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3ASIBJIEHUE
06 ocnapHBaHuH AeiicTBHI (Ge3neficTBUsA) OpraHa rocyJapcTBeHHOH BJIaCTH

3akphITOe aKIHOHEPHOEe 06mecTBO «BPHHIATOB-A» IMPOCHT PAaCCMOTPETH
CIeayrolme HEe3aKOHHEIE JeiicTBUs (6e3neiicTBuA) Munncrepcrsa
3/[paBOOXpaHEHHs ¥ COLMANBHOro pasButus PP, IpH pacCMOTPEHUH 3asBICHHA O
rOCYZAapCTBEHHON pEerHCTpallii JIEKapCTBEHHOro IIpernapara, 3aTpardBaroliye
mpaBa ®  3aKkoHHBle  uHTepecsl  3A0 «bpeHIIATOB-A» B cdepe
npennpnnnmaTenLCKoﬁ ¥ MHOM DKOHOMMYECKOH JeATEIbHOCTH. ,

1. 13 mas 2011 roma B Dkcremuummu Munsjapasconpassurus PO 65110
3apEerHCTPUPOBAHO 3asBJICHHE 3aKPHITOrO aKIHOHEPHOTO obmectBa «bpBIHIATIOB-
A» 3a HOMepoM Ne 14432 o rocyaapCTBEHHOM PErHCTpalliHl JIEKApCTBEHHOIO
nperiapaTa. B cooTBETCTBHH C YacThio 4 crathu 34 Qe/iepanbHOTO 3aKOHA OT 12
ampens 2010 roxa Ne 61-®3 «06 obpammesHnHy JEKapCTBEHHBIX CPEICTBY (manee —
®3 Ne 61), paccMOTpeHHe 3adBICHHS O BKIIOYCHHH bapMaLeBTUYECKOM
CyGCTaHIMK B FOCYAaPCTBEHHEIN peecTp JIeKapCTBEHHBIX CPE/ICTB IIPOU3BONHUTCS B
TeyeHHne NATH paboyux JHed CO [HSI IPHUHATHA 3agBIEHHAS O BKIKOYEHWH
hapManeBTHYecKOi CyOCTaHIMM B TOCYJIapCTBEHHBIH PEECTp JIEKapCTBEHHBIX
cpencts. Takum obpasom, ycramosnemHsle ®3 Ne 61 5" pabouux nHed I
paccMoTpeHus 3asBieHns, ucrexinu 20 mast 2011 roaa.





[image: image2.png]ITo utoram paccMOTpeHHS YKa3aHHOIO 3asBIIEHHS, B COOTBETCTBHHU C YACTHIO
4 crateu 34 @3 Ne 61 Munznpasconpazsutut PO nommkeH ObUT IPHHATD pellieHHe
O HanpaBlIeHHH B 3KCIEPTHOE yUPEXAeHHE 3aJaHus Ha IPOBEJCHUE SKCIIEPTU3LI
KadecTBa (papManeBTHYECKOH CyOCTaHIMM WM 00 OTKa3e B TaKOM HallpaBJICHMH.
Opnnaxko, BOIPEKH CPOKAM YCTaHOBJIEHHBIM dacThio 4 crateu 34 D3 Ne 61
Munsapasconpa3putis P@® HanpaBuil pellleHHe O HAallpaBJIeHHMHM B SKCIEPTHOE
yapexkIeHHe 3aJaHHsg HA IMPOBENeHHE SKCIEPTU3bl KAYECTBA (papMalleBTHIECKON
cybcTaHIIH Toapko 14 moma 2011 roma (mcx. Ne 31-2-414652).
CrnenoBarensHo, MuH31paBconpa3BuTHa PO caMOBOIBHO 3HAYMTENLHO VBETHYMII
CPOK paccCMOTpEHHS 3asBJICHUS O BKIIOYeHHH GapManeBTHYeCKOH CYOCTAHIMH B
IOCYJIapCTBEHHBIN peecTp JICKAPCTBEHHBIX CPEICTB, YCTAHOBIEHHBIH O3 Ne 61.

2. B cootrBercTtBuM ¢ 4acThio 2 cratbd 34 @3 Ne 61 skcmepTH3a KagecTsa
¢dapManeBTHYECKOM  CyOCTaHIMM, - COCTaBIIEHHE  KOMHCCHEH  DKCIEpPTOB
3aKHOYEHMH II0 pe3ysnbTaTaM TaKOM SKCHEePTH3Bl W MX HalpaBleHHE B
YIIOJTHOMOYEHHBIH beneparbHbIN opras WCIIOJIHUTENEHOM BIIACTH
OCYILUECTBISIOTCS B CPOK, He NpeBbIAIMIAN mecTRAecSITH pabo4yux JHel co
IHA IONy4eHHS OSKCHEPTHHIM YUPEXKIEHHEM COOTBETCTBYIOLIETO 3alaHMs
YITOJTHOMOYEHHOTO (eZiepaIbHOro OpraHa UCIIONHUTEIEHOM BIACTH.

