JAEKJIAPAITAS O COOTBETCTBHHA

AEKJAPAHT, IPHHMMAIOINAH JEKJIAPATIHIO O COOTBETCTBHAM:
AO "Canogpu Poccun”

Ceedenus o pezucmparuu opzanusayu: Mexcpaitonnan uncnexyus Dedeparsroii Haro2060i cayxcbur No
46 no 2. Mockee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Aopec: 125009, 2. Mocxea, ya. Teepcxas, 0. 22. Teaeghon/parc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepanvnvtii dupexmop Monxc O.A.

Hosepenroe mnjo: Kanycmun A.O. Josepenriocms: 6/ om 06.11.2018 2.

3ASBJIAET, YTO

Aexapcmeenroe cpedcmeo: Mazne B6® mabnemxu, noxpsinreie oborovxont 20 uom., Baucmepnt (3), nayuku
Kapmoxnnvle, pe2.vo. Ne IT NO13203/01 om 13.03.2007 (dama 3avens: PY 27.02.20] 8} .evt0ano Canoghu
Bunmpon Huoyempus, cepus CV341, napmus 19559 ynaxosox, 2odew 00 30.06.2021, npouszsodcmea
XHHOHH 3ae00 Qapaiayesmuseckire u Xuvuseckux IIpodyxmos 340 / CHINOIN Pharmaceutical and
Chemical Works Private Co Ltd., Levaiu. 5, 2112 Veresegyhaz, Hungary, Benepus,

x0d OKIIJ[2 21.20.10.121, k00 TH B3] 2106909803, Kowmpaxm Ne25(0/40056192/F-2 om 20.10.2010,
uneofic Ne9085340764 om 18.07.2019

COOTBETCTBYET TPEBOBAHHSAM
1I NO13203/01-130307 uzm. Ne 1-7

MEKJIAPAITHA IPHHATA HA OCHOBAHHAH
rpomoxon ucnvtmavidl Ne 69637 om 23.07.2019 HIT 000 “Llenmp xoumpona xauecmea buonatih”,

ammecian axkpedumayiu RA.RU.21LIK01 om 22.07.2015 2., cepmuguxam cepun XHHOHH 3agod
Dapmayesmuyecrux u Xumuvecxux Hpodyxmoe 340 om 16.07.201 9, Cepmugpuxam POCC
HU.QM05.C08701 om 23.07.2019

JATA IPHHATHAA JEKJIAPAIIAR: 23.07.2019 ..
,HEIE(J}}QP‘AW AEHCTBATEJBHA NO: 30.06.2021 2.
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CBEJEHMA O PETUCTPAIIAH

OPT'AH IO CEPTHPHKAIIAH, 3APETHCTPHPOBABIIIHIE JAEKJIAPAITHIO

Opzan no cepmugpuxanun npodyxtin

Obujecmea ¢ ozpanuventoti omeememeennocmsio «ORpydiCHOT ermp cepmugurayuu»,
adpec: 620014, POCCHA, Ceeponoscran obnacme, Examepunbypz, Xoxpsaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam akxpeoumaruu e RA.RU. 11 OMO5

AEKJIAPAIIASA O COOTBETCTBHH M POCC RU HA-HU.DPM05.4.34723/19
MTA’WAM: 23.07.2019
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CEPTH®HKAT CEPHH Jloromun komnannn «<CAHODH »
Xunonn 3ason DapMateBTHUECKHX H XHMHUECKHX NpodykTos 3A0
- Komnanna Canodn

Veresegyhdz site - 2112 Veresegyhéz, Lévai u.5., Beurpua
Ten.: +36 28 585 600 / dakc: +36 28 585 939

Koa Tosapa: VER 681237

Haumenosanne npenapara:  MATHE B6 Tafaevkn, noxpuitoie naenounoli obonouxodt, 60X
CTpaHa-uMnoprep: Poccns

Howmep cephir: CV3d1 Homep cepun 3akazunka: CVv3idl
Nara npowssoacrea: 05-H10J1-2019 CpOK rofiHocTH: HIOH-2021
Jlomporka: CM. B NYHKTE «KONMHYECTBEHHOE ORpEaCACHHE

JlexapcTeenHan opma: TabaCTKH, NOKPHITLIE NACHOHHO#H obanoukoi

THn ynakosku: KoutypHan auciikopas ynakoeka [IBX - ALU

Koa obaneHolt 6a3k 681237

AaHHLIX pBIHOYHOM
nxgopsain (GMID):

INokasaTean Hopme) PeaynnTarsi
XAPAKTEPUCTHKH
— Ounucanue benbie ABOAKOBLINYKIIbIE OBANLHbLIE CooTBeTCTBYET

