CEPTUDPUKAT AHAJIU3A

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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CIIEKTPOCKOTINS)

JIOITIOJTHUTEJBbHAS
NHOPOPMALUS
Mukpobuosnornueckas gnctota (Esp.®.*)

-O011ee KOJIMYECTBO adpOOHBIX
mukpooprannzmoB (TAMC), KOE/r
-O0111ee KOJIMIECTBO APOXIKEBBIX U
miecHeBbIX rpudoB (TYMC), KOE/r
-Escherichia coli, 1 T

CChIIKA Ha HOMEDP PETHCTPAILIMOHHOTO
YIOCTOBEPEHHSI, 3aPETUCTPUPOBAHHOTO B
Poccuu:

000JI04KO

He 6onee 100

He 6oiee 10

OTcyTCTBYET

ITN013203/01

AL <5
*[lonoanumensHvle mecmol He 8bINOIHSIOMCSL OJis PYMUHHO20 Konmpomjf}fffl damzou cepul ye b
(ons kaocoou 10-1i cepuu, Ho He pedice, wem 0nst 1 cepuu 8 200) f ¢ )

GMID koxn 681237 Kopn ToBapa: VER 681237
Ipoaykr: MAT'HE B6 Ta6serkn, NoKpbITbIe 000J109K0i1, 60X
CTpaHa-uMIoprep: Poccus
Homep cepun: EVS570 Howmep cepun kinuenTa: EV570
Jlata mpou3BOIACTBA: 16-ABI-2021 Jara ucreuenus cpoka rognoctu: WHOJIb-2023
Jlo3upoBka: Cmotpu KonmuecrsenHoe
olpe/eeHIe

JlekapctBenHast opma: TabneTku, OKPBITBIE 000JI0UKOT
'YnakoBka: brucrep [1BX-Antomunuii
'YciioBus XpaHEHUS: He Bpime +30°C
Iloka3aTeb Hopma Pe3yabTart
Iloka3zarenu:
- Ormmcanne Beinble 1BOSIKOBBINYKIIbIE OBAJIbHBIE COOTBETCTBYET

TabJIETKH, TOKPHITHIE TNICHOTHOM

000JI0YKOH, C TIIaaKoM OaecTsIei

IIOBEPXHOCTHIO.
MOJJIMHHOCTD:
- Maruwuii (1o ocaaxy) [TonoxxuTenbHBIH COOTBETCTBYET
- Marnus nakrara guruapar (TCX) COOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
- [Tupunokcuna runpoxiopun (TCX) COOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
- Tutana TUOKCH] (B COOTBETCTBUH C [TonoxurenbHbIN COOTBETCTBYET
[[BETHOM peakLuei)
- PacmtamaemocThb He 6onee 60 MunyT 34-35 muHyT
KOJINYECTBEHHOE
OITPEJEJIEHHUE (BJXKX)
- Maruus JaktaT Juruapar (c 446,5 - 493,5 mr/TabneTka, MOKphITas 471,9 mr
KOMILUICKCOHOMETPUYCCKHM TUTPOBAHUEM) 00O0JIOUKO#
-ITupunokcuna ruapoxiopun (Y - 4,75 - 5,25 Mr/TabneTka, MOKphITas 5,03 mr
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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 xox 681237 Kopn ToBapa: VER_681237
Ipoaykr: MAT'HE B6 Ta6serkn, NoKpbITbIe 000J109K0i1, 60X
CTpaHa-uMIoprep: Poccus
Howmep cepuu: EVS570 Howmep cepuu knuenra: EV570
Jlata mpou3BOIACTBA: 16-ABI-2021 Jara ucreuenus cpoka rognoctu: WHOJIb-2023
Jlo3upoBKa: Cwmotpu KonmaectBenHoe
olpe/eneHne
JlekapctBenHast opma: TabneTku, OKPBITBIE 000JI0UKOT
'YnakoBka: brucrep [1BX-Antomunuii
'YciioBus XpaHEHUS: He Bpime +30°C
Ilokxa3zaresanb Hopma PesyabTart

ADU, ncnoab30BaHHbIA 115

MPOU3BOJACTBA:

HanmenoBanne ADU

- MarHMs JIaKTaT Hosuxem Cm. 3 0.0.., [Toabma

- Buramun B6 I[3saucu Tancunp @apMacbrOTHKAT
Ko.JItn, Kurait

'YakoBKa 1 MapKUpOBKa: B cootBerctBuu ¢ HJI

I[aHHaH cepust COOTBCTCTBYCT Tp€60BaHI/IHM HOpMaTPIBHOﬁ ﬂOKyMCHTaIII/II/I, 3apeI‘I/ICTpI/Ip0BaHHOI71 B HACTOALICC
BpEMs B Poccuiickoit CDeL[epauI/m IO MCPCUUCICHHBIM IMOKAa3aTCJISIM KaucCTBA.

Hannass cepust mpousBeneHa B coorBercTBUM ¢ CGMP TpeGoBaHMSMH M COOTBETCTBYET ClELH(UKALMAM
PerucrpanuonHoro Y nocroBepeHus..

Janublil cepTuduKaT aHaIM3a TMOANUCAH JICKTPOHHOH MOJIMKCHIO Yepe3 BaIuaupoBanHyto cuctemy JIMMC.

Pemenne YIoTHOMOYC€HHOI'0 JINIIA

Pemenne: OJIOBPEHO
JlaTa: 3-CEH-2021 11:26
Yo/ ITHOMOYEHHOE JIHIIO: dr. Stefan Veronika
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BATCH CERTIFICATE ~ SANOF| w g

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

Import. country : Russia

Lot number : EV570 Customer lot : EV570
Date of manufacture: 16-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 34-35 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

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

Import. country : Russia

Lot number : EV570 Customer lot : EV570
Date of manufacture: 16-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 : 3-SEP-2021 11:26
Responsible pharmacist : dr.Steféan Veronika
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