TEKJIAPAIIVISI O COOTBETCTBUHA

JEKJAPAHT, IPHHUMAIONI{HI TEKJAPAITUIO O COOTBETCTBHYA

AO "Canoghu Poccus”

Ceedenun o pezucmpayuu opzanuzayuu. Mexcpaiionnas uncnexyusn ®Pedepanbroit nano20801 caysicbor No 46 no
2. Mocree 01.01.2008, OI'PH 1027739079940, oama npuceoerus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcras, 0. 22. Tenegpor/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvnviii oupexmop Monow O.A.

Hoaepennoe auyo: Cmenanos C.C., doeepennocmy 6/ om 01.12.2017

3AABISIET, YTO
nexapcmeennoe cpedcmeo; Mazne B6, mabnemxu noxpuimute o6onrouxoti 20 wem., ynaxosxu syeiikogele

Konmypnuie (3), navku xapmonnvie, PY Ne IT N013203/01 om 13.03.2007 (0ama 3amenvr 27.02,2018) swdano
Canogu Bunmpon Hudycmpun, cepua CV032, napmua 19661 ynaxosox, 2oden do 31.12.2020, npouseodcmea
Xunoun 3as00 Papmayesmuveckux u Xumuveckux npodykmos 3A0, Benzpur, Chinoin Pharmaceutical and
Chemical Works Private Co Ltd, Levai u. 5., Veresegyhaz, 2112, Hungary ko0 OKI[[{2 21.20.10.121, koo TH
B3I 2106909803, vonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085321995 om 01.02.2019

COOTBETCTBYET TPEBOBAHHSAM

IT N013203/01-130307 (HO 42-3973-06 uzm. Ne 1-7)

JEKJIAPALIUS ITPHHSTA HA OCHOBAHHHA

npomoxon ucnvimarnui Ne 2960 om 05.02.2019 HJI OO0 HI "®APMOBOPOHA", ammecmam arxxkpedumayuu
POCC RU.0001.21D/140, Cepmugpuram POCC HU. ®M08.C33156 om 05.02.2019
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CBEAEHNS O PETUCTPAIIIA

OPT'AH IO CEPTHOHKAIIUH, 3APETHCTPHPOBABIIWHN JTEKJIAPAITHIO

RA.RU. 11 ®M08 OPIAH 11O CEPTHOHKALIMH TPOAYKIJHH OFLJECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH IHEHTP KOHTPOJI KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, a3m. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuw: 115280, POCCHA, 2opod Mockea, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, aeb-
caiim.: oyrx.pap.

JAEKJIAPAITIUA O COOTBETCTBUN 3APEI'NCTPUPOBAHA X POCC RU J-HU. ®M08.A.14866/19
JATA PETHCTPAITHH 05.02.2019

J Kauan E.B.
NGATHCE. 3am, pyxosoautens OC




CEPTHDHKAT CEPHI loroyuy komnaimy «CAHODH =
Xnvoun 3apoit PapManchTHUCCKHX 1 XHUMHYecKnX npoayxror 3A0
- Komnanna Cavodn

Veresegyhdiz site - 2112 Veresegyhdz, Lévai u 5., Benrpna

Ten.: 436 28 585 600 / bake: +36 28 585 939

| Koa rosapa: YER 681237 |
Haunvestonaune npenapara:  MAIHE B6 Tabaerkn, nokpsitie nicnounoii obonoukoii, 60X
| Crpana-smuoprep: Poccusn
Hosep cepun: V032 Houep cepin 3akasdika: Cvo32
Jiara npounssoicrea 22-41113-2019 Cpok roanocTs: NEK-2020
Hozuporka: CM. B NMyHkTe «KoHYecTBEHHOE OnpeaeneHHE»
JlekaperacHian dopma; TabICTKH. NOKPBITHIC ILICHOYHOT 0000MKON |
Tun ynakosx: KoHTypHas auefikosas ynakoexa [1BX - ALU
Ko Iodanenioli Gasw 681237

| MaBHEIX pBioUHOf |
| vindopyam (GMID):

Moxazareau Hopmul Pe3yanTatel
XAPAKTEPUCTUKH
- Onucauue Benbie 1BOAKOBBIAYKILIE OBAILHbIC CootseTcTayer

