[Ipoekr

[TOCTAHOBJIEHUE
Komurera ['ocynapcreennoro Cosera Pecriyonuku Tatapctan
10 COLMATIBHON MOJINTUKE

O mpoekre denepanpHoro 3akona Ne 829537-6
«O BHECEHWM W3MEHEHHUs B CcTaThio 6 demepambHOTO
3akoHa «O0 OOpalleHHH JICKaApCTBEHHBIX CpeAcTB» (B
JaCTH PErMOHAJIBLHOTO KOHTPOJISA 3a NPUMEHEHHEM IICH
Ha JICKAPCTBEHHBIC MTPEraparhl)

PaccmoTpeB mpoekT denepanbHoro 3akoHa Ne 829537-6 «O BHeceHuu
U3MEHEHUsS B cTaThio 6 denepanpHOro 3akoHa «O0 oOpalIeHNH JIEKapCTBEHHBIX
cpenctB» (B YacTH PETHOHAIBHOTO KOHTPOJIS 3a MPUMEHEHUEM IIeH Ha
JICKapCTBCHHBIC IperapaTthl), C Y4YETOM 3akiarodeHHs [IpaBoBOTrO ympaBieHUS
Ammapara T'ocymapctBenHoro Copera PecnyOmmku Tartapctan Komurer
[HOCTAHOBJIAET:

1. IIpennoxuts I'ocynmapcrBenHomy CoBery Pecnybnmuku Tarapcran
BKJIFOUMTHh BONPOC O JAaHHOM 3aKOHOIPOEKTE B IIOBECTKY HHS 3acelaHusd
I'ocynapcrBennoro Cosera Pecriyonuku TaTtapcTaH.

2. PexomenmoBate ['ocymapctBenHomy CoBery PecmyOnmku Tatapcran
MOAJEPKATh YKa3aHHBIN 3aKOHOMPOEKT.

3. TlopyunTh BBICTYNHTH C JOKJIAJAOM Ha 3acelaHuu | ocymaapCTBEHHOTO
CoBera Pecnybnuku Tatapctan mo 3TOMy BoImpocy mnpesacenatento Komwurera
C.M. 3axapoBo¥.

IIpencenarens Komurera C.M. 3axapoBa



rOCYAAPCTBEHHAA OYMA
®EAEPAJIBHOIO COBPAHUA POCCUNCKOWN dEAEPALNU
LLECTOIo CO3bIBA

BbINMMCKA U3 TTIPOTOKOJIA o1 14.09.2015 Ne 251
3ACEJAHVA COBETA FTOCYAAPCTBEHHOW YMbI

14 ceHTA6pa__ 201JL.T.

174. O npoekTe (pefepanbHOro 3akoHa Ne 829537-6 O BHeceHUW N3MeHe-
HUA B CcTaTblo 6 PegepanbHOro 3akoHa '"O6 ob6palleHUU NeKapcTBEHHbIX
cpeacTB™ (B YacTW pervoHasbHOro KOHTPO/SA 3a NPUMEHEHMEM LieH Ha NieKapcT-
BEHHbIe NpenapaTthbl) - BHOCUT 3aKoHogaTenbHoe CobpaHne AMYpCKoi obnacTtu

MPUHATO peLLeHwe:

1 HanpaBuTb YKa3aHHbIN NPOeKT eaepanbHOro 3akoHa MpesnaeHTy Poccuid-
ckoin depepaunn, B KOMUTETbI, KOMUCCUIO ToCcyaapcTBeHHOM AyMmbl, hpakumu B Focy-
papcTBeHHoW Ayme, CoeT Pepepaumn denepansHoro CobpaHua Poccuiickoin dene-
pauuu, MpasnTenscTBo Poccuinickoin ®eaepauumn, CueTHyo nanaty Poccuitickoin depe-
paummn, O6LLecTBEHHYIO nanaTy Poccuiickoin ®eaepauunm, 3akoHodarteNbHble (nNpeacTa-
BUTE/IbHbIE) U BbICLUME UCMOSIHATENbHbIE OpraHbl rocyapCTBEHHON BNacTn CyObeKToB
Poccuitickonn depepauum ansa NOAroToBKM OT3bIBOB, MPEASIOXEHWIA M 3aMeyaHuid, a
TakXke Ha 3akntodeHue B MNMpaBoBoe ynpasneHve Annaparta FocyaapCcTBeHHOW JyMbl.

