3akoHo1aTeILHOE COOpaHke
Jenudrpaackoil o0nacTH

Kanuenapus
TOCYNAPCTBEHHAS JVYMA
®EJEPAJIbHOT'O COBPAHHUS POCCUMCKOM ®EIEPALUMA & N0H 2019

CEIbMOI'O CO3BbIBA - ﬂ‘g f - ///\Q, ﬂag'ﬁ vy

BBIIIUCKA U3 IPOTOKOJIA or __17.06.2019  Ne _197
3ACEJIAHUS COBETA 'OCYJAPCTBEHHOU TYMBI

17 UIOHS 20 19 .

63. O npoekre ¢enepanannoro 3akona Ne 714648-7 '"O BHeceHHH H3IMeHEHMIH
B HEKOTOpbie 3aKOHOAATE/IbHbIe aKThl Poccuiickoii Pegepanuu" (B yacTu yrou-
HeHHs TpeGoBaHmii K NPOH3BOACTBY H 060POTY ITH/IOBOr0 CHHPTR M CHUPTOCO-
AepKaliuXx JIeKAPCTBEHHBIX CpeacTB) - BHocAT wwiedb! CoBera ®Degepanum
E.B.Bymmun, C.H.Pabyxun, H.A.Kypasnes, C.Il.HBanos, A.H.Enumus,
E.A.Ilepmunoa, M.M.Yapbames, A.A.Cannarapos, T.A.Kycaiixo, aenyrarni
I'ocyxaperBennoii ymbl H.B.I'oropun, C.B.Uuxos, A.H.Himenko

IlpuHATO pemenne:

1. HampaBuTE ykaszaHHBIH IPoeKT ¢enepansHoro 3akona Ilpesunenty Poccwuii-
cxoit Denepaunu, B KOMUTETHL, KomuccHio I'ocynapcTBennoit Jlyme1, dpakuuu 8 Iocy-
napcreerHol Jlyme, Coser @enepanun ®@epnepansnoro Cobpanus Poccuiickoit Pene-
pauuy, [IpaBurenscreo Poccuiickoit ®denepariuu, Cuetnyto nanaty Poccuiickoi Dene-
pauuun, O6mecteenHyto nanary Poccuiickoit ®@enepanuy, 3akoHOAATENbHEIE (IpeAcTa-
BUTENbHEIC) M BHICIIVE HCIIONHUTENbHbIE OPTraHbl TOCYapCTBEHHOM BIACTH CyGBHEKTOB
Poccuiickoiit Denepanyu 1Jid MOArOTOBKY OT3EIBOB, NPEINIOKEHUM U 3aMeYaHuH, a Tak-
*ke Ha 3axmoueHue B [IpaBoBoe ynpasnenue Annapara 'ocynapctBennoi JlyMer.

Ha3sHauynte OTBETCTBEHHBEIM B paboTre Haj mpoekToM dexepansHOro 3aKoHa
Komurer I'ocynapctBenHoi JIyMbl 10 3KOHOMUYECKON MONUTHUKE, MPOMBILIIEHHOCTH,
MHHOBALIMOHHOMY Da3sBHUTHIO M MpEeANPUHUMATENLCTBY, COMCHONHUTeNeM — Komurer
['ocynapcTeenno JlyMbi 0 0XpaHe 300pOBbBA.

OT3biBBI, NPEIUIOKEHUSA H 3aMe4aHMs HanpaBuTh B Komuter I'ocymapcreeHHo#
JIyMBI 10 3KOHOMHYECKOH NOIMTUKE, IPOMBILIUIEHHOCTU, HHHOBAIMOHHOMY Pa3BUTHIO

U NpeANnpUHUMATENLCTBY 10 26 uioHsa 2019 rona.
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2. Komurety I'ocymapcreenHoi J{lyMbl 10 3KOHOMHYECKOM MOJUTHKE, IIPOMBILI-
JNEHHOCTH, HHHOBAIlHOHHOMY pPa3BUTHIO M TNPEANPUHUMATENLCTBY C YYE€TOM IMOCTY-
NUBIIUX OT3BIBOB, NPEIIOKEHUH U 3aMEeYaHUM MOArOTOBUTE YKa3aHHBIN NpoekT dene-
panbHOro 3aKoHa K paccMoTpenuto ['ocynapcrsennoit J{ymoii.

3. BrouuTh yKa3aHHEIA NPOEKT QelepalbHOro 3aKkoHa B MPUMEPHYIO IIporpam-

My 3aKOHONpoeKTHOH pabotsl I'ocymapctBeHHOM JlyMBI B HMEpHON BECEHHEH CECCHH

2019 rozna (urois).

3amemaromuit [Ipencepdre
I'ocymapcreeHHOM JAY
®depepansHoro Cofipan:

Poccuiickoi -l.u_ 1 A 1. Xyxos



YJEH COBETA ®EAEPALUU
dENEPAJIbHOIO COBPAHUSA POCCUNCKOW DELEPALINNA

yn. B.Amutposka, 26, Mockea, 103426

Dty ol A 2019 r. Ne 8- 04, /6:/ Zep

[Ipencenaremo
TocymapcTBeHHOM yMbI
®epepanpHoro CobpaHust

Poccuiickoit Denepaimu
B.B. BOJIOJURHY

A

~Forympcrserias fyva OC PO
VYeaxaembiii Bagecnas Bukroponug! r Tara 21.05.2019 151:01
N2714648-7, 1.