TabNeTKH, NOKPbLITSHIE FUIEHOUHOM
o6onovuKo, ¢ rnaako# onectameit

MNOBEPXHOCTHIO.
NMOANMHHHOCTD
— Marnuii (o ocaaky) IonoxuTensHuf pesynsTar CooTBeTcTBYET
Maruus nakrata guruapat (TCX) CoOTBETCTBYET CTAHAAPTHOMY CooTeeTcTBYET
obpasiy
[Mupuaoxcuna rugpoxnopua (TCX) CoOTBETCTBYET CTAHAAPTHOMY CooTseTcTBYET
obpazuy
— TutaHa AHOKCHI (B COOTBETCTBHM & [TonoxuTeNLHbLIH pe3ynbTaT CootreeTcTBYET
UBeTHOH’ peaxuueii)
Pacnanaemocts <= 60 MUHYT 34-37 mun
KOJHUYECTBEHHOE OIMNPEIEJEHUE
— Marhus nakrar auruapar (c 446,5 - 493,5 mritabnerka, nokpeitas ~ 471,5 mr
KOMANEKCOHOMETPHYECKHM THTPOBaHHEM ) MeHOUHOH 0BonouKOMH
— Tupunokcuya ruopoxnopui (V- 4,75 - 5,25 MriTabneTka, NOKpbITas 5,20 mr
CNEKTPOCKOTHA ) IeHOMHO# o0bonoukoii
MHKPOBHOJIOT HYECKAA
YUCTOTA*
— Obwee 9ncno a3pobHbIx = 10000 KOE/r
MHMKpOOpraHniMos { TAMC)
— (Obumee YHCNO APOAOKEBLIX H IUIECHEBBIX = 100 KOE/r
rpubor (TYMC)
— Escherichia coli OtcyTcTByeT/r

* JIONONHUTENLHBIE HCIBITAHHA HE TIPOBOAATCA NPH PYTUHHOM KOHTPONE, MOHHTOPHHIE,

Hcnbitanus MUKPOSHONOrHUECKoH YHCTOTE! COOTBETCTBYIOT TpeGoBanuam Eep. dapm. (kaxaas 100-% cepus,
HO, KaK MHHUMYM, | cepus B rox). JaHtas cepus Gbina npousBeieHa B COOTBETCTBHH C ACHCTBYIOAMH
TpeboBanuamu Hamwtexawel nporssoacTeenHoi npakTHky (CGMP) 1 COOTBETCTBYET HOPMaM HOPMaMH
COOTBETCTBYIOWErO PErHCTPaLMOHHOTO YA0CTOBEPEHHS.

CepTndukar aHanu3a 6bl1 CHAGKEH IMEKTPOHHON MOAMHCHIO, NONYYEHHOMH ¢ NOMOILLIO BANMIMPOBAHHOH
naGopatoproi HHPOPMALMOHHON CHCTEMBI.
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CEPTHR®PHKAT CEPHH

XHHouu 3apon PapMateBTHUECKHX i XHMHYECKHX npoaykTos 3JAO

- Komnaris Canogn

Veresegyhiz site - 2112 Veresegyhdz, Lévai u.5., Benrpus
Ten.: +36 28 585 600 / daxc: +36 28 585 939

Jororsn komnawnu «CAHO®H»

Kon roBapa:

Crpasa-uMnoprep:
Homep cepun:

[Nara nponisoacTea:
Nosupoeka:

T ynakoBkH:
Kon TnoGansnoli fasw
JDAHHBIX PHIHOYAOH

HanmeHosanne npenapaTa:

JlekapcTsentan dopma:

VER 681237

MATHE B6 Tafiaevku, nokpeiThie naexwounoii obostouxoii, 60X

Poccus

CV34l Homep cepuu 3akasuuka: CVial
05-UI0N-20H9 Cpok roaHocTH: HIOH-2021

CM. B NyHKTE «KONHYECTBEHHOE onpeeTeHtes
TabneTkH, MOKPLITHE NREHOYHOH oBonovkoi
KouTypuas avucfikosas ynakoska [IBX - ALU
681237

nudopmarn (GMID):

Pemenne ynonnomouenHoro anua
Pemenne: FELSZABADITVA / I[IPUHSTO
Jdara: 16-UKOJI-2019 09:43
YnoasHomMoueHHoOe JHLO: Dr. Stefan Veronika
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BATCH CERTIFICATE

SANOFI «

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

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

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

Itam code : VER 681237

Product name : MAGNE B6 coated tablets 60X

Import. country : Russia

Lot number : CV341 Customer lot no. : Cv3ql
Date of manufacture: 05-JUL-2019 Expiry date : JUN-2021
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

GMID code : 681237

Tests Specifications Results

CHARACTERS

- Appearance White oval-shaped biconvex coated Complies
tablets with smooth glossy surface.

IDENTIFICATION

- Magnesium (By precipate] Bositive Complies

- Magnesium lactate dihydrate (TLC) Complies with reference Complies

- Piridoxine hydrochloride (TLC) Complies with reference Complies

~ Titanium dioxide {(According te¢ colour Positive Complies

reaction)

- Disintegration time <= 60 minutes 34-37 min

ASSAY

- Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 471.5 mg

complexometric titrations)

- Pyridoxine hydrochloride {(UV) 4,75 - 5.25 mg / coated tablet 5,20 mg

MICROBIOLOGICAL QUALITY*

- TAMC <=10000 CFU/g
- TYMC <=100 CFU/g
- Escherichia coli Absent / g

*Additional tests are not performed for routine inspection, monitoring test.

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 cGMP 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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BATCH CERTIFICATE

SANOFI g

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

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

Phone: +36 28 5B5 600 / Fax: +36 28 585 939

Item code : VER 681237
Product name : MAGNE B6 coated tablets 60X
Import. country : Russia
Lot number : Cv3al Customer lot no. : Ccv341
Date of manufacture; 05-JUL-2019 Expiry date : JUN-2021
Strength : see at the assay
Dosage form : ceoated tablet
Packaging type : PVC - ALU blisters
GMID code : 681237
QP decision
Dacision : FELS2ABADITVA / ACCEPTED
Date : 16-JUL-2019 09:43
Qualified person: dr.Stefan Veronika
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