Ha3HaunTb OTBETCTBEHHbLIM B paboTe Haf NMPOEKTOM (pefepasibHOro 3akoHa Ko-
MUTET TocyaapcTBEHHOM [yMbl MO 0XpaHe 3/10pPOBbSI.

OT3bIBbl, NPeANoXKeHNA U 3aMeyaHns HanpasuTb B KomuteT MocygapCTBeHHOW
[yMbl No oxpaHe 340p0BbAa A0 14 okTa6psa 2015 roga.

2. Komutety locyfapCTBeHHOW [lyMbl Mo OXpaHe 3[40POBbA C Y4eTOM MOCTY-
MUBLUMX OT3bIBOB, MPEA/IOXKEHNI 1N 3aMeYaHNn NOAIOTOBUTL YKa3aHHbI MPOoeKT (efe-
pa/lbHOr0 3aKOHa K pacCMOTPeHMI0 ["ocy1apCTBEHHOW [yMOiA.

3. BkounTb yKaszaHHbIA NPOEKT (efepasbHOro 3akoHa B MPOEKT MPUMEPHON
nporpamMmmbl 3aKOHOMPOEKTHON paboTbl ocyfapCTBeHHOW [ymbl B Nepuof OCeHHein
ceccun 2015 roga (Hos6pb).

Mpeacenatens MocyaapCTBEHHOM
®epepansHoro CobpaHus
Poccuiickoi ®efepaumm C.E.HapbIWwkuH

TATAPCTAWN PECNYBNMNKACHI
AOYNOT COBEThHLI AMNMAPATHI

AMMNA?AT ToCya\?CT8BIHO 0 COBETA
PECUYDNUKU TATAPCTAH

1141116540 14349



3AKOHOJATEJ/IbHOE COBPAHUWE AMYPCKOW OBJ/IACTU
(LuecToW co3bIB)

NOCTAHOBJIEHUE

23.06.2015 Ne53/311

r.briaroBeLLeHCK

O 3aKoHOfaTe/IbHOW MHULMATNBE .
3akoHopaTtenbHoro CobpaHma AMYpPCKoi
061acTV N0 BHeCEHMIO B [0CYjapCTBEHHYIO _
Aymy depepanbHoro CobpaHua PoccuinCkom

defepalmmn npoekTa heaepabHOro 3akoHa
«O BHECEHWMN U3MEHEHMS B CTaTbio 6

depnepanbHOro 3akoHa «O6 obpaleHnm
NeKapCTBEHHbIX CPeAcTB»

B cooTtBeTcTBUMM cO cTaTber 104 KoHcTuTyumm Poccuitickorh  depepaumu
3akoHopatensHoe CobpaHue

MOCTAHOBNIAET:

1. BHecTn B nopsfke 3akoHOAaTeNbHON MHUUMATKBLI B OCYAapCTBEHHYIO
Oymy ®epepanbHoro CobpaHus Poccuiickoil ®deaepaumm npoekT deaepansHOro
3aKkOHa «O BHeCeHMW Wn3MeHeHUss B CTaTbl0 6 PefepanbHOro 3akoHa «06
obpaleHnn NeKapCTBEHHbIX CPEACTB ».