B coorBerctBuM co crtatheil 104 Koucruryiun Poccuiickoit @enepauuu Ha
paccmotpeHue locymapcteenHoit Jymbi @enepansHoro Cobpanus Poccuiickoit
®enepaliii BHOCUTCA TPOEKT (demepaibHOro 3akoHa «O BHECEHUM M3MEHEHU B
HEKOTOphi€ 3aKOHoJaTeNbHble akThl Poccuiickoii Penepaliu», MOArOTOBICHHBIN
yreHamu  Cosera  ®epepanuun E.B. Bymmvuneiv, C.H. Pa0yxuHBIM,
H.A. Xypasneseim, C.I1. UBanoBbiM, A.H. EnuumneiM, E.A [lepmuHoBoit u
M.M. VasbaliesbiM B NOpAAKE  peaM3alldd IpaBa  3aKOHOAATE/IbHOM
MHULUATUBBI.

[TpunoxeHue:

1. Tekct nmpoexTa dhenepalbHOrO 3aKoHa Ha 5 J1. B 1 3K3.

[TosicHuTeNnbHAA 3amKcKa K 3aKOHOMPOEKTY Ha 2 J1. B | 2K3.

3. ®uHAHCOBO-3KOHOMMYECKOe OOOCHOBaHME K IIpOeKTy (erepalbHOro
3aKoHa Ha | Ji. B 1 2K3.

4. TlepeyeHp denepanbHBIX 3aKOHOB, IMOIIEXAIIMX NMPU3HAHUIO YTPAaTUBLIMMU
cUny, IMPUOCTAHOBIECHUIO, U3MECHEHMIO UM TPUHSTUIO B CBSI3N C TIPOCKTOM
denepanbHOro 3akoHa Ha 1 J1. B 1 3k3.

5. IlepeyeHb aKTOB  (hemepasibHOrO  3aKOHOJATENILCTBA,  MOMIEXALIMX
NPU3HAHWIO YTPATUBLUMMU CHWIIY, [PUOCTAHOBJICHUIO, M3MEHEHUIO WIHU
MPUHATHIO B CBA3H C MPUHATHEM NaHHOro ¢denepalibHOro 3aKkoHa Ha 2 J1. B 1
3K3.

6. Komuu Tekcra mpoekTta emepalbHOro 3aKOHa W MaTepvaloB K HeMy Ha
NMEKTPOHHOM Hocutene (1 muck). g

Sk LEOVHE

i
!

Wcen. Bnacerikosa E.A. Ten. 495-986-63-46




YJEH COBETA ®EALEPAUUU
GEANEPANIBHONO COBPAHUA POCCUNCKON GELEPALIMMA

yn. 6. AmuTpoexa, a. 26, Mockea, 103426

Ahr_o2cqo 2019t ne DY X 44 LI

Ipencenatenio TocymapcTBeHHOM
Jymel QenepanbHoro CobpaHus
Poccutiickoit ®enepanyu

B.B. BOJIOAUHY

VYeaxaemuii Bauecias BukToposuu!

IMpoury BKIIOYUTE MEHSI B COCTaB aBTOPOB INPOEKTa (eiepalbHOr0 3aKOHa
Ne 714648-7 "O BHeceHMU M3MEHEHMIT B HEKOTOpBIE 3aKOHOMATEIbHBIE aKThi

Poccuiickoit @emepanmu”.

C aBTOpaM# 3aKOHOIIPOEKTa COIJIaCOBaHO.

\ﬁ -~ A.A.CannarapoB

Unennt CoBeta (Dexzepﬁluun:

E.B.byuimun
C.H.Pabyxun
H.A.XypasneB ]
C.I1.hBaHoB

A H.Enuimnux (

E.A.IlepmuHoBa M oot ﬂ/ s

M.M.Yns0atues

WA

986-63-33 Ty ape raerian Tyva 4 B
Jara 22652009 1443
WMTIRSSTD



YJNEH COBETA ®EAEPALIUNU
PEAEPA/IbHONO COBPAHUSA POCCUNCKON DEOEPALIUA

yn. B.Omutpoexa, A.26, Mockea, 103426

Al weaz — g S 7O 1/53 [7%.

Ilpencenparemo TocymapcTBeHHOI
Jymu @epepansHoro Cobpanus
Poccutickoit @eneparumn

B.B. BOJIOJIMHY

Veaxaemnili Bauecias Baxroposmy!

IIpomy Bac BxmOYMTE MEHA B YHCIO aBTOPOB IMpoeKTa (emepalbHOroO
3akoHa No 714648-7 «O BHeceHWM H3MEHEHHI! B HEKOTODHIE 3aKOHOJATENBHEIE

akThl Poccuiickoit @enepanym».

T.A. KYCAMKO

COI'TACOBAHO: wieHsl Cosera @eneps
E.B. BYIIIMUH

H.AXVPABJIEB
C.ILUBAHOB

A H.ETWIIAH
EATEPMUHOBA Wby

M.M.VJIbBAIIEB “&‘4'4

o —oar L

23.05.2019 16:38
MT16351-7; 1.1




rOCYIJAPCTBEHHAS TYMA
®EJEPAJIBHOTO COBPAHUSI POCCUUCKOU GEJEPAIIUU
CEAbMOIO CO3bIBA

OEMYTAT
TOCYIAPCTBEHHOU YMBI
AL 05 20l Ne
IIpencenaremo
TocynapcTBenHO# Jlymbl
®epnepansioro Cobpanus
Poccuiickolt @enepauun

B.B. BOJIOJHHY

Veaxaembiii Bausecnas Bakroposuu!

