POCCUVICKASI ®EJIEPALIAA
OEJEPAJBHBINA 3AKOH

O BHeceHHH H3MeHEHHI B cTaThbio 61 MeaepajbHOIO 3aK0Ha
«006 oOpamieHnu JieKapcTBEHHBIX CpeCcTB» M cTaThio 3 PeaepaabHoOro
3akona «O BHeceHuHn n3mMeHeHuil B @enepa/ibHblii 3axkon «O06 o6pamenun
JIEKAPCTBEHHBIX CPeICTB»

[Mpunsar I'ocynapcTBenHoi Jymoit 24 wrons 2016 rona
Ono6pen CoBeToMm delepaliuu 29 wioua 2016 ropa
Cratba 1

B uactu 4 cratem 61 ®enepanpHoro 3akona ot 12 ampens 2010 roxa
Ne 61-03 «O6  obOpamiennu  jekapcTBeHHBIX — cpenctB»  (Cobpanue
3akoHozatenbeTBa Poccmiickoit @eneparmm, 2010, Ne 16, cr. 1815; Ne 42,
cT. 5293; 2014, Ne 52, ct.7540; 2015, Ne 10, cr. 1404) cinoBa «, a Takxke
peanu3aliusi U OTIYCK JIEKAPCTBEHHBIX INpEenapaToB OpPraHU3alMsAMU OITOBOMN
TOPrOBJIM U PO3HWYHOW TOPIOBIM JIEKAPCTBEHHBIMH TpernapaTaMy IO LEHaM,
YPOBEHb KOTOPBIX C YYETOM IIpeJeNbHOW ONToBOW Han0aBKK M IIpelenbHOU

PO3HUYHON Han0aBKH MpeBBINIaeT pa3Mep (PakTHUECKON OTIYCKHOH LeHB»
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HUCKIIIOYHUTD.

Cratba 2

Buectu B crateio 3 @enepanbHoro 3akoHa ot 22 nexabps 2014 rona
Ne 429-@3 «O BHecenuu m3meHeHud B ®enepanbHblit 3akoH «O06 obpaieHun
nekapctBeHHBIX  cpeactB» (CobpaHue 3akoHomaTensCcTBa  Poccuiickoii
Qenepamn, 2014, Ne 52, cr. 7540; 2015, Ne29, cr.4367) cnenyromue
H3MEHEHH:

1)gacTp | [OTIOJNHHUTH CIIOBAMH «IIyT€M CpaBHEHHUS C peQepeHTHHIM
JIEKapCTBEHHBIM TIperapaToM B IMOpsAKe, yCTaHOBJIeHHOM I[IpaBuTenbcTBOM
Poccuiickoit ®enepanuy, U 110 apaMeTpaM, YKa3aHHBIM B 4acTH 1 crateu 27!
QenepanpHoro 3akoHa ot 12 ampens 2010 roma Ne 61-@3 «O6 obpamenun
JIeKapCTBEHHBIX CPEICTBY (B peNakuy HacTosmero ®enepanbHOro 3aK0HA)Y;

2)4acTh 6 MOTIONHUTH IpeIIoKEeHHEeM cliefyiomiero cogepxxanus: «Ilpu
OTCYTCTBHM B oOOpalieHuHd pedepeHTHOTO JIEKapCTBEHHOro IIperapara,
Ka4ecTBO, 3P PEKTUBHOCTH M 6€30MacCHOCTh KOTOPOro JOKa3aHbl HAa OCHOBaHHH
pe3yJIbTaTOB JOKJIMHUYECKHX HCCIENOBaHUN JIEKAPCTBEHHBIX CPEJICTB U
KJIMHAYECKUX HCCIENOBAHUN JIEKAPCTBEHHBIX IIPENapaToB I METUIMTHCKOTO
IpAMEHEHHs], POBEIEeHHBIX B COOTBETCTBHU C TpeOoBaHUAMH dacTed 6 um 7
cratbu 18 @enpepanpHoro 3akoHa oT 12 ampens 2010 roma Ne 61-03
«O0 ofpameHny JIEKapCTBEHHBIX CPEACTB» (B peNakUHW{d HACTOSIIETO

@enepanpHOro 3aKkoHa), g Lenedt @DexepansHOro 3akoHa OT 12 ampens



2010 roma Ne 61-®3 «O06 oO0pameHunm JeKapCTBEHHBIX CpPEACTB» K
pedepeHTHBIM JIEKApCTBEHHBIM IIpelaparaM IPHPaBHUBAIOTCS JIEKapCTBEHHbBIS
mpernapatsl sl MEIULIMHCKOTO [IPUMEHEHHs, BIIepBbIe 3aperdCTPUPOBAHHbIE B
Poccuiickoit ®Denepamyu Ha OCHOBAaHWM TPOBEJAEHHBIX COOCTBEHHBIX
JNOKJIMHUYECKUX HCCIENOBAaHUM JIEKAPCTBEHHBIX CPEACTB H COOCTBEHHBIX

KJIMHUYECKAX HCCIeI0BaHUMN JICKapCTBCHHBIX IIpEIIapaToB M HaxXOIJAHIHECS B

obpamienuu B Poccuiickoid Penepaiu.».
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