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E.B.KocsHenko, J.A.benukom, T.E.BopoHUHO#H, T.O.AnexceeBo#,
P.B.bykauakoseiM, B.M.MupoHoso#t, H.A.UepHsesoi, B.B.HBaHoBBIM,
C.B.UuxossiM, A.B.Marpamosem, I'.K.CadapanuepsiM, A.B.HepHHIEBLIM,
A.B.Xapxossim, H.H.ITumoc, B.5.Kunsesbim, A.B.CutHuxosbM, JI.A.Orynem,
O.M.Iepmanosoit, I1.M.ITmMamKoBsIM, T.B.ConomatuHoi, A.A.XapCHEBBIM,
A.HKo3nosckum, A.AKyseuko, O.M.Kazakosoii, I'.M.JlaHuukoBo#,
AT Kororuno#t, A.I'.Ko6unessm, B.J1.Bomonankum, B.H.KapambimeseiM,

HO.H.llIspiTkunbiM, B.K.AnyureBbim.

2. Hanpaeuts ykasaHHBIE 3akoHompoekT Ilpesunenty Poccuiicko
®enepanun, B Coser Demeparmuu Penepansroro Cobpanus PoccHACKOH
d)enepaunn,. KOMHMTETE HM Komuccum IocyrmapcreenHo# Jlymel, Bo ¢pakimu
B TDocymapcreenHo#ft [Jlyme, B IlpaBurennctBo Poccwuiickoit ®Pexnepaiuy,
3aKOHOJATeNbHbIE (IPEJCTaBUTENbHBIE) OpraHbl TOCYAApCTBEHHOH BJIACTH
cyopekroB Poccuiickoit ®enepamun, Koncrurynmonsseii Cyn Poccuiickoi
®enepanun, Bepxosasiii Cyn Poccuiickoit deneparun.

YcraHoBUTb, YTO NONPaBKM K  yKa3aHHOMY  3aKOHOIIPOEKTY
Hanpasistorcs B Komurer I'ocynapcrBeHHo# J[yMBl mo rocyZapCTBEHHOMY
CTPOMUTENBCTBY M 3aKOHOAATENLCTBY B TPUAUATHAHEBHBIA CpOK €O OHA
npuHATHA Hactogmero IlocTaHoBneHMs.

3. Komurery [I'ocymapcrBennoit JlyMpl 10 rocynapCTBEHHOMY

CTPOHUTENBCTBY H 3aKOHOIATCNBCTBY ).IOpaﬁOTaTB YKaBaHHBIfI 3aKOHOIIpOEKT




C Y9YeTOM IOCTYNMBIIMX IIOUPaBOK X BHECTH €ro Ha pPacCMOTPEHHE
I'ocynapctBeHHO# J{yMbI BO BTOPOM YTEHHMH.
4. Hacrosmee IlocranoBneHue BCcTymaer B CHIY CO HHA  €ro

TIPHHATHA.

Ipencenarens ["'ocynapcTaenty
@enepansHoro Cobpanm,

Poccuiickoit Oenepamm B.B.Bonogun

Mocksa
10 saBapa 2019 ropa
P 5587-7 T'll
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Brocwres genmyraTamu Tocy,uéchBeHHoﬁ JyMe1
®enepansuoro Cobpanus Poccuiickoit ®enepanuu

M.A Spozoit, T.B.IInerneBoii, 3.A.BaneessM,

0.B.Oxy=nesoii, A.ATerra, A.C.ITpoKombeBsIM,

H.B.I'opopusem, A.B.TypossiM, O.I1.BsikossM, M.B.I'yreBckum,

T .B.Canpexuroit, T.B.Kacaesoit, C.H.KotkureiM, E.A MuTrHO#,

A H.Ilerpossm, A.Jl.BypramossmM, A.JL.Kpacosrm, B.C.Ckpyrom,
T.A.®ponosoii, E.B.Kocsauenko, JI.A.benukoMm, T.E.Boporunoi,
T.O.Anexceenoii, P.b.byxazakossm, B.M.MupoHosoii,
H.A.Yeprsiesoit, B.B.MBanoseM, C.B.UwmwxossM, A.B.MarpamoBsim,
I' K.CadapanzeBsm, A B.Yeprennesnm, A.B.Kapkxossmv, H.H.ITumoc,
B B.Kunsesev, AB.Curanxossm, JI.A.Orynem, O.M.I'epMaHOBOiA,
LA IIvmamxoBsim, T.B.ContomaTnnoii, A.A. XapcHeBEIM,

A H.Kosnockam, A.A Kyserko, O.M.Kaszakosoii, I". M. lanunkosoi,
AT Kororusoi, A.I'.KoGmiessm, B.I1L.Bogonanxum,

