CEPTUDPUKAT AHAJIU3A
SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Veresegyhas site — 2112 Veresegyhas, Levai u.5., Hungary

Phone: +36 28 585 600/Fax: +36 28 585 939

GMID xon 681232 Kopn ToBapa; VER_681232
Ipoaykr: MAT HE B6 Ta6;ieTkn, nokpsIThbie 000104K0ii, 100X
CTpaHa-uMIoprep: Poccus
Howmep cepuu: EV575 Howmep cepun kiamenra: EV575
Jlata npousBoncTBa:  17-ABI-2021 Jlata ucreueHus cpoka Uron-2023
TORHOCTH:

Jlo3upoBka: Cmotpu KosmmuectseHHOE

orpeeneHne
JlexapcTBenHas ¢popma: TabneTku, MOKPHITHIE

000J104KOI
'YnakoBka: Brucrep I1BX-Antomunuit
'YcnoBus XpaHCHUS: He Bbime 30 °C
Iloxa3zaresanb Hopma Pe3yabTart
ITokazarenu:
- Onmmcanne Beinble 1BOSIKOBBINYKIIbIE OBAJIbHBIE COOTBETCTBYET

TaOJICTKH, OKPBITHIC TNICHOYHON
000JI0YKOH, C TIIaaKoM OaecTsIei

MTOBEPXHOCTHIO.
MNOAJINHHOCTbD:
- Maruuii (1o ocanxy) [TomoXuTeTpHBIH COOTBETCTBYET
- Maruus nakrara guruapar (TCX) COOTBETCTBYET CTaHIIAPTY COOTBETCTBYET
- [Tupunoxcuna ruapoxnopuz (TCX) CoOTBETCTBYET CTaHJAAPTY COOTBETCTBYET
- Turana guokcua (B COOTBETCTBUH C [MonoxxuTenbHbIN COOTBETCTBYET
[[BETHOM peakLuei)
- Pacnagaemocts He 6onee 60 munyT 30-37 munyT
KOJINYECTBEHHOE
OITPEJEJIEHHUE (BJXKX)
- Maruus JlaktaT Juraapar (C 446,5 - 493,5 mr/TabneTKa, MOKpPHITAST 472,9 mr
KOMIIICKCOHOMETPHUIECKIM 00010uKOit
TUTPOBAHUEM )
-ITupunokcuna ruapoxiaopu (Y - 4,75 - 5,25 Mr/TabneTka, IOKPBITas 5,02 mr
CIICKTPOCKOITHS ) 000I1109KO#
JIOITOJIHUTEJIBHASA
NHOOPMAILMSA
MukpoOHoIoruyeckas YucTora
(EBp.D.*)
-O0I11Iee KOJUYECTBO a3POOHBIX He 6omnee 100
mukpoopranmsmos (TAMC), KOE/r
-O0I11Iee KOJUYECTBO APOMKIKEBBIX U He 6omnee 10
miecHeBbix rpuoos (TYMC), KOE/r
-Escherichiacoli, 1 ¢ OT1cyTCTBYET

*JlononnumenvHvle mecmol He bINOIHAIOMCA Ol PYMUHHO20 KOHMPONA, Ol OGHHOU CEPUUHE })
(ons kaocoou 10-1i cepuu, Ho He pedce, wem 0nst 1 cepuu 8 200) ’
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CEPTUDPUKAT AHAJIU3A
SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Veresegyhas site — 2112 Veresegyhas, Levai u.5., Hungary

Phone: +36 28 585 600/Fax: +36 28 585 939

GMID xon 681232 Kopn ToBapa; VER_681232
Ipoaykr: MAT HE B6 Ta6;ieTkn, nokpsIThbie 000104K0ii, 100X
CTpaHa-uMIoprep: Poccus
Howmep cepuu: EV575 Howmep cepun kiamenra: EV575
Jlata npousBoncTBa:  17-ABI-2021 Jlata ucreueHus cpoka Uron-2023
TORHOCTH:
Jlo3upoBKka: Cmotpu KosmmuectseHHOE
orpeeneHne
JlexapcTBenHas ¢popma: TabneTku, MOKPHITHIE
000m0uKOi
'YnakoBka: Brucrep I1BX-Antomunuit
'YcloBUst XpaHEHMs: He Bpmmre 30 °C
Iloxa3zaresanb Hopma Pe3yabTart

