CEPTUO®UKAT AHAJIN3A

«XVHOMUH 3aBox @apmaneBTUUECKUX U XUMUUECKUX MPOIYyKTOB 3AO»

- Kommnanus «Canodm»

IInomanxa Bepewenpxas - 2112 Bepewenpxas, yi. Jleau 5., Benrpus

Tenedon: +36 28 585 600/Dakc: +36 28 585 939

SANOFI

|GMID kox: 681237
IIpoaykTr

Crpana-umroprep: Poccust
Howmep cepun: EV651

/laTa mpou3BOJCTBA: 22-CEH-2021

Jlo3upoBka:
JlekapcTBeHHAsT popma:
'YakoBKa:

Y ciioBUs XpaHeHUs

Biucrep IIBX-Antomununit

Kon ToBapa:

MAT'HE B6 TadJieTkH, IOKpPBIThIE 000/104K0#, 60X

Howmep cepun
KJIMEHTA:

JlaTa ucreuenus cpoxa ABI'-2023

TOJHOCTH:

Cmotpu KonnuectBeHHOE onperienieHne

Tabnerky, TOKPHITEIE 000JIOUKOIT

He xpanuts npu temneparype Boiue + 30 ° C.

VER_ 681237

EV651

J/TOITOJTHUTEJBbHAS UH®OPMAIIUSA
Mukpoouonorudeckas anctora (Epp. @.*)

(TAMC)

-O0I11Iee KOJUYECTBO APOIKIKEBBIX U IIECHEBBIX
rpu6oB (TYMC)

-Escherichia coli, I T

Cchuika Ha HOMCP pETUCTPALTUOHHOTO

ADU, ncnoJib30BaHHbII 1/ IPOU3BOACTBA:
Hanmenosanue AOU

- MarHus JIaKTaT

- Butramun B6

-O011ee KOJIMYECTBO a3pOOHBIX MUKPOOPTaHM3MOB

YAOCTOBEPCHUS, 3aPpETUCTPUPOBAHHOTO B Poccumn:

Iloka3aTe/b Hopma PesyabTart
Iloka3zarenu:
- Ormmcanwne Benpie TBOSIKOBHIYKIIbIC OBATBHEIC COOTBETCTBYET
TabJIETKH, TOKPBITHIE TNICHOTHOM
000JI0YKOH, C TIIaaKoM OaecTsIei
MTOBEPXHOCTHIO.
MOAJIUHHOCTbD:
- Marswuii (1o ocanxy) [TomoXuTeTpHBIH COOTBETCTBYET
- Marnus nakrara guruapar (TCX) CoOOTBETCTBYET CTAHIAPTY COOTBETCTBYET
- [Tupunokcuna runpoxiopun (TCX) CoOOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
- Tutana nuokcun (B COOTBETCTBUH C I[BETHOM [onoXuTeIbHBIH COOTBETCTBYET
peaKiueil)
- PacmamaemocThb He 6onee 60 MunyT 36-44 MuHyT
KOJUYECTBEHHOE OIIPEAEJEHUE
- Maruus nakraT guruapar (c 446,5 - 493,5 mr/TabneTka, 471,2 mr
|[KOMILICKCOHOMETPHYECKIM TUTPOBAHUCM ) MOKPBITast 000JIOUKON
-ITupunokcuna ruapoxinopun (Y ®D-cnekrpockonus) 4,75 - 5,25 mr/rabnetka, HOKpbITast 5,08 mr

000JI04KO

He 6oiee 100 KOE/r
He 6oiiee 10 KOE/r

OtcyTcTBYET

*[JlononHumenbHble mecmul He GblNOHAMCS 051 PYMUHHO20 KOHMPOTIS, 05l OQHHOU Cepli;
(Ons kaocoou 10-it cepuu, Ho He pedice, wem 05 1 cepuu 6 200)

I1N013203/01

Hosuxewm Cr1. 3 0.0., ul. Glowna 3, 41-508 Chorzow, ITosbmia
I3stacn Tsuacuns @apmaceiotukan Ko. JIta, Le'anjiang 333 300 Leping,

Jiangxi province, CHINA
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CEPTUO®UKAT AHAJIN3A
SANOFI

«XVHOMUH 3aBox @apmaneBTUUECKUX U XUMUUECKUX MPOIYyKTOB 3AO»
- Kommanust «Canodm»

