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Buectu B rmaBy 10 ®enepansHoro 3akoHa oT 12 ampens 2010 roxa
Ne 61-®3 «O6  obpamenun  nekapctBeHHbIX — cpeacts»  (Cobpanue
3akoHojaTenbeTBa Poccmiickoit ®epepanmu, 2010, Ne 16, cr. 1815; Ne3l,
cT. 4161) u3meHeHue, JOMOJHUB €€ CTaThel 58' cremyromero conepxkaHus:

«Cratpst 58'. IpenmeTHO-KOIMYECTBEHHDIH y4eT IeKAPCTBEHHBIX
CpeAcTB AN MEAHIHHCKOro NpUMeHEeHH s

1. [lepedyenp NexkapcTBEHHBIX CPEACTB U MEJMLIMHCKOIO IPHMMEHEHH,
HOJUTEXALIIX MpeMETHO-KOJINYECTBEHHOMY y4ery, yTBEpXKIaeTcs

YIIOJTHOMOYEHHBIM (hefiepabHBIM OpPraHOM UCHOJTHUTENBHOM BIIACTH.

i



2. Ilopsiiox BKITFOYEHHS JIEKAPCTBEHHBIX CPEIACTB [UISI MEIHULUHCKOIO
IpUMEHEHHUS] B IIEPEYeHp JIGKAPCTBEHHBIX CPEACTB Ui MEAMIMUHCKOTO
IIPUMEHEHHUS], TTOATIEXKAILUX IpeIMETHO-KOJIMYeCTBEHHOMY y4ery,
YCTaHaBJIUBAETCS YIIOJTHOMOYECHHBIM (efiepalbHBIM OpPraHoOM HCIIOJHUTEIbHON
BJIACTH IO COTJIACOBAHHIO C (peepalibHBIM OpPraHOM HCIIOJIHUTENBHOMN BIIACTH,
OCYIIECTBISIFOIIAM (YHKIIMM TIO BBIPabOTKE TOCYyJapCTBEHHOM IOJIUTHKHY,
HOPMaTHBHO-TIPABOBOMY PETyJIMPOBAHUIO, KOHTPOJIO M Haa30py B cdepe
000pOTa HAPKOTUYECKUX CPEJICTB, IICUXOTPOITHBIX BELIECTB U UX IPEKYPCOPOB,
a TaxKe B 00JIaCTH MPOTHUBOAEHCTBUA X HE3AKOHHOMY O0O0pOTY.

3. IlpeAMeTHO-KOJIMYECTBEHHBIN y4eT JeKapCTBEHHBIX CPEACTB MAJid
MEJULUHCKOTO TIPUMEHEHUs BeAyT NMPOU3BOJAUTENH JIEKapCTBEHHBIX CpPEICTB,
OpraHM3allid ONTOBOH TOPTOBIH JIEKAPCTBEHHBIMHU CpEJCTBAMH, alTedHbIE
OpraHu3allii, WHAWUBUIyalbHBIC MpEeAIpUHUMATENIH, UMEIOIIUEe JHULEH3UI0 Ha
bapMaleBTUYECKYIO  JESTEJBHOCTh MM  JIMIEH3UI0 Ha MEIUIMHCKYIO
JeSTeNbHOCTh, ¥ MEJHIIMHCKIE OpraHu3alliH, OCYIIeCTBIAIoNIe olpalleHue
JIEKapCTBEHHBIX CPEACTB JJISI MEIUIIMHCKOrO MPUMEHEHHs, [TyTeM PErUCTpalvy
JMFOOBIX CBSA3aHHBIX C X OOpallleHWeM oNepaldii, TPH KOTOPBIX U3MEHSETCS UX
KOJIMYECTBO U (WMJIM) COCTOSHHE, B CIELUANbHBIX JKypHaJlaX ydera Olepalyy,
CBSA3aHHBIX C OOpalleHHeM JIeKapCTBEHHBIX CpPEICTB Ui MEAMLMHCKOrO
IIPUMEHEeHHS (Jlajee - CreluanbHble XYy PHAIBI).

4. TlpaBuia perucTpalldd OIEpaluii, CBsI3aHHBIX C oOpalleHuem



JIEKApCTBEHHBIX CPENCTB MAJS MENUIMHCKOIO INPUMEHEHHUs, BKIIOYEHHBIX B
nepedeHb JIEKapCTBEHHBIX CpPEIACTB I MEOUIMHCKOIO  IIPYMEHEHHS,
MOJIEXXAITHUX IIPEeIMETHO-KOJIMYECTBEHHOMY YUYeTy, B CIIEIIHaNIbHBIX JKypHallax
Y TpaBWia BeJCHUS M XpaHEHUs CIELNUAIbHBIX XYPHAJIOB YTBEPXKIArOTCH
YIIOJTHOMOYEHHBIM (pe/IepaIbHbIM OPTaHOM MCIIOJIHUTENBHOM BIACTH.
5.KouTpomp 3a coOnroeHMEM TMpaBWJl pErucTpaluy ONepalui,
CBSA3aHHBIX C OOpallleHHueM JIeKapCTBEHHBIX CPEICTB I MEAHMIMHCKOIrO
NPUMEHEHHS, BKIIOYEHHBIX B IIEpeYeHb JIEKapCTBEHHBIX CPEIACTB A
MEIUIUHCKOTO IPUMEHEHHUs, INOJUIeKAIIUX IPeAMETHO-KOIUYECTBEHHOMY
YUYETY, B CIIEHUATBHBIX XypHANaX, a TaKKe 3a cOOMOeHIeM IIpaBHJl BeACHUS U
XpaHeHHs CHEeNUATBHBIX JKYypHaJIOB BO3Jaraercs Ha YIOJHOMOYEHHEIE
denepanpHbie OpPraHbl KCIONHUTENBHON BJIACTU M OpraHbl HCIOIHUTEIBHON
BJIACTH cyOBeKTOB Poccuiickoi ®enepanuu, OCYILIECTBIISIOLIUE
JHMIIEH3WPOBAHKE IPON3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB, (hapMaleBTHYECKON
JEATEIPHOCTH M METULIMHCKOH NEATEeNIBHOCTH, M OCYIIECTBISETCS B paMKax

JULCH3HOHHOI'O KOHTPOJIA.».



Crartbs 2
Hacrosiumii @enepanbHblii 3aKOH BCTYNAET B CHIIY IO HCTEUSHHH CTa

BOCBMUJIECSTH THEH TOCJe THS ero OQUIHATEHOTO Oy OJIMKOBAHKS.

B.Ilytun

Mocksa, Kpemib
25 nexabps 2012 roga
Ne 262-D3



