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74. O npoexre (I)enepanbnoro zaxona Ne 374838-7 "O pHeceHHH H3IMeHEHHH
B HEKOTOPbIE 3aKOHOJATEIbABIE 2aKThi Poccuiickoii ®egepaunn 0o BONPocy BBOAA
B rpamauclmifl 06opOT JEKAPCTBEHHBIX NPENAPATOB Al MEARUMHHCKOrO npHMe-

. HeHHA'' - BHOCHT Hpann‘re.nbcrno POCCHHCKOH (I)enepamm

IIpnasTo pemenue:

1. HanpaBuTh yKa3aHHBIH IpPOEKT Q)enepansﬂoro 3akoHa Ilpesunenty Poccuii-
cxoii Penepanun, B KOMHTETE, KoMHccuro I'ocymapcreennoit Jymbl, ¢paxumn B
Tocynapcreennoii Jiyme, Coser ®enepauun PenepanpHoro Cobpanns Poccmitckoii
Penepannn, [Mpasutesnserso Poccuiickoit Menepauuy, Cuersyio nanaty Poccmiickoi
Penepaunn, Ob6wecTreHHy0 nanaty Poccuiickoii (enepaiuy, 3aKOHONATENBLHEIC
(npeAcTraBHTENbHBIE) H BBICIIHE HCIOIHMTEJbHRIE OpFaHbl rOCYNapCTBEHHON BIIACTH
cybpexTos Poccuiickod PenepauHy IS NMOATOTOBKH OT3LIBOB, MpEUIOKEHHI H 3aMe-
YaHH#H, a Take Ha 3akmnoyeHHe B [IpasoBoe ynpaBnesue Annapara I 'ocyaapcTBeHHO#H

Hyme1.

HasHauuTh OTBEeTCTBEHHLIM B ]J3.60Te Hal TIPpOEKTOM cl)e,uepa.ﬂbuoro 3aKOHa

Komurter I'ocynapcteennoii JlyMpl o oxpaue 300pOBBA.

OT3b1BBL, NPEIJIOKEHASA B 3aMEYaHUs HaNpaBHTE B KoMuTeT Focy,uapcmeﬂnoﬁ
JyMEI O oXpaHe 3m10poBba A0 14 Mapta 2018 roga.

2. Komurery I'ocynapctBennod J[ymel 10 oxpane 370pOBBS C YYETOM -NOCTY-
IUBIIHX OT3BIBOB, NPEMIOXKEHHH H 3aMeYaHUi NOArOTOBUTh YKa3aHHBIH IpoeKkT derne-
PAIbHOIO 3aK0Ha K paccMoTperuio I'ocynapcreerHol lymoid.

3. BunounTs yKa3aHHbI HPOEKT PelepanbHOro 3aKoHa B IPHMEPHYIO IPOrpaM-
My 3aKOHONpPOEKTHOH paboTh Focynapcmeﬂﬂon AyMbl B nepron BeceHHEH ceccHm
2018 rona (mapt).
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- O BHeceHHH npoekTa (enepatbHOro

"HEKOTOPBIC 3aKOHOAATCIILHBIE AKTHI

‘ l“ocynapcmcaﬂa}l Hdyma
- Qepepansioro Cobpanus

HPABHTEJ]BCTBO | | | ..P(.:.ccnlii.ci(oﬁ denepanuu
POCCHHCKOHR ®EJEPAIAHR |

Ne.  566m-012 1 3.4. 6340 _
MOCKBA | o o 31 84B 2018 -

3akoHa " BHeceHUH U3MEeHEeHN B

Poccuiickoit Penepannn no Bonpocy
BBOZA B rpacAaHCKUil 000pOT NeKapCTBEHHBIX
npenapaToB AXs MEIUIHHCKOTO NpHMeHeHHs"

l‘ocympmemm e OT PO
JHara 27.01.2018
Me374838-7, 1.1

B coorBercrBun co crareeit 104 Korcrutyuum Poccuiickoii ®epepanyn
TlpaButensctBo  Poccmiickolt  defepallii  BHOCHT Ha  PaccMOTPEHHe
Focynapcteennoit Jymu ®enepanstoro Cobpanns Poccniickoit Pemepauuu rnpoext
denepanbHoro 3akoHa "O BHeceHUH M3MeHeHHH B HEKOTOpbIE 3aKOHOJATeNbHbIE

akThl Poccuiickoit (Denepaunn no BONpPOCY BBOAA B rpamancmn 060])0'1"_

JIeKapCTBCHHBIX NIpEnapaToB ANA MCAHUIHHCKOTO ﬂpHMeHeHHSI .

[punoxenne: 1. [Tpoekr denepansHoOro 3akoHa Ha 8 .

2. [ToscuTensHas 3alKcKa K NMPOEKTY (elepanbHOro 3axoHa

Ha 3 1. _
3. DYHAHCOBO-IKOHOMHYECKOe ODOCHOBAaHHE K  NPOEKTY

¢benepanpHOro 3akoHa Ha 1 JI. '
4, Tlepevens depepanbHBIX 3aKOHOB, IOANEKAMMUX IPA3HAHAIO
YTPaTHBIIMMU CUITY, TIPHOCTaHOBNEHUIO, H3MEHEHHIO HIH
NMPUHATHIO B CBA3H C NpHHATHEM JaHHOTO IIPOEKTa

. ¢enepansHOro 3aKoHa, Ha 1 JI. "
5.Ilepedens HOpPMaTHBHBIX NpaBoBEIX aktoB [lIpessaenta
Poccuiickofi  ®egepauun, Ilpasurensctea Pocculickoi
) : ‘Oepepanlud U QeAepanbHBIX OPraHOB HCMONHHTENBHON
: BIACTH, NOMMEXAIUMX YPH3HAHHIO YTRATHBIIHMH CRHLUIY,
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MPHOCTAHOB/IEHUIO, M3MEHEHHIO HIH NOPHHATAIO B CBA3M
C NpHHATHEM JAHHOrO. NpoekTa tpenepanbﬂoro 3aKOHa,
Ha 7 1.

6. Pacriopsokenue IlpaBuTtenscrea Poccuitcofi denepaunu
- 0 BHeceHmd B [ocymapctsennyio Hymy Depepanphoro
Cobpanusn Poccmiickoii ®denepauun JaHHOTO NpoexTa
dencpanbHOro 3akoHa M Ha3HAYeHHH OGHUHATBHOrO
npeacrasutens IlpaButensctBa Pocculickoii ®egepauun
IpY PpacCMOTPEHHH €ro NanaTaMu CDe,nepaJIBHoro Cobpanns
Poccniickoit @eneparuu Ha |1 1.

Tpencenarens [NpaeutenscTna.

Poccuiickoit Penepauun A Mensenen




Buocurtcs [paButenscraom
Poccuiickoit ®enepauyu

. Hpoek*r
n/fwm-
(I)EI[EPAJIBHBIH 3AKOH

O BHeceHNH H3MeHeHHH B HEKOTOPbIE 3aKOHOAATEAbHbIE AKThI
Poceuiickoii @exepaunn no Bonpocy BBOJAA B Fpa’kAaHckHil o6opoT
JIEKAPCTBEHHBbIX NPeNapaToB AJ8 MeIHLIMHCKOT0 NpUMeHeHHs!