2. HasHauutb ogmumanbHbIM  NpeAcTaBuTeNnieM  3aKOHOZATe/IbHOro
CobpaHus AMypckoi o06nacT npuv  PacCMOTPEHUM YKa3aHHOro MpoekTa
(beflepanbHOro 3akoHa B [ocypgapcTBeHHoW [Oyme depepansHoro CobpaHus
Poccuinckon ®depepaunn pgenytata [ocygapcteeHHoOW [Oymbl defepanbHOro
CobpaHus Poccuitckoin ®egepaumn Tymycosa @.C.

3. HanpaBuTb HacTosAWee MOCTAHOB/NEHWE W  YKa3aHHbIA  MPOEKT
(befepanbHOro 3akoHa B 3aKoHofartesibHble  (NpefAcTaBUTENIbHbIE)  OpraHbl
rocyapCcTBeHHON BnacTnm cyobekToB Poccuiickor dPepepaumn, vneHam CoBeTa
depnepaumn dPeaepanbHoro CobpaHus Poccuiickon ®epepaumn KywHapto HO.B.,
CaBenbeBy H.A., genyTtatam [ocygapctBeHHo Oymbl PefepanbHoro CobpaHus
Poccuitickoin ®depepauun Abpamosy W.H., FonbawteliHy P.3., Hosukosy A.I. ¢
npocbboi nogaep)katb 3aKOHOAATe/IbHYH WHMLMATMBY 3aKOHOAATeNbHOTO
CobpaHua AMypcKoi obnacTu.

4, HacTosLlee nocTaHOB/IEHME BCTYMaeT B CUY CO AHA €ro NpuHATUS.

K.B.[bAKOHOB

iH/.E\NMocTtaHoBneHna\l' [ sakmHuymatmnea.2015,doc2015



BHeceH
3akoHopgatenbHbIM CobpaHuem
AMypcKoi obnactu

[MpoekT
18.06.2015

POCCUNCKASA ®ELEPALNS

O®ENEPANTbHbIN 3AKOH

O BHECEeHUN U3MEHEHUS B CTaTblio 6 PefepanbHOro 3akoHa «06
o6palleHNN NeKapCTBEHHbIX CPeACTB»

Crtatbs 1

BHecTn B cTatbto 6 PepgepanbHOro 3akoHa oT 12.04.2010 Ne 61-d3 «O6
obpalleHnn nekapcTBeHHbIX cpeacTs» (CobpaHue 3aKOHOAATeNbCTBa Poccuinckoi
®epepauunn, 2010, Ne 16, ct. 1815; Ne 31, cT. 4161; No 42, ct. 5293; Ne 49,
CT. 6409; 2011, Ne50, ct. 7351; 2012, Ne26, cT. 3446; Ne 53(u.l), cT.7587;
2013, Ne 27, cT. 3477; Ned8, c1. 6165; 2014, No 11, ct. 1098; Ne 43, cT. 5797,
2015, Ne 10, c1.1404) n3MeHeHWe, U3M10XKMB MYHKT 3 B HOBOW pefakuun:

«3) OCYyLLecTB/IeHWE PernoHasbHOro rocyfapCTBEHHOro KOHTpPONA 3a
NPUMEHEHNEM OpraHu3aunsiMy ONTOBO TOProOB/N IeKAPCTBEHHbIMU CPeLCTBaMM,
anTeyHbIMN opraHumsauunamum, NHAVBUAYANbHbBIMW npegnpuHUMaTensmu,
UMEKLWNMM NINLEH3NIO HAa OCYLLeCTBeHNe (hapMaleBTUYECKON [eATeNIbHOCTH,
MEAULUWHCKUMMK OpraHus3auymamn, KMerwnmMmm nIuLeH3No Ha OCYLLEecTBIeHne
(hapmMaLeBTUYECKOW [AeATeIbHOCTU, U UX 060CO6/MeHHBIMM  Nogpa3feneHnaImum
(ambynatopusmn, MenbAWwepckumMm N (enblepcKo-aKyLWepCKUMN  MyHKTaMu,
UeHTpamn  (oTAaeneHnsiMu)  obwein  BpavyebHOM  (CEMEMHOM)  MpaKTUKW),
PacnonoXeHHbIMU B CefIbCKMUX HAaCeNIeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble OpraHMs3auuMun, LUEH Ha /1eKapCTBEHHble TMpenapaTbl, BK/HOYEHHbIE B
nepeyeHb XXU3HEHHO HEOOXOANMbIX M BaXKHENLLNX IeKapCTBEHHbIX MPenapaToB.».

