JIEKJIAPAIIASI O COOTBETCTBHH

JEKJAPAHT, NPHHEMAIOIHA JEKJIAPAIINIO O COOTBETCTBHM

AO "Canogpu Poccus”

Csedenua o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyus Gedepanvhoi nanozoeoi cryxcbor Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxan, 9. 22, Tenegon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanenorii dupexmop Monoic O.A.

Josepennoe nuyo: Cmenanoe C.C., dosepenrocme 6/n om 01.12.2017

3AABJAET, YTO

nexapcmeennoe cpedcmeo. Mazne B6, mabnemxu noxpuimyie obonoukot 20 wm., ynaxoexu auelixossie
KoxwmypHbie (5), nauxu xapmonneie, PY Ne IT N013203/01 om 13.03.2007 (0ama 3amenwr 27.02.2018) evidaro
Canogu Bunmpon Hudycmpun, cepua CV067, napmus 11488 ynaxoeox, z0den do 31.01,2021, npouseodcmea
Xunoun 3asod Dapmayesmuveckux u Xumuneckux npooykmoea 3A0, Benzpus, Chinoin Pharmaceutical and
Chemical Works Private Co Ltd, Levai u. 5., Veresegyhaz, 2112, Hungary xod OKIT[]2 21.20.10.121, koo TH
B3 2106909803, xorumpaim Ne 250/40056192/F-2 om 20.10.2010, urneotic Ne 9085324309 om 21.02.2019

COOTBETCTBYET TPEBOBAHUAM

ITN013203/01-130307 (H 42-3973-06 usm. Ne 1-7)

JAEKJIAPAIIAA ITPHHSAITA HA OCHOBAHNHA

npomoxon ucnvimaruti Ne 5550 om 27.02.2019 HJI 000 HL "®APMOEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®J140, Cepmugpuam POCC HU. OM08.C34923 om 28.02.2019

A1) 41X JEKJIAPAIIAHA 28.02.2019
JAPAITAA REHCTBUTEILHA O 31.01.2021
SR
& Crenatos C.C.
D10

CBEJIEHMS O PETUCTPAIINH

OPT'AH I1O CEPTHOHKAIINH, 3APETHCTPHPOBABIIHI JEKJIAPAITMIO

RA.RU.11®M08 OPTAH 110 CEPTHOHUKALIHH ITPONVKI[HH OFIIECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxaa, yn. Macmepxoea, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosga, 0. 4, am. 3., men.:(495)788-02-88, geb-
catim: oyxx.pg.

,[[EKJIAPAI.[H}I O COOTBETCTBHUM 3APETUCTPHPOBAHA A POCC RU JI-HU.DPM08.A.17220/19
TPAINAA 28.02.2019
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CEPTHOIIKAT CEPHH SA N o F l bj

Xunonn 3apoi ©apvaleBTHUccKiX 1 XHMOIUCCKUX npoitykroe 3A0

- Kosuaima Canodn

Veresegyhdz site - 2112 Veresegyhdz, Lévai u5., Benrpim
Tea: +36 28 585 600 / dakc: +36 28 585 939

Koj ToBapa:
| Hanmenopamie npenapara:

VER 681232
MATI'HE B6 vaGnersm, noxpuiTeic nacnonoil o6oouxoii, 100X

Crpana-numnoprep: Poccna |
| Homep ceprn: Cv067 Homep cepiiv 3akasunxa CV067
Jlara nposrseoiicTea: 09-Mi:B- 2019 Cpok routocTu: AHB- 2021
Jlosnposka: €M. B NyHKTE «KOoNHYECTBEHHOE OnpeeneH e
Hexapersennasn dopua: TabAETKH. HOKPLITBIC (IEn041101 000104KOT
Tun ynakosku: KouTypran auefixoeana ynakoeka I[IBX - ALU
Kout InoGansnofi Saiul 681232
JAHIBIX PRIHOYNOL
nudopmaiwn (GMID):
IMoka3zaTenn Hopmei Pe3yaLTarhi
XAPAKTEPHUCTHKH
— Onucanue Besble ABOAKOBBINYKJIbIE OBANIbHBIE CooreercTByeT
TabNeTKH, NOKpLIThiE MACHOTHO#H
ofonoukoit, ¢ rnagkoii 6nectaueit
MOBEPXHOCTBIO.
|
NMOAJIMHHOCTD |
— Maruuii (no ocanky) [MonexuTeAbHBI pe3ynbTar CootBeTcTBYET E
— Maruus nakrara gurnuapar (TCX) CooTBeTCTBYET CTAHAAPTHOMY CootseTctByer
obpasuy
— Tlupunokcuna ruapoxnopusg (TCX) CoO0TBETCTRYET CTaHAAPTHOMY CootsercTBYET
obpasuy
| = TwuraHa AHOKCHI (B COOTBETCTBHH C TMonoxuTeneHbE pesynbTaT CooTeeTcTBYET
| uBeTHoIi peakumeii)
| = PacnanaemocTh <= 60 MAHYT 42 MHH
KOJIHYECTBEHHOE ONPEAEJIEHHE
— Maruus naktat auruapar (c 446,5 - 493,5 mr/taGneTka, nokpeiTas 4838 mr
| KOMMNEeKCOHOMETPHHECKHM TUTPOBAHHEM) TneHoYHoit obonoukoi |
— [Inpunokcuna rugpoxiopun (Yd- 4,75 - 5,25 mr/rabneTka, nokpbiTas 5,13 mr ;
CMEKTPOCKONUA) naexoyHoii 0bonoukoi
MUKPOBHOJOTHUMECKAA
YUCTOTA* !
— Obwee vricno a3pobHBIX < 10000 KOE/r

