FOCYIOAPCTBEHHAS [YMA
®EIEPAJIBHOI'O COBPAHUS POCCUUCKON ®EJEPALIUH
CEIbMOTO CO3BIBA

INOCTAHOBJIEHHUE
TOCYJIAPCTBEHHOUN IYMEI

O npoekre denepasibHoro 3akona Ne 714648-7 «O BHeceHHH H3MEHEHM# B
HEKOTOpbIe 3aKOHOAaTe/bHbIe aKThl Poccuiickoit @egepanun»

I'ocymapctBeHHas [Jlyma @epepansHoro CoOpanus  Poccuiickoit

Demepalydi MOCTAaHOBJASET:

l. IlpuHATE B I@EpBOM YTEHUHM MPOEKT ¢demepanibHOro 3aKoHa
Ne 714648-7 «O BHECEHHH HU3MEHEHHHM B HEKOTOpBIE 3aKOHOAATENIbHBIE aKThI
Poccuiickoit ®enepauun», BHeceHHbI uineHamu CoBeta Denepauuu
C.H.Pabyxuneiv, H.A.KypasneBoim, C.I1.1MBanoBIM, A.H.EnumuHsivm,
E.A.IlepmunoBoii, M.M.VnbbameBsim, A.A.CannaraposeiM, T.A.Kycaiiko u
nemytatraMu  TocynapctBenHoit  Jymel H.B.I'oBopuubiM, C.B.UuxoBbIM,
A .H.Hnienko, a Takke E.B.bylmIMUHBIM B epruoa UCITONTHEHUA UM MOJHOMOYHH

unena Cosera Qenepalui.



2. HampaButh ykasaHHbIM 3akoHompoekT [Ilpesunenty Poccuiickoit
@enepauun, B Coser Denepauuu PepepansHoro CobOpanus Poccuiickoi
®enepanuyn, KOMUTETH! U Komuccuu ['ocymapctBeHHoit [[yMbl, Bo ¢pakuuH B
['ocynapcteenHoit [dyme, B IlpaButensctBo Poccuiickoii ®epepanuy,
3aKOHOJaTeNbHbIe ([peACTaBUTENIbHBIE) OpraHbl [OCYyIapCTBEHHOW BIAcTH
cyonekToB Poccuiickoit denepanuy.

YCTaHOBUTH, YTO [TOMPABKU K YKa3aHHOMY 3aKOHOMPOEKTY HaIpPaB/AIOTCS
B Komurer [l'ocymapctBenHoid JlyMbl MO 3KOHOMHYECKOH IOJHTHKE,
MPOMBIILIEHHOCTH, UHHOBAaUMOHHOMY pa3BUTHIO U MPEANPUHUMATENbCTBY B
JNEeCATHUIHEBHBIN CPOK CO IHA MPUHATUA HacToAwero [ToctaHoBneHus.

3. Komutery ['ocymapctBenHoit JlyMbl MO 3KOHOMHYECKOW IOJHUTHKE,
NPOMBIIUIEHHOCTH, WHHOBALIMOHHOMY Ppa3BUTHIO U IPEANpUHUMATENLCTBY
A0padoTaTh yKa3aHHbIA 3aKOHOIMPOEKT C YYE€TOM MOCTYMHBIUMX MONPAaBOK H
BHECTH €ro Ha paccMoTpeHue ['ocynapcTBeHHOM [[yMbl BO BTOPOM UTEHHH.

4. Hacrosuee IToctaHoBneHHE BCTYIIACT B CHJTY CO AHA €ro IIPUHATHI.

[Ipencenatens ['ocynapcTse
®epnepansHoro Cobp

Poccuiickoit Penepa B.B.Bonoauun

MockBa
10 oxra6ps 2019 roga
¥ 6895-7 TH



Brecen wienamu CoBeta Pepepauun C.H.PsOyxuupiM,
H.A )XypaBneBbiM, C.I1.1BaHOBBIM, A.H.EnumiugeiM,
E.A Ilepmunosoii, M.M.VYnp6ameBbiM, A.A.Camarapossiy,
T.A Kycaiiko, nenyratamu [ocymapctBeHHOit  Jymsl
H.B.I'oBopunbiM, C.B.YmkosbiM, A.H.HMmenko, a Taxxe
E.B.byniMuHBIM B [EpHOI HCIOJHEHHS HM IOJHOMOYHH
ynena Coseta Qepepanum.