CTtatbg 2

HacTtosawmnin deaepanbHblil 3aKOH BCTYNaeT’ B CUY CO [AHA ouuManbHOro
ony6/IMKoBaHMS.

[pe3ngeHT?
Poccurickon depgepaumu B.B.MyTuH

L:\KomuTeT no coyuanbHoii nonutuke\é cosbim\leTman W.E\3akoHbl\3aknHnyHUTaa obpalyeHue nekapcTBeHHbIX epcnen u.doc



MOACHUTENbHAA 3ATTNCKA
K MPoeKTy (hefepanbHOro 3akoHa «O BHECEHUN U3MEHEHUS B CTaTblo 6
denepanbHOro 3akoHa «O6 obpalleHN NeKapCTBEHHbIX CPeACTB»

MpoekToM (hefiepanbHOro 3akoHa «O BHECEHUUM W3MEHEHUS B CTaTbio 6
defepanbHOro 3akoHa «O6 o6palleHUN NTeKapCTBEHHbLIX CPEACTB» Mpeja/iaraeTcs
YCTPaHUTb PasHoUYTeHUE (hefepasibHbIX HOPMATUBHbIX MPaBOBbIX aKTOB.

NMyHkTOM 3 cTatb 6 depepanbHOro 3akoHa «06  obpaleHum
NEKapCTBEHHbIX CPeACTB» K MMO/IHOMOYMAM OpPraHoB WCMNOJSIHATENbHOW BNacTu
cybbekTa Poccuitckoin depepaumy npu obpalleHUM NeKapCTBEHHbIX CPeAcTB
OTHECEHO OCYLIECTB/IEHWE pPEernoHasibHOro rocyAapCTBEHHOrO0 KOHTPONA 3a
NPUMeHeHNeM LEH Ha /NeKapCTBEHHble npenapartbl, BK/OYEHHblE B MepeyeHb
XM3HEHHO  HeOOXOAMMbIX M BaXKHEWLWMX  JIeKAPCTBEHHbIX  NpenapaTos,
opraHmsaymnamm OMTOBOM TOProBsnw, anTeyHbIMU opraHun3aumsamMu,
NHANBUAYA/IbHbIMY npeanpuHMMaTEeNsIMu, NMEeLWMMN  NINLEH3NIO Ha
(hapmaLeBTMUECKYHO [eATeNbHOCTb (fanee —pernoHasbHbI KOHTPO/b).

MocTaHoBNeHMeM [MpaBuTenbcTBa Poccuiickon depepaumm ot 06.05.2015
Ne 434 «O pervoHanbHOM roCyAapCTBEHHOM KOHTPO/ie 3a NMPUMEHeHMeM Len na
NeKapCTBEHHbIE Mpenapatbl, BK/OYEHHbIe B MepeyeHb XXU3HEHHO Heob6X0AMMbIX U
BaXKHEMLLNX NEKAPCTBEHHbIX MpenapaToB» YTBEPXAEHO [10M10XKeHNe, KOTOPbIM
paclumMpsieTcs  nepevyeHb  OpraHuM3auuii, Ha  KOTOpble  pacnpocTpaHseTcs
PErnoHanbHbIA KOHTPO/Ib, @ WUMEHHO: B WX YMCNO BK/HOYEHbI  MeAULUHCKME
opraHusaummn, UMeloWmMe JULEH3NIO Ha OCyLlecTB/eHMe (hapmaLeBTUYeCKOM
[eAaTeNnbHOCTN, W UX  060cobneHHble  nogpasgeneHus  (ambynatopum,
(enballepckne u  enbALllepcKo-akylWepckmue MyHKTbl, UeHTPbl (OTAeNneHns)
obuwieir BpayebHON (CeMENHON) NpPaKTUKK), PachofiOXEHHbIE B  CENbCKUX
HaceNleHHbIX MYyHKTaxX, rge OTCYTCTBYIOT anTeyHble OpraHm3auun.