éTaTbn.l
o Hyﬁx&r 2. craﬁ»ﬁ 1.2. éé,uepanbﬂord .3Ia;clc_mz:1[ ;)'i‘ 1-7hceHTﬂ-6.pSl.. 1998. roga

_.N'o 157I-¢>3 "O6 Hmmyﬂonpo¢unamnxe Hthekun()HHHx 6one3He““ (C06paHHe
3a1<ouoﬁaren5cma Poccnﬁcmﬂ CDenepaunn, 1998 N_ 38 CT. 4736 2009 N_
cT. 21; 2013 Ne 48, cr. 6165) Hsnoxcmbncneﬂyfomeﬂ pe,uaxuun | o

"2. HMMyuoﬁuﬁnoquecxne | néxépcmcnnmc npenapa'rbf | ﬁna.
Hmmyﬂonﬁoq:unamm.m-ﬁoﬁnéma'r BBdnf B rﬁaxc,ﬁancmn oﬁopo*r B MOpSAAKE,
yCTaHOBneHHOM 3ax6HonaTen50T§OM Poccuucxon @enepauuu 06 06pau1cnuu
NeKapCTBEHHBIX cpenc*rﬁ. . -I |

C'rau.s;zl o

Il-'Iy_lliK'r4 CTaThH 1 DenepanbHOro 3aKbHa -oi' 27 nexaﬁps. 2002 rona
Ne 184-@5 "O TeXHHYECKOM perynupoBaHHH" ‘(C06palﬂ'ué 3ajébﬁonaTénL§;Ba

Poccuiickolt ®epepanmu, 2002, Ne 52, c1. 5140; 2007, Ne 19, ct. 2293; Ne 49,
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ct. 6070; 2009, Ne 48, ct. 5711; 2010, Ne 1, ct. 6; 2011, Ne 30, c1. 4603; Ne 49;
or. 7025; 2012, Ne 50, cr. 6959; 2013, Ne 30, c. 4071; 2014, Ne 26, cT. 3366;
2015, Ned48, cr.6724; 2016, Nel5, cr.2066) mocne cioB "CaHHTapHO-
3nn#e1;1ﬁ6nbmqecknx TpeGOBaHHUi," ndnonuﬁrb CIIOBaMH "Tpeﬁosauuﬁ
B cdepe oﬁpémeﬂu;l HeKapCTBeHH;IX CPEACTB WIS MeZMUMHCKOTO
npfmeneuna,".

.CT'a.'ri:.ﬂ 3

" Bﬁecfﬂ B DepepanbHplii 3akoH orT 12 aﬁpenﬂ 2010 ropa Ne 61-O3

"O6 ofpaueHun nekapcTBeHHEIX cpeAcTB” (ColOpaHue 3akOHOAATENBCTBA

1. 7351; 2012, Ne 26, o1. 3446; Ne 53, 1. 7587; 2013, No 27, 1. 3477; Ne 45,
or. 6165; 2014, Ne 43, cr. 5797; Ne 52, c. 7540; 2015, Ne 29, cr. 4367, 4388;
| 2016, Ne 27, CT. 4238; 20:1-7., Né 31, c1* 4 827) (;nenyroﬁué H3MEHEHUA:

1) cratbio 5. ,uononﬁura ﬂy-l-'I'KTOM 25 cﬁenylotﬁerd boﬁéﬁkanﬁa:

'.'25) BblAa4a pmpeﬁeﬁnﬁ .Ha 33611 | ;B. | fpay;cﬁancxﬁﬁ | éﬁopor
Hmmyﬁoénonomqecmx. nexaﬁcﬁeﬁnm; npeﬁaﬁa'rc-)B;".;

2) cratsio 47 ﬂonbnﬂmb qacfmo 9 cnenyrouero conepx-cauna:

"0.BBoxl B TpaxJIaHCKHHA éﬁopo*r JIEKapCTBEHHBIX np«;:napa'roa s

MEIHLMHCKOTO TNpUMEHEHMs, BBE3CHHHIX B Poccuiickyro ®enepaiio,

27081491 doc
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. OCYIHMECTBNAETCA € CobMoNeHNeM TpeGoBaHHH, YCTAHOBNEHHBIX - cTaThei .52

- Hacroduiero PepepanbHOro 3aKkoHa.";

'3) JOTIONHKUTE cTaThEH 52! CNEeYIOILEro CoAcpKaHUA: & .

"Cratbs 52'. - BBoj B rpammancknii 060poT JeKaPCTBEHHBIX -
npenapa'roa s Mennunncxoro npumenemm

1 Hepe,u BBOZOM B rpa)K,nchmH 060p0T B Poccnncxon (De,uepaunn
Kam,noﬁ cepx«m (nap'mn) npomBe,ueHHoro B Poccnncxou CDexepauHu
JIeKapCTBeHHOFO npemapara s Mennunncxoro npumeHeHm, - 3a
1 ’ H ! ) ’ ‘.’ : ' ) ; ’ v . .

MCKJIFOYEHHEM  MMMYHOOMONOTHYECKMX  JIEKapCTBEHHEIX  IIperaparos,

]

npomao,nmenb TaKoro Jlelcapcmennoro npenapa'ra 'npencraBnaeT

B d)enepa.ubﬂbm opraH HCHOJIHPITCJIBHOH BJIACTH, ocymecmnmomuu @ynxuuu |

no KOHTpOIﬂO' u Ha,usopy B chepe 3;'1paBooxpa.HeHM, noxymem
MPOU3BOAUTENSA JIEKAPCTBEHHOTO rlpenapa'ra, MOATBEPKIAOMAN Ka4ecTBO

JICKapPCTBEHHOTO [penapara, H HOIITBCP)K,HCHPIC - YIIONHOMOUYCHHOIO  JIMIia

NMPOU3BORUTENS NEKAPCTBEHHOTO, IPETAPATa O COOTBETCTBHH JIEKAPCTBEHHOTO

'npenapara Tpeﬁoaannm, YCTAaHOBJIEHHEIM TIPU €ro rocyJapcTBEHHOM

perucmaurm

2. Hepe,u BBOAOM B rpa;ﬂc,uaﬂcxnn 060p0T B Poccpmcxon d)c,uepaunu

[N

Kaxgod cepuu (nap'rmr) ~ BBO3UMOIO B Poccnﬁcxylo CDenepauHm.

