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({epepaman NpoekTa PeASPATLHONO 3aX0HA
«() BHeceHHH HIMEHEHHH B CTATEIO 6

Bepepansroro 3axkona «06 obpamernd
NEKAPCTHEHHEIX CPEICTR»

B cooteercTeEM co crarhedi 104 Konrcrarynum Poccudickofi ®enepanpn
3akoRoparemuoe Cobpanne
NOCTAHOBMNAET:

1. BHecT® B nopaaxe 3aKOHORATENbRON MHWIHATHBH B I 0CYIapcTBEHRYIO
JdyMy Pepepamioro Cobpanna Poccutickolt Degeparme npoext deaeparbEoro
3aKkoHa «Q BHSCEHWM H3IMEHeHMS B CTaThio 6 dejepansHoro sakona «OO6
oOpameHHR 1eKaPCTBEHHBIX CPEICTB »,

2. Hadawdme OQHUHATEHEM  OpeNCTABHTENEM JaKOHOZATENBHOIO
CoOpanus Amypcxofi o0nacTH NpPH pPACCMOTPEHBH  YHA3ARHOTO [POCKT3
tdenepanegore 3akoua B Tocymapereemnoif flyme depepampnore CoGpanmsy
Poccuiickoii Penepamim aemyrata Tocymapcreennod Iynonw (eaepatpHore
CoGpanus Poccuiickoii Wenepaman Tymycosa $.C.

3. HanpapHTh HECTOSIICe LOCTAHORNCHAC H YKA3afHENT NpOeKT
denepanEHoOr0 2axoHa B 3AKOHONATONLEEE  (MPeACTABUTELLHLE) OpPrag:l
rocyAapcTBeHHOM BnacTe cybnextop Poccamiickoii (Pegepanund, gnenam Copeta
®enepanan Gepepamsaore Cobpatus Poccuitcxoli Pegepaurn Kymmapio I0.B.,
Casensesy H.A., nemyraram Docynapersennoit Jymu @enepamporo Codpanas
Poccuiickoli ®egepaty AGpamosy HMLH., Tonsmureitmy P.J., Hosukosy H.T. ¢
HpockGoH  MoAUEpRATh 3aKOHOAATENLAYI) HHROMATHRY 3aKOHONATENLHOIO
CoGparms AMypckoif oﬁmcm
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POCCHHACKAS QEAEPAITHS
OEAEPAJLALIA 3AKOH

O puecennu H3MencuEA B cTaToio 6 Beaepansuoroe 3axona <06
ofipsInesnH JEKAPCTBOHAAIE CPEACTBY

Crama l

Brectr B cratsio 6 Pepepanbhoro sakona ot 12.04.2010 Ne 61-03 «06
ofbpantenmy NexapeTBeHHEX cpencer (Colpakne 3akorofaTeNBCTRA Poccuiickon
Degepaumm, 2010, M 16, cr 1815; Ne 31, cr. 4161; Ne 42, c1. 5293; Ne 49,
cT. 6409; 2011, Ne 50, cr. 7351; 2012, Ne 26, or. 3446; Ne 53(u.l}), cr.7587;
2013, Ne 27, or. 3477; Ne 48, c1. 6165; 2014, Ma 11, cr. 1098; Mo 43, c1. 5797;
2015, Ne 10, cr.1404) naMeHeHwe, H3NOKKB MYNKT 3 B HOBOH PeoAKITHI:

«3) oOCYmecTHIERHE PErHOHANLHOID FOCYJApCTBEHHONO KOUTpOAl 3a
NIpHMEHERAEM OPraNH3AILIMA ONITOBOH TOPTOBIIM NEKAPCTEEHELIMA CPEACTRAMY,
ANTEYHEIME  OPTAHMIAIHIMY,  REAMBUOYRTLHRIMA  TIPSONPHHEAMATCHAMH,
HMEIOMMMH JIHIICHAHIO HA OCYMECTRIcHAE ¢apMaleRTHYecKol NeATCALNIOC IV,
MEIMOUHCKHMH OpPraiHsalHaMy, HMEOIHMH NHHUEHIHIO HA OCYINECTRIIEIHIC
dapmaniesTHdeCKOR JeATeNbHOCTH, H AX 0G0COONERHEIMH TIOApA3fieNCHHAMH
(amBynatopimmn, GeNbENEPCREMH ¥ PenbANICPCKO-AKYWICPCKHMY  TTYNK1aMH,
ueHTpeMH  (oraenemmaMu) oOmedl  ppavcOmoll  (cemeliModl)  npawimxw),
PECHIONOXEHHEIMA B CENIBCKUX HACEHEHHKIX IYHKTaX, B KOTOPHX OTCYTCTHYIN
ANTEYHEIE OPTAHH3ALME, (€H HA ACKAPCTREHHEIE TpPENapaThl, BKAIOYCHHHIE B
TIEpeIEHDb KHIHEHHO HEOOXOAMMEIX W BaXHeHIIHX IeXapCTBEHHATK NPEnapatos. ».

Crarsa

Hacroammsii deaepantheill 3aKOH BCTYNEET B CHAY CO OHA OQHIHAIBIOTD
onyOnakoBanng.

[Ipeanpent
Poccriickoii deaepaun B.B I'lytuu
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DOACHMTEJABRASN JATIHCKA

Kk npoexrty denepanbiore 3axons <O BneccBHM HIMCHENRS B CTATLIO 6
Dexepansroro 3akona «06 ofpatenna nexaporBeRHbIL CPeCTER

Flpoexrom ¢eReparsHOTO 3aKCHe «{) BHECeHHH HIMEHEHHS 8 CTaThio 6
defepanstoro 3axona «O6 obpateHun MeKapCTBCHHEIX CPECTEY HpeMIaracTes
YCTPAHHTE paSHOYTCHHE daenepanhﬂm HOpMaTHBHAIX TDABOBEIX AKTOB.

Nyukrom 3 crarsu 6 Qepepansroro saxoMa «06 ofpamcuun
JIEKAPCTBEHRLIX CPEACTE» K MONHOMOYRAM OpraHoB HCNONHHTENEHOH BIacTH
cybeexra Poccufickot ®eacparer npE ofpameiy JICKApCTBEHHBIX CPENCLh
OTHECCHO OCYTICCTRACHHE PErHOHANLHOID rOCYAADCTBCHHOrO KOHYPOMA 38
TIpHMEReHHeM 1ieH Ha JIeKapcTBeNHRle Hpenaparsi, BXTOYeHHLIE B Hepeucih
KHIHEHHO HeoOXOMAMBIX R BaxmeiflOHX  JCKADCTBEHHSIX  Npenaparoa,
OpPranA3agHEMHA orToBoH TOProBITH, ANTeYHEIMH opraum3aiugMuy,
HHIMBATY T EEIMH NpeaDpHHRMATEIAMA, HMEIDIIHME JNHLICH3IAIO Ha
apMaeBIHIECKyI0 DERTENEHOCTE (lante — PErHORARBHLI KOHTPONE).

Nocrancornennem Ilpasutensctpa Poccuitckoii Penepamym ot 06.05.2015
Ne 434 «O pervioHaNLHOM rOCYHApCTBEHHOM KOHTpOAe 32 IPHMcHEeHdeM ICR 11a
NeKApPCTBEHEEIE NPENapaTs!, BIUTIOICHHES B IEPeIeHD HHIFEAHO ReO0XOOHMEIX U
pEXAEHNHX NeKapCTBeRFLIX NperapatoBs yTRepiAeHo [lonoxeHwe, XKOTOpbiM
pacligpieTcd [1epeveHs OPraAM3aiMd, Ha KOTOpHE  DacnpeCcTpaHfscTes
PETHOHANBHRI KOHTPONL, 8 HMSHHO: B HX THCAO BKMOYSHBI  MEAMHMHCKHE
OPTajHIamyd, HMEIOmMe NHIEE3HI0 Ha OCYHIECTRIeHMe (papManeBTHICCKOR
OgSTensEOCTH, H  MX  ofocofzemnsle  moppaspenenms  {(amOynaropan,
demmamepckpe ¥ QenbIEIEpCKO-aKYIIepcKHe NYHKYHl, LEHTPH {OTACNeHHH)
obmesi spauefuoit (cemelimoll) npakTHKH), peCTIONOMEHHBE B CEIHCKHX
HECEeHHED MYHKTaX, TS OTCYTCTBYIOT ANTETHLIC OPraHHIALMH.

