JloroTum xoMmaHuu

Tex (+356) 2169 3533

dakc (+356) 2169 3604
AJlpec 37IeKTPOHHOM MOYTHl KOMIIAaHUHU
Per. Ne kommanuu C2867

Per.Ne MT 11360007

AxtaBuc JItg

BJIb 016

Byne6ens Uanactpuan DcTelT
3eiiryn 3TH 3000 MasnsTa
CaiiT KoMIaHu1

CEPTUD®UKAT AHAJIM3A
Ha3panue npogykra Po3apT TadJeTkH, MOKPHITHIE MJIEHOYHOIT 060,1049K0i1, 10 MT
Homep cepun F87144
JlaTa npousBoacTBa 01.2019
Cpok roguocTu 01.2021

Pa3mep cepuu

3169 199 rabaerox

Ne Tloxa3zarenn

Hopmbi

Pe3yabTaThl

1 Onucanne

BusyansHo

Kpyrible, IBOSKOBBIIYKIbIE Ta0-
JETKH,  TIOKPBHITBIE  TUIEHOYHOU
000JI049KOi1  pO30BOrO IBETa C
rpaBupoBkoit «ST 2» Ha opmHOU
CTOpOHE TaOJICTKH.

CootBeTCcTBYET

2 IMoaTMHHOCTH

1.BDXKX
(OIHOBpPEMEHHO C KOJIMYECTBEH-
HBIM OIIPEeEIeHHEM)
Bpemsi ynepXuBaHHS OCHOBHOTO
KA Ha XpOMATOTrpaMMe HCIIbI-
TYeMOTO pAacTBOpa JOJDKHO COOT-
BETCTBOBaTb BpPEMEHU  YAEPKU-
BaHUs TMKa pO3yBacTaTHHA Ha
XpoMaTorpaMme CTaHAapTHOTO
pactBopa.
2. BOXKX-IM/]
(OZTHOBPEMEHHO C KOJIHYCCTBEHHBIM
oTpeIeIeHEM )
YapTpadroeTOBBI  CIIEKTP  IT0T-
UTOIIIEeHNsT OCHOBHOTO NMHKa Ha
XpOMAaTOTpaMMe HCIBITyEMOTO
[pacTBOpa JOJDKEH COOTBETCTBOBATH
'Y ®-criekTpy NOTJIOMICHUS TTHKA
[pO3yBacTaTHHA HA XPOMATOTPaMMe
CTaHAapTHOI'O pacTBOpa.

CooTBeTCcTBYET

CooTBeTCTBYET

3 PacrBopenue

BDXKX

He menee 75 % (Q)
pO3yBacTaTHUHA OT 3asIBIICHHOTO
KonmyecTBa depes 45 mMuH.

Mus: 94,8%
Makc.:100,3%
Cpen.:98,0 %

4 OaHOpPOAHOCTH
JA03UPOBAHUS

BOXX

AV <150

6,8




5 IMocTopoHHHe MpUMecH B3OXX
5-kerokuciiora — He 6oiee 1,2 %; 0,14%
JlakToH — He 6osee 2,0 %; <0,1%
3R,5R-Po3y (antu uzomep) — He <0,1%
6onee 0,5 %;
Ennangnoit Heunentuunuposan- | <0,1%
HOW mpumecH — He 6ouee 0,2 %;
Cymma npumeceii — He Oolee 0,14%
3,0 %.

6 MuxkpoouoJoruvecKkas I'®d X1l Kareropus 3A

4YHCTOTA unu Esp.®.

O61ee 9ncio adpoOHBIX 0
MHKPOOPraHu3MOB - He Gonee 10°
KOEB1lr
OO61iee 9nco APOXIKEBBIX U 0
IIeCHEBBIX IPUGOB - He Goee 10
KOEB1lr OTCYTCTBUE
OrcyrcrBue EscherichiaColis 11

7 KoauyecrBennoe BOXX

onpenejieHne Ot 95 % o 105 % posysactatuna | 98,9% 9,89 mr

OT KOJINYECTBA, YKA3aHHOTO HA
ITHKETKE

CocraBiieH: Onobpen:/Ixasbep Mockapno Ilomom
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JloroTun xomMmaHuH Ten (+356) 2169 3533 Axrasuc JItn

daxc (+356) 2169 3604 bJIb 016

AJlpec 3JIeKTPOHHON MOYThl KOMIIAHUU Byne6ens Unnactpuan Dereiit
Per. Ne xommanuu C2867 3eiiryn 3TH 3000 MansTa