Cchbliika Ha HOMEP PErMCTPalAOHHOTO
'y IOCTOBEPEHUS], 3aPETUCTPUPOBAHHOTO B
Poccuu: I1N013203/01

ADU, ncnoab30BaHHbIA 15

MPOU3BOJACTBA:

HaumenoBanne AOU

- MarHus JIAaKTaT HosuxeMm Co. 3 0.0.., ul. Glowna 3, 41-
508 Chorzow, Poland

- Butamun B6 I[3saucu Tancunp @apMacbrOTHKAT
Ko.JItx, Le andiang 333 300 Leping,
Jiangxi Province, China

'YrakoBKa 1 MapKUPOBKa: B cootserctBum ¢ HJ{

I[aHHaH cepust COOTBCTCTBYCT TpeﬁOBaHI/IHM HOpMaTPIBHOﬁ ﬂOKyMCHTaHI/II/I, SapeFHCTpHPOBaHHOﬁ B HACTOALICC
BpEMs B Poccutickoit CDeL[epauI/m IO MCPCUUCICHHBIM IMOKAa3aTCJISIM KaucCTBA.

Hannass cepust mpousBeneHa B coorBeTcTBUM ¢ CGMP TpeGoBaHMSMM M COOTBETCTBYET ClELH(UKALMAM
PerucrpanuonHoro Y nocroBepeHus..

Janublit cepTudukaT aHaaM3a MOAMMCAH JISKTPOHHOH MOJIKCHIO Yepe3 BauaupoBanHyto cuctemy JIMMC.

Penrenne yrnoJHOMOYEHHOTO JIHIA
Pemenne: OJIOBPEHO
JlaTa: 31-ABI'-2021 14:59
Yo 1HOMOYEeHHOE JIMII0: dr. Stefan Veronika
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BATCH CERTIFICATE O&

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

RN\

GMID code : 681232 Item code : VER 681232
Product name : MAGNE B6 coated tablets 100X

Import. country : Russia

Lot number : EV575 Customer lot : EV575
Date of manufacture: 17-AUG-2021 Expiry date : JUL-2023
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

Storage condition : Do not store above +30°C

CHARACTERS

- Appearance Complies

IDENTIFICATION

- Magnesium (By precipate) Complies

- Magnesium lactate dihydrate (TLC) Complies
- Piridoxine hydrochloride (TLC) Complies
- Titanium dioxide (According to colour Complies
reaction)

- Disintegration time 30-37 min

ASSAY
- Magnesium-lactate dihydrate (with

complexometric titrations)

- Pyridoxine hydrochloride (UV)

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*

- TAMC

- TYMC

- Escherichia coli , 1 g

*Additional tests are not performed for

(for every 10th lot but at least for 1 1o

The reference number of Market

Authorization registered in Russia:

API used for production

Manufacturer's name of API
- Magnesium Lactate
- Vitamin B6 'anjiang

(cont.)
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 681232 Item code : VER 681232
Product name : MAGNE B6 coated tablets 100X

Import. country : Russia

Lot number : EV575 Customer lot : EV575
Date of manufacture: 17-AUG-2021 Expiry date : JUL-2023
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

Storage condition : Do not store above +30°C

Packaging and labelling:

This batch meets the requirements of the ! n Russian Federation

on the listed quality parameters.

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications
of the relevant Marketing Authorization. || This Certificate of Analysis has been electronically signed from a
validated LIMS.

Decision : FELSZABADITVA / ACCEPTED
Date : 31-AUG-2021 14:59
Responsible pharmacist : dr.Steféan Veronika
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