JIEKAapPCTBEHHOIO npenapara AN MC,[[H].[PIHCKOI_‘O npﬂmeuenua, 3a

WCKIIOYeHHEM  HMMYHOOMONOrMYECKMX  JIEKAPCTBEHHBIX  (Ipenaparos,

27081491.doc
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‘OpraHH3aLyd, - 00Y1necmnmom;as '~ BBO3 - JICKAPCTBEHHOI'O ~ TIpemapata
B PoccHiickyo tbenepaumo, MpeACTaBIAET B . @enep_amsﬁmi‘{ . Qpras
HCTIOHUTENBHON ' BIACTH, - OCYLUECTBASIOWMA QYHKIHH IO  KOHTPOMIO M
Haq30py - B . chepe  31paBOOXpaHEHHS, I-cep'rnd;ml('clrr npOHSBonHTéJia
JIEKapCTBeHH(;FO npehapa'ra, y,ﬁoéronepmbmuﬁ éoo;rBeTCTBHe BBO3HMOTO
nexapcménuoro Inpenap.a'ra. 'TpeﬁoBaHuaM. tbabmaxd.neﬁumx crateii b0
B c.nyqae UX OTCYTCTBHA Hoﬁmafnﬁnoﬁ _noxymen'l;aunn, H hno,z[-‘rBep)K,nel'me
OTBCTCTBeHﬁord nuua oi)raﬂnsauuﬁ, OcyilleCTBﬂﬂ}OHleﬁ:BB03 NIEKapCTBEHHOTO

npenapara B Poccuiickyro ®enepauuio U YMOAHOMOYEHHOH MHOCTPAHHBIM

¢

I[IPOA3BOOHTENICM JICKAPCTBCHHBIX CpeacCTB, © COOTBETCTBHU BBO3HMOTIO

nexaﬁémennom npcnapafra. | TpCﬁOBaH.HHM-, .yc"raﬁoﬁileﬁﬂsm npH ero
rocynapcméﬁﬁoﬁ perlf‘m'rpau_nn. .. |

3 Iopsanoxk hpéncmnnenna B éodmefcrnﬁn c. qac*rsimu In2 Hﬁ;:To%llﬁeﬁ
CTéTbh B tbenepémﬁmélﬁ oprﬁH andnﬁHTeanOﬁ énaéﬁ, ;)éyiuéctﬁnﬁbmuﬁ
q:yﬁxunn 1o Iﬁonfﬁonm-u HaI3opy ﬁ-ﬁti)epé 3J:lpaBooxpaHeﬁm, noxyf\;lemos H
cne,uenﬁﬁ él nexapcmenﬁmx npenapaTax And Me,um-mncxo.ro‘ nﬁn&xeneﬁnﬁ,
BBOJMMEIX B  Tpax/JaHckud obopor B Pocéniicxoﬁ. | (Iien;s:-paunn,
yc*rénam:miaars'rca ﬁpﬁamenscmom Poccﬁﬁcxoﬁ cbenépéuﬁu. |

4.B .omoméﬂ.un ne;ﬁaux prex CepHii (ﬁép‘mﬁ) JIeKapCTBEHHOrO

npenapata a8 MEeOMIMHCKOrO MpPHMEHEHHs, BHCpPBBIE INPOU3BENCHHOTO B

27081491 doc
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“Poccniickoit Denepanny unu snepsbie BBo3uMoro B Poccufickyio Penepamio,

B (heAepalbHEIN OpTaH UCIONHATENLHON BIACTH, OCYIECTBIAIOWMA GyHKIHH

* 0 KOHTPOJIO - ¥ Hag3opy B “ciepe 3NPABOOXPAHEHHS, JOMONHHTENHHO

TPEACTaBJIAETCA  [TPOTOKON HCTIBITAHUH, HpOBO,[[ﬁMBIX aKerlIHTOBaHH_EaIMH' B

COOTBETCTBHH C  3aKOHOAATeNbcTBOM  Poccuiickoit - Pdegepauun o6

aKKpeIWTalUd B HALMOHANBLHOH CHCTEME. akKkpeaMTauu denepansHbIMHU

rOCYNapCTBEHHBIMH  OHOIXKETHBIMH yqpemennamn,. ' NOJIBEJIOMCTBEHHBIMU
(be,nepa.n'bﬂomyl OpraHy ncnonnmehmoﬁ . BJIaCTH;  : OCYIHECTBIISIOLIEMY
dbyHKHHE 1O BRIpaboTKE H peayl3aluy rocy;uapc-‘rBeHHo;‘i-r NOJMTHKU H
HOPMATUBHO-TIPABOBOMY pcrynuposanﬁlo. B - chepe .-snpanéoxpaneﬂuﬁ,
H 'cpenepaﬂmomy oprany. nCnonHHTenbuoﬁ BJIACTH, OCYILECTBIAIOLIEMY
GYHKIMM - IO KOHTPOJMIO W Ham30py. B - chepe '.3npaaoqxpaHeHmi ._ (,uainee -
tbenépaﬂbuble YUPEXKIOEHHS), O COOTBETICTBHH -JIEKAPCTBEHHOTO Mpenapara
n_oKaaaTéMM KayecTBa, n;genycmoTpeHHgM; HOPMAaTHBHOH OKYMEHTALIMEH.

Topsinoxk BeiNaun denepanbHEIMH YYpeXKIECHHSMH TPOTOKOJA HCMEITaHMH 0

COOTBETCTBHH - CepHi (MApTHHM) yKa3aHHOTO JIEKapCTBEHHOTO 'Mpernapara

- TIOKasaTenaM KadecTBa, Hpeﬂ)’CMOTpeHHLIM‘.HOpMaTPIBHOf:I- ,HOKYMCHTB.L[HCI:'I, 4

pasmep IIaTH 3a ero Buifady ycraHasnusatorcs [IpaputensctBom Poccuiickoi

denepauun.

27081491.doc




-~ 5.Broa B rpaxaanckuii obopor B Poccuiickoit Pepepaunu kaxzoi

cepHd  (MapTHM) HMMYHOGHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara,

TpoussefeHHoro B Poccuiickoit Peaepauny WM BBO3UMOro B Poccuiickyro
Denepalluio, OCYILLECTBIAETCS Ha OCHOBAaHMM paspellieHHs, ‘BHAABAEMOrO

denepalbHEIM  OpraHOM - MCIIOJHHTENBHOM = BNACTH, OCYIIECTBISIOUINM

GYHKIMM MO . KOHTPOMIO ~ M . Ham3opy B chepe 30paBOOXpaHEHMs,

Ha ocHoaaHﬁn 3aKIIOYEHHSt . . O  COOTBETCTBMM  cepu . (IIapTHH)
'MMMYHOOHONOTMYECKOTO .- JISKApPCTBEHHOTO  TIpenapata | TpeGoBaHMAM,
yCTaHogneHHuM NpH  €ro."TOCYJAPCTBEHHON PErHCTpALMH, BBILAHHOFO
penepansHbIME yupexaeHuAMH. - [opsnok Belzaun _paépémenm Ha BBOX B
"rpaomaucxﬁﬁ p.Gopo*r ﬁ Poccuiickoit - @enepaunyn  cepud  (nMapTHH)
MMMYHOOHONOTMYECKOTO | JIEKAapCTBEHHOrO Iipenaparta, a Taloke MOPANOK
BRLIAYH qae,;[epanbuumu.yqpemeunamu YKa3aHHOTO 3aKJIIOYCHAS K pasMep
MAaTH 32 €ro Bu;uaqy -ycraHaBnnBafoicsr IlpasurensctoM Poccuiickoil
dle,u_ep'aunn. .

6.3a HenpeACTAaBICHHE MAM  HECBOEBPEMEHHOE NpeICTaBicHHE
JOKYMEHTOB ¥ CBEeIeHHH, npenycmorpeﬂﬂmx yacTaMmu 1, 2 1 4 Hacrosawei

CTarbH, TNPOU3BOAUTENM NEKAPCTBEHHHIX TpelapaToB M  OpraHM3aluy,

OCYIIECTRJAIOLINE BBO3 JICKAPCTBEHHBIX = Npenapatos B  PoccHiickylo

27081491.doc
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CDcnepaumo, HECYT OTBETCTBEHHOCThH B CQOTBETCTBHH € 3aKOHOAATC/IIHCTROM

Poccuiickoi ®enepanun.