N FE8P- F TTpoext

®EJAEPAJTBHBIA 3AKOH

O BHeCeHHH H3MeHEHHH B HEKOTOPBIE 3aKOHOAATE/NbHbIE
akThbl Poccuiickoit @eaepaunn.

Crartes 1

Buectu B Pemepanpubiit 3akoH ot 22 HosOps 1995 r. Ne 171-@3
«O rocyaapcTBeHHOM pEryJMpOBaHUM IPOM3BOACTBA H 000OpOTa ITHIOBOLO CIHPTA,
QIKOTOJIBHOM M CIHpTOCOAepXKaliedt npoaykuu¥ YU 0O OrpaHuyeHHHd MOTpeOJIeHHs
(pacnutus) ankoronbHOM mnpomykuuu» (Cobpanue 3akoHomaTenscTBa Poccuiickoit
®eneparun, 1995, Ne 48, c1. 4553; 1999, Ne 2, ct. 245; 2002, Ne 30, ct. 3026; 2004,
Ne 45, c1. 4377, 2005, Ne 30, ct. 3113; 2007, Ne 1, c1. 11; Ne 31, c1. 3994; Ne 49, ct. 6063;
2011, Ne 30, c1. 4566; 2012, Ne 53, ct. 7584; 2013, Ne 30, ct. 4065; 2015, Ne 1, ct. 43, 47;
Ne 27, ct. 3973; 2016, Ne 27, c1. 4194; 2017, Ne 31, ct1. 4827; 2018, Ne 1, c1. 17; Ne 31,
cT. 4861; Ne 49, ct. 7520) cnenyroniue U3MEHEHMUS: |

1) B moamynkre 3.1 myHKTa 2 CTaThH 2 [OCJE CJIOB «CIHpPTa ITHIIOBOTO
(3TaHON)» DOMOTHUTH CIOBaMHU «HITH ITUIOBBIH CITHPTY;

2) B cTathe 8:

a) B ITyHKTE 2:

ab3all BoceMHAALATHIN IPU3HATh YTPATUBIIHM CIUTY;

ab3ary AeBsTHAAUATHIA H3JIOXKUTD B ClEAYIOLIEH penaKLuu:

«IIporpaMmHO-anmapatHble cpencTBa OpraHu3alui, OCYIIECTBIIAIOIIMX

TPOM3BOACTBO (PapMaleBTHYECKOH CyOCTaHIMH CIHpPTa ITUIOBOrO (3TaHOJA), [JOBKHEI
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obecreunBarh mepenadyy HHpopmanuu o6 obbeMe ee MPOU3BOICTBA, NMOCTABKH M (MIIH)
HCITOJIB30BaHUSA U1 COOCTBEHHBIX HYXI.»;

JOIOJIHATE a03aleM CIIeIYIOLIero COAepIKaHUA:

«ITporpaMMHoO-amnmapaTHele CpPeICTBa OpraHW3auui, OCYLIECTBISIOIMX 060poT
(32 HCKJIIOYEHHEeM pO3HHYHOH mOpoJaxH) ¢apMaleBTHYECKOH CyOCTaHUMM chupra
3THJIOBOro (3TaHOa), HOJKHBI 00ecieynBarh NpreM | nepenavy uadpopmauuu o6 oobeMe
3aKyNKH, [IOCTaBOK, XpaHeHHs W (WIH) MepeBo30K (apMaleBTHYeCKOH CyOcTaHUuH
CIHPTa I3TWIOBOTO (3TaHONA), MOJLYYCHHOH C MpPUMEHEHUEM TEeXHHYECKHX CpeIcTB
¢uxcaunu U nepenayd uHopmauuu o6 oObeMe MPOU3BOJACTBA U 000pOTa 3THIIOBOIO
CIUPTa, B EIUHYI0 TOCYNAapCTBEHHYI0 aBTOMATH3UPOBaHHYIO HHGOPMALHOHHYIO
CHCTEMY.»;

6) B myHkTe 9:

B ab3alle yeTBepTOM Iocie ciioBa «TpeGoBaHUs» AOMOIHUTH CIIOBaMH «a03aleB
1€ pBOro-TPETHLErON;

IOMOMHUTE ab3alaMH CIeLyIOUIero CoiepXaHms:

«He momyckaeTcs MpOH3BOIACTBO CIHPTOCOAEPIKALIMX JIEKAPCTBEHHBIX MPEMAapaTOB
000coONeHHBIM ~ MOApa3fesieHHeM  OpraHu3alid,  MCHOJB3YIOIHM  OCHOBHOE
TEXHOJIOrH4YeCKoe 000pyI0BaHKE AJIsl IPOU3BOACTBA ITUIIOBOTO CITHPTA.

