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1. AG3aupl BTOpOM, TpeTud, NATBIA U 1ecTod MyHKTa 1 MpH3HATH

yTPaTUBLIUMH CHUITY.
2.B nyHkTe 2 mociie CJIOB «B Clydae OTCYTCTBHS» JONOJIHUTH CIIOBOM

«IIEPBOTO».

3. I1yHKT 3 JONONHUTH HOBBIMM ab3allaMU CJIEIYIOIIEro CoAepKaHusM:

«peleHHe O roCyJapCTBEHHON pErucTpallid JieKapCcTBEHHOro mpernapara s
MeULUHCKOTO PUMEHEHUS;

peureHue 00 OTKase B TOCYAapCTBEHHOW perucTpalyd JIeKapCTBEHHOIO
nperiapaTa JIjisi MeAMLMHCKOrO MPUMEHEHHUS,

pelieHHe O BKJIIOYeHMH (hapMalleBTHUeckoil cyOCTaHIMH, MPOU3BEACHHOM IS
peaTu3aliiy, B TOCYAapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB I MeAULMHCKOIO

NpYMeHEeHHUS,

pemieHHe 00 OTkaze BO BKIOYCHUHM (apMalleBTUUeCKOH CyOCTaHLUH,
HOPOU3BEJICHHON IS pealu3auli, B FOCyAapCTBEHHbIH peecTp JIeKapCTBEHHBIX CPEICTB
I MEAULIMHCKOTO IIPUMEHEHUS;

peuieHue 00 HCKIIOYEHMHM M3 TOCYJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX
CpencTB (apMalleBTHUECKOM CyOCTaHIIMMU, TPOU3BEIEHHON A peanu3aiuH;

pelleHHe O MPOBEACHHH OKCIEPTHU3bl JOKYMEHTOB, IpPEeACTaBIEHHBIX s
OlNpeleNIeHUs]  BO3MOXKHOCTH  paccMaTpuBaTh  JIGKAapCTBEHHBIH  mperapar  Ajs
MEIMIMHCKOTO NMPUMEHEHHUS MPH OCYUIECTBIEHHH TOCYJAapCTBEHHOW DPErucTpalyu B
KagecTBe Op(aHHOTO JIEKaPCTBEHHOr'O NIpenapara;

perieHre 00 OTKa3e B MPOBEAEHUH JKCHEPTU3bI JOKYMEHTOB, NPENCTaBIEHHbIX
NI ONpelesieHHss BO3MOXXHOCTH pacCMaTpUBaTh JIEKapCTBEHHBIN Ipenapar s
MEIHMIUHCKOrO NMPHUMEHEHUS MPU OCYLIECTBIEHHH T'OCYJapCTBEHHOW DErucTpaluy B
Ka4ecTBe op(haHHOro JIeKapCTBEHHOTO MpernapaTa;

pellieHHe O BO3MOXXHOCTH paccMaTpuBaTh JIEKapCTBEHHBIH IpemnaparT MpH
OCYIIECTBJIEHHH  TOCYNAPCTBEHHOH  perucTpauMd B KadyecTBe  OP(aHHOTO
JIeKapCTBEHHOTO Mpenapara;

pelleHHe O HEBO3MOXXHOCTH pacCMaTpHUBaTh JIEKApCTBEHHBIH Ipenapar s
MEAMIIMHCKOTO MPHUMEHEHHUS HpPH OCYINECTBIEHHH TIOCYNapCTBEHHOH PErMcTpauuy B
KayecTBe ophaHHOrO JIeKapCTBEHHOIO Npenapara;
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pellleHHe O HallpaBIE€HHH B SKCIEPTHOE YUYPEKAEHHE 33JlaHHs Ha IPOBEICHHE
3KCIIEPTH3Bl KayecTBa (papMaleBTUYECKOH CyOCTaHUMH, NPOHM3BEJSHHOH  UIA
peanu3anuy;