B.H Kapambinessm, 10.H.11IBerrkunsm, b.K.Axyunessm

DEAEPAJIHHBINA 3AKOH
O BHeceHHH H3MEHeHMI
B Konexc Poccniickoii Menepanun
00 aXMHNHCTPATHBHBIX IPABOHAPYMIEHHAX

Brectn B Kopmexc Poccuiickoit ®Penepanus 006 aMHHUCTPATHBHBIX
upasonapymenusix (Cobpamme 3akomojarenscTBa Poccuiickolt deneparium,
2002, Ne 1, cr. 1; 2015, Ne 1, cr. 85) cnepyionpie u3MeHEHUS:

1) B cratee 3.5 cnosa "cratesMd 6.33, 11.20.1" 3aMeHuMTH CliOBaMH
“crateaMu 11.20.1", cmoBa "ctareamu 11.26" 3aMeHMTH CIOBAMH ''CTATHAMH
6.33,11.26", ciopa "craTeaMe 5.38, 6.33" 3amenuTs cioBamu " craTthamu 5.38",

cnoBa "crarkama 7.5" 3aMeHRTE croBaMu "craresmi 6.33, 7.5";

2) crarbio 6.33 nonoMHATH YacTHIO 3 CIEAYIOMETO COMEPIKAHHS:
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"3. Iponaxa dbanscHpHUIMPOBAHHKIX, KOHTpa(aKTHRIX,
He106poKaJeCTBEHHEIX, He3aPErHCTPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/CTB MIIH
dbanscupmmpoBaHHEX GHONOrHIECKA aKTHBHEIX HobaBok, mubO peanmsaus
danscuUIEpOBaHHEIX, KOHTpagaKTHEIX, HeRoOpOKadecTBEHHAIX
MEIUIMHCKAX M3[eMi, C HCIIOJNB30BaHHEM IpH COBCPHICHMH JaHHBIX
IIpaBOHApYIIEHMHA CPEACTB MaccoBoi HMH(pOpMamus 6O 3NMEKTPOHHBIX HIH
HH}GOPMAHMOHHO-TETIEKOMMYHHKAIHOHHEIX ~ CeTeH, B TOM HYHCHE CETH
"WuTepHeTr”, ecnidm OSTH AcHCTBHA HE COJEepXaT IIPU3HAKOB YroJIOBHO
HAKa3yeMoro AesiHud, -

BIEYET HAJOXEHHE AJMHHUCTPATHBHOTO mTpada Ha rpaxaaH B paiMepe
OT CeMMAECATH IIATH THICAY [0 ABYXCOT THICSY pyOnei; Ha AOJDKHOCTHEIX JIALL -
OT CTa NSTHAECATH THICAY JO BOCEMBLCOT THICHAY pyOneif; HA MHIUBUAYATEHEIX
IpENNIpUHUMATEIIER - OT CTa NATHACCATH THICHAY JO BOCEMBCOT THICAY pyOneit
WA aIMUHHMCTPATHBHOC NpPHOCTAHOBJCHHE JCATEIPHOCTH HA CPOK O
JAEBAHOCTa CYTOK; Ha IOPHAMYECKHX JHI{ - OT ABYX MHUIMOHOB [0 HATH
MHJLUIHOHOB pyOne#t Wi agMHHUCTPAaTUBHOE IIPHOCTAHOBJICHHE ACSTENLHOCTH

Ha CPOK JI0 I€BIHOCTa CYTOK.".

Ilpesunent

Poccuiickoit ®enepaimu 2




IosicHuTENLRAS 3ANIHCKA K HPOEKTY QefepaibHoro 3aKoua
«O Brecennn n3menennii B Kogexc Poccuiickoit @eaepanau 06
aAMHHECTPATHBHELIX NPABOHAPYIIEHHIX»

®enepansHbM 3aK0oHOM oT 31 aexabps 2014 rona Ne 532-®3 "O BaeceHuu
M3MEHEHHH B OTHENbHHIE 3aKOHOJATENBHEIE akThl Poccuiickoi Depepann B
JaCTH TMPOTHBOAEHCTBHA 06GopoTy QanncHHIMPOBAHHEX, KOHTpahaKTHEIX,
HeJIOGPOKAYECTBEHHMX M HE3aperMCTPUPOBAHHEIX JIEKADCTBEHHBIX CpPEACTS,
MCIHIMECKUX H3feNMA ¥ (anbCHOUMIMPOBAHHKIX GHONOrHYECKH AKTHBHBIX
mobasok" B Poccmiickoif (Mefepauun Gha  BHEpBHIE  YCTAHOBIEHA
aIMUHHCTPaTHBHAad OTBETCTBEHHOCTh 3a oOpameHue QanrCcHOUIUPOBAHHELX,
KOHTpagaKTHEIX, Heno6poKaueCcTBEHHBIX H He3apeTrHCTPUPOBAHHEIX
NIeKapCTBEHHBIX CpeJCTB, MeIUIHHCKHX H3enmit " oboport
danscuduIMpPOBAHHEIX GHOOrMYECKH AKTHBHEIX 00OABOK.