He momyckaercs npon3BoACTBO dapManeBTHYECKOH CyOCTaHIMH CITHPTA STHIOBOIO
(3TaHONMa) 060COONEHHBIM MOApa3eNeHHeM OpraHU3alUH, HCMOJB3YIOMHM OCHOBHOE
TEXHOJIOTHYeCKOe 000pyloBaHHe HJs1 MPOU3BOACTBA ITWIOBOIO CIHPTA, YKA3aHHOE B
nyHkrte 1.1 crateu 14.1 HacTosuero @enepanbHOro 3akoHa.

He nonyckaercs npou3BoAcTBO papMaLeBTHYECKOH CyOCTaHIUM CITMPTa ITHIIOBOIO
(3TaHONa) C HCIONB30BAHHEM OCHOBHOIO TEXHOJIOIHYECKOr0 060pya0BaHHs, yKA3aHHOIO
B myHkre 1.1 ctateu 14.1 HacTosimero denepalibHOro 3aKoHa.»;

3) ab3an BTOpO# MyHKTa 3 CTaThH 14 U3NOXUTH B CIIEAYIOUIEH peIaKIIMH:

«JInma, ocymectasiomme 060pOT (apMaUeBTHYECKOW CyOCTaHUMM CIHPTa
3THJIOBOTO (3TaHOJIA), 0653aHBI OCYLIECTBIATh yUeT U AeKIapupoBaHue 06beMa 060poTa U
(WJTH) HUCTONB30BaHUA (PapMaLeBTHYECKOM CYGCTaHUHMH CIIMPTA ITUIOBOTO (3TAHONA).»;

4) nyskt 1 cTaThy 26 NOMONHHUTE a03aLieM CIIEAYIOLIEr0 COMEPKAHUS:
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«TIPOU3BOJCTBO (PapMaleBTHYECKOH CYOCTaHIHM CIHpPTa 3THIOBOro (3TaHoia) ¢
HCITOJIb30BaHHEM OCHOBHOI'O TEXHOJIOTHYECKOTO 000pyIOBaHUs, YKa3aHHOro B IMyHKTe 1.1
ctated 14.1 Hactosmero PeaepanbHOro 3aKOHa.».

Crarbn 2

Brectu B ®enepanbhsiit 3akon or 12 anpens 2010 r. Ne 61-®3 «0O6 obparueHun
neKapcTBeHHbIX cpencTBy» (Cobpanue 3akoHonatenscTa Poccuiickoit ®enepanuu, 2010,
Ne 16, ct. 1815; 2012, Ne 26, ct. 3446; 2014, Ne 43, c1. 5797; Ne 52, ct. 7540; 2015, Ne 51,
cT. 7245; 2016, Ne 27, c1. 4194; 2017, Ne 31, ct. 4791; Ne 31, ct. 4827) cnenyrouiue
H3MEHEHHS:

1)  Bcratbe 45:

a) yacTh 4.2 IOMOHUTD ab3aneM ClieyIoUIero CoOAepIKaHuUs:

«[TpousBoacTBO (apMaleBTHYECKOH CYOCTaHIMM CIHPTa 3THJIOBOrO (3ITaHONA)
JMOIYCKaeTcs TOJBKO TMyTeM pa30aBieHUs STWJIOBOrO CIHMPTa, MNPOU3BEACHHOIO B
cooTBeTcTBHH ¢ PenepanbHbBIM 3aKOHOM OT 22 HosOps 1995 roma Ne 171-P3 «O
rOCyJapCTBEHHOM pEryJUpOBaHHU IMPOHU3BOJACTBA K 0OOpOTa ITUIIOBOrO CIIHMPTA,
AJIKOTOJILHOH W CHHpTOCOAepXKalleit MpOAYKUMH W 00 oOrpaHHYeHUH MOTpeOIeHHUs
(pacnuTus) aIKOTOJBHON MPOLYKLIHH.»;

6) B yactH 5:

IMyHKT 5 [IPU3HATh YTPATUBLIUM CHILY;