MHKpoopranuimos (TAMC)
| ~ OOwee YMCNO APOMKIKEBLIX H MIECHEBLIX = 100 KOE/r

rpuboe {TYMC)
| = Escherichia coli

OrcyTcrByer/r

*ﬂ,OHOJIHHTEJ'Ibele HCTIBITAHWA HE APOBOAATCA NMPH PYTHHHOM KOHTPO/E, MOHHTOPHATE,

| Henbiranns MukpoGHOION HUCCkOR YHLTOTEI CooTBETCTBYIOT Tpebonanuay Esp. dapm. (kaxian 100-5 cepua, 1o, Kax
MUHEMYM. | cepun B roa). Jlannas cepus Geuta HIPOH3BC/ICHA B COOTBECTETBHH ¢ JICHCTRYIONMME TPeGoBanuAMY
Hannexamch npousno.icraciniod npaktuis (cGMP) U coOTBETCTBYST HOPMAM HOPMEMH COOTBCTCTRYIONICTO
PernctpalHoiioro yo0croRepetua.
Ceprudwrar ananusa Seni cuabuen 21CKTPONHON 10,UIHCHEO, NIOJYHCHIOH € NOMOLIKIO BaNHIHpoBanioi naGoparopioii

| MihopMaItMOHIIOH CHCTEMLL
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CEPTHDHKAT CEPIIH SA N O F' E-G;

Xunonn 3apoa QapyaleBTHUECKHX H XHMUYCCKHX 1IpoaykTol 3A0
- Komnanns Cavodm

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

Ten.: +36 28 585 600 7 dake: +36 28 585 939

| Koj Tosapa: VER 681232
Hamsenosanne npenapava:  MALHE B6 rabnerssn, nokpeiteie nienounofli ofieouroii, 100X
Crpana-uunoprep: Poccus
| Homep cepis: CVo67 Hovep copiy sakasguka: Cvo67
| Nara nponssoicrea: 09-0EB- 2019 Cpoxk rojuioctn ANUB- 20210
| Mo3uposka: ©M. B NyHKTE «KONHYECTBEHHOE ONIpELENEHHE»
JlexapcTeennan gropva: TalACTKH. IOKPLITBIC 1IENoUOf 060A0MKOH
Tun ynakonkn: KoutypHas auefixoBas ynakoska [IBX - ALU
Kout I'nobansnoii Gase 681232

HAHINBIX PeIoY ol
| wadopyaimn (GMID):

Pemenne YNoJAHOMOYECHHOI'0 JIHIA

Pemrenne: FELSZABADITVA / TIPUHSTO
Hdara: 20-OEB-2019 13:13
YnoauomoueHHOE JIHLIO: J1-p Beponuka Credan
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

a Sanofi company

Veresegyhdz site - 2112 Veresegyhaz,

Phone: +36 28 585 600 / Fax:

Lévai u.5.,

Hungary

+36 28 585 939

SANOFI g

Item ccde VER 681232

Product name :

Import. country Russia
Lot number : Ccv0e7
Date of manufacture: 09-FEB-2019

Strength :
Dosage form coated tablet

Packaging type @

see at the assay

MAGNE Bé coated tablets 100X

Customer lot no.
Expiry date

PVC - ALU blisters

H Ccvoe?
JAN-2021

MICROBIOLOGICAL QUALITY¥
- TAMC

- TYMC

- Escherichia coli

GMID code 681232
—_—— e e e —__——,,,SSy:sSEBEwwmmmm——m——————————————_—
Tests Specifications Results
CHARACTERS
- Appearance White oval-shaped biconvex coated Complies
tablets with smooth glossy surface.
IDENTIFICATICN
- 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 4Z min
ASSAY
- Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 483.8 mg
complexometric titrations)
- Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.13 mg

<=10000 CFU/g
<=100 CFU/g
absent / g

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

the relevant Marketing Authorization.

Microbiological purity tests comply to the Ph.Eur. requirements (every 100th lot, but
This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of

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

at least 1 per year).
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a $Sanofi company

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

Phone:

+36 28 585 600 / Fax:

+36 28 585 939

SANOFI g

7

Item code
Product name

Import.
Lot number :

Date of manufacture:
Strength

Dosage form :

country

Packaging type :

VER 681232
MAGNE B6é coated tablets 100X

Russia
Ccv0oe7? Customer lot no.
09-FEB-2019 Expiry date

see at the assay
coated tablet
PVC - ALU blisters

cvoet
JAN-2021

Qualified person:

GMID code : 681232

QP decision
Decision FELSZABADITVA / ACCEPTED
Date 20-FEB-2019 13:13

dr.Stefan Veronika
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