7. IlpeactaBneHne ‘,E[OKyMCHTOB., U CBedcHHI, ~ TIpeAyCMOTPEHHBIX

. YacTamu 1, 2 w4 Hacrofllel- cTaTbH, W NOMy4YeHHe paspelUcHHA Ha BBOJ

JIEKapCTBEHHOTO = Mpenapata B rpaxaaHckuit o6opor B  Poccuifckoif

. Penepalivy, NPEXYCMOTPEHHOTO YacThiO0 5 HacToAWmlel cTateH, He TpebyroTcs

B OTHOLIEHHH. JIEKAPCTBEHHEIX IPEMAPaTOB 1 MEAULMHCKOTO MPAMEHEHHH,

NpedHasHaYCHHBIX Alla~ NIPpOBEACHHSA - KIHHHYECKHX o HcClieAoBaHUT

FIeKapCTBEHHBIX npenapaTOB; NpOBEJICHHS 31ccncpi‘}i3£.1 - fIEKAPCTBEHHBIX
CpeACTB B ﬁenﬂx rocy IapCTBeHHOH pemm‘paﬁun JNIEKApCTBEHHBIX ApenapaTos,
a | TAlOKe = H_esaperucrpnpdﬁaﬁﬁblx ", NEKapCTBEHHBIX . -ﬁpcnapafba,
IpegHa3HaYECHHBIX AN -OKaBaHH}II.'.-MenHHHHCKOﬁ TIOMOIY FO YKA3HECHHBIM

MOKa3aHHAM KOHKPETHOTO MalldeHTa, BBO3UMEIX B Poccuiickyio deaepaunio B

- COOTBETCTBHH C 4acTIo 3 cTathi 47 HacToswero denepanbHOro 3aKoHa.

8. Ilpu BrIsBNIEHHM B rpaxaaHckoM obopote B Poccuitckoit ®eaepauun
ceprH (MapTHH) JAeKapCTBEHHOro Tipenapara i1 MEJULHHCKOro NpUMEHEHH,

JOKYMEHTH M CBEJEHHS O KOTOpOHM, NpeaycMOTpeHHble dacTamu 1, 2 u 4

HacToAIIeH CTaThH, HE MpeACTaB/ieHb B (efepaNbHEId OpraH UCHOTHUTENBHON

BJIACTH, OCYLECTBIMmOIml (YHKIMHM MO KOHTPOIK H Haisopy B chepe

30PABOOXpAHEHMs, WIM  cepun  (MapThu)  MMMYHOOHOIOTHYECKOTO

27081491 .doc
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JICKAPCTBCHHOI'O - rperiapara, HE HMeomen paspelieHss Ha BBOA B

rpaxgaHckuii  obopor- B Poccuiickoil ®enepany, npenyCMOTpeHHom'

YacThi0 5 HacTosmed CTaThH, (penepanbHbIi OpraH UCIIONHUTENBHONH BIIACTH,
OCYWIECTBNAIOLMA  QYHKUMH 10 -KOHTPOMO ' W -. Haa3opy B. cdepe
30paBOOXpaHEeHMs, B NopsAaxe, ycraHoBaeHHOM [TpaBuTenbecTBOM Poccuiickoit

denepanyy, NPUHUMAET peleHHE O NPEKPAIIeHKHH IPaXIaHCKOro 06opoTa B

Poccuticko#t Peaepauun Takux cepuil (napTuii) MeKapCTBEHHBIX MPENapaTos .

.ud MpPeJCTABAEHHS YKA3aHHBLIX AOKYMEHTOB U CBEACHUHK WU r'lonchnm
yKa3aHHOrO paspelleHns.”.

Crarba 4

1. Hacrosuuit @enepatbublii-3aKOH BCTYNAET B CWIY HO HCTEYEHHH
12 Mecsues nocne AHA ero OORUHATLHOTO OITyGIUKOBaHHS.

2. JIercapc*rBeHHme. TIpenaparsl nnx' ‘Memaunncxdro NPUMEHEHHUS,
BBE/ICHHbIE B IPaXXOaHCKUH 060pb'r B Poccuiickoit (Dei[epauuﬁ 10 BCTYIUJIEHH
B CHNy - HacTosaulero @eaepanpHOro 3aKkoHa, MOM. ' peaTM30BHIBATHCS,

NepenaBaTbes, OTOYCKATHC U NPUMEHATHECA O HCTCUCHHS CPpOKa UX TOXHOCTH.

* IIpesupent

Poccuiickoii Pepepauun

27081491 .doc




MOSICHUTEILHAS 3ATIHCKA

" K npoekTy $eaepanbHoroe 3axoHa 'O BHeceHHH H3IMEHEHHH
B HEKOTOPbIe 3AKOHOAATENLHbIE akThl Poccniickoit ®enepaunn
110 BONPOCY BBOJA B rpakAaHCKHii 060poT J1eKapCTBEHHBIX
NpenapaToB AAs MEAHIHHCKOrO NPHMeHeHns "

Tlpoexr depepansiore 3akoHa "O BHECEHMM M3MEHEHHH B HEKOTOpBIE

' 3&KOHO,E[&TBJIBHBIG aKThbl POCCHHCKOH <Denepaunn Imo Bonpocy BBOIA B rpax(,uaucmn

obopot’ nelcapcmennmx MpenapaToB  1Ad  MENMIHMHCKOTO  MpAMEHEHHs"
(zanee - 3aKOHOTIPOEKT) MOATOTOBNEH B paMKax HCNOJHEHMA HOPYYEHHH
Ilpesunenta Poccufickoit (Denepaunn u [TpaBuTenbcTBa Poccmcxoﬁ d)enepaumi 1o

_ COBEpIICHCTBOBAHHIO HOPMATHBHOTO IIPaBOBOTO  perynHpOBaHUA B  cdepe
_ofpallieHus N€KapCTBEHHLIX NPENApaToB [If MEIULMHECKOro MPHUMEHEHHS, B TOM
yHcne MUMMYHOOHOROIHYECKAX - nexapc*rseﬂnmxl ' npenapa'ro'a (Ranee -
i JiekapCTBeHHbIE nperapaTsl), B 4acTH HX BBOJA B rpaxzaHckuii obopor u

BbIBe[leHHsl AaHHOH! cephl npaaoomomeﬂnﬂ H3-nIoA neACTBYA 3aKOHOJATENIBCTBA O
TEXHUYECKOM DeTyTHpOBAHHH ¥ TPHBE/IEHWA €€ B COOTBETCTBHE C aKTaMH,
COCTaBIIMFOLIMMHE 1IPaBo EBPasHiicKoro 3KOHOMHUHECKOTO COH03a,

