CEPTH®HUKAT AHAJIU3A

CHINOQIN 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

- Maruua naktat auruapar (c
KOM [L1EKCOHOMETPHYECKHM
THTPOBAHHMEM)

-[TupuaoxcuHa ruapoxiopua (Y-
CNIEKTPOCKOMHA)

MOTIOJIHUTEJIbHAA
HHDOPMALIHA
MukpoGHONOryyecKan YUCTOTa
(EBp.®@.%)

-O6L1Ee KONHYECTBO a3POOHBIX
MukpoopranusMos (TAMC), KOE/T
-O611iee KOJHYECTBO APOKIKEBHIX H
rtecHesbiX rpuGo (TYMC), KOE/r
-Escherichia coli, 1 T

446,5 - 493,5 mriTabnerka, MOKpuITasn
obonoukoit

4,75 - 5,25 Mr/TabneTka, NOKpeITan
obonoukoit

He 6onee 100
He 6onee 10

OrcytetByeT

X!

Koa Topapa; VER_681232
Mpoaykr: MATHE B6 raGieTku, noKpbiThie obonoukoii, 100X
CrpaHa-uMmoprep: Poccin
Homep cepnn: DV057 HoMep cepuu knneHTa: DVO57
flata npoH3BOACTBA: 05-bEB-2020 Jlata ucTedeHuna cpoka AHB-2022
roaHOCTH:
flo3upoBka: Csmotpu KonunyecreenHoe
anpcacacHie
NekapcTpeHHaA hopMa: TabneTkH, NOKPLITHIE
obonoukoi
Vnakoeka: Baucrep [BX-Amomunuii
GMID kox 681232
IMokasaTenb Hopma PesyanTar
[ToxazaTenu:
- Onuxcanue Benvie 1BEOAKOBLIMYKNBIE OBANBHEIE COOTBETCTBYET
TabneTkH, NOKpHITHIE 000N0UKOH, C
rnagkoii OnecTalmeH MOBEPXHOCTRIO.
MOAJIMHHOCTD:
- Marnuii (no ocaaky) HonoxurenbHbii COOTBETCTBYET
- Marnus naxtata aurunpar (TCX) COOTBETCTBYET CTAHAAPTY COOTBETCTBYET
- [upunckcrna rnapoxaopkn (TCX)  CooTBeTCTBYET CTaHAAPTY COOTBETCTBYET
- TutaHa AHOKCHA (B COOTBETCTBHH C TonoxutenbHbIf COOTBETCTBYET
LBETHOH peakumeii)
- Pacnanaemocte He Gonee 60 MuHyT 43-46 MHHYT
KOJMUYECTBEHHOE
ONPEAEJIEHHE (BJJXKX)

469,6 mr

5,04 mr

*HonorHumentHole MEcMst He BLINOTHAIOMCA OIR PYIMURHOZ0 KOHMPOAa, 01s dﬂmbﬁ)eep‘u'd'm’ ?'tboeodu‘:u(,‘b
{Ona kaxcooiy 10-ii cepuu, Ho ne pesce, vem Oas I cepuu 8 200)
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CEPTUO®UKAT AHAJIU3A
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CHINOIN Pharmaceutical and Chemical Works Private Co. Litd.
- a Sanofl company
Veresegyhas site — 2112 Veresegyhas, Levai u.5., Hungary

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

Koa Toapa; VER_681232
MpoaykT: MATHE B6 Ta6aerku, nokpoithie 06onouxoii, 100X
Crpana-umnoprep: Poccus
Hoxep cepnu: DVO057 Howmep cepun kauvenTa: DVO057
[lata npouseonctea:  35-OEB-2020 Jara ucTeyeHns cpoka AHB-2022
roAHOCTH:
UlosupoBka: CmoTpy Konnuecteennoe
onpeneneHue
Uexapcrrennan dopma: TabreTky, NOKpLITEIC
obonoukoii
Y nakoska: Brucrep NIBX-AnoMunnii
GMID xoa 681232
TMokazaTenns Hopma PesyabTart
CchiNka Ha HOMEp PErHCTPaLMOHHOTO
[YAOCTOBEPEHHS, 3aPErUCTPHPOBAHHOTO B
Poccuu: [T N013203/01
ADH, ncnonnlosanuslii nag
NpOM3BOACTBA:
HaumeHoBaHue ADH
- MarHug JakTaT Moaxc Kantabpa C.J1., Henanus
- Butamuu B6 ACM Hytpruwinn INpoaaxre I'M6X,
I'epmanns
VMakosxa ¥ MapKHpOBKa: B cooreercTeHr ¢ H]
JlaHHas cepus cooTeeTCTBYET TpeboBaHHAM HopmaTHBHO#N JloKyMEHTAaUMH, 3apEruCTPUPOBaHHOI 8 HacTOAILECE
ppemsa B Poccuiickoil MDeaepauri no nepeyHcIeHHEIM NOKA3aTeNaM Ka4YecTea.

