POCCUVICKASI ®EJIEPAILIMS
O®EIEPAJBHBIA 3AKOH

O BHeceHHH H3MeHeHHIH B cTaThio 61 MeaepaJbHOIO 3aK0HA
«006 oOpaeHnu JeKapPCTBEHHBIX CPeACTB» H cTaThio 3 PenepabHOro
3akona «O BHeceHuH n3MeHeHHi B @enepasibubiii 3axkoH «00 oOpamenuu
JIEKAPCTBEHHBIX CPeICTB»

[Mpunsar I'ocynapcTBenHOI JJymoit 24 wrons 2016 rona
Ono6pen CoBeToMm ®enepaliuu 29 wiona 2016 ropa
Cratpa 1

B uactu 4 crateu 61 ®enepanpHoro 3akona ot 12 ampens 2010 roxpa
Ne 61-03 «O6  oOpamiernu  JiekapcTBeHHbIX — cpeactB»  (CobOpanue
3akoHomarenbeTBa Poccuiickoit @eneparmm, 2010, Ne 16, cr. 1815; Ne 42,
cT. 5293; 2014, Ne 52, ct.7540; 2015, Ne 10, crt. 1404) cinoBa «, a Takxke
peanu3aliusi U OTIIYCK JIEKAPCTBEHHBIX NpenapaToB OpPraHU3alUsAMU OITOBOMN
TOPrOBJIM M PO3HUYHON TOPTOBIM JICKAPCTBEHHBIMHU IperapaTaMy II0 LieHaM,
YPOBEHb KOTOPHIX C Y4YEeTOM IIpefe]bHOH ONTOBOM HamOaBKU U IpelesbHOH

pPO3HMYHONM HanOaBKU IpeBHIIIAET pa3Mep (PaKTUYECKOW OTIyCKHOM IICHBI»
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HUCKIIIOYHUTD.

Cratba 2

Buectu B crathio 3 PenepanbHoro 3axkoHa ot 22 nmekabps 2014 roga
Ne 429-@3 «O BHecenuu m3MmeHeHud B PenepanbHblii 3akoH «O06 obpaiieHun
nekapcTtBeHHBIX  cpeactB» (CobpaHue 3akoHojaTenbcTBa  Poccuifickoit
Qeneparun, 2014, Ne 52, cr. 7540; 2015, Ne29, cr.4367) cnenyromue
M3MEHEHMS:

1)yacTp 1| [OTIONHHUTH CIIOBAMH «IIyTEM CpaBHEHHS C pe(QepeHTHHIM
JICKapCTBEHHBIM IIpenapaToM B IMOPSIKE, yCTaHOBIeHHOM IlpaBuTenbcTBOM
Poccuiickoit ®enepauuy, U 110 IapaMeTpaM, YKa3aHHBIM B 4acTd 1 cTateu 27"
@enepanpHoro 3akona or 12 ampens 2010 roma Ne 61-®3 «O6 obpameHun
JIeKapCTBEHHBIX CPEICTBY (B peNakiuy HacTosmero ®enepaibHOro 3aK0HA)Y;

2)4actp 6 MOTIOIHUTH MPEIOKEHHEM clleAyroulero cogepxanus: «Ilpu
OTCYTCTBHM B OOpalleHMHd pedepeHTHOro JIeKapCTBEHHOTO IIperapara,
Ka4ecTBO, 3 PEeKTUBHOCTH M 6€30MacCHOCTh KOTOPOTo JOKa3aHbl Ha OCHOBaHUH
pe3ybTaToB JOKIMHUYECKUX HCCIEe0OBAaHUA JIEKQPCTBEHHBIX CPEICTB H
KIMHAYECKUX UCCIENOBAHUN JIEKAPCTBEHHBIX MPENapaTroB Ui MEAHIIMHCKOTO
IPUMEHEHHUS, TIPOBEAECHHBIX B COOTBETCTBHM C TpeOOBaHUAMH dHacted 6 u 7
cratbu 18 DenpepanbHoro 3akoHa oT 12 ampens 2010 roma Ne 61-03
«O0 oOpammeHuy JEKapCTBEHHBIX CPeACTB» (B peNakiMyd HaCTOALIEro

DenepanbHoro 3axkoHa), 1na uenedl dexepanbHOro 3akoHa oT 12 ampens



2010 roma Ne 61-®3 «O06 oOpameHuUM JIEKApCTBEHHBIX CPEACTBY K
pedepeHTHBIM JIEKapCTBEHHBIM IIpelaparaM MpHPaBHUBAIOTCS JIeKapCTBEHHBIC
mpernapatsl i1 MEIULUHCKOTO IIPUMEHEHUs, BIIEPBBIE 3apEeruCTPUPOBAHHbIE B
Poccuiickoit @Denmepanui Ha OCHOBAaHWM TIPOBEJAEHHBIX COOCTBEHHBIX
JNOKJIMHUYECKUX HCCIENOBAaHUM JIEKAPCTBEHHBIX CPEICTB M COOCTBEHHBIX

KJIMHUYECKHX HCCIeI0BaHUMN JICKapCTBCHHBIX IIpenapaToB M HaXOLIIHWECs B

obpauiennu B Poccuiickoit Denepariuin.».
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Mocksa, Kpemib
3 uronsg 2016 rona
Ne 350-@3



