JloroTum koMnaHuu

Ten (+356) 2169 3533

®daxkc (+356) 2169 3604
AJipec 3JIeKTPOHHOMU MOYTHI KOMIIaHUHU
Per. Ne kommanuu C2867

Per.Ne MT 11360007

AxtaBuc JItn

BJIb 016

Byne6ens Munactpuan DctedT
3eiiryn 3TH 3000 Manbta
CaiT KOMIIaHUH

CEPTUDUKAT AHAJIN3A

Ha3sanue npoaykra

Po3apT Ta6/IeTKH, MOKPHITHIE IUIEHOYHOM 000,109KOi#i, 20 MT

Homep cepun

F90831

I[aTa Mmpou3BOACTBA

10/2019

Cpok roanoctu

09/2021

Pa3mep cepun

1 064 167 TadaeTox

Ne Tloka3zaTenaun

Hopmbi

Pe3yabTarhl

1 Onucanue

Busyansno
Kpyrmbeie, HBOSKOBBIYKIIBIE Tao-
JIETKH, TIOKPBITHIE TUIEHOYHOH 000-
JIOYKOW PO30BOTO IBETa C TPABH-
poBkoii «ST 3» Ha omHOW CTOpOHE
TaOJICTKH.

COOTBETCTBYET

2 IToanuHHOCTH

1.BDXX

(OHOBPEMEHHO C KOJIMUECTBEH-
HBIM OIIpEIeNICHHEM)

Bpems ynepxuBaHHS OCHOBHOIO
IUKa Ha XPOMAaTOrpaMMe UCIbI-
TyeMOTO pPacTBOpa JOJDKHO COOT-
BETCTBOBAaTh BPEMCHHM  YICPXKH-
BaHWA TIMKa poO3yBacTaTHHA Ha
XpoMaTorpamMmme CTaHAAPTHOTO
pacTBopa.

2. BOXX-IMJ

(OIHOBPEMEHHO C KOMUYECTBEHHBIM
Onpe/IeieHuEM )
VYipTpaduoneToBbIi CHEKTp IOTIIO0-
LIEHUs] OCHOBHOTO MTUKA Ha
XpOMAaTOrpaMMe UCHBITYEMOTO
pacTBOpa AOJKEH COOTBETCTBOBATh
Y®-crnekTpy NOIJIOMEHUs TUKa
pO3yBacTaTHHA Ha XPOMAaTOrpaMMe
CTaHAAPTHOT'O PacTBOPA.

COOTBETCTBYCT

3 PacTBOpeHue

BOXX

EBp.®. nmm I'd XIl|

He menee 75 % (Q) posyBacrartuna
OT 3asIBJICHHOTO KOJIMYECTBA Yepe3
45 MuH.

Cpen.:99.9%
Makc.:101.7%
Mun.:97.2%

4 OaHopoaHoCTh
J03UPOBAHUS

EBp.®. i I'd XIlI
BDOXX

AV<15,0

AV: 2.6




5 IMocToponHue nmpuMecH B2XX
5-kerokuciiora — He 6onee 1,2 %; <0.10%
JIaktoH — He Oonee 2,0 %; <0.10%
3R,5R-Po3y (anTH nzomep) — He <0.10%
6omee 0,5 %;
EnuHudanOM HenneHTHOUIUPOBaH- <0.10%
Hoii mpumecu — He 6onee 0,2 %;
Cymma npumeceii — He 6omnee 3,0 % | <0.10%
6 MuxkpoOuonoruieckas I'® Xl Kareropust 3A
4YHCTOTA uin Ep.®d.
Ob1ee 9rceio a3poOHBIX 0
MHKPOOPTaHH3MOB - He Goxee 10°
KOEBIT
OO6mIee 9uCIIo TPONKIKEBBIX U 0
ILUIECHEBBIX IPHOOB - He Goee 10
KOEBIT
Ortcytcrsue Escherichia ColiB 1 r | orcyrcTBHe
7 KonauyecTrBenHoe BOXX 98.8%
omnpeaegeHune Ot 95 % no 105 % po3yBacratruHa
OT KOJINYECTBA, YKa3aHHOTO Ha (19.75 mr)
ITHKETKE

CocraBieH: Kopun Jlarana
Jara:19.11.2019
IToanuce

Ono6pen:Pauen Cunua [Tuzanu
MHara: 19.11.2019
TTonnuce
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Jlorotun xoMnanuu Ten (+356) 2169 3533 Axrauc JItn
Daxc (+356) 2169 3604 bJIb 016
AJIpec 3J1eKTPOHHOM MOYTHI KOMITAHUU Byne6ens Unnacrpuan Dcreit
Per. Ne xommanuu C2867 3eiiryn 3TH 3000 ManbTta