HaHHas cepus npow3seneHa B COOTBETCTBHMM ¢ CGMP TpeGoBaHMAMH M COOTBETCTBYET CrHeLH(HKALMAM
PerucrpaunonHoro VaocrosepeHns.

Hatieii cepTHUMKAT aHaNK3a MOANMCAH 3IEKTPOHHON NOAMKMCHIO Yepe3 BIMAMPOBAHHYIO cHcTeMy JIMMC.

| Peluenne yno/THOMOMEHHOTO JIHIA

Pewenne: OJIOBEPEHO
aTa: 14-®EB-2020 11:25
Y nonHOMOMEHHOE THIKO; dr. Stefan Veronika
P KAMER
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BATCH CERTIFICATE

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

Veresegyhaz site - 2112 Veresegyhdz, Léval u.5%., Hungary

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

Item code : VER 681232

Product name : MAGNE B& coated tablats 100X

Import. country : Russia

Lot number : DVO57 Customer lot no. : DVe5s7
Date of manufacture: 05-FEB-2020 Expiry date : JAN-2022
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

GMID code : 681232

Tests ~ Specifications ~ Results
CHARARCTERS

- Appearance Whi e ovaa*shaped hk¢unvax coated Complies

tablets with smooth qlnaay 3ur!a#ﬂ+

IDENTIFICATION

Magnesium (By precipate) Positive : Complies
- Magnesium lactate dihydrate {TLC) Complies with reference Complies
- Piridoxine hydrochloride (TLC) Complies with reference : o Complies
- Titanium dioxide {According to colour Pogitive i o “ o complies

reaction)

~ Disintegration time '{s_ﬁﬂ'minuteﬁ G : : 43-46 min
- Magnesium-lactate dihydrate (with A46.:5 - 493.5 mg / coated tablet i 469.6 mg

complexometric titrations)

- pyridoxine hydrochloride (UV) 4,75 - 5,25 myg / coated tablet 5.04 mg

ADDITIONAL INFORMATION

Microbiclogical Quality {(Ph.Eur)*

- TEMC <=100_CFU/g
- TYMC ==10 CFUfg
- Escherichia coli ; 1 g Bbgent

*hdditional tests are not performed for routine inspectian, not. conducted for this batch
(tor every l0th lot but at least for 1 lot/year}.

The reference number of Market

Authorization registered in Russia: E.HDiEZBEIUI_ : - CHMER P
= i r AT
: 0\9‘2 s

AFI used for production _ ; : 7o
Manufacturer’'s name of API ; : : faffoCanodu Poccuas
- Magnesium Lactate MOEHS Cantabra S.L., smin = tl\ Sanofi Russia A
- Vitamin BB DSH Hut:iriuﬁal Produpts Gmhﬂ Garmany S i
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BATCH CERTIFICATE

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

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

Phone: +36 28 585 600 / Fax: +36 28 585 539

Item code : VER 6Bl232

Product name : MAGNE B6 coated tablets 100X

Import. country : Russia

Lot number : pvo57 Customer lot no. DV057
Date of manufacture: 05-FEB-2020 Expiry date JAN-2022
Strength @ see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

GMID code : 681232

AR R AR RERTRN ;
Tests Specifications Results

Packaging and labelling: In accordancé with ND

on the listed guality parameters.

This batch meets the requirements of the Normative Pociment currently Fegistered in Russian Federation

AN AT
RN

s

the relevant Marketing Authorization.

This Certificate of Analysis has been electronically signed from a validated LIMS.

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 14-FEB-2020 11:25

Qualified person: dr.Stefan Veronika
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