Per.Ne MT 11360007 CailT KOMIaHHK

CepTH(UKAT BBINYCKA CEPUH

3aKaz4yuK AxraBuc PY

Crpana Ha3HAYEHHS Poccust

Howmep 3aka3za: Pyc 111800L

Ha3Banue mpemnapata (Ha pycCKOM SI3bIKE) Posapr 10 mr

MexnyHapoHO€ Ha3BaHUE NpenapaTa PosyBacratun 10 mr

Howmep cepuu (ykazaHHast Ha yIaKOBKe) F87144

Howmep cepuu 3axkazunka F87144

JlekapctBeHHast opma TabICTKH

Pa3mep ynakoBku 90 tabueTok

Tun ynakoBku onrcTep

Jlata npousBojacTBa 01/2019

CpoK roIHOCTH 01/2021

KonuyecTBo nocTaBisgeMbIX ynakoBOK 19580 ynakoBox

Perucrpanuonnoe ynocrosepenue JIT1-002213

IIpousBoautens U BbITYCKAIOMUN KOHTPOIIb Axrasuc JItn

KayecTBa BJIb 015-016
ByneGens Mnnactpuan Dcreiit
3eiityn 3TH 3000 Masbra
Howmep munensun: MJI 001
GMP: MT/031HM/2018

YnakoBImuk Axrasuc JITn
BJIb 015-016
ByneGens Mnnactpuan Dcreiit
3eiityn 3TH 3000 Masbra
Howmep nunensun: MJI 001
GMP: MT/031HM/2018

KommenTtapuu:

1. Hacrosimum noATBepsKAaeM, YTO BBIICYKa3aHHAS Cepusl, BKIIIOYAst MOTYHPOIYKTHI U aKTHBHYIO CyOCTaHIIHIO, ObLIA BEITYIEHA JUIS
MPOAAKH Ha PHIHOK AKTaBUCOM. IIpOMyKT ObUI OTHPABIIEH 110 MECTY HA3HAUCHHS.

2. HacrosimuM 3asBiisieM, YTO BblILICyKa3aHHas MHGOpPMALUs SBISETCS NOUTMHHOW M TOYHOM. DTa cepus Oblia NPOU3BE/ICHA, BKIIOYAs
YIAKOBKY ¥ KOHTPOJIb KaUueCTBa HA YKA3aHHOM BBIIIIE CaiiTe (ax), B MOJIHOM COOTBETCTBHH ¢ TpeGoBaHusimu GMP 1 crienudukanum.
CooTBeTCcTBYeT TpeOOBaHHAM crienUpUKaLnK, yTBepxKaeHHOH B PD. ApxuBHble 00pasiipl cepun xpanstes B Akrasuc JIta., Mansra B
TEUEHUE OJHOTO T0Jla 0 UCTEYEHUH CPOKa TOJHOCTH IPOAYKTA.

3. 3ammch IPOM3BOACTBEHHOTO MPOLEcca CEPHH (BKIIFOYAs YIIAKOBKY M KOHTPOJIb Ka4eCcTBa) OBLIA PACCMOTPEHBI U IPU3HAHBI B
cooTBercTBHU TpeboBaHmssM GMP 1 TexHHYeCKUM crienuUKAIHIM.

Bce noxymeHTEI OynyT Xpanurcst B Akrasuc JITa., Mansra B TedeHHe 0JJHOTO T0Ja 0 HCTEYEHHH CPOKA TOJHOCTH IPOIYKTa.

4. Bbin 1M Kakue-1u00 CyIIEeCTBEHHbIC OTKJIOHEHUS OT IPOU3BOICTBEHHOTO MPOLIECCA, YKA3aHHOTO B TEXHHYECKOM COTJIAIICHUH B
OTHOLIEHWH Ka4yecTBa MPOLYKINH WM BBITyCKa?

—1

Her Ia (CM KoIHIO OTYETa OTKIIOHEHHS / TIeperucKa)
KOHTpOHL KayecTBa.

Kopumn Jlarana
Jara: 25.03.2019

V1omHOMO4EHHOE (OTBETCTBEHHOE) JIMLIO KOHTPOJIS Ka4ecTBa!
Jxassep Mockapao [Tomomn
Jara: 25.03.2019

Tloamuce Tloamuce



		2019-05-22T16:40:17+0300
	Olga Parkhomenko