JONOJNHUTE MYHKTaMH 6 ¥ 7 ClieAyIOILEero coxepKaHusi:

«6) CUpTOCOAEpXAlLUX JIEKapCTBEHHBIX IMpernaparoB IO MeCTy OCYLIeCTBICHHUs
MPOU3BOACTBA (papMaLeBTHUYECKOH CYOCTaHIMK CITUPTA ITHIIOBOro (3TaHOa).;

7) ¢apmaueBTHUecKoil CcyOCTaHUMHU CHHUPTA ITHIOBOTO (3TaHOJIa) HA OCHOBHOM
TEXHOJIOTHYECKOM 00OpylOBaHUHU, MpeIHa3HAYEHHOM Ui MPOM3BOACTBA ITUIIOBOIO
CrUpTa, yKasaHHOM B IyHkrte 1.1 crateu 14.1 denpepanbHOro 3aKoHa OT 22 HOSOPst
1995 roma Ne 171-03 «O rocynapcTBeHHOM peryjJHpOBaHHU MMPOU3BOACTBA H 00OpoTa
3THJIOBOTO CIIMPTA, AIKOTOJBHOH M CIUPTOCOAepXalllelt MpOLYKUUH H 00 orpaHUYCHUH
nmoTpeOeHUs (PaCHHTHS) alIKOTOJIEHOM MPOAYKLIHH.».

B) B 4yacTtu 9:

CJIOBA «ITYHKTaX 2 - 6 yacTH 8» 3aMEHHUTH CIIOBAMU CIMYHKTax 2 - 5 yactu 8));
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JOTIOJIHUTE MPEIJIONKEHHEM CIIeNYIOLIETO COAEPIKAHHS:

«Peanuzanys (mepenada B YCTAQHOBIEHHOM 3aKOHOAATENBCTBOM Poccuiickoit
denepanun nopsaake) ¢apMmaueBTHIECKOl CyOCTaHIMH CIHMPTa 3THIOBOrO (3TaHoNa)
OpraHH3alHsIM, OCYILECTBIISIIOLINM pa3BeIcHHE, BEIPALIUBAHUE U COCPXKaHHe XKHBOTHBIX,
He HOIyCKaeTCs.»;

2) B crarbe 53:

a) ab3ar nepBblif YacTy | U3JI0XKUTE B CIEAYOLIENR PEAAKIIHH:

«OpraHu3aluy OINTOBOH TOProBIH JIeKAPCTBEHHBIMH CPEICTBaMH (3a UCKIIFOYEHHEM
dapMaueBTHYECKON CyOCTAHLMKM CIUPTA ITHIOBOrO (JTAHONA) MOTYT OCYILECTBIISATEH
MpOJaxy JIEKapCTBEHHBIX CpeACTB MM MepeAaBaTb MX B YCTAaHOBJICHHOM
3aKOHOAaTeNbCcTBOM Poccutickoit denepalyu nopsake:»,

0) 4acTh 2 H3NMOXKHUTH B CIIEYIOLIEH peAaKLHu:

«OpraHuzalyy OITOBOH TOPrOBIM JIEKAPCTBEHHBIMM CpPEICTBAMH HE BIpaBe
OCYILLECTBIATh NMpoJaxy (repeaady B YCTaHOB/IEHHOM 3aKOHOAATENbCTBOM Poccuiickoi
depepaunn nopsake) ¢dapMalneBTHYECKOH CyOCTaHLHH CIHPTa 3THIOBOro (3TaHOJIA)
OpraHH3alHUAM, OCYILIECTBJIAIOLINM pa3BeACHHE, BRIpallUBaHNue H COLEP)KaHHe )KHBOTHBIX.

OpraHu3zalvy ONTOBOH TOProBiIH JIEKAPCTBEHHBIMU CpPeACTBaMH 00s3aHbI XPaHHUTH
3aKyIUIeHHYIO  ()apMaueBTHYECKYl0 CyOCTaHLUMIO CIOHpPTa OTHJIOBOrO  (3TaHOJA),
OCYUIECTBIIATh €€ peajn3alyio WIH [epefady B YCTAHOBJICHHOM 3aKOHOAATEJbCTBOM
Poccuiickoii ®eaepanuu nopsake opraHu3almiM, yKasaHHBIM B MyHKTax 1 - 6 gactu 1
HACTOALIEH CTaThH, B Tape o0beMoM He Gosiee 1 nutpa.»;

