TEKJAPAIIUSI O COOTBETCTBHH

JIEKJIAPAHT, IPHHUMATOI AN JEKJIAPAIYAIO O COOTBETCTBHHA

AO "Canochu Poccusr"

Csederus 0 pezucmpayuu opeanusayuu: Meacpaiionnan urcnexyus Pedepanboil Harozo060t cayochu Ne 46 no
2. Moc)me 01.01.2008, OT'PH 1027739079940, dama npuceoenusn OI'PH 19.08.2002.

Adpec:| 125009, 2. Mockea, ya. Teepcxas, 0. 22. Tenepon/tarc: 8 (495) 721-14-00/ 721-14-11

B nuye; Ienepanvrviii oupexmop Monowc O.A.

Hosepennoe nuyo: Cmenaros C.C., dosepenrocme 6/n om 01.12.2017

3 JIAET, YTO

Jzexapc!meeﬂuae cpedcmao. Mazre B6, mabnemxu noxpvimsie obonoyxoli 20 wim., ynaxoexu sueiosbie
xonmypuwie (3), nauku kapmonnvie, PY Ne I1 N013203/01 om 13.03.2007 (dama samenes 27.02.2018) sti0aro
Cauorﬁu Bunmpon Hudycmpus, cepus CV271, napmun 19629 ynaxosok, 200en do 30.04.2021, npoussodcmea
Xunou 3ae0d Gapmayeamueckux u Xumuveckux npodykmoe 340, Beuzpusn, Chinoin Pharmaceutical and
Chemigcal Works Private Co Ltd, Levai u. 5., Veresegyhaz, 2112, Hungary, koo OKIIJ2 21.20.10.121, ko0 TH
B3] 2106909803, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085336873 om 14.06.2019

COOTBETCTBYET TPEEOBAHHUSIM

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

JEKJAPAIMA ITPUHATA HA OCHOBAHHHA

npomoxon ucnimaruii Ne 17410 om 21.06.2019 HJT 000 HI] "®PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmudpurxam POCC HU.OM08.C42553 om 21.06.2019

Crenanos C.C.
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CBEJEHHASA O PETUCTPAIIMHU

OPT'AH II0 CEPTHOUKAIAHA, 3APETHCTPHPOBABIN U1 JEKJIAPAITAIO

RA.RU.11M08 OPTAH 110 CEPTHO®HKALHH ITPORYKLHH OFIL[ECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LEHTP KOHTPOJIA KAYECTBA",

adpec -'opeauuaauuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmughuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeproea, 0. 4, sm. 5., men. :(495)788-02-88, aed-
caim: fﬁqxx.qu.

JEKJIAPAITAA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-HU.®PM08.4.27854/19

Junenxo 1B,
Pyxopomurens OC




CEPTH®HKAT CEPHH Jloromhn koMnanuy «CAHODH »

Xnuonu 3asox GapmauesTHyecKHx H XHMHueCknX npoaykTos 3AQ
- Komnawuna Canodu

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Beurpna
Tea.: +36 28 585 600/ (hake: +36 28 585 939

Kon Tosapa: VER 681237
Haumenosanue npenapata:  MATHE B6 tabieTkn, noxpeiThie naenousioit oGonouxoii, 60X
C1pana-umMmoprep: Poccua
Homep cepun: Cv271 Homep cepun 3akazqnia: Cv27l
Jlara npow3eoacrsa: 28-MAH-2019 Cpok ronHocTH: ATIP-2021
HOBHPOBK&: CM. B NYHKTE «KonuyecteeHHoe ONPEACNCHHE»
JlekapeTBeHHas dopma; TaffAETKH, NOKPLITLIE NiteHOUHOH obonoukoi
Tum ynakoBk#; Kontyphaa ayeiikopan ynakoeka [1BX - ALU
Koz MoGaneHol Gasel 681237
BAHHBIX PRIHOYHON
HHdopmauwnn (GMID):
TMoxazaTenn Hopmes Pe3yabTathe
XAPAKTEPUCTHKH
OnucanHe benbie NBOSKOBLINYKIbl¢ OBAABHLIE CooTBeTCTBYET
TabNETKH, MOKPLIThIE NIeHOUHOH
obonouxoi, ¢ rnaakoit Gnecraiueii
NMOBEPXHOCTHIO.
MNMOJIHHHOCTD
— Marumuit (no ocagky) [MTonoxuTenbHuIl pe3ynsTaT CooTeeTcTBYET
— Maruua naxrara aurnapar (TCX) CooTBeTCTBYET CTAHAAPTHOMY CooTBetcTBYET
obpasuy
- [IupunokcuHa ruapoxnopug (TCX) CooTBETCTRYET CTAHIAPTHOMY CooTBeTcTBYET
ofpasuy
— TuraHa oHOKCHA (B COOTBETCTBUH C [MonokuTENBHLIN pe3ybTaT CooTBeTcTBYET
UBETHOH peakuueii)
- Pacnanaemocth <= 60 MMHYT 36-39 Mun