B nacrosumiee Bpems BBOX N€KapCTBEHHBIX npenapa'rob B rpamxancmn

060p0‘r OCYDIECTBIISIETCS B COOTBETCTBHH C TpeﬁoBaHuaMﬂ (De,uepanbaor‘o 3aKOHa

oT 22 nexabpsi 2002r. Ne184-®3 "O TexHMUECKOM PperynupoBaHMH" U
nocTaHoBNeHus  [IpaBuTeNnbCTBA Poccnﬁcxoﬁ dbe,aepauun ot 1 mexabps 2009r.
Ne 982 "O6 yTBepXnaeHuH emmom nepeyHs npo,n‘y_i_cuuu NoAneXKaueH

- ofssaTenbHOM cepTHGHKALMM, W €QYHOro NepedHs NPOAYKUHUH, MOATBepXIeHHE

COOTBETCTBHS KOTOPOM OCYINECTBSETCA B (OPME NPHHATHA AeKNApalul o
COOTBETCTBMH", VKa3aHHBIMH HOPMATHBHBIMH MpaBOBHIMH =~ aKTaMM

- IIPElyCMATPHUBAETCA, TO NEKapCTBEHHble MpernapaThl NMOANEXAT MOXTBEPHACHHIO

COOTBETCTBHS B @opme HEKNapApOBaHHs HAH OOf3aTeNBHOM cepTudHKaLMH,
KOTOPEIE POBORATCA ¢ YUACTHEM TpeTbelt CTOPOHB! - AKKPEAMTOBAHHEIX B 06NAacTH
JNIEKAPCTBEHHBIX CPEACTB HMCIBITATENbHBIX abopatopuil (UeHTpos). OCHOBaHHAMM
ANg BBIAAYM JEKJIapalMi O COOTBETCTBHM H/IH CepTH(GUKATA ABIAIOTCA NMPOTOKOMBI
MCTBITaTeNnbHEIX ~ Jaboparopui, MOATBEPKAAOILIHE coorae'rc-rnne KayecTBa
BBOJMMBIX B IpaIaHCKHH 060p0T nelcapcmeuﬂmx MpeNapaTos yCTAHOBICHHEIM
TpebOBaHUIAM K WX Ka4ecTsy.

3aKOHOTPOEKTOM  BHOCATCH  M3MEHEHHS B (Denepam.ﬂsm '3aKOH

: "'06 oﬁpameﬂnn NEKAPCTBEHHBIX CpefcTB", NpeAyCMATPUBAOIME YCTAHOBIEHHE

Me€XaHH3Ma BBOJA B IpaXKJaHCKHIT 060poT Ha Tepputopuu Pocchiickoit Penepanuu
NEKapCTBEHHBIX NMPENapaToB NPOU3BOAUTENSAMH JEKApCTBEHHBIX CPEACTB U JIHLAMH,

271223 14.doc




2

OCYIIECTBIAIOMMMH BBO3 B Poccuiickyio degiepaliiio eKapcTREHHEIX NPEIIapaTos,
TIOCPEACTBOM . IPEACTABNEHNA -B. (elepanbHbli - Opral HCTONHHTENBHOH BIIAcTH,
OCYIIECTBIMOMMIA PYHKUMH 10 KOHTPOMIO M HaA30py B cdepe 3APaBOOXPAHEHH,
CBelleHHH ©  Ka4yecTBE  JIEKAPCTBEHHBIX  NpenaparoB WM TNOJMyYeHHs
COOTBETCTBYIOWIETO pAaspellieHust A  HMMMYHOGHOJNOTMYECKHX JIEKADCTBEHHEIX
Hpenaparos.

B cOOTBETCTBHH ¢ 3aKOHOTIPOSKTOM IPOH3BOIMTENAM OTEYECTBEHHBIX
NEKApCTBEHHBIX IIPENapaToB, KpoMe Hmmyﬂoﬁuonomqecmx NIeKapCTBEHHBIX
TpenapaTos, epel HX BBOAOM B rpaxKnaHckuii 060opoT Heo6XOAUMO TPeCTaBHTH B
PocagpaBHalzop  AOKYMEHT  NpOH3BOAUTENA, MOATBEPKNAIOLIMA  KavyecTBO
NeKapCTBEHHOro  Npenapata, H NOATBepXKACHHE  YTOTHOMOYEHHOrO  JIHIA
- TIPOM3BOIHTENS O COOTBETCTBHU JIeKapCTBEHHOro Mpenapara meﬁosannﬂm
YCTaHOBNEHHBIM TpH €10 rocy,uapC'rBeHHon perucTpauuy.

Il BBOBHMEIX B Poccuucrcyio Denepaumio JIeKapCTBeHHBIX npenapa'roa
KpoMe HMMMYHOOHONOIHYECKHX JIEKAPCTBEHHRIX ~IMpEMapaToB, OpraHH3alus,
OCYIIECTBIISIOMIAs Takolt BBO3, AOJDKHA NPEJCTABATE B Pocs,upasna,uaop cepmq)mca'r
MpPOM3BOAMTEN M TOATBEPXKACHHE OTBETCTBEHHOr0 JAHUA 3TOH OPraHU3allMM o
COOTBETCTBUH BBO3UMOIO nexachBeHHoro . mnpemapara TpeSoBaHuaM,
YCTaHOBNEHHBIM MPH €r0 rocyAapCTBEHHON perucTpaLH. '

3aKOHONPOEKT MPeAYCMATPHBACT HANMYKE IOCYAAPCTBEHHOTO perynuponaﬂm
' BBOJA MMMYHOOMONOrHYECKHX MpENapaTos B MPaXAaHCKuil 06OpOT MyTeM BBIIAYM
COOTBETCTBYIOIETO pa3peieHus GefepanbHbLIM OpraHoM MCHONTHUTENHHOH BIIACTH,
OCYMIECTBIAIOMUM (GYHKIMH MO0 KOHTPOJTIO U HaZ30py B Chepe 31paBOOXPaHEHHS.

I/IMMyHoﬁnonomqecme' npenapam_ (BakuMHBl, aHATOKCHHBLI, TOKCHHH,
CLIBOPOTKH, MMMYHOINOOYNMHEl W  allepreHbl) TNPUMEHAIOTCA B LENsX
UMMYHONpOQHIAKTHKH ¥ ofecnedeHus SMUAEMHONOTHYECKOH U GnonomquKoﬁ
GesonacHOCTH HacemeHHs Poccuiickoif (delepalliy, uYTO NpeNyCMATPHBAaeT HX
HICIIONb30BaHMe. GOJBLIMM KPYTOM JIMl, NPEHMYIIECTBEHHO NETCKUM HaceleHHEM
Poccuiickoit Oenepanun. B cBasH ¢ 3THM KOHTPOJIb KaJeCTBa NAHHBIX MPENapaToB
Tpebyer ocoboro noaxona co CTOPOHB! rOCYAIapcTBa, oﬁecnetmaalomero rapaHTHIO
~ 6€30MaCHOCTH MX NPHMEHEHHS.

