NEKJIAPAITMSI O COOTBETCTBUH

JEKJIAPAHT, IIPHAAMAIOIIWAHA JEKJIAPAITAIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenun 0 pezucmpayuu opzanusayuu: Mexcpaiuonnan URCneKyus d)ebepanbuou nanozosoi cayoicbor Ne 46 no
2 Mocxkee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepckas, 0. 22. Tenegon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanonwiii dupexmop Monxc O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocms 6/n om 01.12.2017

3AABJSIET, YTO

Aexapcmeerinoe cpedcmeo: Mazne B6, mabnemxu noxpuimote obonoyxoil 20 wm., ynaxosxu avelikossie
xoumypuwie (3), nauxu xapmonnvie, PY Ne IT N013203/01 om 13.03.2007 (dama 3amenw 27.02.2018) gvidano
Canogpu Bunmpon Hudycmpus, cepus CVI177, napmus 19413 ynaxoeox, 200en do 31.03.2021, npouseodcmea
Xunoun 30600 Papmayesmuveckux u Xumuvecxux npodyxmos 340, Benzpus, Chinoin Pharmaceutical and
Chemical Works Private Co Ltd, Levai u. 5., Veresegyhaz, 2112, Hungary, xod OKI1/[2 21.20.10.121, ko0 TH
B3] 2106909803, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085331856 om 29.04.2019

COOTBETCTBYET TPEEOBAHMUSIM
TI N013203/01-130307 (HIT 42-3973-06 uam. Ne 1-7)

AEKJIAPAITAS IIPHHATA HA OCHOBAHHM
npomoxon ucnoimaruti Ne 12470 om 08.05.2019 HJI OO0 HI[ "PAPMOBLOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.210J140, Cepmugpuxam POCC HU OM08.C39611 om 08.05.2019
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CBEJEHMUSI O PETUCTPAIINHA

OPI'AH I10 CEPTUO®HKAIIMH, 3APETHCTPHPOBABINNHA JEKJIAPAITHIO

RA.RU. 11®OM08 OPTAH ITO CEPTH®HKALHH ITPOAVKIIHH OBLECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHO¥ IJEHTP KOHTPOJIS KAYECTBA",

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oykK.pg.

I[EKJIAPAI],HH O COOTBETCTBHAM 3APEIACTPAPOBAHA M POCC RU [I-HU.®M08.A.23474/19

Kavau E.B.
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CEPTHOHKAT CEPHH Jlorotin xommatun «CAHOOH»
XHHonH 3ason PapMaUeBTHYECKHX H XuMUueckix npoaykros 3A0
- Komnanna Canodu

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Benrpha
Ten.: 436 28 585 600 / dpakc: +36 28 585 939

Kon Tosapa: VER 681237
Hawmenosaune npenapata:  MATHE B6 Tabnetkn, nokpeitbie naenouroli oGomouxodt, 60X

Crpana-umnoprep: Pocchs

Howmep cepun: Cv177 Homep cepui 3akasunka; CvVi177
Jlara npouzsosactea; 10-ANP-2019 Cpok roaHocTH: MAP-2021
Jloaposka; CM. B nyHkre «KonuuecvseHHoE onpeaenensies

JlexkapcTaenHan (opma: TAOAETKH, MOKPHIThE NNEHOYHOH 0Gonoukol

THN ynaKkoBKH: KouTypran auefikosan ynakoska NMBX - ALU

Kon [CnoGaneoii Gasel 681237

NaHHBIX PLIHOYHOMA
ungopmamnn (GMID):

Toxazarenn Hopmbi PeayabTarhl
XAPAKTEPHCTHUKH
— Onucaunue Beable nBOSKOBLINYKNibIE OBANIbHLIE CooTBETCTBYET

TaGNeTKH, NOKPHTHIE IUIEHOY HOH
obonoukoii, ¢ rnanxoit Onectaweit

NOBEPXHOCTDIO.

NOAJIMHHOCTD

Maruuii (no ocanky) TTonoxkuTenbHbl pe3ynbTat CootBeTcTBYET

— MaruHa naxrara anruapat (TCX) COOTBETCTBYET CTAHAAPTHOMY CootBeTcTBYET
obpasuy

- Ilupunoxcuna ruapoxnopua (TCX) COOTBETCTBYET CTRHAAPTHOMY CooteetcTayet
o0pasiy

— THraHa IHOKCHI (B COOTBETCTBUH C IMonoxuTensHbl# pe3ynsTaT CoorBeTcTBYET

LBETHOH peakuueii)