B cootsercTBuM co crateelt 104 Koncrurynuu Poccuiickoit ®enepaniya
IIpOIIY BKIOYHTH MEHA B COCTAB CyOBEKTOB IpaBa 3aKOHOJATENbHOH HHMIIHATHBEI
npoekta ¢QemepansHoOro 3akoHa Ne 714648-7 «O BHeceHMM H3MEHEHHH B HEKOTODEIE

3aKOHOJaTenbHEIe akThl Poccuiickoit Mepepatium».

H.B. I'oBopun

CornacoBaHo:

i E.B.Bynmun C.H.Pa6yxun

W{, C.I1LWsanoB \ A H.Envmmx % E.A. HepMHHOBa

| | MM YiGames Wf

I

Tocynapcraermas Jyme OC PO

Hata 22.05.2015 15:18
Hcn. : C.EIpanoscxas MN715570-7; 1.1
89165601560




T'OCYIAPCTBEHHASA IYMA
®EJAEPAJTIBHOT'O COBPAHUSA POCCUUCKOU ®EAEPALIUU

CEJABMOTI'O CO3BIBA

AEMNMYTAT
T'OCYJIAPCTBEHHOY TYMBI

IMpencenaremo [ocynapcreerHoit ymu:
®enepansHoro Cobpanus

Poccuiickoit ®enepauyu

B.B. BOJIOAUHY

Yeaxaembiii BauecnaB Baxroposu4!

INponry cuutare MeHA COaBTOpOM 3akoHompoekTa Ne 714648-7 «O
BHECEHHM W3MEHEHH B HEKOTOphle 3aKOHOAATeNbHBIE aKThl Poccuiickoi
Depepaiym.

C cybBeKTaMH 3aKOHOAATENBHOM HHHLIHATUBEI COTJIaCOBAHO.

C yBaxeHuem,
HMenyrar l'ocynapcreenno# JAymut C.B. Ymxkop
CornacosaHo:
E.B.byummun A H Enumms %

C.H.Pa6yxun

/ E.A IlepmuHOBa
‘ /ﬁvﬂé

H.A.Xypasnes I M.M.Vns6anie 7

C.I1.Banos

—
| ]

lara 22 05.2019 15: 21
Me715573.7, 1.1




TOCYJAPCTBEHHAA TYMA
®EJXEPAJIBHOTO COBPAHUA POCCUUCKON ®ENEPALIUH

CEABMOI'O CO3BIBA

AENYTAT
T'OCYIIAPCTBEHHOM JTYMBI

AJ a5 2077 Ne

IIpeaceparemo
I'ocynapctBenHo# Jlymbl
®epepansHOro Cobpanus
Poccuiickoit @eaepauuu

B.B.BOJIOIUHY

Yeaxaembiii BayeciaB BuxropoBuu!

Ipomy Bac BKMOYMTP MEHA B YHCIO aBTOPOB MpoeKTa (eAepanbHOro
3akoHa Ne «714648-7 «O BHeceHMHM W3MeHEHHH B HEKOTODHIC 3aKOHOAATENbHbIC

akTel Poccuiickoit ®eaepauum».

Cornacue aBTOpOB 3aKOHOIIPOEKTa UMEETCH.

C yBaxkeHHEM,
A .H.HmeHko

COI''TACOBAHO

E.B.byiimus, C.H.Psa6yxuH

4 A H.A.)Xypagres, %/C.H.Hnanoa
%];;nmm W /.~ E.A.IlepmunoBa

M.M.Vas6ames ﬂ‘/’éﬁzﬂ%@é

Hen Xnonaesa MLE

89169220256 r Mwm,mw

EapcTaerman Tyma OC
Hara 23.05.2019 12:00
M716122-7; 1.1




Unenamu Coseta @epepanyu E.B. BymMuHbM,
C.H.Ps6yxunsim, H A . Xypagnessim, C.I1.BaHOBEIM,
A H.EnumuseiM, E.A TlepMuHOBOii,
M.M.Vns6ameBsiM, A.A.CanmarapoBsim,

T.A Kycaiiko; nemyraramu I'ocynapersennoii J{ymsl
H.B.I'osopunsim, C.B.YmxoseiM, A H.Wmenko

N FE5P-F - Ilpoexr

®EJEPAJLHBINA 3AKOH

O BHeceHHH H3MEHEHHIi B HEKOTOpbIE 3aKOHOAATE/IbHbIE
akrTel Poccuiickoii @egepanuu

Cratba 1

Buectu B PepepancHbiii 3akoH OT 22 Hoabps 1995 r. N 171-03
«O rocyfapcTBEHHOM perynMpOBaHHM [POW3BOACTBA M 000pOTa 3THIIOBOIO CIHPTA,
aJIKOTONBHOM U CIHMpTOCOAepkailled NpoayKuud u o6 orpaHuYeHHH IOTpeONIeHus
(pacniutus) ankoronsHo# mnpoxykuuu» (Cobpanue 3akoHopmatenscTBa Poccuiickoi
®enepanuu, 1995, Ne 48, cr. 4553; 1999, Ne 2, cr. 245; 2002, Ne 30, c1. 3026; 2004,
Ne 45, ct. 4377; 2005, Ne 30, ct. 3113; 2007, Ne 1, ct. 11; Ne 31, ct1. 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, ct. 4194; 2017, Ne 31, ct. 4827; 2018, Ne 1, ct. 17; Ne 31,
cT. 4861; Ne 49, ct. 7520) cnenyronyue H3MEHEHUS: |

1) B mogmyskre 3.1 myHKTa 2 craThM 2 MOCNE CHOB «COMpTa 3THIOBOTO
(3TaHON)» AOMOMHUTE CIOBAMH «HJIH STUIOBBIH CITUPT»;