B) ZOMOJIHUTD YACTHIO 3 CJIE/IyIOLIErO COlePyKAHMUS:

«3. OpraHu3alMHd ONTOBOWH TOPrOBIU CHHUPTOCOAEPKALIMMU JIEKAPCTBEHHBIMH
cpeactBaMH 00sf3aHBI OCYIIECTBIATH Y4eT W JeKIapHpoBaHHe o0beMa HX 3aKyIKH,
XpaHEeHHs, MMOCTaBOK H (MJIM) MEepeBO3KU B MOPsIKE, YCTAHOBJIEHHOM CTaThaMd 8 U 14
®enepanpHoro 3akoHa ot 22 HosOps 1995 roma Ne 171-03 «O rocymapcTBEeHHOM
peryjiupoBaHHH IPOW3BOACTBA M 000pOTa ISTHUIOBOrO CHHPTA, alKOrOJIbHOH U
CIHPTOCOAEpXKALEH MNPOAYKUMH U 00 orpaHuueHuM noTpebGiaeHUus (pacruTHs)

AJIKOT'OJIBHOH MPOOYKIIHH.»,



Crarba 3

Hacrosumit ®enepanbHblit 3aKoH BCTymnaet B cuity ¢ 1 urons 2020 roaa.

[Tpesunent
Poccuiickoit enepaunn




NMOACHHUTEJIbHAS 3AITNCKA

K npoexTy denepanbHoro 3akoHa «O BHECEHHH H3IMEHEHHIT B HEKOTOpbIe
3aKoHoAaTe/bHbIe aKThl Poccuiickoit Meaepauum»

IToaroroBiieH TmpoeKT ¢enepanbHOro 3akoHa «(O BHECEHMH H3MEHEHHH B
HEKOTOpbIe 3aKOHoAaTe bHBIe aKThl Poccuiickoit Penepanum» (najnee — 3aKkOHOMPOEKT).

3aKOHOMPOEKTOM TMpeaycMaTpuBaeTcss BHeCeHHe H3MeHeHWH B (denepanbHele
3aKkOHBI OT 22.11.1995 Ne 171-®3 «O rocysapcTBeHHOM peryJIMpoBaHUH MPOU3BOJICTBA
1 060pOTa 3THIOBOrO CIHPTA, ATKOTOJBHON U CHHPTOCOIepXKalleh NMPOAYKUMHA H 00
OrpaHHYeHHH MOTpeONeHrst (PaclUTHA) aIKOTONBHON mpoayKuumH» (fanee —
®enepanpupiii 3akoH Ne 171-03) u or 12.04.2012 Ne 61-®3 «O6 obpaieHuu
NEKapCTBEHHBIX CPEICTB» B YaCTH yTOYHEHHs TpeOOBaHHUIl K MPOU3BOACTBY U 060pOTY
STHJIOBOTO CIIHPTA U CIIUPTOCOAEPIKAILUX JIEKAPCTBEHHBIX CPEJICTB.

Tak, 3aKOHONPOEKTOM [MpeaaracTcsi yCTaHOBHUTb OOA3aHHOCTb  JIMLI,
OCYIIECTB/SIOLUX  ONTOBYKO  TOPrOBIIO, HEepeBO3KY M  (MIH)  XpaHEHHE
¢dapMaLeBTHYECKOH CyOCTaHLIMHM CHHpPTa OTUIOBOro (d9TaHona), OCYLUECTBIISTH
mepenayy B €OHHYI0 TFOCYJapCTBEHHYIO aBTOMATH3HPOBAaHHYI HHGOPMALUHOHHYIO
CHCTEMY yyeTa 00beMa NMPOU3BOACTBA U 000pOTa ITHIIOBOrO CIHPTA, AJIKOrOJIbHOH H
cnuprocoaepxauiei npoaykuuu (nanee — ETAWC) undopmanuu 06 o6pemMe 3aKyIkH,
nepeBO3KH, XPaHeHHA U (MJIM) MOCTABOK YKa3aHHOH MpOIyKLHH.

