JTEKJIAPAITASI O COOTBETCTBHU

JEKJAPAHT, MPHHHMAIOIIHA JEKJAPAIIHIO O COOTBETCTBHHA

AO "Canogu Poccun"

Ceedenus o pezucmpayuu opzanusayuu. Mesicpaionnan uncnexyus Pedepanvioi Kano2060u ciyxcovt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcrasn, 0. 22. Tenepon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepansnuiii oupexmop Monoic O.A.

Hoeepennoe auyo: Cmenanos C.C., dosepennocme 6/n om 01.12.2017

SAABJAET, UTO
nexapemeennoe cpedemeo. Mazne B6, mabnremxu nokpvimuie obonovkoii 20 wm., ynakoexu avetikogbie

xkormypuuie (5), nauxu kapmonnwte, PY Ne IT1 N013203/01 om 13.03.2007 (0ama 3amenwr 27.02.2018) ewidaro
Canoghu Bunmpon Huoycmpusn, cepus CV002, napmua 11675 ynaxosox, zoder do 31.12.2020, npouseodcmea
Xunoun 3aso0 Papmayesmuveckux u Xumuveckux npodykmos 340, Benzpua, Chinoin Pharmaceutical and
Chemical Works Private Co Ltd, Levai u. 5., Veresegyhaz, 2112, Hungary xoo OKII[[2 21.20.10.121, ko0 TH
B3O 2106909803, konmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085320360 om 18.01.2019

COOTBETCTBYET TPEEOBAHHSM
11 N013203/01-130307 (FUT 42-3973-06 uam. Ne 1-7)

JEKJIAPAIINISI NPHHSITA HA OCHOBAHHH
npomoxon ucnuimaruii Ne 1900 om 23.01.2019 HJT OO0 HI] "®PAPMOBEOPOHA", ammecmam axxpedumayuu

POCC RU.0001.21®DJ140, Cepmucgpuxam POCC HU. PM08.C32133 om 23.01.2019

Crenanos C.C.
$.H1.0

CBEJIEHWS O PETHCTPAIIAM

OPT'AH I10 CEPTH®HUKAIINHM, 3SAPETHCTPHPOBABINHI JTEKJIAPAITHIO

RA.RU.11®M08 OPIAH I10 CEPTH®HKALIHH ITPOAYKI[HH OFLJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.pe.

JEKJIAPAIIUSI O COOTBETCTBHHA 3APETUCTPHPOBAHA N POCC RU J-HU.PM08.4.13525/19
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CEPTH<DHKAT CEPHH

Xuauonn 3apoa Qapyaleatiieckux n XumMndecknx npuiyktos 3A0

- Kosmannsg Casiopn

Veresegyhdz site - 2112 Veresegyhds, Lévai u.5., Benrpua

Ten.: +36 28 585 600 / dakc: +36 28 585939

Ko rosapa:

Haumenosaunie npenapara:

VER 681232
MAI'IFE B6 taGiersu, nokpuiTsie aenovuoil oboaoy ko, 100X

Jororrin komuanskn «<CAHO®H»

Crpana-nnenoprep: Poccua
Howmep cepun: Cvoo2 Hosep cepin 3akasunka: Cvo02
Jlara nponzeonacrea: 03 -AUB- 2019 Cpok roanocri: JUEK- 202
Jlozuposka: cM. B nyHkTe «KonuuecTeennoe onpeaeneHue»
Jlekaperacnnan gopma: TabNICTKLL, NOKPLITLIE 1LICHOUNOT ofenoukofi
Tun ynakoexm: Koutyphas aveiikosas ynakosga [IBX - ALU
Kon ["noGwmnoii Saiwl 681232
JIAHHBIX PBIHOYNIOIT
nngopyagm (GMID)
{ IlokasaTesn Hopmes Pe3yanTaTh
| XAPAKTEPUCTHKH
~ OnucaHue bBenvie 1BOAKOBLIMYKILIE OBATELHbIE CooTBeTCcTBYET
TabNEeTKH, NOKPbIThie EHOYHOMH
obosoukoii, ¢ rnankol GnecTAleit
TIOBEPXHOCTBIO.
NoOJJIMHHOCTD
— Marunii (no ocanky) [TonoxutensHrl peynsTar Coorserctayet
— Marnus naxtata aurkgpar (TCX) Co0TBETCTBYET CTAHAAPTHOMY Cooteercryet
obpasuy
{ = Tlupuaoxcuua ruapoxnopun (TCX) CooTBeTCTBYET CTAHAAPTHOMY Coorsercreyet
| obpasuy
| = Twrana anokcun (B coOTBETCTBHM ¢ [TonoxutensHbi# pe3ynbTaT CoorBercTRYET
[ UBETHOH peaKuyei)
| = Pacmagaemocts <= 60 MHHYT 42-44 mun

