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06 yTBep:KIeHHH
o6bema nadopMannu, HeoGxoguMoro Kisi GopMHPOBAHHS
pasaea KJIHHHYECKOH JOKYMEHTANMH, NPH FoCyAapCTBEHHOH perucTpanu
opdaHHOrO J1eKAPCTBEHHOr0 Npenapara

B  cootBercTBMM ¢ dacTthio 14  crareum 18  PenepanpHOro  3aKoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpaieHuy JTeKapCTBEHHBIX CPEICTBY (Cobpanue
3akoHOnaTebcTBa Poccuiickoit Menepanum, 2010, Ne 16, ct. 1815; Ne 42, cr. 5293; Ne 49,
cT. 6409; 2014, Ne 43, c1. 5797; Ne 52, cr. 7540), nOAIyHKTOM 5.2.148(3) Ilomoxxenus
o MunucrepctBe 3apaBooxpaHeHms Poccmiickod = @enepaliMM, YTBEPXIECHHOIO
noctanoBienueM IIpaButensctsa Poccuiickoit @enepamuu ot 19 wurons 2012 r. Ne 608
(Cobpanue 3akoHOmaTenbcTBa Poccmiickoit ®enepanui, 2012, Ne 26, cr. 3526; 2013,
Ne 16, ct. 1970; Ne 20, c1. 2477; Ne 22, ct. 2812; Ne 45, cr. 5822; 2014, Ne 12, ct. 1296;
Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2, cr. 491; Ne 12, ct. 1763;
Ne 23, c¢r.3333), npukxa3blBalo:

VrBepauTh 00beM HHGOPMALHH, HEOOXOMMMEINA A (bopMHpOBaHI/m pasznena
KIMHUYECKOH IOKYMEHTAllMH, IpH TOCYIapCTBEHHOW  PErucTpanuy opdbaHHOrO
JIEKapCTBEHHOT'O npenapaTa COTJIACHO MPHUJIOKEHHUIO.
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[Ipunoxenue
K nIpuKa3y MUHHCTEPCTBA 31paBOOXpAaHEHUA
Poccuiickoit @enepauuu

oT «LJ/» g&z@g 2015 1. Ne Mf/

Oo6bem nadopmanun,
HeoO0XoAuMBIii 11 GopMHPOBaHHA pa3lena KIHHHYECKOH JOKYMEHTALHH,
NpPH rocyaapcTBeHHol perucrpauuu opGpanHOro JeKapcTBEHHOr0 nNpenapara

1. Ilpu rocymapcTBEHHON perucTpanuy OpQaHHOTO JIEKAapCTBEHHOro Ipelapara
s GopMHUpOBaHMS paszfieNa KIHHWYECKOW IOKyMEHTAalUHM PEeruCTPallHOHHOIO IOChEe
NPEACTAaBIAIOTCS OTYETHl O pe3yjbTaTax KIMHHYECKMX MCCIIEIOBaHH OpQpaHHOro
JEKapCTBEHHOro  Iperapara I  MEIUIMHCKOrO IPHUMEHEHHMS, IPOBEICHHBIX
B Poccuiickoit ®@exmepauum, HIH OTYETHI O Ppe3yJNbTaTaX MEXIYHAPOJHEIX
MHOTOLIEHTPOBBIX KIIMHMYECKMX HCCIIEOBaHUAX Op(aHHOIO JIEKapCTBEHHOIO IIperapara,
4acTh M3 KOTOPHIX MpOBeaeHa Ha Tepputopun Poccuiickoit denepanuu, BKIIOYAIOLIHE:

oT4eThl 00 McCAeNOBaHUIX OHOMOCTYIHOCTH, HCCIENOBAHUAX, YCTaHABIMBAIOLINX
KOpPEeTSLMIO pe3yIbTaTOB, MOMYYEHHBIX B YCIOBUSX in Vitro # in vivo;

OT4eThl O papMaKOKMHETHYECKUX UCCIIeIOBaHUAX;

OTYeTHI 0 papMaKOJUHAMUYECKUX HCCIIEIOBAHUAX;

OTYETHI O KIIMHAIECKUX HCCIeAOBaHNAX ) PeKTHBHOCTH U O€30ImaCHOCTH.

2.1lpu HEBO3MOXHOCTH TIPEINCTAaBIECHUS OTYETOB O pe3yNbTaTaX KIMHUYECKHX
UCClIeOBaHU Op(aHHOro JIEKAPCTBEHHOT'O IMpenapaTa A1 MEAUIIMHCKOrO0 MPUMEHEHHS,
npoBeneHHBIX B Poccuiickoit Penepanuu, WiIH OTYETOB O Pe3yNIbTaTaX MEXIyHapOIHBIX
MHOTOIICHTPOBBIX KJIMHUYECKUX HCCIENOBAHUAX OpGaHHOIrO JIEKApCTBEHHOTO Ipenapara,
4acTh U3 KOTOPHIX IpoBeJieHa Ha Tepputopuu Poccuiiekoit Denepaiuu, IpeacTaBisiOTCS
OT4ETHl O IPOBEINCHHBIX KIMHUYECKUX HCCICOBAHUAX OpP(AHHOTO JIEKaPCTBEHHOIO
npenapara, BBIIONHEHHBIX 3a npenenamu Poccmiickoit denepanuu B COOTBETCTBHH C
NIpaBUJIaMHU HaJIeXalel KIMHNYECKON IIPaKTUKH, BKIIIOYAIONIHE:

oT4eThl 00 HcclIeNoBaHUSAX OMOMOCTYIIHOCTH, MCCIENOBAHHMAX, YCTAHABIMBAIOIIUX
KOPPEJLAIUIO pe3yIbTaToB, MOJYYEHHBIX B YCIOBHAX in Vitro u in vivo;

OTYEeTH! O GapMaKOKUHETHUYECKHX HCCIIENOBaHUSX;

OT4eTHl 0 papMaKOJUHAMHUYECKUX HCCIIEJOBAHUAX;

OTYETHI O KIMHUYECKUX HUCCIIEHOBAHUAX 3P PEKTUBHOCTH U 0€30IIaCHOCTH.