Buenpenne EI'AMC Ha Bceit nemouke ABHXEHHS JSTHJIOBOrO CHUpTa H
CHHUPTOCOAEPKALUUX JICKAPCTBEHHBIX CPEACTB B OTHOLUEHWH JIHL, OCYLIECTBISIOLUIKX
ONTOBYIO TOPrOBIIIO, NEPEBO3KY U (MIU) XpaHEHHE YKa3aHHOH MPOLYKUUH MO3BOJHUT
npecevyb HE3aKOHHBIE MMOCTaBKH JITHUJIOBOTO CIHpPTA, ¢apMaleBTHYECKOH CyOCTaHLMH
CIIHpPTa ITHIOBOrO (3TaHONA) U CHHPTOCOAEPKALUUX JIEKAPCTBEHHBIX CPEACTB.

Taroke 3aKOHONPOEKTOM TPeayCMaTPHBAETCS YCTAHOBJICHHE 3aPETOB:

- Ha TIPOU3BOACTBO CIHMPTOCOAEPXKAUIMX JIEKAPCTBEHHBIX IpernapaToB
00OCOONEHHBIM  MOApAa3feNieHHeM  OpraHW3alMH,  KCMONB3YIOMUM  OCHOBHOE
TEXHONOrn4ecKoe o6opyioBaHue [UIs [IPOU3BOJICTBA ITHIIOBOIO CIIUPTA;

- Ha MNOpOHM3BOACTBO (apMalEeBTHYECKOH CyOCTAaHLMH CIMPTa O3TUIIOBOTO
(3Tanona) 060COOAEHHBIM MOApa3NEIeHHeM OpraHHU3alUH, HCIONB3YIOIHM OCHOBHOE
TEXHOJIOTH4YeCKoe 000pyAOBaHHe IUTs MPOM3BOJACTBA ITHIIOBOTO CIHPTa, YKa3aHHOE B
nyHkre 1.1 crateu 14.1 ®depepansHoro 3akona Ne 171-®3, a uMeHHO NeperoHHbIE
YCTaHOBKM (ammapaTel); amnmaparbl, YCTAHOBKH H KOJIOHHBI JJISI OYHCTKH M
PEeKTUQHKALMU ITUIOBOTO CHHUPTA; KOMIUIEKTHBIE YCTAHOBKH Ui TPOU3BOACTBA
3TUJIOBOT'O CIIUPTA;

- Ha TMPOU3BOACTBO (papMaueBTHYECKOH CYOCTaHIHMH COUPTA 3THIIOBOTO
(3TaHONA) C  HCHONB30BAaHHEM OCHOBHOIO TEXHOJOTHYECKOro 000pydOBaHUS,
ykasaHHoro B nyHkte 1.1 craten 14.1 ®enepanbhoro 3akona Ne 171-D3 (meperoHHble
YCTaHOBKM (ammapatbl); amnraparbl, YCTAHOBKM M KOJIOHHBI JUIsi OYMCTKH H

PEKTHOHKAUMU ITUIOBOIO CIHPTA; KOMIUIEKTHBIE YCTAHOBKH i IPOH3BOICTBA
3THJIOBOT'O CIUPTA).
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3aKOHOIMPOEKTOM TaKXe BBOAMTCS 3alpeT Ha peajn3aldio (papMaleBTHYECKOM
CcyOCTaHLUMH CHOUpPT2 ITHJIOBOrO  (3TAaHOJA) OpraHM3alUMAM, 3aHUMAaIOLIHMMCS
pa3BeJeHUEM, BBIpALMBAHUEM, CONEPKAHUEM KUBOTHBIX.

Kpome toro, s opraHu3alnyii orrroBoil TOProsild JIEKAPCTBEHHBIMU CPEACTBAMHU
NpelyCMaTpUBaeTCAd YCTAHOBICHHE OOA3aHHOCTH MO XPAaHEHUIO 3aKyIUICHHOM
¢dapManeBTHYECKOH CyOCTaHLMU CIUpPTa JTHAOBOrO (3TaHONA), €€ pealu3aldy HIH
nepelayl B YCTAHOBIECHHOM 3aKoHozaTenscTBoM Poccuiickoit Penepauuun mopsiake B
tape o6beMoM He Gonee 1 nmuTpa.

BBeneHue yKa3aHHBIX 3aPETOB M OrpaHHYEHHN 00yCIIOBJIEHO HEOOXOIUMOCTBIO
YCUJICGHUS KOHTpOJi 3a OO0OpOTOM M HCMONb30BaHHEM J3TUIIOBOIO CIHMpPTAa U
CHHPTOCOACPKALLHX TEeKaApPCTBEHHBIX CPECTB.

