AEKJIAPAIINSA O COOTBETCTBHHA

HEKJIAPAHT, IIPMHUMAIOHI U JEKJTAPAIIHIO O COOTBETCTBHAU

AO "Canogu Poccun"”

Ceedenun o pezucmpayuy opzanusayuy: Mexcpaiionnan uncnexyus Pedepanvroli Hano2o6oil ciyxcbo Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OF'PH 19.08.2002.

Adpec: 125009, & Mockea, yn. Teepckas, 0. 22. Tenegpon/haxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepanvruiii dupexmop Monoic O.A.

Hosepennoe auyo: Cmenanoe C.C., dosepernocms 6/u om 01.12,2017

3AABJAET, UTO
rexapemeentoe cpedcmeo. Mazre B6 gopme, mabremiu noxpormeie niegrounosi o6onouxosi 20 wm., ynaxosku

AveiK06ble KOHMYpHbie (2), nauxy kapmounee, PY Ne JICP-007053/09 om 07.09.2009 (dama samens:
12.03.2018) ewoano Canogpu-Asenmuc Opanc, cepun AV088, napmusn 19488 ynaxoeox, z0den do 01.04.2020,
npoussoocmea Xuroun 3ae0d Papmayesmuveckux u Xumuueckux npodyxmoe 340, Benzpus, Chinoin
Pharmaceutical and Chemical Works Private Co. Ltd., Levai u. 5., Veresegyhaz, 2112, Hungary, xod OKIT/]2
21.20.10.121, xoo TH BOX 2106909803, xonmparxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne
9085315047 om 27.11.2018

COOTBETCTBYET TPEEOBAHMAM
JICP-007053/09-070909 uam. Ne 1-7 .

AEKJIAPATIHA ITPHHSATA HA OCHOBAHIH
npomoxon ucneimanu Ne 36140 om 04.12.2018 HJI OO0 HIJ "PAPMOFOPOHA", ammecmam
axkpedumayuu POCC RU.0001.2]1 ©J140, Cepmugpurxam POCC HU.®M08.C29059 om 04.12.2018

JATA qmng’mﬂ JEKJIAPALIVY 04.12.2018
MCTBHTEJILHA JO 01.04.2620

Crenaunos C.C.

Ky//ﬁ(/aﬁ ®.H.0

CBEJJEHHS O PETUCTPAIINHA

OPT'AH 110 CEPTHOHKAIIUY, 3APEI'ICTPUPOBABIIIHIT AEKIAPAIHIO

RA.RU.1I QM08 OPTAH ITO CEPTHOHKALIHH TPORYKIHH OFHJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYXHOH LJEHTP KOHTPOJIH KAYECTBA"

adpec opeanuzayuu: 115280, 2. Mocksa, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. I, adpec opeana no
cepmupuxayuu; 115280, POCCHA, 20pod Mocksa, yn. Macmepxoea, 8. 4, am. 5., men.. '(495)788-02-88, 6eb-
caiim: oyrx.pQ.

AEKJIAPATIASL O COOTBETCTBUM 3APETHCTPHPOBAHA A POCC RU JJ-HU.BMO8.A.09079/18
,IIATA PEFHCTPAIIHH 04.12.2018
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CEPTIHDHKAT CEPHI DNoroyun xosnat «CAHODHy
Xunonn 3ago dapumanesrineckny 1 XumHiecknx npoayxroa A0
- Kospanna Canodm

Veresegyhiz site - 2112 Veresegyhaz, Lévai u.5., Benrpna

Ten: +36 28 585 600/ dbaxe; +36 28 585 939

Koa tosapa: - VER 681233

Haumenoraune npenapara: MATHE B6 dopre 40X

Crpara-uMnoprep: Poccus

Homep cepiun: AVO088 [Homep cepuy 3akazunka: AV088

Jara npouspoacrsa: 20 anpean 2018 roaa CPoK IroiHOCTH: Anpens- 2020 roza

JNosiposka CM. B NIYHKTE « KORKUECTBEHHOE ONPEeICHAE)

Jlexapcipenizas (popama: 1a0ACTRH, NOKPBITLIE TUICHOMHRN 0801049K0i

THn ynakosk: [BX/PETIBAX — ALU Gauctep

GMID: 681233
Tlokasatenn Pesynrrarht
XAPAKTEPHCTHKH
—  Onucanne CooTBETCTBYET
NOJJIMHHOCTL

—  Maruniit Kauecrsennas CooTee1CTBYCT
Peaknma (Esp.®apm.)
—  Llutparte! Kauecteennas
Peaxnpus (Epp.Papm.)
— Ilupunoxcrna ruapoxnopua (B3KX)
— Cpennss macca

. —  OnsHOpPOAHOCTHL MACCH

CootetcTBYET

CooteeTcTBYeT
836 Mr
CooTBeTCTBYET

— Pacnmagaemocte (EBp.®apm.) 13 muu

OI[HOPOI[HOCTI: A03NPOBaRKA

- IlupuaoKcyHa rHApOXIOpHIa - CooTBETCTBYET

KOJIMYECTBEHHOE ONPEREJIEHUE

— Marhuh (C KOMINEKCOHOMETPHUECKEM
TUTPOBAHHEM }
— Tlupnaokcuna ruapoxnopu (B3XX)

