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B C ABOOXPAaHCHHA
Ha Ne oT fbepe 3ap P

— ) Opranu3anyy, ocyInecTBILIOMUe
SKCIIEPTH3Y KauecTBa
JIeKapCTBEHHBIX CPENICTB

O6 0oT3bIBE ACKJIApAITHH n
0 COOTBETCTBUH MCI[HI_II/IHCKI/IG OpraHu3aliHi

Opransl ynpaBlIcHAA
3IpaBOOXpAHEHHEM CYyOTLEKTOB
Poccuiickolt Oenepanun

QenepanbHai ciyx6a 10 Hag3opy B cdepe 3ApaBOOXpaHEHH COOOUIaeT O MPHHATOM
pemenmn 3A0 HIII «3mbda» oro3Bath Aeknapanmie o0 cooTBeTcTBHH NePOCC
IN.®MO09.1171987 ot 01.04.2014 Ha nexapcTBeHHEIH npenapar «JleKcaMeTa3oH, pacTBOP JUIL
uHBeKIUd 4 mr/mn, 1 mn, ammyner (25), suencThlie KapToHusie pemnerku (1), mauxu
kapToHHEBIe» cepuH DX-150 npoussoacrea «Onbda Jlaboparopus», UHmua, B CBA3H C €TO
HECOOTBETCTBHEM  TPeOOBAHMAM  HOPMAaTHBHOM  HOKYMEHTAIHH II0  IIOKA3aTEeNo
«KonuuecTBeHHOE ONPEICIICHAESY.

O IpHOCTaHOBJIICHHM pealu3alvi YKa3aHHOH CEpHH JIeKapCTBEHHOrO IIperapara
CyObeKTel  OOpallileHust  JIEKapCTBEHHBIX  CPEACTB  HMHQOPMHPOBAHBEI  ITHCHMOM
Pocsnpasraasopa ot 11.08.2015 Ne0211-1306/15.

Pocsmpasnanzop mpemnaraer 3A0 HII «3nbda» npemocTaBuTh CBeAeHHA 00
M3BATHE M3 OOpallleHHs AaHHOH CEPHM JIEKAPCTBEHHOrO IMperapara, BHIMYUICHHOH B
TpaXAaHCKUN 0O0pPOT Ha OCHOBAHUH YKA3aHHOM JEKJIAPAINH O COOTBETCTRHH,

@enepanbHas ciyxda 0 Hagzopy B cdepe 34paBoOXpaHeH s Mpeaiaract cyobeKTam
oOpalieHuss JEeKApCTBEHHBIX CPeNCTB NPEeNOCTaBUTh B TEPPUTOPHAIBHBIA  OpraH
Poc3ipaBHanzopa cBeNeHUs, [TOATBEPXKIAIONINE M3BATHE M3 OOpallleHHd YKa3aHHOH cepuH
NEeKapCcTBEHHOTO Ipelapara, BBIIYIIEHHOTO B TPaXAAHCKHH 000pOT Ha OCHOBZHHH
YKa3aHHOH JeKJIapaliy O COOTBETCTBHM, K BOZBPAT €€ ITOCTaBIIHKaM (IeKIapaHTy).

TeppuropuansbHeIM opraHaM PocznpasHaazopa 00ecIeYnTs KOHTPOIb 32 BEISBICHHEM
H H3BATHEM BBIIISYKA3aHHOH CEpHM JEKapCTBEHHOIO Ipenapara, BBIIYINCHHON B
TpakKIaHCKUI 000pOT Ha OCHOBAaHWM JaHHOI JeKiIapalii o cooTBeTeTBHH. O mpoBeneHHOH
pabote uHGOpMEpOBaTE Poc3apasHanzop.
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