Taxke yToyHsieTCA MOHATHE «CHHPTOCOAEpXKAlUe JIEKAPCTBEHHBIE MpenapaThl»
B ctathe 2 PenepanbHoro 3akoHa Ne 171-03, KOTOpeie MOTYT COLEP)KATH HE TOJBKO
¢bapmaneBTHUeCKON CyOCTaHUUMU CITHPTa ITUIOBOrO (3TaHoyia), HO U HHOH 3THJIOBBI
CITHPT.

Peanusauus  3akoHOnpoekra He MOBIHMAET Ha  JOCTH)KEHHE  LieJIei
rocyapCTBeHHbIX NporpamM Poccuiickoit ®enepauuu.

3aKOHONpPOEKT COOTBEeTCTBYyeT IoNoxkeHHssM [orosopa o Espasuiickom
IKOHOMHYECKOM COI03€, a TaKXXe [OJIOXKEHUAM HHBIX MEX/yHapOIHBIX [OrOBOPOB
Poccuiickoit ®enepauum.




®HUHAHCOBO-DKOHOMHYECKOE OBOCHOBAHME

K MpoeKTy (¢eaepaibHOro 3axoHa «O BHeCEHHH H3MEHEHHH B HEKOTOPbIE
3aKOoHOAaTeNbHbIe aKThl Poccuiickoil Pegepaunn»

[Mpunsatue mnpoekra ¢enepanpbHoro 3akoHa «O BHECEHHH U3MEHEHUH B
HEKOTOpBle 3aKoHonarenbHble aKTel Poccuiickoit ®denepanuu» He NOBJEYET
IOTOJIHUTENILHBIX pacxonoB demepasbHOro O1omKeTa, a Takke APYrux GI0/KeToB
OromxeTHOM cucTeMsl Poccuiickoit Penepanuu.

Ilpenyaraemple U3MEHEHHSI HE OKA3bIBAIOT BJIUSHUE HA JOCTHXEHHUE Lelei
rocyapcTBeHHBIX porpamMm Poccuiickoit denepauum.




INEPEYEHD

(enepabHBIX 3aKOHOB, NOAJIEKAMHX NPH3HAHHIO YTPATHBIUHMH CHJIY,
NMPHOCTAHOBJICHHIO0, H3MEHEHHIO HJIH NPHHSATHIO B CBA3H C MPOEKTOM
(penepanbnoro 3akona «() BHeCeHHH H3MEHEHHil B HEKOTOpbIE
3aKoHoAaTeabHbIe aKkThi Poccuiickoii Meaepaunn»

[Mpunsatue npoekrta ¢enepanbHoro 3akoHa «(O BHeCeHHM H3MEHEHHI B
HEKOTOpble 3aKoHoAaTenbHble akThl Poccuiickolt ®enepaunun» He noTpedyer
NPU3HAHUs YTPATUBIUMMU CHILY, NPHOCTAaHOBJICHUS, H3MEHEHHS HIH MPHUHSITHS
¢enepanbHBIX 3aKOHOB.




INEPEYEHDb
HOPMaTHBHBLIX NpaBoBbIX akToB Ilpe3ugenra Poccuiickoii Megepanu,
IlpaBuTenncrBa Poccuiickoii ®eaepaunu u ¢eaepaibHbIX OPraHoB
HCNOJTHUTENbHOH BJACTH, MOAJIEKAWMNX NPHIHAHHIO YTPATHBLIHMH CHITY,
NPHOCTAHOB/ICHHIO, H3MEHEHHIO HJIH MPHHSITHIO B CBSA3H C NIPOEKTOM
(denepasibHoro 3akona «O BHeCeHHH U3IMEHEHHH B HEKOTOpbIe
3aKOHOAAaTe/IbHbIe aKTbi Poccuiickoit Deaepanuny