BecBAsn Cc Tem uT0 PefepanbHbiM  3aKOHOM «O6 obpalleHum
NEeKapCTBEHHbIX; CPeACTB»  PEernoHasibHbli  KOHTPO/b 3a MNPUMEHEHWEM  LieH
MEANLWNHCKUMM OpraHn3aunsiMn, UMeWMmMn NULEH3NKD Ha (apMaLeBTUYECKYIHO
AeATeNIbHOCTb, M WX 0060C06/IEHHbIMM MOApPa3feNeHUs MU  He NPefyCMOTPEH,
NPOEKTOM (heflepanbHOro 3akoHa «O BHECEHMM W3MEHEHUS B CTaTbld 6

defepanbHOro 3akoHa «O6 06palleHN NeKapCTBEHHbLIX CPeACcTB» MpeaaraeTcs
YCTPaHUTb KOHKYPEHLIVIO MPaBOBbIX HOPM.



[MpnnoxeHwne

K NPOEKTY (heflepasibHOro 3akoHa
«0O BHECEHUWN N3MEHEHNS CTaTbiO 6
depepanbHOro 3akoHa «O6

006paLleHNN NeKapCTBEHHbIX
cpeacTs»

PNHAHCOBO-OKOHOMWYECKOE OBOCHOBAHWE
K NpoeKTy thefepanbHOro sakoHa «O BHECEHNM M3MEHEHUSA B CTaTbto 6

defepanbHOro 3akoHa «O6 06palleHMM NeKapCTBEHHbIX CPeACTB»

MpuHATME npoekTa (eaepanbHOro 3akoHa «O BHECEHUM U3MEHEHWS
cTaTblo 6 ®eaepanbHOro 3akoHa «O6 06palleHUN NIEKAPCTBEHHbIX CPeACcTB»
noTpebyeT pacxof0B, NOKPbIBAEMbIX 3a CUET CPeACTB (heaepasbHOro GHIKETA.



MpunoxeHwne

K NPOeKTY (pefepanbHOro 3akoHa
. «O BHECEHUN N3MEHEHWSA CTaTblO 6
. depepanbHOro 3akoHa «O6

06paLLEHNN NEKAPCTBEHHbIX
CpeacTB»

MEPEYEHD
aKTOoB hefepasibHOro 3aKoHojaTe/IbCTBA, NOANEXKALLLUX NPU3HAHWIO
yTpaTUBLLINMWU CUNY, MPUOCTAHOBIEHNIO, U3MEHEHUIO, IOMO/THEHMUIO NN
NPUHSATUIO B CBA3WN C MPUHATMEM NpoeKTa efepanbHOro 3akoHa «O
BHECEHUNN U3MEHEHUSA B cTaTblo 6 PeflepanbHOro 3akoHa «O6 obpauieHumn
NeKapCTBEHHbIX CPeACTB»

MpuHATHE NpoekTa (heaepanbHOro 3akoHa «O BHECEHWM W3MEHEHUs B
cTaTblo 6 ®defepanbHOro 3akoHa «O6 06pallleHNn NEKAPCTBEHHbIX CPEACTB» He
noTpebyeT NPWM3HAHUA YTPaTUBLLUMMU CUNY, NPUOCTAHOBNEHUS, W3MEHEHWS,
LONOHEHUA NN NPUHATUSA APYTUX aKTOB (heflepaibHOro 3aKOHOAaTeNbCTBa.
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