IIpy 3TOM pa3sHMIIa MEXY COCTaBOM aAMHHHUCTPATHBHOIO IPaBOHADYIICHHUS
H  YrOoJOBHEIM  3aKMIOYaeTci B  CTOMMOCTH  (arbCH(PUIHPOBaHHEIX,
HEoOpOKadeCTBEHHBIX M HE3aperMCTPUPOBAHHEIX JIEKAPCTBEHHBIX CPEJCTB,
METHUMHCKMX H3JeMud ¥  (QaisCHQUUHAPOBAaHHRIX OMONOrMYECKH aKTHBHBIX
700aBOK BBEIEHHBIX IPECTYITHHKOM B IpaXaHCKH 060pOT ~ eCJIH CTOHMOCTE JIO
cTa Thics4 py6bneili HacTynaeT aJMHHHCTPaTHBHAS OTBETCTBEHHOCTH, el OoJiee —
YrOJIOBHas.

B paMkax rocyaapCTBEHHOro KOHTpONA 3a oOpalieHHeM IeKapCTBEHHLIX
npenapatoB B 2017 rogy m3paTo M3 oOpameHust 6 TOProBrIX HauMeHOBaHuUH, 6
cepuif ¢anbCHPUUMPOBaHHEIX JIeKapcTBeHHBIX mpenaparoB (8 2016 rogy 10
TOProBeIX HauMeHoBaHuH, 11 cepuif), 2 TOprosrIx HaHMEHOBaHMA H 215 cepuit
¢danbcupHIMpoBaHHEIX (apManeBTHdeckuX cyOcranmuii u 4 HamMeHoBanus 61
Cepus IPenaparoB H3roTOBNCHHEIX 13 HuX (B 2016 cyuaes e 6xuio0).

B pamkax rocygapCTBEHHOro KOHTPONS 32 OOpamieHHMeM MeJUI[MHCKUX
mgenuit B 2017 roxy Poc3gpaBHanzopoM npemorspameHo obpamenue Gornee 1
MHUIHOHA  CAMHMI  MEAMIMHCKHX  H3Aenuif, HE  COOTBETCTBYIOIMX
YCTaHOBJICHHEIM TpeOOBaAHMAM. BEIsSBIIEHO 334 HaUMEHOBaHUSA
He3aperiCTPUPOBABHLIX MENMIMHCKHX u3zienuit (269 455 equnungr), (8 2016 roxy
337 HesaperHcTpMpOBaHHEIX) 12 HauMeHOBaHHH (anbcHPHIMPOBAHHEIX
MeuupHCKuX w3nenn (3 875 emmummn) (8 2015 roay 20 damscupnimpoBaHHBIX
MEAUITHHCKHX H3IeIHit).

Ilo pesymbTaraM MoHHWTOpMHra cerd "HHTepHET" NMpaBOOXpaHUTENBHEIMH
opraHaMu 6puio BrIsBIEHO oxosio 700 ViHTepHeT-pecypcoB (Brmodas pecypcsl ©
GecnnaTHEIME OOBABICHUAMA H COLMANLHBIE CETH), Ha KOTOPBIX Mpeiarajuch K
MPOA@XE pELENTYpHHE JIeKapCTBEHHRIE CpEACTB3, CHILHOAEHCTBYIOMIME,
IICHXOTPOITHBIE ¥ HAPKOTHIECKHE CPEACTBA.