[Tpunsitue denepanpHoro 3akoHa «O BHECEHUM H3MEHEHHH B HEKOTOpBIE
3aKOHoAaTeNIbHbIe akThl Poccuiickoit Menepauuu» (nanee — denepajibHbli 3aKOH)
notpebyer npuBeqeHUs AeHCTBYIOWUX moctaHoBneHui [IpaButensctea Poccuiickoit
depnepaunn B COOTBETCTBHE C YCTaHaBIMBacMbIMH HopMamMH. B d4acTHocCTH,
npeaycMaTpuBaeTCs 3ampeT Ha MNPOH3BOACTBO (dapmaueBTHYeCKOH CcyOcTaHUHU
CITUPTa 3THJIOBOTO (3TAaHONIa) C HCIHOJIB30BAHHEM OCHOBHOIO TEXHONIOTHYECKOIo
000pyIoBaHHs AJI MPOH3BOJCTBA 3TUJIOBOIO CIHPTA, YCTAHOBJIEHHE OOA3aHHOCTH
JIUL, OCYIECTBJAIOIIKX ONTOBYIO TOPrOBAIO, MEPEBO3KY U (MJIH) XpaHEHue
¢dbapmaueBTHYeCKOH CyOCTaHUMH CIUpPTa 3TWIOBOro (3TaHOja), OCYMIECTBIIATH
nepenayy B €QUHYI0 FOCYJapCTBEHHYIO aBTOMATU3HPOBAHHYIO HH(OPMAIMOHHYIO
cUCTeMy ydyeTa oObeMa MpOU3BOJACTBA H 000POTa ITHIIOBOIO CIUPTA, AJIKOMOJIbHOW U
criuprocoaepxaiueit npoxykuuu (manee — EIAHMC) undopmauuu o6 oOGpeme
3aKyIKH, I€PEBO3KH, XpaHEHHS U (WIH) HOCTABOK yKa3aHHOH MPOLyKLHH.

B cBa3su ¢ uyeM HeoOXoAMMO BHECEHHE H3MEHCHHH B IOCTAHOBJIICHHE
IIpaButensctBa Poccuiickoit ®Denepauuu ot 29 nekabps 2015 r. Ne 1459
«O  (yHKUMOHHpPOBAaHHH  €IHHOH  rOCYyJapCTBEHHOH  aBTOMAaTH3HPOBaHHOM
HHGOPMaLMOHHON CHCTEMBI ydeTa oObeMa MPOU3BOACTBA H 000pOTa 3TUIIOBOrO
CIIHPTA, aJKOTOJBHOH M CIIMPTOCOAEpXKAalledl MNpONyKUHH», B TNOCTAaHOBJIEHUE
IIpaButensctBa Poccuiickoit ®Pemepauun ot 9 wuwona 2016 r. Ne 650
«O TpebOBaHUIX K TEXHHYECKUM CpeCcTBaM (HUKCAllUU U Mepenadyd uHpopMaluy oo
obbemMe mpousBoAcTBA W 000pOoTa ITHUIOBOTO  CIHPTa, AJIKOTONBHOH U
CIHPTOCOAEPIKALLEH MPOLYKIHH B €IMHYIO IOCYIapCTBEHHYIO aBTOMATU3UPOBaHHYIO
HHQOPMAIIMOHHYIO CHCTeMy ydeTa oObeMa MpPOU3BOACTBA U 000pOTa 3THUIIOBOrO
CIIHPTa, QJKOTOJMbHOH M CHOUPTOCOEpXKAIlel MpOAYKUHUH», [OCTAaHOBIIEHUE
ITpaBurensctBa  Poccuiickoit  ®epepauru ot 29  pgexabps 2017 r.
Ne 1694 «O nopsznke ydyera U aexkjapupoBaHUs 00beMa MPOU3BOICTBA, MOCTABKU U
(M1M) WCMONB30BaHUA I COGCTBEHHBIX HYXI (apMaleBTHYECKOH CyOCTaHLMH
CIUpTa 3THJIOBOTO (3TaHONMa) W BHECEHHHM W3MEHEHWH B HEKOTOpbIe aKThI
[IpaBurensctBa Poccuiickoit denepauuu», a TakkKe B  MOCTAHOBIICHHE
[IpaBurensctBa Poccuiickoit ®epepaunu or 6 wurons 2012 r. Ne 686 «O6



yTBepxaeHuH [lonoxeHuss o JIMUEH3UPOBaHHH MNPOHU3BOJCTBA JIEKAPCTBEHHBIX
CpelACTB».

CooTBeTcTByIOIIMEe H3MEHEHHUs B yKa3aHHble MocTaHoBieHHs [IpaButenbcrTsa
Poccuiickoit Penepauuu ciiefyeT MOATOTOBUTh B T€USHHE IBEHAALIATH MECSIIEB C
MOMeHTa NpuHATUSA PenepaibHOro 3aK0oHa.