B cesam ¢ TeM uro @epepameabiM  3skopoM  «OG  ofpaiucHEn
NCKAPCTBEHHBIX CPEACTB»  PErHOHANLHEIN KOHTPONE 3a HpHMEHERASM (el
MEMHUAHCKAMA OPTaHA3alEAMH, HMEIOMAMA JHIEHIMO Ha HapMBNEBTHYCCKYIO
JNeATENBHOCT, M KX OGOCOGHEeHHEIMH NOApashefeHMsAME HE [IpefycMOTpell,
npoexToM defepaThBEONG 3akcha «0O BHECEAMM WIMEHCEHA B CTateio 6
CDQRBPSJIBHOIO zaxona «O0 oﬁpameﬂun IERAPCTRCHHEIX CPencTny ITpPeiNaragicn
YCTPaHHTh KOBKYPECHINIQ OPAPOBRIX HODM.

TMpwiokenae

K IIPOeKTY defepanbHoro :axona
«() BRECENHH HiMEHEHHN CIaThIO 6
Pepepamenoro saxoHa «00
oOpameRAA NeKAPCTBERHBIX
cpeacTs»

OHHAHCOBO-3KOHOMHUYECKOE OEOCHOBAHWE

K npoexty $eacpanasaoro axons «0 BAtCCHEE HIMERCHRR B CTATLIO §
Peaepanbuoro 3axoas «06 COPRIEHENR FEXAPCTBEAHLIX CPEACTES

Ipurarie npoexra deaepansRore 3akona «() BHECCHWR WIMEHCHRA B
crarsio 6 Pemepanchoro saxoHa «O06 ofpanieRHY NeKapCTRERHEX CPEACTS» He
NOTPefYET PAcXOA0B, HOKPHEBASMEIX 34 CieT cpeAcTs denepamsnoro Sioaxera,




Ipunowenve

K Dpoexty GerepansHoro 3aK0H2
«() PRECEHHH H3MEHEeHHS CTaThio 6
Qenepansroro sakona «6

ofpalieHyR leKapeTBeHHEX
CPencTE»

HEPEYEHL
AKTOB QEAEPaATLHOTD JAKOROIITENCTRI, HOLISKAMEY RPHIBAHHID
YTPATHSITHMNE CHAY, NPROCTAHOBNCHHIO, H3MEHEHAW, AONMIHENHI HiH
TNPHHSTHIO B ¢BEIH ¢ DPERSTHEM BPOeKTS denepannnoro zakona «O
BHeceHHH WIMERCHNS B CTaThIO & Pesepannaoro jaxona «06 ofpamennn
JeKAPCTBEHEBIX CPEACT»

MpunsTie npoekra egepamsHore 3akoHa «) RHECEHMH WIMEHEHHA B
crarbie ¢ PenepamsHoTo 3akoHa «O6 oOpameRnrH eKapCTAEHHRIX CPEACIE» He
TioTpe(yeT NpPHSHAHHA YTPATHBIMHMA CHTY, NPHOCTRHORJICHHA, H3MEHEHHN,
DOTONHEHRA KA NPHENTHY SPYTHX aKTos GelepalbaOIG JAKOROIATENEBCTRA.