Per.Ne MT 11360007 Caiit KoMITaHUH

CepTHuKaT BBINTYCKAa CEPHH

3aka3zuuk Tepa PY
CrtpaHa Ha3HauCHHSA Poccus
Howmep 3akasa: Pyc 0519010

HaszBanue mpenapara (Ha pycCKOM SI3bIKE)

Pozapr 20 mr

Me)KIIyHapOIIHOG Ha3BaHUC IIpCrapara

Poszysacratus 20 Mr

I[eTaJII/I YIIaKOBOYHOT'O MaT€puaia

Howmep n Bepcust ynaxosku: 1028098-03
Howmep u Bepcust unctpykimu:1028101-05
Howmep u Bepcust dossru onucrepa 1028104-03

Howmep cepun (yka3zaHHas Ha yIIaKOBKe)

F90831

Howmep cepuu 3akazunka

F90831

CHGL[I/I(i)PIKaL[I/IFI TOTOBOI'O IIPOAYKTA, BEPCHUsL

SPFP_ROSU 05

AHaITUTHYECKUE METOAbI TOTOBOI'O IIPOAYKTA

STFP_ROSU 04

JlekapcTBeHHas popma Tabnerku
Pa3mep ynakoBkH 30 tabueTox
JlaTta npousBoacTBa 10.2019
CpoK rogHOCTH 09.2021
Konn4ecTBo MOCTaBIIsIeMbIX YIAKOBOK 35 180 ymakoBok
PerucrpaninoHHOE YAOCTOBEpEHHUE JIT1-002213
ITpou3BOMUTENb U MECTO HPOBEACHHUS aHATIM3A Axrasuc JITn
bJIb 015-016
Byne6ens nnactpuan DcTedT
3eiityn 3TH 3000 Mansta

Howmep muuenzuu: MJI 001
GMP: MT/031HM/2018

VYIakoBILKK U BBITYCKAaIOIIHUNA KOHTPOJIb
KadecTBa

Axtasuc JIta

bJIb 015-016

Byne6ens Unnactpuan DcTedT
3eiityn 3TH 3000 Mansta
Howmep munensun: MJI 001
GMP: MT/031HM/2018

KommenTapuu:

HacrosiuM moaTBepkaaeM, 4To BbIIIEYKa3aHHAs CEPHs, BKIIOUas MOMYIPOAYKTBI U aKTHBHYIO CYOCTAHIHIO, OblIa BBITYIIEHA JUIS TIPOJAXKH Ha
pBIHOK AKTaBUCOM. IIpOAyKT OBLT OTIPABIICH IIO MECTY HA3HAUCHUS.

Hacrosimum 3asBisiem, 4To BeIIIeyKa3aHHAs HHGOPMaNUs SBIIETCS HOUIMHHON U TOYHOH. DTa cepus OblIa IPOU3BEACHA, BKIIIOYAs YIIAKOBKY U
KOHTpOJIb Ka4eCTBa HAa YKa3aHHOM BBIIIE caiiTe (ax), B IIOJIHOM COOTBETCTBUHM ¢ TpeboBaHusaMU GMP u crermdukanuy. ApxuBHble 00pasLbl Cepyun
xpasstcst B AktaBuc JIta., Manbra B Te4eHHE OJHOTO roja 110 UCTEYCHHH CPOKA FOJHOCTH IIPOIYKTA.

3amnuch IPOU3BOACTBCHHOIO IIPOLIECCa CEPHH (BKIIFOYAst YIIAKOBKY W KOHTPOJIb Ka4ecTBa) ObLIN PACCMOTPEHBI U IIPU3HAHBI B COOTBETCTBHH
TpeboBanussM GMP u TexHHUECKUM crieHDUKALHSIM.
Bce noxkymenTsl OynyT xpaHuTthes B AkTaBuc JITa., Mansra B TedeHHE OJHOTO rojia 1Mo NHCTEYCHUH CPOKA FOHOCTH MPOIYKTA.

Bbutn 1 Kakue-00 CyIECTBEHHBIC OTKJIOHSHHS OT POM3BOICTBEHHOTO MPOLECCa, YKa3aHHOTO B TEXHHYECKOM COIJIAIICHNH B OTHOLICHUN

KadgecTBa NPOAYKIMHU HITH BBII'IyCKa?

Her Ja (CM Komuro 0T4eTa OTKJIOHEHHUS / IepPEIicKa)

BelmeynomMsiHyTast cepusi JI€KapCTBEHHOTO Mperapara UMeeT 0e30MacHOCTb B COOTBETCTBHHM ¢ aupekTuBoi EC mo danscuduimpoBanssv JIC

2011/62/EU?

Her Ha

Konrposnb kauectBa: Kopus Jlarana YH0JIHOMOYEHHOE (OTBETCTBEHHOE) JIMLO KOHTPOJIS KauyecTBa:
Paven Cununa [Muzanu

Jarta:19.11.2019 Jara: 19.11.2019

TTonmnuch TTonnuck
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