JEKJIAPALISI O COOTBETCTBHHA

JNEKJAPAHT, MIPUHAMAIOIIHI JEKJIAPAIINIO O COOTBETCTBHHA

AO "Canochu Poccus”

Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyus Oedeparvroi Haro2060H cayxcber No 46 no
2 Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus O PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcran, 0. 22. Tenechon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvruiii dupexmop Mownoe O.A.

Hosepennoe nuyo. Knoxoea 10.C., dvsepennocms 6/n om 01.12.2017

3ASABJIET, UTO

nexapemeenroe cpedcmeo: Mazne B6, maGnemxu noxpwimyie oborouxoil 20 wm., ynaxosku sueiikogoie
xormypuuie (3), nauku xapmounvie, PY No IT N013203/01 om 13.03.2007 (dama samenwt 27.02.2018) avidano
Canogu Bunmpon Hudycmpua, cepun AV505, napmun 19573 ynaxosox, zoden do 01.10.2020, npouseodcmea
Xunoun 3aeod Papmayesmuveckux y Xumuneckux npodyxmoe 340, Benepua, Chinoin Pharmaceutical and
Chemical Works Private Co Ltd, Levai u. 5., Veresegyhaz, 2112, Hungary, ko0 OKIIH2 21.20.10.121, xod TH
B3 2106909803, xonwmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085313012 om 12.11.2018

COOTBETCTBYET TPEFOBAHUSAM

I NOI13203/01-130307 (HI 42-3973-06 usm. Ne 1-7)

JEXKJIAPAITMS ITPHHATA HA OCHOBAHHH

npomoxon ucnvtmanuti Ne 3416 0 om 16.11.2018 HJT 000 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmughuxam POCC HU.OM08.C27665 om 16.11.2018
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CBEAEHMSA O PETUCTPAIINHA

OPTAH ITO CEPTHO®HKAITHH, 3APETHCTPIPOBABHIHIA NEKJIAPAITHIO

RA.RU. 1H®OMO8 OPIAH 110 CEPTHOUKAITHH HPOIVKITHH OBLJECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBFO "OKPV)KHOH ITEHTP KOHTPOJIA KAYECTBA"

adpec opzanuzayuy: 115280, 2. Mockea, yn. Macmeprosa, 8. 4, am. 5, nom. I, kom. I, adpec opeana no
cepmugpurayuu: 115280, POCCHA, 20poo Mocxkea, yn. Macmepxoea, 0. 4, am, 5., men.:(495)788-02-88, eeb-
caiim: oykx.pg.

AEKJTAPAIINS O COOTBETCTBHMH 3APETACTPHPOBAHA M POCC RU J-HU.DMO08.A.07331/18
JIATA P TPAIIMIM 16.11.2018
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CEPTHOIKAT CEPHH Jlorotun komizaann «CAHGDH»
XpHonn 3apon dapyaesriueckiX 1 XuMiueckx npoaykton SAQ
- Komnianns Canogm

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

Ten.: +36 28 585 600/ axc: +36 28 585 939

Kon Topapa: VER 681237
Hausmcnopanne npenapara; MAI'HE B6 rafueren, 50KpbITIE IcHouroii 0600wk, 66X
- Cpana-umnioprep: Poccus
. Homep cepui AV505 Homep cepun sakasunka: AV305
Hata npouseoacrea: 24 okTadps 2018 roaa CpoK roanocTi: Oxradpe 2020 rona
HNozupoeka: CM. B NYHKTe «KomyuecTBeHHOE OnpeesieHHED
Jlexapcreenvan dopma: TalsIETKH, NOKPLITHIE NACHONHOR 06ON0UKOi
Tin ynakoeku: Kontypnas sueiikosas ynakoska 1IBX - ALU
Kon aobansnoii Gasel 681237

| AAHHBIX PHIHOMHOLE
uHpopmauga (GMHD):

‘Hoxa3aTe. e3yibTaThI
XAPAKTEPUCTHKN

— Onucanue Cooteeicrayer
NMNOJJIMHHOCTH

CooTBeTcTBYET
CooTBeTcTBYET

Marnuii (no ocaaxy)
— Maruns naktata aurunpat (1TCX)

— [Hupuaokcuna ruapoxaopua (TCX) CoOOTBETCTRBYET

. — Turana 1noKcHi (B COOTBETCTBHH C CooTeTcTRYET
| LUBETHOH peakwueit)

— PacnagaeMocTh 42 - 46 mun

KOJIMYECTBEHHOE ONTPEAEAEHUE

— Marnus saxrar auruapar (c
KOMILIEKCOHOMETPHYESCKHM THTPOBAKKEM)
— Ilupuzoxcuna rugpoxnopuy (YO-
CIEKTPOCKOMIA)

