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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

SANOFI

&

%

CIIEKTPOCKOTINS)

JTOIMOJHUTEJBbHAS
NHOOPMAILNMSA
MUKpPOOHOIOrHYeCcKas YUCTOTa
(EBp.D.*)

-O011ee KOJIMIECTBO adPOOHBIX
Mukpooprann3MoB (TAMC)
-O0111ee KOJIMIECTBO APOXIKEBBIX U
miecHeBbIX rpuboB (TYMC)
-Escherichia coli, 1 T

000JI04KO1

He 6osee 100 KOE/r
He 6oisee 10 KOE/r

OtcyTcTBYET

% ,._\‘- Sanofi RL';CJJ AO fé.
*IlononnumenbHble mecmol He bINOTHSIOMCS Osl PYMUHHO20 KOHMPOS, O3, i.(}:a \Hou cepuu He npoeodyégz'c
(Ons1 kaocoou 10-it cepuu, Ho He pedice, wem 05 1 cepuu 6 200)

Kox ToBapa; VER_681237
Ipoaykr: MAT'HE B6 Ta6.1eTkn, NOKpbITbIE 000/109K0H, 60X
CTpaHa-uMIoprep: Poccus
Homep cepun: DV112 Howmep cepun kiamenra: DV112
Jlata npousBoxcrea:  02-MAP-2020 Jlata ucreueHus cpoka DEB-2022
T'OJIHOCTH:

J1031pOBKa: CM. pe3yJIbTaT ONpeaeICHHs

KOJINYECTBEHHOT O

collepKaHUs
JlekapcTBeHHast hopma: TableTKH, TOKPHITHIE

o6ooukoit
'YnakoBka: bmucrep IIBX-Amomunuii
GMID xox 681237
Iloxa3aTean Hopma PesynbTart
Iloka3zarenu:
- Onucanue Benble 1BOSIKOBBIMYKIIbIE OBAbHBIE COOTBETCTBYET

Ta0JIETKH, HOKPHIThIE 000JIOYKOH, ¢
TNIAIKOMN OJIecTsIIeH TOBEPXHOCTBIO.

IMOAJIUHHOCTbD:
- Marnawuii (1o ocaaxy) [TonoxxuTenbHBINH COOTBETCTBYET
- Marnus nakrara guruapar (TCX) COOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
- [Tupunokcuna runpoxiopun (TCX) COOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
- Tutana TUOKCH] (B COOTBETCTBUU C IonoxuTenbHbIH COOTBETCTBYET
[IBETHOW peaKInuen)
- PactamaemocThb He 6onee 60 MunyT 40-48 MUHYT
KOJINYECTBEHHOE
OIIPEJAEJIEHUE
- Maruus JlakTat quruapar (¢ 446,5 - 493,5 mr/rabnerka, MOKpbITas 479,2 Mmr
KOMIUIEKCOHOMETPUYECKUM 000I1109KO#
TUTPOBAHUEM)
-ITupunoxcuna ruapoxnopug (Y ®- 4,75 - 5,25 mr/rabneTka, IOKphITast 5,10 mr
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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

Kox ToBapa; VER_681237
Ipoaykr: MAT'HE B6 Ta6.1eTkn, NOKpbITbIE 000/109K0H, 60X
CTpaHa-uMIoprep: Poccus
Homep cepun: DV112 Howmep cepun kiamenra: DV112
JlaTa npousBojcTBa: 02-MAP-2020 JlaTa ucreuenus cpoka DEB-2022
TOAHOCTH:

Jl03MpoBKa: CM. pe3yJIbTaT ONpeesICHuUs

KOJIMYECTBEHHOTO

coiepKaHUs
JlekapcTBeHHast hopma: TableTKH, TOKPHITHIE

o6ooukoit
'YnakoBka: bmucrep IIBX-Amomunuii
GMID kox 681237
Iloxa3aTean Hopma PesynbTart
CchITKa Ha HOMEpP PETUCTPAIIHOHHOTO
YAOCTOBEPEHUS, 3aPETUCTPUPOBAHHOIO B
Poccumu: IINO013203/01
ADU, ncnoab30BaAHHBIN 115
MPOU3BO/JCTBA:
HaumenoBanne AOU
- Maruus Jlaktat Moosxc KanTabpa C.JI., Ucianus
- Butamun B6 JICM Hytpumran [pogakre I'm6X,

I'epmanus

'YrakoBKa 1 MapKUpPOBKA: B cootserctBum ¢ HJ{
JlaHHas cepust COOTBETCTBYeT TpeboBaHmsiM HopmaTtuHOH JIOKyMEHTAITNH, 3apETHCTPUPOBAHHOM B HACTOSIIIICE
Bpemst B Poccuiickoit Denepaliiiu o nepevrcieHHbIM MOKa3aTessiM KauecTBa.

JanHas cepust Mpou3BecHa B COOTBETCTBHH C TpeOOBAHMAME TeKyIe Haexxare npon3BOACTBEHHOW MPAaKTHKN
¥ COOTBETCTBYET CIEII(PHUKAINAM COOTBETCTBYIOIIETO PernCTpaiioHHOTO Y TOCTOBEPECHUSI.

JlaHHBIi cepTH(UKAT aHATH3A TTOANMCAH IEKTPOHHOH IMOANUCHIO Yepe3 BaTHuaupoBanHyo cuctemy JIMMC.

Pemienne YIoJTHOMOYC€HHOI'0 JIMIa

Pemenue: OJOBPEHO
JlaTa: 10-MAP-2020 16:12
'YnoJiHOMOYeHHOe JINIO: Hajdune dr. Szijarto Zsuzsanna
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BATCH CERTIFICATE
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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

Item code : VER 681237

Product name : MAGNE B6 coated tablets 60X

Import. country : Russia

Lot number : DV112 Customer lot no. : DV112
Date of manufacture: 02-MAR-2020 Expiry date : FEB-2022
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

GMID code : 681237

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 40-48 min

ASSAY

- Magnesium-lactate dihydrate (with 479.2 mg
complexometric titrations)

- Pyridoxine hydrochloride (UV) 5.10 mg

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*
- TAMC

- TYMC

- Escherichia coli , 1 g

*Additional tests are not performed for batch

(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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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 681237

Product name : MAGNE B6 coated tablets 60X

Import. country : Russia

Lot number : DV112 Customer lot no. : DV112
Date of manufacture: 02-MAR-2020 Expiry date : FEB-2022
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

GMID code : 681237

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 : 10-MAR-2020 16:12
Qualified person: Hajduné dr.Szijartd Zsuzsanna
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