pELICHUC 00 oTKase B HallpaBJICHUH B OKCIIEPTHOC YYPEXKJICHHE 3alaHud Ha
NpoBeIeHNE JKCIIEPTU3bl KadecTBa (papMalleBTUUECKOH CyOCTaHLUMH, IPOU3BEJACHHOM
A peaJIn3alliu,

pelliecHHe O BHECEHHHM W3MEHEHHH B JOKYMEHTH Ha (apMaleBTHYECKYIO
CY6CTaHI.II/IIO, NPOU3BECACHHYIO IJIS peain3allid U BKIIOYCHHYIO B FOCYI[apCTBeHHBIﬁ
peecTp JICKApCTBECHHEBIX CPEACTB JJII MEAHIIHHCKOI'O IPUMEHCHU A

pemiende 06 OTKaze BO BHECEHMH HM3MeHEHMH B JOKyMEHThl Ha
(apManeBTHYECKYIO CYOCTaHLHIO, IIPOU3BECHHYIO JUIS peajli3aldi U BKIIOYEHHYIO B
roCyJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB A MeJULIMHCKOTO IPUMEHEHHS;

pe€uicHHe O BbhIAA4YEC 3aJaHUA Ha IIPpOBCACHUC 3THUYECKOH IKCIICPTHU3BI H
OKCIIEPTU3BI TOKYMCHTOB [JIA IIOJYHYECHHUA pa3pelI€HHA Ha INPOBEACHHC KIIMHHUYCCKOI'O
HCCIIEZIOBAHMS JIEKAPCTBEHHOTo IIpernapara Ajis MEAULHMHCKOTO IPUMEHEHHS, B TOM
qHCIIe MeXI[yHapOIHOTO MHOTOIIEHTPOBOTO, MHOTOILIEHTPOBOTO,
IOCTPErHCTPALHOHHOTO;

PEUICHUC 00 oTKase B BBIJAa4YC 3agaHHUA Ha ITPOBEIACHUE 3THYECKOM OKCIICPTU3BI U
SKCITEPTH3bl JOKYMEHTOB AJISl IOJNyYeHHUs pa3pellleHUs Ha NPOBeJeHHE KIUHUYECKOro
HCCIIEAOBAaHUA JICKapCTBCHHOI'O IIp€riapaTta ajAd MEAHIHAHCKOTO INPUMCHEHHS, B TOM
qucJie MCXKIOYHApOIHOTO MHOTOLEHTPOBOTO, MHOTI'OLCHTPOBOIO,

NOCTPETUCTPATHOHHOI'O,
peUIICHHUE O BBLAAYEC pa3pCLICHUA Ha IMPOBCACHHE KIHHHYCCKOIO HCCIICAOBAaHUA

JIEKapCTBEHHOI0 Ipernapara id MEIUIUHCKOro IIPUMEHEHHsA, B TOM YHCIE
MEXIYHapOJHOTO MHOTOLIEHTPOBOI0, MHOI'OLIEHTPOBOI'0, IOCTPErUCTPAallHOHHOIO;

peiieHne o6 oTKaze B BblJJaue pa3pelleHHs Ha MpPOBeJEHHE KIMHUYIECKOTO
UCCIIeIOBaHUsl JIEKapCTBEHHOro MpenapaTra AAd MEJULIUHCKOro IPUMEHEHHs, B TOM
qucie MEXIYHapOLHOTO MHOT'OLIEHTPOBOTO, MHOTOLIEHTPOBOTO,
IOCTPErHCTPAIMOHHOTO;

paspellleHHe Ha IIpOBEJECHHE KIMHUYECKOTO HCCIEAOBaHUA JIEKapCTBEHHOIO
npermapata JUIs MEJMLMHCKOTO IIPUMEHEHHS, B TOM YHCIE€ MEXIyHapOAHOIO
MHOTOIIEHTPOBOI'0, MHOTOLIEHTPOBOT'0, MOCTPErHCTPALIUOHHOTIO;

pemieHe 00 OTKa3e B IOATBEPXKIEHUM TOCYAapCTBEHHOM perucrpanuu
JIEKapCTBEHHOTO Npernapara Iuisi MEAULIMHCKOIO MPUMEHEHHUS. ).