2) B cTathe 8:

a) B MyHKTe 2:

a03all BoceMHaaThiil IPU3HATH YTPATUBIINM CHUITY;

a03an geBATHAALATHIN M3M0XUTE B CIEAYIOIIEH pefaKiyu:

«IIporpamMMHo-arnaparHsie CpeAcTBa OpraHusalui, OCYILLECTBIISIIOIIMX

NPOM3BOACTBO (apMaleBTUYECKOH CyOCTaHUMH CIUPTAa STWIOBOTO (3TaHONA), JOJDKHEI
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obecrneunBaTh mepenauyy uHGopManuu 06 00beMe ee MpOM3BOJCTBA, MOCTaBKU M (MJIH)
UCIIONIF30BAHUSA I COOCTBEHHBIX HYX.»;

JIOIONTHUTH a03aleM CIIEAYIOLIEro Coaep aHms:

«ITporpaMMHo-arnapaTHele CpeICTBa OpraHM3aLMi, OCYLIECTBISIOLMX 00OpOT
(33 MCKIIOYEHUEM DO3HUYHON mpofaxH) (apMaleBTHUECKOH CyOcTaHUMd CrvpTa
3THJIOBOTO (3TaHOJIa), ZOJDKHEI 0becreynBaTh IpHEM M Nepeaydy HHpopMaluu 00 o0neme
3aKyIKH, [OCTaBOK, XpaHeHHs Hu (WNH) nepeBOo30K (apMaleBTUYECKOH CyOcTaHIuu
COMpTa STHIOBOrO (3TaHONA), MONYHYEHHOH C NPUMEHEHHMEM TEXHHYECKHX CPEICTB
bukcauuu 1 nepefaun uxHdopMmauuu o6 obbeMe MPOM3BOACTBA U 060pOTa ITUIOBOTO
COUpTa, B €AMHYI0 TOCYJAPCTBEHHYIO aBTOMAaTH3HMPOBaHHYIO HMHQPOPMALMOHHYIO
CHCTEMY.»;

6) B myHKTE 9:

B a63aile yeTBepToM nocne ciioBa «TpeGoBaHus» MOMOJHUTH CAOBaMH «ab3alieB
NepBOro-TPETLEroN;

JOMOJMHUTE ab3anaMu CeyIOLEero CoAepIKaHHMS:

«He nomyckaeTcst MPOU3BOACTBO CMHPTOCOAEPNALIMX JIEKAPCTBEHHBIX NMPENAPATOB
o6ocobneHHsIM  MOApa3fefNeHWeM  OpraHu3auuM,  MCHOJB3YIOLUIMM  OCHOBHOE
TEXHONOrH4ecKkoe o0opy AoBaHUE s MPOU3BOACTBA ITUNOBOIO CIUPTA.

He nomyckaetrcs npou3BoAcTBO (papMaleBTHYECKOH CyOCTaHIMM CIIHPTa ITHIIOBOTO
(3TaHonma) 060CO6MCHHBIM MMOJApa3feNeHUeM OpraHU3alMKH, HMCHONB3YIOIUM OCHOBHOE
TEXHOIOrn4ecKkoe obopynoBaHHe [JIs NPOWU3BOJICTBA JTHJIOBOIO CIHMPTA, YKA3aHHOE B
nyskre 1.1 crateu 14.1 HacTosuero PenepanbHOro 3aKoHa.

He nonyckaercs npou3BoAcTBO (hapMaLeBTHYECKOH CyOCTaHIMy CIMPTa STHIIOBOTO
(3T2HONA) C UCIIONB30BAHUEM OCHOBHOI'O TEXHOJOTHYECKOro 060pYI0BaHMS, YKA3aHHOTO
B nyHkTe 1.1 cTaten 14.1 Hacrosmero ®MenepaibHOro 3aK0Ha. »;

3) ab3au BTopoil myHKTa 3 craThi 14 U3NOKUTE B CIAECAYIOLIEH pelaKLiUu:

«JIuna, ocymecreismomue o060poT (apMaleBTHYECKOW CyOCTaHIMM CITUPTa
3THNOBOrO (3TaHON2), 065A3aHEI OCYIIECTRIATE YHET U AeKNapupoBanue o6beMa 060poTa u
(u1u) ucnons30Banus papMaeBTHYIECKOl CyOCTa LMK CIMPTa STUIOBOTO (3TaHONA).»;

4) myHKT 1 cTaTBM 26 NOTONHUTH ab3alieM CIELYIOWEro CONepPKAHHS:
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«IMPOU3BOACTBO (papMmaleBTHUYECKOH CyOCTaHIIMM CIHpTa STHIOBOro (3TaHona) c
UCTIONB30BaHHEM OCHOBHOTO TEXHONOTMYECKOro 000pyIoBaHus, yKa3zaHHOro B nyukre 1.1
cratbu 14.1 HacTosmero PenepaibHOrO 3aK0HA. M.