B 3a1<ononpoeme y9YTeHBI Mex(,uyﬂapo,ume non;xo.um H pexomennauml
BceMHpHO# OpraHH3aLHH 3APaBOOXPAHEHHA. _

IpemnaraeMbie 3aKOHOIPOEKTOM H3MEHEHHI B CTAThIO 12 d)enepanbﬁoro
3akona "06 uMMyHONpodunaKTHKe HHGEKHUOHHEX GonesHei" HpedycMaTpUBaioT,
' YTO MMMYHOGHONOTHYECKHE JIEKAPCTBEHHEIE TIPETIAPATE! IS nmmyﬁonpoebunamnxn
momIeXxaT BBOAY B TrpaXOaHCKUif o0OpoT B MNOpANKe, YCTAHOBACHHOM

27122314 doc




SaKOHO,[laTeJILCTBOM Poccnucmn denepauuu B chepe: o6pameHux neKapcmeHHer
CPelCTB. - o SR o

Kpome .Toro, B CBA3H:C:TeM, 4TO CornameHHeM ‘0 ©IMHBIX npnnunnax u
npabujiax - o6pallleHHs . NeKaPCTBEHHBIX CpelCTB B paMKax Espasmifckoro
SKOHOMHYECKOr0 COK032, 3aKIOYeHHbIM B I.- MOCKBe 23 pexaGpsa 2014 r., uensio
KOTOPOrO SIBNAETCA YKPEIUIEHHE 3R0POBBA HACENEHH ITyTeM obecrnieyeHns mocTyna
k GesonacHs, 3¢(chTnBHHM H Ka4eCTBEHHBIM nexapcmeuubm CpEAICTBAM, He
TIPETyCMOTPEHO nponenenne B OTHOIIICHHH JICI(&pCTBeHHLD{ NpenapaTos MpoLeayp
cCepTUQHKALME  HIN | AeKIapUPOBAHKMA O COOTBETCTBHH, 3a1<ononpoe1c'r0M
IpeNyCMOTPEHO BHECEHHE coomercrny}omnx M3MCHEHHH B CDenepa.nLHLm 3aKOH

" "O°TeXHHYECKOM PETyAHpOBaHUH",

3aKOHOIPOEKTOM MPEXYCMOTPEH CpoK BCTYTUIGHHS B cuny coomercmylomero

CDenepanLHoro 3aKOHa N0 HCTedeHMH 12 wmecsues moche ero oQHUMaNbHOIO |

onyﬁnuxoaa}mx ,Il,anm.m CPOK MO3BOJIAT OCYII.IBCTBHTB nonro*romcy ¥ [pPUHATHE

' HOPMATHBHBIX HpPaBOBHIX aKTOB B HEfAX pEealM3alMH  COOTBETCTBYIOLIErO
CDenepanLHom 3dKOHA U MO3BONHAT CYOBEXTaM oﬁpamenm NEKAPCTBEHHbIX CPE/ICTB

OCYINECTBHTH  IUIaBHBIH NEPEXOA OT CyMIECTBYOLeh CHCTeMbI l'[O,ZITBep)K.IleHHﬂ .
COOTBETCTBUS JICKAPCTBEHHBIX MpenapaTtoB B (OpMe AeKIApHpOBaHMA WIW
off3arenbHON CepPTHOUKALMK JIEKAPCTBEHHBIX MpENapaToB K IpOEKTHPYEMOMY
MEXaHM3My BBOJa B TIPOKAAHCKHA 000pOT JeKkapcTBEHHBIX NpenaparoB Onis
MeJULMHCKOTO TPUMEHEHHS, HCKIIOYMB NPU 3TOM PHCKH BO3HMKHOBEHHA MpobiieM
IIpH NieKapCTBeHHOM obecniedesnu rpaxxaan B Poccuiickoit @denepatun.
3aKOHOTIPOEKT COOTBETCTBYeT nonoxeHuaM J[loroBopa o EspasuiickoM
3KOHOMHMYEeCKOM coro3e H CorialleHus © €OUHBIX NpHHIMIOAX H [IpaBHjax

o6patieHus NIeKAPCTBEHHBIX CPEACTB B pamcax EBpasnucxoro IKOHOMHYECKOTO
COH3a.

2M22314.doe




-(DHHAHCOBO-E)KOHOI\I['FIECKOE ObOCHOBAHHE

" K npoekTy ¢eaepanbHoro 3axona 'O pHeceHHR HIMeHeHHH
B HEKOTOpbIE 3aKOHOAaTeAbHbIC aKThl Poccniickoit Pegepannn
10 BONpPOCY BBOAA B IpazkIaHCKHH 000pOT JieKAPCTBEHHLIX HNPeNapaTos.
. AJit MEARNHHCKOTO NpUMeRenus'’

l'[pnuﬂme (De,uepanmoro sakona "O BHeCeHMH Hsmeuenun B Helcoropme

| ;axonona'rensﬂme akTsl Poccuiickoit deepanuu no Bonpocy BBOAA B r'paxcnaucmﬁ

00OpOT JIeKapCTBEHHBIX ' [pPENapaToB JUIA MEIHUWHCKOTO MNpPHUMEHEeHWs"  He
notpebyer AOMONHUTENBHBIX pacxollos 3a cueT ﬁlO,IDKeTHBIX aCCHIHOBaHHM
denepansHoro Gromxera.

Benenne COOTBCTCTBYIO[HHX umbopmaunonubrx pecypcon H BbIfIaYa '
- Pocappasnagsopom paspeleHuii HA BBOJ B IPaXIaHCKHU 0o6opoT Ha Teppmopun

Poccuiickoii ®enepauun UMMyHOGHONOTUYECKHX JIEKApPCTBEHHBIX MperapaToB
GyoyT OCYIUECTBIATBCS B Mpefieax YCTAHOBNCHHOA INTATHOH WHCIEHHOCTH
paGOTHHROB, a Takke .GIOMKETHBRIX aCCHTHOBAaHHH, rrpe,uycmomeumrx Ha

PYKOBOJICTBO i ynpaBieHHe B ctepe ycTaHOBNEHHBIX PyHKIIHIL.

27122315 .doc




- TEPEYEHD

eepanbHBIX 3AKOHOB, NOAEKAMX NPHIHAHWIO YTPATUBIINME CHJTY,
NPHOCTAHOBJIEHRIO, H3IMECHEHHIO HIH NPHHATHIO B CBSA3H ¢ NPHHATHEM
®enepansHoro 3akoHa" O BHECEHHN HIMeHEHHIl B HEKOTOpLie
3aK0HOaTeLHbIe aKkThl Poccuiickoif ®egepaunn no Bonpocy BBOAa
B rpamnanckuii 060poT 1exapcTBEHREBIX NPENapaTos
- " ANS MEJRIHHCKOTO NPHMeHeHHs"

Tpunstne Peaepansuoro 3akosa "O. BHeceHHH Hsrj&eneﬂni_‘x B 'Hekompsie
3aKOHOZATENbHbIe aKThl Poccuiickoii Desiepalliy N0 BOMPOCY BBOAA B IPAKIAHCKUIH
obopoTt nex_apcmenﬁmk vnpenapamn' g MEAMUUHCKOTO npnMeHéH_ua“
He mNOTpeGyeT MPHHATHA, MW3MEHEHMs, [PHOCTAHOBNEHHS WM . PH3HAHMSA
YTpaTHBLIMMH CHJTY HHBIX eepabHBIX 3aKOHOB, I : '

T 2N22316doe




HOPMATHBHLIX NpaBoBbiX axtos [Ipesusenta Poceuiickoii ®enepaunu, Mpasuteinersa Poccuiickoii ®eaepaimu