Kak yxe Opulo ykasaHo Belle, MuH3mpaBconpasButus PO Hampasun
pellieHyie O HalpaBlIeHHMH B 3KCIEPTHOE yYpekXAeHHe 3aJaHusd Ha NpoBelcHHe
9KCIIEPTH3bl KadecTBa (papmareBTH4YecKoil cyOcranmuu 14 mions 2011 ropa.
CnenoBaTenbHO, YCTAHOBIEHHBII dacTeio 2 cratbn 34 @3 Ne 61
IIECTUAECITHIHEBHBIA CPOK COCTaBJIEHMA 3aKIIOYEHHS II0 pe3yilbTaTaM
SKCIIEPTH3bl KayecTBa (PapMaleBTHYECKOH CyOcTaHIuM HCTeK S cenrsGps 2011
roga. OHaKo, 10O HaCTOSIIErO BpeMeHH, HH(POpMaIus o pe3ysbTarax 3KCIepTU3h]
KadecTBa (apMaleBTHIeCKOM CyOCTaHIMH «3TWIOBBIA cnupT 95%» B 3A0
«bpeiHnanos-A» u3 Munsapascoupassutus Poccum He mocrymmia. Takum
obpasoM, Munznpasconpassutuss P@ caMOBONBHO 3HAYHUTENBHO YBEIMYHI CPOK
COCTaBICHMS  3aKMIOYEHMA [0  pe3yJbTaTaM  OKCIIEPTH3BHl  KayecTBa
bapMarieBTH4ecKOM CyOCTaHITUH, YCTaHOBICHHBIH 9acThIo 2 cTaTthd 34 O3 Ne 61 u
KaK CIEACTBHE, CPOK IpPHHATHA peIIeHHs O BKIIOYEHHH 3asBleHHOd 3A0
«bpeIaIanoB-A» GapMaleBTHYeCKOH CyOCTaHIMH B TOCYIApCTBEHHBIA peecTp
JIEKapCTBEHHBIX CPEACTB. ’

Taxum obpasom, JelicTBua Mun3apasconpassutusi PO Hapymaonme cpoku
NpUHATHA DEIUEHMs IO 3KCIEpPTH3e KadyecTBa (papMalleBTHYECKOH CyOCTaHIHH,
HEWCII0JIb3yeMO IIpU IPOU3BOJCTBE JIEKapCTBEHHBIX CPEJICTB:

1) e coorBeTcTBYIOT PenepanbHOMY 3aKoHY OT 12 ampenst 2010 roga Ne 61-
@3 «O6 obpaiieHUH JIEKapCTBEHHBIX CPEICTBY;

2) co3jarT IIpensTcTBUS B cdepe pa3BUTHA oObeMa BBITyCKaeMblx 3AQ
«bphIHIANOB-A» JE€KapCTBEHHBIX CPEICTB, H TEM CaMBIM 3aTParuBarOT IpaBa U
3akoHHBIe MHTepechl 3AQ «bpsiHIanos-A» B cdepe NpeanpUHMMATEILCKOH U
HMHOW SKOHOMUYECKOH JesITeTEHOCTH.
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ApbuTpaxxHoro nporeccyansHoro xonexca PO, crateu 34 ®enepanbHOro 3akoHa
ot 12 ampens 2010 roxa Ne 61-D3 «O6 obpaimneHny 1eKapCTBEHHBIX CPENCTBY,

NPOCHM Cy[:

1. IlpusHate He3aKOHHBIMHM JeHcTBuA (Oe3nmedictBua) Munucrepersa
3JpaBOOXPaHEHHs M COLMaNbHOrO pa3BUTHs Poccuiickoit ®Denepanum B yacTtu
HapyIleHHs CPOKOB IPOBEINCHMA OSKCIEpTU3Bl KadecTBa (hapMaleBTHIECKOH
CyOCTaHIIMM <«ATWIOBBIH cIHpPT 95%», HEHWCHONb3yeMOW IIpH IPOHM3BOICTBE
JIEKapCTBEHHBIX IIPENapaToB YCTaHOBJIEHHBIX cTartbedl 34 (DemepalbHOro 3aKoHa
ot 12 anpena 2010 roma Ne 61-®3 «O6 obpameHHM JIEKAPCTBEHHEIX CPEICTBY.

2. BoccraHoBUTH JONyLIEHHOE MUHHCTEPCTBOM —3IpaBOOXPaHEHHS W
coranpHOro pasputHad PP mapymenwe npaBa 3A0 «BphHNATOB-A» Ha
HONyYeHHe  SKCIEpTH3El  KayecTBa  (apManeBTHUeckod  cyGcranumm,
HEHCIIOIB3yeMOH IIPY IIPOM3BOCTBE JIEKapCTBEHHBIX IPENapaToB B CPOK, B OOMIeH
CIIOXHOCTH, He mpeBplmarommii 88 paboumx gHel, o6s13aB MummncrepcTBo
3ApaBOOXpaHEHHs M COLMAIBHOIO Da3BUTHA He3aMemIMTENBHO BbHIAATh 3AQ
«bphIHIAIOB-A»  PETHCTPAIMIOHHOE  yIOCTOBEPEHHE IOATBEpPXXJaroUiee
BKIFOUeHAe (apMalleBTHIeCKOH CyOCTAaHIMH («STHIOBBIA cmupT 95%» B
roCyaapCTBEHHBIH peecTp JeKapCTBEHHBIX CPEICTB.

I'enepanbHBII AUPEKTOD
3A0 «bpriHLIaNnoOB-A»

g’ —  3.M. MockoBckas

IIpunoxxeHue:
1) xomms 3asBineHHs Ne 14432 — 1 9k3. Ha 8 11.; _
2) Komwus pelleHus O HallPaBICHUH B 9KCIIEPTHOE YUPEX EHHE 3a1aHusd — 1
3K3. Ha 2 JL.;
3) KoOmusA aKTa cAadu-IIPAUEMKHI o6pa311013 (dapManeBTHIeCKOH cybcTaHmum — 1
9K3. Ha 2 II.