Cratbs 2

Buectu B ®enepanbHsbiit 3akoH ot 12 anpens 2010 r. Ne 61-®3 «O6 obpatenun
nexapcTBeHHBIX cpenctB» (Cobpanue 3akoHomarensctBa Poccuiickoit @epepauuu, 2010,
Ne 16, ct. 1815; 2012, Ne 26, ct. 3446; 2014, Ne 43, ct. 5797; Ne 52, c1. 7540; 2015, Ne 51,
cT. 7245; 2016, Ne 27, ct. 4194; 2017, Ne 31, ct. 4791; Ne 31, ct. 4827) cnemyrouue
M3MEHEeHHUS:

1) Bcratbe 45:

a) 4acth 4.2 JONOIHUTH ab3aLieM cleyroliero coaepx aHus:

«ITpou3BoaCcTBO (hapMaleBTHYECKOH CYOCTaHUMHM CIHPTA 3THIOBOrO (3TaHOJA)
JIOMYCKaeTCcsl TONBKO IyTeM pa3baBieHHs OSTUJIOBOrO CHHPTA, MPOU3BEJIEHHOrO B
cootBeTcTBUM ¢ DenepanpHBIM 3aKOHOM OT 22 HosOpa 1995 roma Ne 171-®d3 «O
rocyJapCTBEHHOM peryJiupoBaHMM TpOHU3BOJACTBA K 000pOTa I3THIOBOrO CIUPTA,
aNIKOTONIBHOW W COMPTOCOAEpXKalliedl MpOAyKUMHM U OO0 orpaHuueHUW MoTpebiieHus
(pacnuTHs) aTKOTONBHON MIPOAYKLUMHU.»;

6) B yactu 5:

MYHKT 5 NPU3HATH YTPATHUBILIUM CHITY;

JOMOJIHUTB IYHKTaMHU 6 U 7 ClelyIOIero CoepKaHus:

«6) CIHPTOCOAEpXKAIMX JIEKapCTBEHHBIX IPENapaToB MO0 MECTY OCYLIECTBIEHHUS
NpOH3BOACTBA (hapMalleBTU4ECKOH CyOCTaHIMU CITUPTA STHIOBOrO (3TaHONA).;

7) dapmaneBTUHECKOH CyOCTaHLMM CNMpTa 3THJIOBOrO (3TaHONA) HA OCHOBHOM
TEXHONIOTUYECKOM 000pYy/IOBaHUM, MpPENHA3HAYSHHOM [Uii NPOU3BOACTBA 3JTUIOBOrO
cnHpTa, ykasaHHOM B myHkTe 1.1 crareu 14.1 ®@epepansHoOro 3akoHa OT 22 HOAODS
1995 roga Ne 171-@3 «O rocynapcTBeHHOM peryiHpOBaHHH IPOU3BOACTBa U obopoTa
3TUIIOBOTO CIHUPTA, ANKOTONBHOM W CHHpTOCo[epKalleil TPOAYKIUH U 00 OrpaHUYCHHH
notpediieHus (paciuTHs) alKOrONbHOMN MPOLYKIIHH. Y.

B) B 4acTH 9:

CIOBA (ITyHKTaX 2 - 6 yacTu 8» 3aMEHUTH CIIOBaMH KITyHKTaX 2 - 5 yacTu 8»;
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JIOTIOIHUTE TIPEUTOKEHHEM CIIEAYIOIIEr0 CONEPKAHMA:

«Peanuzamus (mepeaya B YCTAHOBIEHHOM 3aKoHoAaTenhcTBoM Poccuiickoit
Denepanun mopanke) QapmanesTHueckoif CyOCTAHIMM CIHPTAa STHIOBOTO (3TaHoina)
OpraHH3alHiM, OCYIIECTBISIOIMM pa3Be/icHHE, BBIPAIINBAHHE U COACPKaHHE XHUBOTHBIX,
He OOIYCKaeTCs.»;

2) BcTaThe 53:

a) ab3a1] nepBbIf 4acTU | U3NONKUTE B CIERYIOLIEH PEIaKLIAH:

«OpraHu3aly OIITOBOM TOPrOBIIH JIEKapCTBEHHBIMU CPEACTBaMH (32 HCKIIFOYEHUEM
dapmMaueBTHYECKON CYOCTaHLMH COMPTa 3THIOBOTO (3TaHOMA) MOTYT OCYLIECTBIIATH
OpoJaxy JIeKapCTBEHHBIX CpeACTB MM NepejaBaTh HX B YCTAHOBIIEHHOM
3aKOoHOaTeNbcTBOM Poccuiickoii Deiepaliuu NOpsiaKe:»;

6) 4yacTh 2 U3NOXHUTH B ClleiytolIel pefaKLHu:

«OpraHu3auuy OIITOBOM TOPrOBIH JIEKAPCTBEHHBIMH CpEACTBAMU HE BIIpaBe
OCYILECTBIATH Mpojaxy (mepenady B YCTaHOBNEHHOM 3aKOHOHATENECTBOM Poccuiickoi
®Depnepauu  nopsAAke) (apMaleBTHYECKOH CyOCTaHLMM COMpTa 3THUIOBOro (3TaHonNa)
OpraHu3alUsiM, OCYLIECTBISIOIUM pa3BeeHue, BoIpallluBaHHe U COJIepXKaHUe HHUBOTHBIX.

OpraHu3aiuy onTOBOH TOProOBIK JIEKAPCTBEHHBIMUA CpeICTBaMH 00s3aHBI XPaHUTh
3aKyIUIeHHYI0  (apMalieBTHUECKyl0 CyOCTaHLMIO CIMpTa I3TWIOBOro (3TaHona),
OCYILIECTBIIATh €€ peajiu3alui0 WIH Ilepefadyy B YCTAaHOBJIEHHOM 3aKOHOHATENHCTBOM
Poccuiickoit ®enepanuu mopsjke OpraHu3alysaM, YKa3aHHBIM B NMyHKTax 1 - 6 yactu 1
HacTOsLIEH CTaThH, B Tape o6beMoM He Gonee 1 nuTpa.»;

B) JIONOHUTD YaCTHIO 3 CIEAYIOLEro CONEPIKAHMUI:

«3. OpraHu3aliid ONTOBOW TOPrOBAM CIHPTOCOAEPKALUMH JIEKAPCTBEHHBIMU
CpencTBaMM OO0s3aHBI OCYINECTBIATH y4YeT ¥ JEKIapupoBaHue o6heMa uX 3aKyIKH,
XpaHeHus, MOCTaBOK H (MJIM) NepeBO3KH B MOPSAKE, YCTAHOBJIEHHOM CTaThiMH 8 M 14
®epepanbHOro 3akoHa oT 22 Hos6pa 1995 roma Ne 171-@3 «O rocyJapCTBEHHOM
PErynupoBaHMM IMPOM3BOACTBA W 000OpOTa OTHIOBOTO CIHPTAa, AJKOTOJABHON U

CTIUPTOCOAEepIXKalllell MPOAYKHMM M 00 OrpaHHyYeHMH MNOTpeGneHus (pacmuTHs)

AJIKOTOJIbHOM IMTPOAYKLIKH.).
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Hacrosmui ®@enepanbHbii 3aK0H BCTymaeT B cuny ¢ 1 mons 2020 roga.

Ilpesupent
Poccuiickoii ®enepanuu




IMMOACHUTEJBHAS 3AIIMCKA

K NpoexTy eaepanbHoro 3akona «O BHECeHHH HIMEHEHH B HEKOTOpbIe
3aKoHoAaTeNbHbIE aKkThl Poccuiickoli @egepaunn»

IMoaroroBnen mnpoekt denepansHoro 3akoHa «(O BHECEHMH W3MEHEHHH B
HeKOTOpbIE 3aKOHOAaTeNbHbIe akThl Poccuiickoit efeparum» (fajiee — 3aKOHONPOEKT).

3aKOHOIPOEKTOM MpeXyCMaTpUBaeTCs BHEeCEHHE H3MEHeHuH B @enepajibHbIe
3aKkOHEI OoT 22.11.1995 Ne 171-®3 «O rocynapcTBeHHOM peryivpOBaHWH MPOU3BOACTBA
1 060pOTa 3THIOBOrO CIMPTA, AIKOrONBHOM U CIMpTOCOAepXalleH MPOAYKIMM U 00
orpaHuyeHud MoTpeONeHus (PacHUTUS) AaIKOronsHOM npomykuuu» (Kamee -
depepanbubiii 3akon Ne 171-®3) u ot 12.04.2012 Ne 61-®3 «O6 obpameHuu
NeKapCTBEHHBIX CPEJCTB» B YaCTH YTOYHEHHS TpeboBaHMil K NPOU3BOACTBY H 060pOTY
STUJIOBOTO CIIUPTA U CIIMPTOCOAEPIKANMX JIEKAPCTBEHHBIX CPECTB.

Tak, 3aKOHOMPOEKTOM TpeAiaraercsi YCTaHOBHTb OOS3aHHOCTH  JIHMII,
OCYILUECTBAAIOIIMX  OINTOBYIO  TOProOBMIO, TepeBo3ky M  (WiIM)  XpaHeHHe
(GapMaleBTHYECKOM CyOCTaHUMM CIOUpTa STHIOBOro (3TaHoNAa), OCYILUECTBIIATH
nepefayy B €IHHYI TOCYAApCTBEHHYIO ABTOMAaTHM3MpPOBaHHYI0 WHGOPMALUOHHYIO
CHCTEMY yudeTa 00BbeMa MpOU3BOACTBA U 000pOTa STUIOBOrO CIUPTA, AIKOrONBHOM H
cndprocoaepxaliei npoaykuuu (aanee — EI'AUC) undopmaruu 06 o6beme 3aKynKi,
NepEeBO3KH, XpPaHEHHU U (MIH) NOCTaBOK YKa3aHHOH NPONyKLIHH.

Buenpenne EI'AWC Ha Bcell uemouyke ABHXKEHHMA STHJIOBOIO CHOMpPTa W
CIIMPTOCOMEPXKAINMX JIEKADCTBEHHBIX CPEACTB B OTHOLUEHMH JIUL], OCYLUECTBISIFOLLIMX
OIITOBYIO TOPrOBIIO, MEPEBO3KY H (M/IM) XpaHEHUE yKa3aHHOW MPOAYKLHH MO3BOJIUT
npeceyb HEe3aKOHHBIE MOCTAaBKM 3THIIOBOrO crnupra, (apMaieBTHuecKod cyGcTaHLMu
CIIMPTa 3THI0BOTO (3TaHOMA) U CIIMPTOCOepPXKAIUX JIEKAPCTBEHHBIX CPEJICTB.

Taxoxe 3aKoHOIPOEKTOM TPENYCMAaTPUBAETCS YCTAHOBJIEHHE 3AIIPETOB:

- Ha MpPOHM3BOACTBO  CIMPTOCOAEPKAIMX JIEKAPCTBEHHBIX IpenapaToB
060cobyeHHbIM  TOApa3fie/leHHeM  OpraHM3alliM,  HCHONL3YIOMHM  OCHOBHOE
TeXHOJIOTHYeCKoe 000pyI0BaHKE [is IPOU3BOACTBA 3THJIOBOIO CIIMPTA;

- Ha INpoM3BOACTBO (apMalleBTHYECKOH CyOCTaHLUMM COMPTa ITUIOBOrO
(sTanona) 060co6NeHHBIM MOAPa3fiefieHHEM OpPTaHU3all|H, UCTIONB3YIOIUM OCHOBHOE
TEXHONOTHYECKOe 000py/IoBaHMe il TMPOM3BOJACTBA STHIIOBOrO CIIMpPTA, YKa3aHHOE B
nyHkte 1.1 crateu 14.1 ®enepanbHoro 3akoHa Ne 171-@3, a UMEHHO MeperoHHBIE
YCTAHOBKH (amnmapaTsl); anmapaTsl, YCTAHOBKH M KOJNOHHBI ANf OYUCTKM M
PeKTH(OUKALMY ITHIOBOTO CITHPT3; KOMIUIEKTHBIE YCTAHOBKM ISl MPOM3BOACTBA
STUIIOBOTO CHUPTA,;