IIEPEYEHD

H pexepanbHbLIX OPraHoB HCNOJHHTEALHOH BAACTH, MOANEKAUIHX NIPHIHAHHIO YyTPATHBIUNMM CHITY, IPHOCTAHOBAEHHIO,
H3MEHEHHIO HJIH NPHHATHIO B CBA3H ¢ NpuHATHeM PegepannsHoro 3akona "0 BHeceHNN H3IMeHEHHIl B HEKOTOpBIe
3aKoHOAATE/ILHbIE aKThl Poccuiickoii Gesepausn No BONpocy BBoAa B rpakIaHCcKHii 000poT JIeKAPCTBEHHBIX
NpenapaToB AJ18 MeAHUHHCKOT0 NpAMeHeHHA""

B cBiasu ¢ npuHaTHeM @eaepanbHoro 3akoHa "O BHeceHUM H3IMEHEHHMI B HEKOTODHIE 3aKOHOAATENBLHBIE  aKTHl PoccHiicKoii
®enepaniid MO BONPOCY BBOKA B. IPaXIAHCKHA 0GOpOT JIEKApCTBEHHLIX MPENAapaToB IS MEAULIHHCKOTO NMPHMEHEHHA" notpebyercs

NpUHATHE:

. Uens, npeameT u

- Acnonuurens u

No HaunmeHoBanme npoekra ObocHoBaHKe COUCTIONIHKUTENb
n/I1 HOPMATHBHOTO [IPaBOBOTO HeoOXOUMOCTH Cpok noaroroskx colepxaHue NPaBOBOro pa;paﬁoncn npoexTa
aKTa NOATOTOBKH peryiupoBaHuA HOpMAaTHBHOIO
) TIPABOBOT'0 AKTa
1. TIlpoexT noctaHoBnEHUS Cratesa 2 6 MecsueB co OHA HcxmoueHue U3 yKkazaHHmX ~ Munnpomropr
IIpasurensetea Poccuiickoli  (eflepanpHoro  IPMHATHA Ha 3aCefaHHM  TepeyHelf eKapCTBEHHEIX Poccun
Depepauuu "O BHECEHUN 3aKOHA [IpaButenscTea NpenaparoB s . . Munzapas Poccun
"H3MEHEHHI B e THHBII ' Poccutickoii Denepany  MEAMLHHCKOrO NPHMEHEHHH, MHHIKOHOMPa3BHTHSA
nepevyeHb NPONYKIHH, pelLeHHsA O BHECEHUH B TOM YMCIE Poccun
HMMYHOOHONOTHIECKHX

nozyexaiien obs3aTensHoH
cepTR(pUKauuy, U eAuHbIH
nepevYeHs NpomyKUHH,
TIOATBEP)KICHUE COOTBETCTBUSA
KOTOpPO# OCYIUECTBAACTCS B
¢opme NpuUHATHA AeKnapanyy

27122317 doc

NpoeKTa ¢efepanbHoro
3akoHa I"ocynapcrseH-
Hy1o Jlymy ®eaepanp-
Horo Cobpanus
Poccuiickoii @efepanuu

JIEKapCTBEHHBIX NpEnapaToB

OTC Poccun




npUMeHEeHHs, BROAUMBIX B
rpaxaaHckui o6opoT Ha,

- TeppuTOpHH Poccuiickoii

@efepaliiy, a TAKOKE COCTAaBA
H TIOPAJZIKa NpeoCcTaBIeHHS

. IOKYMEHTOB W CBeeHU# s
- NOJIYYEeHHUA pa3peleHns Ha
' BBOJ B FpaykKAaHCKHIH 060pOT

27122317.doc

Poccuiickoit Pefepaniuu

a TaKkKe NopsAKa NpHHITHA
pelleHys O MPeKPALEHHR -
rpaxxaaHckoro obopora B
Poccniickoit ®enepaunn B

. €ITyvae HENPCACTABIEHHS .
COOTBETCTBYHOHINX CBeJeHUH -

Hcnonnwrenb ¥

Ne HanMmeHoBaHue MpoekTa ObocHoBaHKe | Llens, npeaMer u COMCIIONMHHUTEND

/r | - HOPMaTHBHOTO NpaBoBoro HeobxomumocTH Cpox noaroToBKH cofiep)kaHue MpaBoOBOI'o pa3paboTiH npoekTa

: aKTa NOATOTOBKH peryiupoBanks HOPMAaTHBHOTO
' NPaBOBOT'O AKTa
O COOTBETCTBHH,
yTBepKIeHHBIE
TMOCTaHOBJIEHHEM
IlpaBuTenscTBa Poccuiickoi
®enepanun ot 1 gexabps
2009 r. Ne 982"

2. [Ilpoext nocTaHOBJICHHA IMynxr 3 cratenn 6 Mecﬁuea co JHS IYc*raﬁo_Eneune NOpSIKa Munanpas Poccun
IlpaBuTenscTea 3 QenepanbHOro MpPHHATHA Ha 3acelaHMH  BBOJA B TPAXAAHCKHIL Muuduu Poccun
Poccwitckoit (Denepaunu 3aK0HA ITpasuTenscTba 0GopOT Ha TeppPUTOPHU MHHSI(OHOMp&BBHTHJl
"O6 yTBepXACHHH COCTaBa M Poccuiickoii (De,uepaunu Poccuiickoit Peepaunn Poccuu '
NOpAfika MPEAOCTABNEHHS PElIEHHs O BHECEHHH NeKapCTBEHHBIX NpenapatoB  MHHIpoMTOpr
IOKyMEHTOB H CBefieHHil o npoekTa GefepansHoro i MEAHUMHCKOrO Poccuu o
NeKapCTBEHHAIX Mpenaparax 3akoHa B ['ocynapcTBeH- l'IpHMeHeHH_ﬂ; BKJIIOYAA ®TC Poccun
JU1S METHIMHCKOrO Hyto lymy Qeziepalte-  HMMyHOGHONOTHYECKHE Pocriotpe6ananzop

noro Co6panus neKkapCTBeHHbIE npenapaTsl, Poc3apaBHaA30p




HaumenoBaHne npoCKTa

HcnonHuTens 1

No O6ocHoBaHHe Iens, npeamer u COHMCTIONIHUTENE
w/n | « HOPMaTHBHOIO NPaBoBOro HEOGXOMMMOCTH CpoK NOAroTOBKH coziepkaHue NPaBoBoOro’ pa3paboTkH npoexTa
aKTa  MOATOTOBKH perynaupoBaHHA HOPMaTHBHOTO
NpaBoOBOro aKTa
cepHH (MapTHH)
HMMYHOOHONIOrHYECKOTO
NleKapcTBEHHOro npenapara”
3. IIpoexT nocTaHOBMNEHHS ITynxr 3 6 MecsweB co AHs BrmoueHue B niepedeHs ~ MHHIKOHOMPa3BUTHS
Ipasurenscrsa Poccuiickoid  craThi 3 NPUHATHA HA 3aCE/laHUH  YCIIYT, KOTOpEI€ ABJIAIOTCS Poccun
Oenepanun "O BHECEHHH degepansHoro  IlpaButenscrsa HeoOXOIUMBIMH H Munsnpas Poccuu
H3MEHEHUH B NOCTAHOBJICHHE  3aKOHA Poccuiickoii ®enepaun  06A3aTeNBHBIMH AnA Poczapasnanzop
IIpasutenscTsa Poccuiickoi pelleH s O BHECEHHH NpeaOCTABIEHHS '

