CEPTUDPUKAT AHAJIU3A

«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUYIECKUX MPOIYKTOB 3AO»

- Kommanus «Canoduy»

[Tnomanka Bepemenpxas - 2112 Bepemenpxas, yi. Jleau 5., Benrpus

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

SANOFI

Kox ToBapa; VER_681237

IIpoayxr:

MAT HE B6 Ta6.ieTkn, noKpbITbIe 000J1049K0ii, 60X

CIIEKTPOCKOTINS)

JIOMMOJTHUTEJIbHAS
NHOOPMAILIUS
MuKpoOHOIOTHYECKAS YUCTOTA
(EBp.D.*)

-O011ee KOJIMIECTBO adPOOHBIX
Mukpooprannsmos (TAMC)
-O0111ee KOJIMIECTBO APOXIKEBBIX U
iecHeBbIX Tpr6oB (TYMC)
-Escherichia coli, 1 r

000JI04KOI

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

OTCcyTCTBYET

5

CTpaHa-uMIoprep: Poccus
Howmep cepuu: DV102 Howmep cepuu knueHra: DV102
[lata npomsBonctBa:  22-OEB-2020 Jlata ucreueHus cpoka SIHB-2022
T'OJIHOCTH:

J103MpOBKa: CM. pe3yJIbTaT ONpPEICIICHHS

KOJIMYE€CTBEHHOTO

coiepKaHUs
JlekapcTBeHHast popma: TableTKH, TOKPHITHIE

o6ooukoit
'YnakoBka: bmucrep IIBX-Amomunuii
GMID xox 681237
Iloxa3aTean Hopma PesynbTart
Iloka3zarenu:
- Ormmcanve Benpie MBOSIKOBHITYKIIbIE OBATBHEIC COOTBETCTBYET

TabJIETKH, HOKPHIThIE 000JIOYKOH, ¢
TNIAJKOHN OJIecTsIIel TOBEPXHOCTBIO.

MNOJJIMHHOCTD:
- Marnawuii (1o ocaaxy) [TonoxxuTenbHBINH COOTBETCTBYET
- Marnus nakrara guruapar (TCX) COOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
- [Tupunokcuna runpoxiopun (TCX) COOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
- Tutana TUOKCH] (B COOTBETCTBUH C [TonoxurenbHbIN COOTBETCTBYET
[[BETHOM peakLuei)
- PacmamaeMocThb He 6onee 60 MunyT 43-45 MuHyT
KOJINYECTBEHHOE
OITPEJEJIEHUE
- Maruus aktaT Juruapar (c 4465 - 493,5 mr/TabneTka, MOKphITas 472,8 mr
KOMIUIEKCOHOMETPUYECKUM 000I109KO#
TUTPOBAHUEM)
-ITupunokcuna ruapoxiopun (Y - 4,75 - 5,25 Mr/TabneTka, MOKphITas 5,11 mr

)

- £

*/lononnumensHvle mecmvl He GolNOIHAIOMCS ONsl PYMUHHO20 KOHMPOIA, Ol OAHHOW C2pul He npoeoﬁm;fcz;
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CEPTUDPUKAT AHAJIU3A
SANOFI

«XMHOWH 3aBox ®apManeBTHIECKUX B XUMHUYIECKUX MPOIYKTOB 3AO»
- Kommanus «Canoduy»

[Tnomanka Bepemenpxas - 2112 Bepeuienpxas, yiu. Jleau 5., Benrpus

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

Kox ToBapa; VER_681237
IIponykr: MAT HE B6 Ta6.ieTkn, noKpbITbIe 000J1049K0ii, 60X
CTpaHa-uMIoprep: Poccus
Howmep cepuu: DV102 Howmep cepuu knueHra: DV102
[lata npomsBonctBa:  22-OEB-2020 Jlata ucreueHus cpoka SIHB-2022
TOJIHOCTH:
Jlo3upoBKa: CM. pe3yJbTaT ONpeneICHUs
KOJINYECTBEHHOTO
COJICpIKAHHUS
JlekapcTBeHHast popma: TableTKH, TOKPHITHIE
o6oouKoit
'YnakoBka: bmucrep IIBX-Amomunuii
GMID xon 681237
Iloxa3aTean Hopma PesynbTart

(ons kascoou 10-1i cepuu, Ho He pedice, ywem 0nst 1 cepuu 8 200)
CchUTKa Ha HOMEP PETUCTPAILIMOHHOTO
YIOCTOBEPEHHUSI, 3aPETUCTPUPOBAHHOTO B

Poccuu: II1N013203/01

A®D®U, ncnoJb30BAHHBIN 115

MpPOu3BO/CTBA:

Hanmenosanne AU

- Maruus Jlaktat Moosxc KanTabpa C.JI., Ucnianus

- Butamun B6 JICM Hytpumran [pogakre I'm6X,
I'epmanus

'YakoBKa 1 MapKUpPOBKa: B cooTBercTBHM ¢ H]]

JlaHHas cepust COOTBETCTBYeT TpeboBaHmsiM HopmaTtuHOH JIOKyMEHTAITNH, 3apETHCTPUPOBAHHOM B HACTOSIIIICE
Bpemsi B Poccuiickoit denepaliyu 1o nepevyrcieHHbIM MOKA3aTessiM KauecTBa.

JanrHas cepust Mpon3BeicHa B COOTBETCTBHH C TpeOOBaHMAME TeKyel Haexxariei npon3BOACTBEHHONW MPAaKTHKN
¥ COOTBETCTBYET CIEII(PHUKAINAM COOTBETCTBYIOIIETO PerHCTpaiioHHOTO Y TOCTOBEPECHUSI.

Jannblii cepTudukaT aHaIM3a MOAMUCAH JIEKTPOHHOH MOJIMKCHIO Yepe3 BaIHAupoBanHyto cuctemy JIMMC.

Pemienne YIoJTHOMOYC€HHOI'0 JIMIa

Pemenne: OJIOBPEHO
JlaTa: 13-MAP-2020 15:51
'YoJHOMOYeHHO€ JINIO: Hp. Contu Monuka Mapus
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company
Veresegyhaz 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 : DV102 Customer lot no. : DV102
Date of manufacture: 22-FEB-2020 Expiry date : JAN-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 43-45 min
ASSAY
- Magnesium-lactate dihydrate (with 472.8 mg
complexometric titrations)
- Pyridoxine hydrochloride (UV) 5.11 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 1o
The reference number of Market %4
Authorization registered in Russia: s .
af - '..- X
.."' ...
APT used for production P} {
Manufacturer's name of API I ) o - z
¥ L3
- Magnesium Lactate W b ¥
- o §
- Vitamin B6 : 3
al
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BATCH CERTIFICATE
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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

Item code : VER 681237

Product name : MAGNE B6 coated tablets 60X

Import. country : Russia

Lot number : DV102 Customer lot no. : DV102
Date of manufacture: 22-FEB-2020 Expiry date : JAN-2022
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

GMID code : 681237

Packaging and labelling:

This batch meets the requirements of the 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 : 13-MAR-2020 15:51
Qualified person: dr. Solti Ménika Maria
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