- Ha TNpOM3BOACTBO ()apMalEeBTHYECKOH CyGCTAHUMM CIUpPTa 3THIOBOrO
(sTaHONA) € HKCHONB30BAHMEM OCHOBHOTO TEXHOJOTHYECKOTO 0BOpYIOBAHHMS,
ykasatuHoro B myHkre 1.1 crareu 14.1 ®epepannoro 3akona Ne 171-03 (neperoumsle
YCTAHOBKM (anmapaThl); amrapathl, YCTAHOBKM M KOJOHHBI JUISL OYUCTKA |

peKTU(UKAIMY  3TUIOBOrO CIIMPTA; KOMIUIEKTHBIE YCTaHOBKHU JUIsI IPOU3BOICTBA
3THJIOBOTO CIUPTA).
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3aKOHOMPOEKTOM TaKke BBOAUTCA 3alpeT Ha peanu3aiuio (apManeBTHYECKOR
cyOCTaHUMH CIMpPTa 3TUIOBOrO (3TaHONA) OpraHM3alusM, 3aHUMAIOLIUMCS
pa3Be/iCHHEM, BhIpalllUBaHUEM, COAEPKAHUEM KHUBOTHBIX.

Kpowme Toro, Ajis oprauu3auuii ONTOBON TOProBIU JIEKAPCTBEHHBIMM CPEACTBAMHU
NpeayCMaTpUBaeTCss yCTAHOBIEHHE O0f3aHHOCTH [0 XpaHEHUIO 3aKyIUIEHHOH
(dapMaLeBTHYECKON CyOCTaHIMM CIUPTa 3TUIOBOrO (3TaHONA), €€ peanu3alHy HIH
nepeiayd B YCTAHOBICHHOM 3aKOHOJAaTeNnbcTBOM Poccuiickoi Penepaliuu nopsigke B
tape o6BneMoM He Gosee 1 nuTpa.

BBejeHie ykasaHHBIX 3alPETOB U OrpaHu4eHuii 00ycIoBIeHO HEOOXOAUMOCTEIO
YCUJIEHHSI KOHTpOJsA 3a O00OpOTOM U HCMOJNB30BAHMEM OJTUIIOBOIO CIHMpTa H
CIUPTOCOACPKAIMMUX JIEKAPCTBEHHEBIX CPELICTB.

Taxe yrodHsaercs NOHATHE «CMUPTOCOASPIKAILUE JIEKApCTBEHHBIE NpENapaThi»
B ctatbe 2 PeaepansHoro 3akoHa Ne [71-D3, koropele MOTYT COAEPXAaTh HE TONBKO
dapmaneBTHIECKOH CyOCTaHLMK CIMpPTa TUIIOBOrO (3TaHOMa), HO ¥ MHON STHIOBBIH
CIHPT.

Peanuzalius  3aKOHONpoeKkTa He  IOBIUSET Ha  JOCTHXKEHHE  Liesel
rocynapcTBeHHbIX nporpamm Poccuiickoit ®enepanuu.

3aKOHOMPOEKT COOTBeTCTBYeT monoxenusm Jlorosopa o Ebpasuiickom
IKOHOMHMYECKOM COKO3e, a TaKXe [ONOXEHHAM HHBIX MEXIyHapOXHBIX JOrOBOPOB
Poccuiickoii Denepaunu.




OUHAHCOBO-9KOHOMHUYECKOE OBOCHOBAHME

K npoekTy (enepaibHoro 3akoHa «O BHeceHUH H3IMEHEHHH B HEKOTOPLIe
3aKoHoAaTenbHbIe aKThi Poccniickoii Peaepaunn»

IMpunsatue mnpoexra QegepansHOro 3akoHa «0O BHECEHHM U3MEHCHUM B
HEKOTOphie 3aKOHOJaTeNnbHble akThl Poccuiickoit ®epepauyu» HE MNOBIEYET
JONONMHUTENBHBIX PacXofoB ¢ejepanbHoro 610/keTa, a Taloke ApYrHX O6l0mkeToB
6o keTHOM cucteMbl Poccuiickoii @enepanuu.

Ilpennaraemelie M3MEHEHHMs HE OKA3bIBAIOT BIUAHHUE Ha JOCTIIKEHUE LEIIeid
rocyapCTBEHHBIX mnporpamm Poccutickoii Penepauyn.




INEPEYEHDB

(pesepabHbIX 32KOHOB, NOANEKANUX NPUIHAHHUIO YTPATHBIIMMHE CHJITY,
MPHOCTAHOBJICHHIO, H3MEHEHHMIO HJIH MPHHATHIO B CBSI3H ¢ NPOEKTOM
denepanbroro sakona «0 BHeceHHH H3MEHEHHIH B HEKOTOpBbIe
3aKOHOAaTe/bHbIe aKThl Poccuiickoii ®exepauum»

IMpunatue mpoekta ¢enepanbHoro 3akoHa «(O BHECEHHU W3MEHEHHE B
HEKOTOpBIE 3aKoHoAaTenbHble akThl Poccuiickoit ®epepaunu» He norpedyer
NpU3HAHWA YTPAaTUBIIMMM CHILY, [PHOCTAHOBJIEHUA, U3MEHEHHS MM IPHHATHUA
(enepanbHBIX 3aKOHOB.




