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MOCKBA

O BHecenun nameHeHui B Ilosioxkenne o penepaabLHOM rocynapcTrBeHHOM
Haa3ope B cpepe oOpalleHHsl JIeKAPCTBEHHBIX CPeICTB

IlpaButensctBo Poccuiickoii Genepauii moc TAHOBJASA €T ¢

1. YTBepauTh npuiaraeMple  U3MEHEHHUsS, KOTOpPBIE BHOCSTCS B
Ionoxenue o ¢enepalbHOM roCyIapCTBEHHOM Han3ope B cdepe oOpalleHus
JEKapCTBEHHBIX CPEACTB, YTBEPXKJIEHHOE IMOCTaHOBJIeHHeM I[IpaBHTeNLCTBA
Poccuiickont ®@enepauun oT 15 oxTsibps 2012 1. Ne 1043 "OO6 yTBep)KaeHHH
[TonoxeHus o ¢eaepalbHOM roCyJapCTBEHHOM Haa3ope B cdepe oOparieHus
nekapcTBeHHbIX  cpeactB”  (CoOpaHue  3akoHoOHJaTelnbCcTBA  POCCHHACKOM
®enepanun, 2012, Ne 43, ct. 5877; 2013, Ne 24, ct1. 2999).

2. Hacrosimee nocraHoBieHue BCTymnaer B cuity ¢ 1 mrons 2015 r.

I.Mensenes
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VTBEPXJIEHEI

nocraHoBieHueM I lpaBurenscTBa
Poccuiickoit @enepanmu
ot 16 urons 2015 r. Ne 591

U3MEHEHUA,

KoTopble BHOcATCs B Ilos0:keHne o ¢enepaibHOM rocyaapcTrBeHHOM
Haa3ope B cepe oOpalleHHN JIeKAPCTBEHHBIX CpeICTB

1. B nynkre 5:

a)B moAmnyHKTe "6" cnoBo  "oOpamieHWH" — 3aMEHHTh  CIIOBaMH
"rpaxxaaHckoM obopote";

6) moAnyHKT "B" NMpU3HATH YTPATUBIIHM CHIIY;

B) B MIOAILYHKTE "I CJIOBa 'MOHMTOPHHIa 0€30MacHOCTH JIEKapCTBEHHBIX
IpenaparoB"” 3aMEHUTh CJI0BOM "(hapMakoHana3opa';

r) B MOMIYyHKTe "A" mocie CIoB "TakuX HapylIeHHWH," IOMOJIHUTH
ClIOBaMH "B TOM 4MCJI€ IPUHATHE pELIEHHS O HAaXOXICHHH JIEKapCTBEHHBIX
CpeacTB B oOpalleHuy," .

2. Ilynxt 6 mocine ab3auna mepBOro IOMOJHHUTH ab3aleM CileXyroIlero
COJlep)KaHHUS:

"IIpenBapUTENbHOE COINAacOBaHUE C OpraHaMHM MpPOKYpaTyphl CpPOKOB
IIPOBEJCHUSI BHEIUIAHOBOH IPOBEPKU CyOBEKTOB OOpallleHHs JeKapCTBEHHBIX
CPEICTB, a TaKXe MpeABapUTEIbHOE YyBEAOMJIEHHE MOPHANYECKUX JIHII,
UHIMBHAYAIBHBIX NIpEANIPUHUMATEIIE 0 Hayaie MPOBEIEHUS ITOH MPOBEPKH He
Tpebyercsi. OpraHel NpOKypaTypbl HM3BEIIAIOTCS O MPOBEACHHM BHEMJIAHOBOMH
IpOBEPKU CyOBEKTOB OOpallleHuss JIeKapCTBEHHBIX CPEICTB IOCPEACTBOM
HalpaBJIeHUs COOTBETCTBYIOIIUX INOKYMEHTOB B TeueHHe 3 pabouyux mHel co
I(Hs1 OKOHYaHUS IPOBEEHUS YKa3aHHOW BHEIUIAHOBOI MpoBepKH.".
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