IInomanxa Bepewenpxas - 2112 Bepewenpxas, yi. Jleau 5., Benrpus

Tenedon: +36 28 585 600/Dakc: +36 28 585 939

|GMID kox: 681237 Kon ToBapa: VER_681237

IIpoaykr MAT'HE B6 TadJieTkH, IOKpPBIThIE 000/104K0#, 60X

Crpana-umroprep: Poccus

Howmep cepuu: EV651 Howmep cepun EV651
KIIMEHTa:

/laTa mpou3BOJCTBA: 22-CEH-2021 JlaTa ucreuenus cpoxa ABI'-2023
TOAHOCTH:

Jlo3upoBKka: Cmotpu KonnuectBeHHOE onperienieHne

JlekapcTBeHHast hopma: Tabnerky, TOKPHITEIE 000JIOUKOIT

YnakoBka: Biucrep IIBX-Antomununit

Y ciioBUs XpaHeHUs He xpanuts npu temneparype Boiue + 30 ° C.

Iloka3aTe/b Hopma PesyabTart

'YriakoBKa U MapKHUpOBKa: B coorBerctBuu ¢ HJJ

/laHHas cepust COOTBETCTBYeT TpeboBanusimM HopmarusHo# JIokyMeHTaIHN, 3aperucTpUpOBaHHON B HacTosIee BpeMs B Poccuiickoii

Deneparmy o IEpEUNUCICHHBIM ITOKa3aTeNsIM KadecTBa.

JanHast cepusi mpousBenicHa B cooTBeTCTBHU ¢ ¢cGMP TpeOoBaHMSMH M COOTBETCTBYET clielM(pUKAIMAM PerucTpanmoHHOTO
YnocroBepeHus.

JlaHHEBI cepTrdUKAT aHATHM3a ITOIHCAH IEKTPOHHON ITOAIHCHIO Yepe3 BamuanpoBanHyto cucremy JIMMC.

Pemenue YIOJIHOMOYE€HHOI'0 JTHIA

Perenue: OAOBPEHO
laTa: 07-OKT-2021 13:33
'Y 110,ITHOMOYEHHOE JIUIO: dr. Solti Mo6nika Maria

B
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhdz site - 2112 Veresegyhédz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

SANOFI .2

complexometric titrations)

- Pyridoxine hydrochloride (UV)

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*
- TAMC
- TYMC

- Escherichia coli , 1 g

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

- Magnesium Lactate
- Vitamin B6

(cont.)

4.75 - 5.25 mg / coated tablet

<=100 CFU/g
<=10 CFU/g
Absent

*Additional tests are not performed for routine inspection, not conducted for this batch

(for every 10th lot but at least for 1 lot/year).

P N013203/01

NOVICHEM Sp. z o0.0. ul.

GMID code 681237 Item code VER 681237
Product name MAGNE B6 coated tablets 60X
Import. country Russia
Lot number EV651 Customer lot EV651
Date of manufacture: 22-SEP-2021 Expiry date AUG-2023
Strength see at the assay
Dosage form coated tablet
Packaging type PVC - ALU blisters
Storage condition Do not store above +30°C
L
Tests Specifications Results
CHARACTERS
- Appearance White oval-shaped biconvex coated Complies
tablets with smooth glossy surface.
IDENTIFICATION
- Magnesium (By precipate) Positive Complies
- Magnesium lactate dihydrate (TLC) Complies with reference Complies
- Piridoxine hydrochloride (TLC) Complies with reference Complies
- Titanium dioxide (According to colour Positive Complies
reaction)
- Disintegration time <= 60 minutes 36-44 min
ASSAY
- Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 471.2 mg

Gléwna 3 41-508 Chorzodéw, Poland

JIANGXI TIANXIN Pharmaceutical Co.Ltd. Le'anjiang

333 300 Leping, Jiangxi province, CHINA
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhdz site - 2112 Veresegyhédz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

SANOFI .2

GMID code 681237 Item code VER 681237
Product name MAGNE B6 coated tablets 60X

Import. country Russia

Lot number EV651 Customer lot EV651

Date of manufacture: 22-SEP-2021 Expiry date AUG-2023
Strength see at the assay

Dosage form coated tablet

Packaging type PVC - ALU blisters

Storage condition Do not store above +30°C

F S
Tests Specifications Results

Packaging and labelling:

In accordance with ND

on the listed quality parameters.

This batch meets the requirements of the Normative Document currently registered in Russian Federation

validated LIMS.

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

Decision
Date

Qualified person:

.

ACCEPTED
7-0CT-2021 13:33

dr. Solti Ménika Maria
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