INEPEYEHD

HOPMATHBHLIX MpaBoBbix akToB [Ipe3naenta Poccuiickoi Pegepanuu,
IpasurenscrBa Poccuiickoit @enepaiuu u degepaibHbiX OPraHos
MCNOJIHHTEBHOM BJAACTH, NOAJIEKAIMX NPHIHAHKIO YTPATHBIIHMH CHJTY,
MPHOCTAHOB/ICHHIO, H3MEHEHHIO HJIH NPHHATHIO B CBA3H C MPOEKTOM
denepaabHoro 3akona «O BHeceHHH H3MEHEHHH B HEKOTOpbIe
3aKoHoAaTelIbHble aKThl Poccuiickoii Denepauum»

[Tpunsitue denepanbHoro 3akoHa «O BHECEHUM H3MEHEHMH B HEKOTOpBIE
3aKoHoJaTenbHele akThl Poccuiickoit ®epepanuu» (manee — DenepaibHBIi 3aKOH)
noTpebyeT NpHBENEHHUS AeHCTBYOLMX noctaHoBneHuil [IpaBurenscrBa Poccuiickoit
Denepallii B COOTBETCTBME € YCTaHABNMBaeMBIMM HopMmamu. B 4YacTHoCTH,
IpeAycMaTpUBaeTCs 3alpeT Ha MpPOH3BOJCTBO (papMalleBTHYeCKOH cyOcTaHIuu
CIIHMpTa 3THJIOBOro (3TaHONia) C MCHOJB3OBAHUEM OCHOBHOI'O TEXHOIOIrHYECKOro
o0opyfoBaHus IS MPOW3BOACTBA 3THUIIOBOrO CIHPTa, YCTAHOBIECHHE O00S3aHHOCTH
NUL, OCYILECTBIAIOLIMX ONTOBYIO TOPrOBNIO, MEPEBO3KYy M (W/IM) XpaHEeHue
(apmaueBTHYECKOH CyOCTAaHIMM CIHMPTa STHJIOBOro (3TaHONa), OCYLIECTBISATH
mepefayy B €OMHYIO rOCYJapCTBEHHYIO aBTOMAaTH3MPOBAHHYIO WHGOPMAUHOHHYIO
cUcTeMy y4eTa oObeMa Mpou3BOACTBA U 000POTa STHIOBOTO CIIMPTA, ANIKOTOJILHOH U
cnuprocogepxkauieft npoaykuuu (manee — EIAMC) undopmauuu o6 ob6beme
3aKyINKH, [IEPEBO3KU, XpaHEHHs U (M/IM) MOCTaBOK YKa3aHHOM MPOAYKLHUH.

B cBasu ¢ yeM HeoOXOAMMO BHECEHUE W3MEHEHUW B IOCTaHOBJICHHE
[IpasurensctBa Poccuiickoii ®Pepepaium ot 29 nekabps 2015 r. Ne 1459
«O  QYHKUHOHMpOBaHMM  €IWHOH  TOCYJapCTBEHHOW  aBTOMATH3IMPOBAHHOM
MHOOPMALMOHHOH cHCTeMBl y4yeTa o0OBeMa NpPOHM3BOJCTBA M 000pPOTa STHUIIOBOIO
CIHpTa, AJIKOTOJBHOW © CHUPTOCOAEPXAllEH MpOAYKLUHH», B NOCTAHOBAEHUE
[IpaBurenscrBa Poccuiickoit Pemepauun ot 9 moma 2016 r. Ne 650
«O TpeboBaHHUAX K TEXHUYECKUM CpeJcTBaM (uKcaluu U nepenayu uadopmauuu o6
obbeMe MpOM3BOACTBA W 0O0OpPOTa STHMAOBOrO CIMPTA, ANKOrOJBHOM M
CIUPTOCOAEpXKaliel MPONYKUHU B €IUHYIO FOCYJApCTBEHHYIO aBTOMATH3HPOBaHHYIO
UHOOPMALIHOHHYIO CHCTeMY y4eTa obbeMa MpOM3BOACTBA M 000pOTa 3THUJIOBOTO
CIHPTA, AaNKOTOJhHOM M CHOHPTOCOAEpKAIUeH NPOAYKUUH», [NOCTAHOBICHHE
[TpasutenscTBa  Poccuiickoit  Pemepaumu ot 29  pekabps 2017 r.
Ne 1694 «O mnopsaxe y4era U JekiapupoBaHus 06beMa MPOU3BOJCTBA, HOCTABKU U
(unu) ucronb3oBaHUs MUl COOCTBEHHBIX HYXH (GapMaUEBTHYECKOH CyOCTaHLMM

COHPTa 3THNOBOrQ (JTaHOMa) M BHECCHHH W3MEHEHWA B HCKOTOpBIE  aKTbI

Ilpasurensctea Poccuiickoit ®emepauuu», a TaKkke B  [OCTAHOBIEHHE
IlpaBurensctBa Poccuiickoit ®@enepaunu or 6 mions 2012 r. Ne 686 «06



yrBepxkacHud IlonoxeHus o IMUEH3UPOBAaHWM MPOW3BOACTBA JIEKAPCTBEHHAIX
CPEICTBY.

CoorBeTcTByIOIIHE M3MEHEHUs] B yKazaHHbIE MOcTaHOBNeHHs [IpaBuTensCTBa
Poccuiickoii ®epepauyuu cliefiyeT NMOATOTOBUTH B TeUeHHE ABEHAALATH MECALEB C
MOMeHTa npuHATHS DefiepalbHOTO 3aKOHA.




