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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
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KOMILIEKCOHOMETPHYECKAM
TUTPOBAHUEM )

-ITupunokcuna ruapoxiopu (Y d-
CIIEKTPOCKOTINS)

JIOINOJTHUTEJIbHA S
NHPOPMALUS
MukpoOHoIoruyeckas YucTora
(EBp.D.*)

-O011ee KOJIMYECTBO adpOOHBIX
mukpoopranmsmos (TAMC), KOE/r
-O011ee KOJIMYECTBO JAPOXKIKEBBIX U
miecHeBbIX rpudoB (TYMC), KOE/r
-Escherichia coli, 1 T

Kox ToBapa; VER_681232
Ipoaykr: MAT'HE B6 Ta6.1eTku, noOKpbIThIe 000104K0i, 100X
CTpaHa-uMIoprep: Poccus
Homep cepun: DV378 Howmep cepun kiamenra: DV378
Jlata npousBoacrea:  24-MFOH-2020 Jlata ucreueHus cpoka MAI1-2022
TOOHOCTH:
ﬂO?)I/IpOBKaZ CMOTpI/I KoangecTtBenHOE
ompeneeHne
JlexapcTBeHHas ¢popma: TabneTku, MOKPHITHIE
000J104KOI

'YnakoBka: Brucrep IIBX-Antomunuit
GMID kox 681232
Iloka3aTeb Hopma Pe3yabTart
ITokazarenu:
- Ormmcanne Beinble 1BOSIKOBBINYKIIbIE OBAJIbHBIE COOTBETCTBYET

TabJIETKH, TOKPBITHIE TNICHOTHOM

000JI0YKOH, C TIIaaKoM OaecTsIei

IIOBEPXHOCTHIO.
MNOAJINHHOCTbD:
- Maruwuii (1o ocaaxy) [TonoxxuTenbHBINH COOTBETCTBYET
- Maruus nakrara guruapar (TCX) COOTBETCTBYET CTaHIIAPTY COOTBETCTBYET
- [Tupunoxcuna ruapoxnopuz (TCX) CoOTBETCTBYET CTaHJAAPTY COOTBETCTBYET
- Tutana TUOKCHI (B COOTBETCTBUH C IMonoxuTenbHbIH COOTBETCTBYET
[[BETHOM peakLuei)
- Pacnagaemocts He 6onee 60 munyT 48-53 MuHyT
KOJINYECTBEHHOE
OITPEJEJIEHHUE (BJXKX)
- Maruus JlaktaT AUruapar (c 446,5 - 493,5 mr/TabneTka, TOKpPHITast 473,4 mr

000JI09KO#1

4,75 - 5,25 Mr/TabneTka, IOKPBITas
000J104KOi1

dHOODU FPocCus

- H R i
anofi Russia AQ /o
He 6oiee 100

He Gonee 10

OTcyTCTBYET

*[lononnumenvHvle mecmol He 8bINOAHAIOMCSL 01 PYMUHHO20 KOHMPOJIA, 05t OAHHOU cepuu He NPOBOOUTUCH
(ons kaocoou 10-1i cepuu, Ho He pedice, uem 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

Kox ToBapa; VER_681232
Ipoaykr: MAT'HE B6 Ta6.1eTku, noOKpbIThIe 000104K0i, 100X
CTpaHa-uMIoprep: Poccus
Howmep cepuu: DV378 Howmep cepun kiamenra: DV378
Jlata npousBoacrea:  24-MFOH-2020 Jlata ucreueHus cpoka MAI1-2022
T'OJIHOCTH:
HO?)I/IpOBKaZ CMOTpI/I KoangecTtBenHOE
omnpeseneHue
JlexapcTBeHHas ¢popma: TabneTku, MOKPHITHIE
060109KOI
'YnakoBka: Brucrep IIBX-Antomunuit
GMID kox 681232
Iloxa3zaresanb Hopma Pe3yabTart
CchITKa Ha HOMEpP PETUCTPAIIHOHHOTO
YAOCTOBEPEHHS], 3aPETHCTPUPOBAHHOTO B
Poccumn: IINO013203/01
ADU, ncnoab30BaHHbIA 115
NMPOU3BOICTBA:
HaumenoBanne AOU
- MarHus JIAKTaT Mooxc Kanrabpa C.JI., Ucnanus
- Butamun B6 JCM Hytpuunn [Iponakre I'm6X,
I'epmanus
'YakoBKa 1 MapKUpOBKa: B coorBerctBuu ¢ HJI
JlanHas cepuisi COOTBETCTBYET TpeboBaHusiM HopmatuBHO#M JlOKyMEHTAIMHY, 3apETUCTPUPOBAHHON B HACTOSAIICE
Bpemsi B Poccuiickoit Denepaliyiu 1o nepevyrcieHHbIM MOKA3aTessIM KauecTBa.

Hannass cepust mpousBeneHa B coorBeTcTBUM ¢ CGMP TpeGoBaHMSAMH M COOTBETCTBYET CIELH(UKALMAM
PerucrpanuonHoro Y nocroBepeHus.

Jannblit cepTudukaT aHaaM3a MOANUCAH JIEKTPOHHOH MOJIKCHIO Yepe3 BaIuaupoBanHyto cuctemy JIMMC.

Pemenne YIo.THOMOYC€HHOI'0 JINIIA

Pemenne: OJIOBPEHO
JlaTa: 28-MKOJI-2020 15:38
Yo/ ITHOMOYEeHHOE JIHIIO: dr. Stefan Veronika

AHOQU Foccuar» |\~
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

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

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

Item code : VER 681232

Product name : MAGNE B6 coated tablets 100X

Import. country : Russia

Lot number : DV378 Customer lot no. : DV378
Date of manufacture: 24-JUN-2020 Expiry date : MAY-2022
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

GMID code : 681232

T
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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 48-53 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 1l¢

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

- Magnesium Lactate

- Vitamin B6
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

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

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

Item code : VER 681232

Product name : MAGNE B6 coated tablets 100X

Import. country : Russia

Lot number : DV378 Customer lot no. : DV378
Date of manufacture: 24-JUN-2020 Expiry date : MAY-2022
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

GMID code : 681232

AR

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 : 28-JUL-2020 15:38
Qualified person: dr.Steféan Veronika
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