TAONETKH, NOKPLITHIE MINEHOYHOH
obonoukoif, ¢ rnankoil Gnecramei

NOBEPXHOCTLIO.
NMOAJIHHHOCTD
— Marnuit (no ocaaky) [TonowurensHeli pesynLTaT CooTtseTcTByYET
— Marnua nakrata auruapar (TCX) COOTBETCTRBYET CTARAAPTHOMY CoorBertcTByer
obpazuy
~ Tnpuaokcuua ruapoxnopun (TCX) COOTBETCTBYET CTAHAAPTHOMY CoorseTcTByeT
obpasny
— TuraHa JHOKCHA (B COOTBETCTBHH € [lonoxurenthslit pesynprar CooTseTcTBYET
UBETHO#H peakuueH)
-~ Pacnamaemoctb <= 60 MUHYT 36-38 Mun
KOJHUYECTBEHHOE OHNPEJEJIEHHE
— MarHus nakTat guraopar (c 446,5 - 493,5 mr/rabaerka, nokpeitaa  474,0 mr
KOMIIEKCOHOMETPHYECKHM THTPOBAHHEM) TUIEHOYHOK 000JIOUKO#
— IlupuaokcuHa rugpoxnopun (Y- 4,75 - 5,25 mr/Tabnerxa, nokpsiTas 5,17 mr
| CNEKTPOCKOMMA) mneHouHoi obonouxod
MHKPOBUOJIOIM'MYECKAS |
YUCTOTA* |
— O6uwee yucno a3poGHbIX < 10000 KOE/r
MuUKpoopraiuiMos (TAMC)
' = OOwee YHCNO APOHOKEBBIX H MIECHEBBIX < 100 KOE/r
| rpu6os (TYMC)
— Escherichia coli OtcyTerayen/r

*HOI'IO.HHHTEJII:HBIC HCNBITAHHA HE NPOBOIAATCA NPH DYTHHHOM KOHTPOJE, MOHHTOPHHIE.

| Hcnbitanns mukpobuonoruueckoit UMCTOTH coOTBETCTBYIOT TpeSosanuaM Erp. dapm. (kaxnas 100-a cepus,
HO, Kak MHHHMYM, | cepus B ron}. Jlaiuas cepus Obina npoH3BeAeHa B COOTBETCTEHH C AefiCTBYIOWMMH
TpeGosannaMH Hannexawedi nponssoacteenHoii npaktikn (cGMP) U coOTBeTCTBYET HOpMaM HOpMaMH

| cooTBeTCTRYOWEr0 PerucTpauMoHHoro yaocToBepeHus.

Ceprudukat aHann3a Obin CHabMEH 31E€KTPOHHON NOLNHCHIO, MONYHEHHOI ¢ NOMOLLLIO BAIHAHPOBAHHOI
NadopaTOPHON HHGPOPMALHOHHOH CHCTEMBI, |
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CEPTHOHKAT CEPHH

Xauonn 3apoit @apMaepTHUCCKNX 1 XuMudeckinx npaiyveios IA0

- Kosuanng Cavodu

Veresegyhdz site - 2112 Veresegyhidz, Lévai u 5., Benrpix

Tea: +36 28 585 6 / dake: +36 28 585 939

Koa tosapa:

Crpana-usnoprep:
Howmep cepun:

| Jlara npoussosicrea
lloznuposka:

o ynakoBku:

| Kou I'noBanehod Gatel
| JaHIBIX pallioYILoi
undopmawsin (GMID)

Pemnenne:

Hara:

| YnojHoMo4eHHOE JTHIL0:

rap_coa_resultats v3

Hanvenonause upenapara:

Jlekaperacunan dopma;

YER 681237
MAI'HME B6 vabnerku, mokpuitsie naesouneii obotouroii, 600X

Pocena

Cvo32 llovep cepii 3akazuvka Cv032
22-:1B-2019 CpoK 10:H0CTI; JU-K-2020
CM. B NyHKTe «KonnyecTBeHHoe onpeencsHes

TAONCTRI, NOKPLITLIC IHICHOUNONR 00010 KO

KoHTypHas auefikosan ynakoeka IIBX - ALU

681237

Pemienive YIoJTHOMOYEHHOT0 JIMIA
 FELSZABADITVA / [TIPUHATO
29-4HB-2019 15:14
dr.Stefan Veronika ([p. llltedan Beponuka)
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BATCH CERTIFICATE

SANOF! .5

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sancfi 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 : Ccv03z2 Customer lot no. : Ccvo32
Date of manufacture: 22-JAN-2019 Expiry date : DEC~2020
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

GMID code : 681237

SV M iddonnd

Tests Specifications Results
CHARACTERS
- Appearance White owal-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 36=38 min

ASSAY

- Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tabhlet 474.0 ng

complexometric titrations)
- Pyridoxine hydrochloride (UV) 4,75 - 5.25 mg / coated tablet 5.17 mg

MICROBIOLOGICAL QUALITY*

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

*Additional tests are not performed for routirie ingpéction, monitoring test.

Zee e
R Rt

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

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 28 583 939

SANOFI

¥

Item code :
Product name :

Import.
Lot number :

country

Date of manufacture:

Strength :
Dosage form :
Packaging type :
GMID code @

VER 681237
MAGNE B& coated tablets 60X

Russia
cv0o32 Customer lot no.
22-JAN-2019 Expiry date

see at the assay
coated tablet

PVC - ALU blisters
681237

cvo32
DEC-2020

QP decision

Decision :
Date :

Qualified person:

FELSZABADITVA / ACCEPTED
29-JAN-2019 15:14

dr.5tefan Veronika
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