MHWKPOLHOJIOTIHYECKASA
YHUCTOTA*

—~ Obmee yucyio a3podHbIX
MukpooprannsMor (TAMC)

—  Ofee YUCH0 IPOAGKEBLIX U NIECHEBLIX
rpubos (TYMC)

—  Escherichia coli C 7
*JIONORAHATEABHDIE HCTILITARNS HE IPOBOASTCA APH PYTHHHOM KOHTPONE, MOHHTOPHHTE,

Hembitanus MEKPOOHONIOIHYECKOH YHCTOTSE COOTBETCTBYIOT TpeGoBannam Epp. ®apwm, (kaxnaa 100-5 cepus,
HO, Kak MUHUMYM, | cepus 8 roa). Jlanuas cepna Obina NPoM3BEACH B COOTBETCTBHH C AclicTBYIOMNUMH
Tpebosannamy Hanaexanielh npoussoacTeenkoli npakThki (¢GMP) W COOTBETCTBYET HOPMaM HOpPMaMK
COOTBETCTRYIOILETO PEFHCTPALHOHHOIO YAOCTOBEPEHHS.

CepThipuxat ananisa Ol cHalxen 3MeKTPOHHON NOIANCHIO, IOJYUEHHO ¢ NOMOLIBIO BANHAHPOBAHHOH
71a00paTopHoi HRHOPMALMOHHON CHCTEMBI,
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CEPTH®HKAT CEPHH Herorin koasnaiani «CAHODM»
Xanom 3agosl DapManesrIcckix 0 XHMIYCCKIX IPOAYKIOR 3A0
- Komnanus Canodin

Veresegyhaz site - 2112 Veresepyhdz, Lévai w.5., Benrpua

Ten.: +36 28 585 600/ dare; +36 28 585 939

Kox Torapa: VER 681237
Hanmenopanne npenapara: MALHE B6 radaceTkn, nokpuithie miencunoi 06004 koii, 60X
. C1pana-uMnoptep: Poceust
= Homep cepin: AVS05 Homep cepHi 3akazunka: AV505
HJara npouseoactsa: 24 oxtadps 2018 rona Cpok ronHocT: Oxradps 2020 rona
Jloznpoeka: <M. B IYHKTE «KONHMECTBCHKOE ONPEACNCHHEY
Jlekapcreennan dopma: TalACTKE, IKKPBITLIE [IEHOMHOH 0001049K01
Tun yITakoRKH: Konryphas suelixopad ynaxoska TIBX - ALU
Koa I'noGansnol Gaswl 681237
JARHBIX PEIHOUHOM
nndopsanas (GMID):

Pemenne: FELSZABADITVA / TIPUHATO
Hara: 05 nostOpa 2018 rona 11:27

YnoHoMouenHoe JH0: dr.Stefan Veronika (Mp. llitedan Beponuka)
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BATCH CERTIFICATE

CHINOIN FPharmaceutical and Chemical Works Private Co.Ltd.
- a Sancfi company

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

Phone: +36 28 585 €00 / Fax: +36 28 585 93%

Iftem code : VER 681237

Product name : MAGNE RE€ coated tablets 60X

Import., country : Russia

Lot number : AV505 Customer lot ne, : AVEQ5
Date of manufacture: 24-0CT-2018 Expiry date : OCT-2020
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVYC -~ 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

reaction)

- Disintegration time 42-46 min

ASSAY
-~ Magnesium~lactate dihydrate {with 461.6 mg
complexcmetric titrations)

- Pyridoxine hydrochloride (9V) 4,96 mg

MICROBIOLOGICAL QUALITY*
- TAMC

- TYMC 4

- Escherichia coli

*Additional tests are not performed for by

BTN o Do ATt

Microbiological purity tests comply to the Ph.Eur. requirements (every 100th lot, but at least 1 per year).

This batch has been manufactured in compliance with the ¢GMP requirements and complies with the specifications of
the relevant Marketing Authorization.

This Certificate of Analysis has been electronically signed from a validated LIMS.
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CHINQIN Pharmaceutical
~ a Sanofi company

BATCH CERTIFICATE

and Chemlcal Works Private Co.lLtd.

Veresegyhaz site - 2112 Veresegyhaz, Lévai u.s., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939
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Item code :
Product name

Impert. country :
Lot number

Date of manufacture:
Strength

Dosage form :
Packaging type

GMID code

VER 681237
MAGNE B6 coated tablets 60X

Russia
AV5H0S Customer lot no.
24-0CT-2018 Expiry date

see at the assay
coated tablet

PVC - ALU blisters
681237

AVS05
OCT-2020

Dacision
Date

gualified person:

FELSZABADITVA / ACCEPTED
05-NOV-2018 11:27

dr.Stefadn Veronika
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