Hembitanng MukpoGHOROMHYECKOH YMCTOTHI COOTRETCTBYIOT TPEGOBAHHAM Esp. ®apm. (kaxnas 100-s cepus,
HO, KaK MUHUMYM, | cepna B roa). Jlaunas cepus Gbiia PoH3Be/IeHA B COOTBETCTBHH C ASHCTRYIOLIHMA
Tpebosannamu Haanexauell nponssonctrennoi npakriks (cGMP) i COOTBETCTBYET HOPMAM HOPMaMU
COOTBETCTBYIOUIETrO PErkCTpanioHHOTO yAOCTOREPEHHS,

Ceprudmkar ananusa 61t CHAGKEH INCKTPOHHON NOAMHCHIO, ONYUEHHOTH ¢ TOMOLIBIO BANMAWPOBAHHORM
naboparopHoi MHGOPMALIMOHHOH CHCTEMBI.

Koa rosapa: VER 681233
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CEPTIMMERAT CEPHIN Jororsn komnaunn «CANQdGH»
Xuonn 3us0a PapyMauerTiueckux 0 Xiniseckus npoaykros 3AQ
- Kosnians Canodis

Veresegyhaz site - 2112 Veresegyhdz, Lévai u5., Benrpna

Ten.: +36 28 5385 600 / hake: +36 28 583 939

" Koa '1'(1-B-:;|-m: ] “VER 681233
Hanvenopaune npepapara:  MAFVUE B6 dopre 40X

Crpana-nMnoprep: Pocess

Hoarep cepuin: AV(ES [{ostep cepun 3akadnika: AV088

Jlara uponsnoicrsa: 20 anpess 2018 roaa CpoK 10HOCTLS: Anpeis- 2020 roaa
Nosuposka: CM. B IYHKTE «KONH4ECTBEHHOE ONpEleIeHHEY

JHeraperaernas gopva; TaduiIeTKI, HOKPBITHIC NACHOUHGH 080A04 KO

Tun ynaxosgs: TIBX/PE/MIBIX - ALU Gancrep

GMID; 681233

YMOYEHHOT0 THNA

Pemuenue: FELSZABADITVA / IPUHSTO

Jdara: 27 vosb6ps 2018 rona 07:22
YHoaHoMo4ennoe JHHO: dr.Stefan Veronika (JIp. [llredpan Beponuxa)
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BATCH CERTIFICATE

SANOFI

CHINOIN Pharmaceutical and Chemical Werks Frivate Co.Ltd.
- a Sanofi company

Veresegyhéz site - 2:12 Veresegyhdz, Lévai u.5., Hungary

Phone: +3& 28 585 600 / Fax: +36 28 585 839

Item code : VER 681233

Product name : MAGNE B6 forte 40X

Import. country : Russia

Lot number : AV(88 Customer lot no. : AV088
Date of manufacture: 20-APR-2018 Expiry date : RPR-2020
Strength : see at the assay

Dosage form : film-cocated tablet

Packaging type : PVC/PE/PVDC - ALU blister

GMID code : 681233

Specifications -

Tests .

CHARACTERS EREL L :

- Appearance Oval, -white film=-coated tablet " Complies
IDENTIFICATION N ;

- Reaction of Magnesium (Ph.Eur.) Positive .- Complies

(By precipate)

- Reaction of Citrates {Ph.Eur.} Positive “iComplies
{According to colour reaction) :” '
- Pyridoxine hydrochloride (HFLC) Ppéitive f.Complies
- RAverage mass " B36 mg

- Uniformity of mass (Ph.Eur.) }aComplies

- Disintegration time (Ph.Eur.) 13 min

UNIFORMITY OF CONTENT (Ph.Eur.)

- Pyridoxine hydrochloride (UV) " Complies

ASSAY ; ;
- Magnesium (Complexometry) 85,0, £101.0 my
- Pyridexine hydrochloride (HPLC) 9,5”_ JS_ﬁg F10.1 mg

Microbioclegical 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 cGMP requirements and complies with the specifications of
the relevant Marketing BAButhorization.

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

rap_cea_resultats vs Page 1 / 2



BATCH CERTIFICATE

SANOFI . g

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

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

Phone: +3€ 28 585 600 / Fax: +36 28 585 939

Item code : VER_681233

Product name : MAGNE Bé forte 40X

Import. country : Russia

Lot number : AVO88 Customer lot no. : avoss
Date of manufacture: 20-APR-2018 Expiry date : APR-2(20
Strength : see at the assay

Dosage form : film~coated tablet

Packaging type : PVC/PE/PVDC - ALU blister

GMID code : 6812332

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 27-NOV-2018 07:22
Qualified person: dr.Stefan Veronika
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