®enepauuu ot 6 Mas 2011 -
Ne 352 "O6 yTBepXIeHHU
rnepeyHs yCayr, KoTopsle
'ABNAIOTCA HEOOXOMMMEBIMU H
ofg3aTenbHLIMK TS
TIpeJIOCTABIeHHA
$eAepanbHEIMU OpraHaMH
HCTONHUTENHHOH BIACTH,
rocyf&apCTBEHHOM
Kopriopalueii 110 aToMHoO#
snepruu "PocaTtoM”
roCyapCTBEHHBIX YCIYT
NpeAOCTaBAAIOTCS

- . OpraHnu3alliiIMH,

27217 doc

npoekTa QgeaepansHoro
3akoHa B ['ocynapcraeH-
Hyio Jymy denepais-
Horo CoGparust
Poccuiickoil ®degepanum

teneparbHBIMI OpraHaMu

HCHOJMIHUTENbHOHN BJIACTH,
rocyaapCTBEHHOM
KOpTopauyeil 1o aToMHO#
sueprun "Pocatom"
roCyJapCTBEHHBIX YCIYr H
IpenoCTaRIAOTCA
OpraHu3aiusIMH,
YYacTBYIOIHMH B
NpeJoCTABICHHA
rocyapCTBeHHBIX YCIYT,
HCIBITAHHHH, YCIYTH 110

‘Bbiaye ¢eepaIbHBIMU

rOCY AapCTBEHHBIMU




. Hcnonnnrens u
No HaumeHoBaHHe MpoOeKTa Ob6ocHoBaHUE Lens, npenmer u COHCIIOJIHUTENR '_
l'[/;l HOPMATHBHOIQ NMPaBOBOIO Heoﬁxq,unmocm Cpok NOArOTOBKH colepiKanue NpaBoBOro pa3paboTkH npoexTa
: aKTa - NOArOTOBKH ' pETryIHpPOBaHUSA HOPMAaTHBHOTO -
- o NpPaBOBOro akTa
Yy4acTBYIOWHUMH B OI0IKETHEIMH
npeaocTaBaeHHH YUPSKACHHAMY,
roCyAapcTBEHHbIX YCIYT, H OABENOMCTBEHHBIMHU
olnpefieJICHHY pa3Mepa miIaThl denepanbHOMY oprasy
3a UX oKa3aHue"” HCTIONHUTENLHOM BIACTH,
OCYLLECTBIAOIEMY
(YHKIHMM NO BEIpaboTKE U
. peanu3auug '

2722317 doc

rocynapCTBEHHOH MOMHTHKU
H HOPMaTHBHO-TIPABOBOMY
perylvpoBaHuio B cdepe
3/]paBOOXpaHEHHA, H

- benepansHOMY Oprany

HCHIOJIHUTEBLHOM BIAacTH,
OCYLIECTBIISIOLIEMY
GYHKUKHN HO KOHTPOIO H
Hamzopy B chepe’
30paBOOXpaHEHHd,
MPOTOKOINA HCTIBITAHMI O
COOTBETCTBUM CEPHH
(napTuy) BrEpBLIE
NpOU3BOAUMOTO M BIICPBBIS

BBO3HMOTO JIEKAPCTBEHHOTO -




nn

HanmMeHnopaHue npoexra
HOPMATHBHOT'O TPaBOBOTO
. akTa

OGocnoBanue
HeoOxonHMOCTH
TMOATOTOBKH

Cpox noaroToBkH

Llens, npeamert u
COACP)KaHHE NPABOBOTO
perynHpoBaHus

Vicnonuurens 4
COHCIIONHHUTCHD

paspaboTku npoekTa

HOPMATHBHOIO
NpaBOBOI'O aKTa

27122317 doc - -

npenapara (3a HCKIIOUEHHEM |

MMMYHOOHOJIIOTHYECKUX

NEKAPCTBEHHBIX PENapaToB)

BCEM MOKA3aTENAM KauecTna
YTBEPXKIACHHOIM
HOpPMaTHBHOMH
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No HavMeHoBaHHe NPOEKTa Ob6ocHOBaHHE _ Hens, npeamer u COHCIIOJIHUTEND
o/n | HOPMATHBHOTO NPaBOBOTO HeobXoUMoCTH CpoK NOAr0TOBKH coJeprKaHue IPaBOBOTO pa3paboTkH npoekTa
aKTa MOATOTOBKH peryJupoBaHHA HOpPMATHBHOTO
' - IIPAaBOBOIO aKTa
4. IlpoexT nocraHoBIEHHA Tlynkt 3 6 MecsLeB co AHA Onpenenenye ilopsmxa Munsapas Poccun
INpaButenscTBa _ CTaThH 3 IIPHHATHA Ha 3acefaHHH  odOpMIIEHHA BBLIATH Poc3apasHanzop
Poccuiickoi CDenepauuu ®enepansHoro  IlpaButenscTpa (enepanpHeIME
"O6 yTBEpXKIEHHH MOPAAKA 3aKOHa Poccuiickoit ®efepanun  rocyaapCTBEHHEIMH |
othopMIECHUS 1 BbLIAYH pellieHHs 0 BHECEHHH 610 KETHHIMU
denepansHEME | npoekTa QefepafbHOr0  YUpEeXIEHUAMH,
roCynapCTﬁeHHLiMH ’ 3akoHa B ['ocyapcTBeH- NOABEJOMCTBEHHBIMH
O IKEeTHBIMK Hy1o Jlymy @eaepans- denepansHOMY OpraHy
YUpeKeHUAMH, noro CoBpanus HCHONHHUTENBHOI BIacTy,
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3APaBOOXpaHEHHA, U
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_ocyluecTmomeMy GyHKUMH
10 KOHTPONIO U HAK30pY B
cipepe 3ApaBOOXpaHEHN,
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n/;[ - HODMaTHBHOIO NpasoBOro HeOOXOAUMOCTH CpoK NOATOTOBKU copepxanue NpaBoBoro pa3paboTku npoeKTa
aKT_a ' NNOoAIOTOBKH perynnponaﬂuﬂ HOPMAaTHBHOI'Q

IpaBOBOro aKra
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a Tajke 00 yTBepKACHHH
pasMepa [UIaTEl 32 OKa3aHHe
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1. Buecth B TocynmapctBennywo JyMmy Pepepansioro Cobpanns
Poccuiickoit Qegepaumu npoekt . ¢enepansHoro 3akoHa "O BHeceHMH
H3MEHCHMI1 B HEKOTOphIE 3aKoHOoJaTeNbHbIe aKThl Poceuitckoit ®enepatuu no
BOMPOCY BBOJAA B TpaxIaHCKH 0GOPOT NeKAPCTBEHHEIX MPERapaToB A
MEMIIMHCKOTO MPHMEeHEHH:", |
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agpaBooxpanenus Poccuiickod  Penmepanmu  Kocrenunxosa  Jmutpus
BagecnaBopuya oduuuansbHhM npeacrasurenem [Ipasutentersa Pocenfickod
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M3MEHeHHUt B HeKOoTOphie 3aKoHoJaTenslble akThl Pocculickoit ®Penepaunn no
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