O6o3naucHHast TCHACHIMA CTABHT 3a4ady 110 YCHICHHIO IIPOTHBOAEHCTBHSA
obpameHmio GanbCHPUIMPOBAHHEIX, KOHTPapaKTHRIX, HEAOOPOKAYECTBEHHEX U
HE3aperHCTPHPOBAaHHBEIX JIEKAPCTBEHHBIX CpPEACTB, MEIWLMHCKHX H3JEeNud Hu
¢banscudHIMpoBaHHEIX OHONOrHYecKH aKTHBHEIX J06aBok B cetn "UHTepHeT".
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TIpm 3TOM, ClieAyeT yIuTRIBaTH, 9T0 Konsenmueit Cosera Epornsi o 60prbe
¢ damcudukanueii MeTMIMHCKOH NMPOAYKIMH M CXOJHEIMM MPECTYIUICHUSIMH,
YTPOXAIOIMMH 3OpOBEI0 HaceneHHd (mamee - Kompemmua «Meauxpum»)
NpENyCMATPHUBACTCA BKIIOYEHHE OTAI9AIOMEro OOCTOATENbCTBA B BHJIE
HCHONE30BaHMS  CPEACTB  INMPOKOTO  pacnpOCTPaHCHHs,  TakuX, Kak
HH(QOPMAIMOHHEE CHCTEMB], BKIo9as VIHTepHeT, NpH HasHAYeHHMM CaHKIMH B
CBS3H C NPaBOHAPYIIEHWsIMH, IPH3HAHHEIMHA B Ka49eCTBE TAKOBHIX B COOTBCTCTBHH
¢ nauHoit Kouseruueii. _

Hcxoms M3 3TOrO, IPOEKTOM MpEeIUiaracTcsl YCTAaHOBHUTH MOBHILICHHYIO
aJIMUBMCTPATHBHYIO OTBETCTBEHHOCTh 32 TpOJaKy ¢anscHUIBpoBaHHEIX,
KOHTpa(aKTHBIX, HeoOpOoKauecTBeHHEIX, He3aperucTpHpOBaHHEIX
NIEKaPCTBEHHEIX CPEACTB MM (anbCHHIIHPOBAHHEIX OHONOrAYECKH BKTHBHEIX
no6asox, nmbo peanmzamo  GaNECHPAUMPOBAHHBIX, KOHTPad)aKTHEIX,
HefoOpoKadeCTBEHHRIX =~ MENUIMHCKHAX W3JeNMil, C HCIONb3OBaHHEM IpH
COBEPIICHUM JaHHBIX NpaBOHApYIIEHHE cpelcTB MaccoBoi HH(opMarmu Jubo
3JIEKTPOHHEIX MM HHGOPMAIUOHHO-TENEKOMMYHHKAIHOHHBIX CeTeH, B TOM YHCIIE
cetn "HHrepHer”, ¢ yueToM NOBBINCHHOH ONACHOCTH IIOCHCACTBHH 1O
OTHONIEHMIO K  HEOrpaHMYeHHOMY Kpyry Jmn. Takke  BHOCATCH
KoppecnmoHMpyelomue w3MeHeHMs B crareio 3.5 Komexca Poccuiickoit
Denepanun 06 AAMHUHUCTPATHBHEIX [IPABOHAPYIICHHSX.




PuHAHCOBO-3KOHOMHEIecKoe 00ocHOBARME
K OpoeKTy denepaibHoro 3akona «0 BHecenHn usMeHenn i
B Koaexc Poccniickoii ®epepanun
00 aMEHACTPaTHBHbLIX IPABOHAPYNICHHUAX»

Peamuzanus denepanmsHoro 3axkoHa «O BHecenmM H3MeHenudt B Kopexc
Poccniickoit ®enepanuu 06 afMAHACTPATABHEIX IPABOHAPYIICHHAX» HE MOBJICYET
M3MEHEHUs (PMHAHCOBBRIX OOJ3aTENHCTB rOCYJapCTBa, He HOTpeOyeT yBendueHus
YTBEPXICHHOA B yCTAHOBJICHHOM NOpAZKE IITATHOH YHCIEHHOCTH ¢efepalbHBIX
OpraHoB HMCITONHHTEILHOH BIACTH H acCHrHOBaHWMH, NpEeNyCMOTPEHHHIX B
dbenepanHoM Glomkere Ha HX COAEpKAaHHE M BHIIOJHEHHE YCTAHOBICHHBIX
Gynximit, a TalOKe MONONHUTENHEHOTO (UHAHCHpOBaHMS U3 (eaepaTbHOro
610/Kera.
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Ilepedennb akToB (eAepaibHOI0 3aKOHOAATENLCTBA, NOLJIeKAIMHX
NPH3HAHMIO YTPATHBIMEMM CHITY, NPHOCTAHOB/ICHHIO, H3MECHEHHIO HJIH
NpPHHEATHIO B CBY3H ¢ NpHHATHeM (eaepasibuoro 3axona «0 BHecennn
n3menenni B Kogexe Poccniickoii ®enepanun 06 agxMAHHCTPATHBHLIX

npaBOHAPYUICHHAX»

[punarue DenepansHoro 3axoHa «O BHecennmn m3meHeHud B Koxexc
Poccuifickoit @enepanu 00 aIMHUHHCTPaTHBHEIX NpaBOHAPYIICHHAX» HE
notpebyer N3MeHEeHHUs aKToB (heilepaNbHOro 3aKOHOATENBCTRA.