KOJUYECTBEHHOE ONPEAEJIEHHE

— Maruus naktar aurugpar (c 446,5 - 493,53 mriTabnetka, nokpeitas ~ 467,4 mr
KOMIIEKCOHOMETPHYECKHM THTPOBAHHEM) MIEHOUKOH 000104KOH
— INupunoxcuna runpoxnopua (Y- 4,75 - 5,25 mr/rabaeTka, noKpbiTan 5,10 mr

CMEKTPOCKOIHA) nneHouHOMH o0ooukoi
MHUKPOBHOJIOTHUYECKAS

YUCTOTA*

— Obwee yHcho a3pobHbIx < 10000 KOE/r
MHUKkpoopranusMos (TAMC)

~ OBLee YHCRO APONGKEBLIX M TUTECHEBBIX = 100 KOE/r

rpubos (TYMC)

- Escherichia coli OTcyTcTBYeT/T

*HOI'IOJ'IHHTEJ'IBHBIC HCIILITAHHA HE NPOBOAATCA NPH PYTHHHOM KOHTpPOJIE, MOHHTODHHIE,

Henbitanus MUKPOGHOAOFHUECKOH YHCTOTH COOTRETCTBYIOT TpeboBaHHAM Esp. Gapm. (kaaas 100-a cepus,
HO, KaK MHHHMYM, | cepua 8 ron). anHas cepya Gblia Npou3BeleHa B COOTBETCTBHH € AeHCTBYHOWMUMH
Tpebosannamu Hannexamed nponssoncteenHolt npaktuxu (¢CGMP) H COOTBETCTBYET HOPMaM HOpMaMH
COOTBETCTBYHOWETO PerucTpauoHHOro yI0CTOBEPEHHUA,

Ceprudurat anann3a Oela cHaGxeH ISKTPOHHON NOANMCHIO, NONYHEHHOH ¢ MOMOLLBIY BANTHAUPOBAHHOT
nabopartoproit HHPOPMALMOHHON CHCTEMBI.
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CEPTH®HKAT CEPHU

Xnnonn 3asoa PapmauesTHUECKHX H X HMIYECKHX NpoaykTos 3A0

- Komnanua Canodm

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

JloroTun koMnauuH «CAHOMH»

Kox Torapa:

HauMeHOBAHHE NpenapaTa:

VER 681237
MAIHE B6 TafaeTki, NOKpLiThie AneHownoll obotouxoil, 60X

Crpana-Hmnoprep: Poccua
Homep cepim: cvail | Homep cepun jakazqnka: Cv271
JHata npox3soncTea: 28-MAH-2019 Cpok rofHocTH: AllIP-2021
HAo3uposka: CM. B OYHKTE «KOAHMECTBEHHOE ONpeaEneHye»
JlekapcTeeHnan Gopya: TabRETKH, NOKPEITHIE IIEHOUHOH 060n0YKoit
THN ynakoeku: Kontypran aqefikosan ynaxoska [1BX - ALU
Koa I'noGansHoii Hasbl 681237
NAHHBIX PEIHOYHOH
uH(opmaumi (GMID):

Pemenne YHOJIHOMOMEHHOI'o JIHIA
Pewmenue: FELSZABADITVA /TIPUHATO
Jara: 11-UFOH-2019 09:51
YnoJaHoMoYueHHOE JIHUO: J-p Beponuka Credan
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BATCH CERTIFICATE

SANOFI 4

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 : cv271 Customer lot no. : Ccv27l
Date of manufacture: 28-MAY-2019 Expiry date : APR-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) 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 16-39 min
ASSAY

- Magnesium-lactate dihydrate [with 446.5 ~ 493,% 'mg / coated tablet 467.4 mg

complexometric titrations)
- Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg ./ coated tablet 5.10 mg

MICROBIOLOGICAL QUALITY*

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

ore
et

Microbiological purity tests comply to the Ph.Eur. requirements (every l00th 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 i

SANOFI «,

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

Veresegyhaz 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 : cv271 Customer lot no. : cvzil
Date of manufacture: 28-MAY-2019 Expiry date : APR-2021
Strength : see at the assay
Dosage form : coated tablet
Packaging type : PVC - ALU blisters
GMID code : 681237
QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 11-JUN-2019 09:51
Qualified perscon: dr.Stefan Veronika
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