E
| KOJIJMMECTBEHHOE OIPEJAEJIEHUE

' 446,5 - 493,5 mr/rabnetka, nokpeitas ~ 479,0 mr
[LIEHOYHO#H 060m0uKOH

4,75 - 5,25 mrfrabnetka, NOKpuITaA 5,13 mr

— Marnus nakrar auruapar (¢
KOMIUIEKCOHOMETPHUYECKHM THTPOBAHHEM)
| = TIlupuaokcuna ruapoxiopus (YP-

*JIONONANTEABHBIC HCTIBITAHWA HE MPOBOAATCA NMPU PYTHHHOM KOHTPOJE, MOHHTOPHHIE,

Henuitanus MukpoObHonornieckol YHcToTh cooTBeTCTBYIOT TReOoBaHUAM EBp. ®apm. (kaxaan 100-a cepusa,
HO, KaK MHHMMYM, | cepua 8 ron). [annas cepa Gbiia npoH3BeieHa B COOTBETCTBHH C A€ACTBYIOLHMH
TpeGosannamy Hamnexaweit npoissoacTeeHHoil npakruku (cGMP) u cooTBeTcTBYET HOpMaM HOpMaMK
COOTBETCTBYIOMIEr0 PerdcTpautonHoOro yRoCcTOBEPEHUS.

| Ceprudukar aHanusa 6bin cHabxeH 3NEKTPOHHON MOARMCHED, TIONYYEHHOT C MOMOLLBLIO BANHAMPOBAHHOH

| naboparoproil HHPOPMAUHOHHOH CHCTEMBL.

| CIEKTPOCKOMMUA) naeHouHo# o6onoukoit
!
| MUKPOBHOJIOTHYECKASA
| YUCTOTA*
|
| — OGuee uncno aspodubix = 10000 KOE/r
| MHKpoopratinsmos (TAMC)
| — Obfiee YHCNO APONIKEBLIX H ILIECHEBBIX =100 KOE/r
| rprbos (TYMC)
~ Escherichia coli OrcyTcTByeT/T
!
[
f
|
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CEPTHOHKAT CEPHE Jlorotun koMnanuu «CAHOOGH»
Xowrr 3apon GapMAUCBTHUCCKIX H X HMHYCCKHX npoitykioe A0
- Komirauna Canogn

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Benrpun
Fen.: +36 28 585 600 7 dakc: +36 28 585939

Kou Tonapa: VER 681232 |
Hanvenosanne npenapara:  MAIHE B6 raGaerkn, nokpeirsie iienoqanoil ofovouroi, 100X

Crpana-iynoprep: Pocchs

Hosep copiit: CVo002 Hosep cepin 3akazunka: Cvo002

Jlata upomseo/icTea: 03 -AHB- 2019 Cpok rofinocTh: JIEK- 2020

lloyiposka: CM. B NyHKTE «KonuuecTeeHH0e onpeneneHHe»

Jekaperecnuian dopma: TAbICTKN, HOKPLITEIC [HICHounof 060104KON

Tun ynakoskn: KoutypHas aueiixosan ynakoska [IBX - ALU

Koit I'ncbansiiofi 6asel 681232

NAWIBIX PRIROYHOLN
nibopvan (GMITD):

Pemenue YHOJHOMOUEHHOI'0 JIHLA

Pewrenne: FELSZABADITVA / [IPUHSATO
Jara: 14-51HB-2019 15:21
| VnoJHoMo4eHHOE JTHIO! Hari Janosne dr. Tuza Timea
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BATCH CERTIFICATE &,

SANOFI «,

CHINOIN 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 681232

Product name : MAGNE B6 coated tablets 100X

Import. country : Russia

Lot number : cvoo2 Customer lot no, : cvo02
Date of manufacture: 03-JAN-2019 Expiry date : DEC-2020
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

GMID code : 681232

Tests Specifications Results
CHARACTERS

- Appearance wWhite 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~-44 min

ASSAY

- Magnesium-lactate dihydrate (with 446,5 - 493.5 mg / coated tablet 479.0 mg

complexometric titrations)

- Pyridoxine hydrochloride (UV) 4,75 =~ 5.25 mg / coated tablet 5.13 mg

MICROBIOLOGICAL QUALITY*

- TAMC <=10000 CFu/g
- TYMC <=100 CE‘U/g_
- Escherichia coli hbsent / g

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

Seneca
v

Microbioleogical 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 c¢GMP 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

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

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

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

Item code : VER 681232
Product name : MAGNE B6 coated tablets 100X
Import. country : Russia
Lot number : cvoo2 Customer lot no. : cvooz
Date of manufacture: 03-JAN-2019 Expiry date : DEC-2020
Strength : see at the assay
Dosage form : coated tablet
Packaging type : PVC - BALU blisters
GMID code : 681232
QP decision
Decisgion : FELSZABADITVA / ACCEPTED
Date : 14-JAN-2019 15:21
Qualifiad parson: Hari Janosné dr. Tuza Timea
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