— Pacnamaemocts <= 60 MUHYT 42-45 MuH

KOJNHYECTBEHHOE OIIPEAEJEHUE

— Maruus naxkrat gureapar (c 446,5 - 493,5 mr/rabnetka, nokpuitas = 458,2 mr

KOMIUTE KCOHOMETPHYECKHM THTPOBAHHEM) ILIeHOYHO#H 06onoukoit

~  Hupupokcura ruapoxnopun (V- 4,75 - 5,25 mr/Tabnetka, nokpbitas =~ 5,15 Mr

CNEKTPOCKOMUA) NNeHOUHOK 00004k

MHKPOBHOJIOTHYECKAS

YHUCTOTA*

— O6ee yHCN0 a3pobHBIX < 10000 KOE/r

MukpoopranusMos (TAMC)

~ OO61uee YuCIO APOAOKEBBIX H MIecHesbx = 100 KOE/r

rpuboB (TYMC)

— Escherichia coli CrcyTeTByer/r

*ﬂOHOHHHTeJ'II:HHe HCTIBITARKUA HE NPOBOAATCA NPH PYTHHHOM KOHTPONE, MOHHTOPHHIE.

Heneitaus MHKPOGHONIOTHYECKOH YHCTOTBI COOTBETCTBYIOT TpeGobanusm Erp, Mapm. (kaxnas 100-3 cepus,
HO, KaK MHHHMYM, | cepus B roa). JlaHuan cepua Gbiia MpoH3BeaeHa B COOTBETCTBHA C AeHCTBYIOLINMH
TpeboBanamMu Haanexaueit nponssoncTeenHol npaktuky (cGMP) H COOTBETCTBYET HOpMaM HOpMaMH
COOTBETCTBYIOLIEr0 PErHCTPALIMOHHOIO YAOCTOBEPEHHA.

Ceprudukar ananusa bt CHaGxeH 31eKTPOHHON MOANMCHEO, NONYYEHHOH C NOMOLIBIO BATHIHPOBAHHOH
naGoparopHo# HHPOPMALHOHHOH CHCTEMBI,
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CEPTHOHKAT CEPHH
Xunonn 3ason dapsmauestraeckux v XHMuueckux npoaykros 3A0
- Komnauna Cavodm

Veresegyhdaz site - 2112 Veresegyhdz, Lévai u.5., Benrpua
Ten.: +36 28 585 600 / Maxc: +36 28 585 939

Jlorothn komnauny «CAHOMH»

Kona Toeapa:

Crpana-nmnoprep:
Homep cepun:

Jlata npou3soacTsa:
Jo3uposka:

Twn ynaxkosku:

Kon [nobanshoii Gassl
JaHHBIX PHIHOYHON
nwadopmaunn (GMID):

HanmeHoBaHHE npenapaTa;

JlekapcTeeHHan Gopma:

VER 681237

MATHE B6 TabneTkH, nokpuiThie naexounoll obonouxodi, 60X

Poccns

CV177 Homep cepun 3axazunka: CVI77
10-Al1P-2019 Cpok ropsocT: MAP-2021

oM. B NyHKTe «KonuuecTeeHHoe onpeaenesue»
TabNeTkH, MOKPLITBIE NICHOMHON o0Gonovukot
Koutyphan auefikopan ynakoeka [IBX - ALU
681237

Perrenne YHOJIHOMOYEHHOI0O JIHIIA

Peuwrenue:

Jara:

YnosHoMoueHHOE AHLO:

FELSZABADITVA / TIPUHSITO
24-ATIP-2019 15:38

Hari Janosne dr. Tuza Timea
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BATCH CERTIFICATE

SANOFI .3

CHINCIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi 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 : Ccv177 Customer lot no. CV1717
Date of manufacture: 10-APR-2019 Expiry date : MAR-2021
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

GMID code : 681237

A

AR

Tests Specifications Result
CHARACTERS
- Appearance white oval-shaped biconvex coated Complies

tablets with smooth glossy surface,

IDENTIFICATION

- Magnesium [By precipate] Positive Complies
- Magnesium lactate dihydrate (TLC) Complies with reference Complies
- Piridoxine hydrochloride [TLC) Complies with reference Complies
- Titanium dioxide (According to colour Positive Complies
reaction)

- Disintegration time <= 60 minutes 42-45 min
ASSAY

- Magnesium-lactate dihydrate (with 446,5 = 493.5 mg [/ coated tablet 458.2 mg

complexometric titrations)
- Pyridoxine hydrochloride [UV]} 4.75 - 5.25 mg / coated tablet 5.15 oy

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 reguirements 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

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

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

Phone: +36 28 585 600

3

/ Fax: +36 28 585 939

SANOFI +,

Item code
Product name :

Import.
Lot number

country :

Date of manufacture:
Strength :

Dosage form :
Packaging type :

VER 681237
MAGNE B6 coated tablets 60X

Russia
cv177 Customer lot no.
10-APR-2019 Expiry date

see at the assay
coated tablet
PVC - ALU blisters

Cv1i77
MAR-2021

Qualified person:

GMID code 681237

QP decision
Decision FELSZABADITVA / ACCEPTED
Date 24-APR-2019 15:38

Hari Janosné dr. Tuza Timea
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