieHHe MOTHOMOYHA, BO3JIOXKEHHBIX B COOTBETCTBHH C HACTOSALIUM
MPOEKTOM 3aKOHa, OYAET OCYIIECTBIATECS B paMKax OIOJDKETHBIX aCCHTHOBAHMIA,
npexycMoTpeHHbIX PenepankHoii ciryx6e Mo Haa3opy B chepe 3IpaBOOXPaHEHHUS.
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NEPEYEHD

HOPMATHBHBIX NpaBoBbixX akToB [IpesnnenTa Poccniickoii Menepaunmn,
[IpaBuTenscrBa Poccniickoit @enepannu u geaepaibHbIX OPraHoB
HCNIOJIHHTEJIbHOH BJIACTH, [0/1/1€3KAIHX NPH3HAHHIO YTPATHBIIHMH CHJTY,
NPHOCTAHOBJ/IEHHIO, H3MEHEHHIO HJIH IPHHATHIO B CBA3H ¢ NPHHATHEM
DegepasbHoro 3akona "' Buecennu nameHennii B Kogexe Poccuiickoii
Mepepaunn 06 aAMHHHCTPATHBHLIX PABOHAPYIIEHAAX B YaCTH
COBEpILICHCTBOBAHMA aAMUHHCTPAaTHBHO#H OTBETCTBEHHOCTH B chepe
3ApaBOOXpaHeHHus'"

IMpunatue ®@enepanpHoro 3axoHa "O BHeceHMM u3MeHeHHH B Kopekc
Poccuiickoii ®epepauuu 00 agMHHHCTPATUBHBIX [IPABOHApyUIEHHUAX B YacTH
COBEpILIEHCTBOBAHUSA aAMMHHMCTPaTHBHOM OTBETCTBEHHOCTH B chepe
3ApaBOOXpaHEHHA" He  norpe0yeT  OpU3HAHHA  YTPATUBIUHMH CcHITY,
IIPHOCTAHOBICHHUS, HU3IMEHEHUSN WIM MPUHATUA HOPMATUBHBEIX IIPABOBBIX aKTOB
Ilpesunenta Poccuiickoit ®enepaunn, [IpaBurennctBa Poccuiickoit Penepanuu u
denepanbHBIX OPraHOB UCTIOMHUTENBHOM BIIACTH.
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NEPEYEHD

¢beaepanbHLIX 3aKOHOB, MOA/EKALHX NPU3IHAHHIO YTPATHBIIHMH
CHJTY, IPHOCTAHOBJIEHHI0, H3MEHEHMIO WIH NIPHHATHIO B CBA3H
¢ npunsnTHeM PenepaabHoro 3axona 'O BHeceHHM H3IMeHeHHiA
B Koaexc Pocchiickoii ®egepaunn 06 aAMAHUCTPATHBHBIX
NPaBOHAPYILIEHHAX B YACTH COBEPILIEHCTBOBAHHUS
aAMHHUCTPATHBHOH OTBETCTBEHHOCTH B cdepe 3xpaBooXpaHeHHs "

Ilpunstue ®PepepanpHoro 3akoHa "O BHeceHMH u3MeHeHMit B Kopexc
Poccuiicko#t ®epepanmu 00 agMHHHMCTPAaTUBHBIX NPABOHApYIIEHUSX B 4acTH
COBEpLIEHCTBOBAHUSA aJMUHUCTPATUBHOM OTBETCTBEHHOCTHU B cdepe
3paBOOXpaHeHHas"  He  moTpeOyeT  NpH3HAHMA  YTPAaTHBIIMMH  CHIY,
NPUOCTAHOBJICHHS, H3MEHEHHSs WM IPUHATHS MHBIX delepabHBIX 3aKOHOB.
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