NEKJAPAIIAA O COOTBETCTBHU

JEKJIAPAHT, OPAHUMAIOIHAN JEKJAPALIIIO O COOTBETCTBHH:
AQ "Canoghu Poccun”

Coedenus 0 pecticmpajuu op2anusayui; MeXcpalionHas uHCnexyus Dedepareoli HAT020601 CTYHCEL No
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OT'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, ya. Teepcka, 9. 22. Tenegon/dparc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'eneparonstii oupexmop Mordic O.4.

JHoeepennoe nuyo: Kanyenum A.O. [losepenrocnis: 6/ on 06.11.2018 2.

3AABJIAET, YTO

nexapcmeentioe cpedemeo: Mazne B6® dopme mabnemiy, noxpuiimsie naerounoli ob6orouroii 20 un.,
Gaucmepst (2), nauxu xapmownvie, pez.yo. M JICP-007053/09 om 07.09.2009 (0ama 3amens PY
12.03.2018), svidano Carnodu-Asennnic Oparc, cepus CV178, napmus 19901 ynaxosox, zodew oo
31.05.2021, npouzeodcmaea XHHOHH 3aeod ®apsiayesmuteckix u XumuuecKux IIpoovkmos 340/
CHINOIN Pharmaceutical and Chemical Works Private Co Ltd., Levai u. 5, 2112 Veresegyhaz,
Hungary, Benzpus, xod OKITI2 21.20.10.121, koo TH B3] 2106909803, xonnipaxm
MNe250/40056192/F-2 om 20.10.2010, unaoirc Ne9085340146 om 12.07.2019

COOTBETCTBYET TPEBOBAHHAM
JICP-007053/09-070909 uzn. Me 1-7

JEKJAPAITAA OPHHATA HA OCHOBAHHH

npomoxon ucreimanuii Ne 67137 om 17.07.2019 HI/I 000 "Llennp xoxmpoas Kadecmea Buoaaiigp”,
ammecmanm axxpedumeapni RA.RU.21IJK01 om 22.07.2015 ., cepmugpuxam ananuza Xunour 3a60d
@apsiayesmuueckux 1 Xumtueckux npodykmos 340 om 11 .07.2019, Cepmugpuxam POCC
HU.®OM05.C08111 om 17.07.2019

NATA IPHHATHAS AEKJIAPAIIAM: 17.07.2019 2.
TEKJAPAIIMA TEACTBHTEJNLHA 10: 31.05.2021 2.
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“=" CBEJEHHS O PETHCTPAIINA

OPI'AH 1O CEPTHOHKAITHH, 3APETHCTPHPOBABIIHIA JEKJIAPAIIHIO

Opazan no cepmuguxayst nPoovxyuH

Obugecmea c ozpanienHoll omeemcneennocmeio «OKpyxcHod ienmp cepmugpurayui»,
adpec: 620014, POCCHA, Ceeponoscxas obaacme, Examepunbype, Xoxpsxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecman: axxpedumayuu M RA.RU.11 dMO5

JEKJAPATTAA O COOTBETCTBHH *# POCC RU J-HU. DPM05.4.34067/19
IATA PEEHCTPAIIMH: 17.07.201p 2.

Ypaepuna A.A.
mﬁ% PYKOBOZHTEs OPT4Ha 10

cepTadHKAEH MPOXYKIHH




CEPTH®HKAT CEPHH Jlorowun komnanuk «CAHODH»
Xunonn 3apox GapmauesTHUecKnX i XuMH4eckux npoayxros 3A0
- Komnauna Canodu

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

Kon Topapa: VER 681233
Haumenosauue npesiapaca:  MATHE B6 dopre 40X
CrpaHa-umuopTep; Poccua
Howmep cepuu: CVi178 Homep cepui 3akasusika: Cv178
Jlara npoxisoncTea: 29-HIOH- 2019 Cpok roamocTi: MAH- 2021
Hommposka: CM. B nyHkTe «KonndecTBeHHOE OnpeneneHre»
JiekapcTeenHan diopma: TabneTkH, OKPLITLIE IUIEHOYHOH 0fonouKoIl
Tun ynaxosku: TIBX/PEMIBAX -~ ALU 6akictep
GMID: 681233
IoxazaTtenn Hopmei Pe3yinTaThl
XAPAKTEPUCTHKH
— Onucanne OsanbHble TABAETKH, NOKPLTHIE CootseTcTyeT
[eHoYHOH obonoukoii 6enoro usera.
NOJAJIHMHHOCTD
—  Marsnit KauecTBeHHas [NonroxuTensHel pe3ynsTar CoortsercTByet
Peakuus (Esp.apm.)
-~ Uurpatsl Kauectsenuas TMonoxuTensHeli pe3yaLTar CootsercTeyer
Peaxuus (Epp.apm.)
— TlupunokcuHa ruapoxnopun (B3XX) ITonoxuTennHeli pesynbTar CooTBeTcTBYET
— Cpennaa mMacca Ot 779 no 861 mr 836 mMr
- OOHOPOIHOCTb MACCH! Cpennss macca +/-5 %, u3 20 CooteeTcrByeT
TabneToK, NOKPLITHIX MIEHOYHOH
000n04KO0#, OTKIOHEHHE cpeaHeii
maccel +/-10 % pomyckaercs He
Gosice B NBYX TaOMETKaX, MOKPHITHIX
obonouxoi
— Pacnagaemocte (EBp.dapm.) <= 30 MHHYT 12 Mun
OnoHopoaHOCTh D03HPOBAHHUA
- [lupHOokcHHa ruapoxaopHIa CooTteeTcTBYET CoortBeTcTBYET
KOJHYECTBEHHOE ONPEAEJIEHHE
— Maruuit (c KOMNIEKCOHOMETPHYECKHM Ot 95,0 no 105,0 Mr/frabnerka, 99,5 mr
TUTPOBAHUEM )} MOKphLITas NAEHOYHOH 000104 KOt
— IlupuookcuHa rugpoxiopua {BOXX) O719,5 no 10,5 mr/Tabnetka, 9.8 Mr

noKpbitad nieHOYHO# obonoUKOdH

i

Hcnbranna MEKpoOHONOrHueckoit Y4HCTOTBI COOTBETCTBYIOT TpeboBaHusM Eap. Mapm. (kakaas 100-1 cepus,
HO, KaK MHHHUMYM, | cepa B roa). JlaHHas cepus Oblia IPOH3BEAEHA B COOTBETCTBHH ¢ ACHCTBYOLIHMM
TpeGosannamu Hannexaieii npoussoacTernoit npakruky (CGMP) M COOTBETCTBYET HOPMAM HOPMaMH
COOTBETCTBYIOILETO PErucTpalMOHHOTO YAOCTOBEPEHHA.

CepTHdukar aHann3a 1 CHA0XKEH ITEKTPOHHON NOAMUCHID, MOYUEHHOH C MOMOIILI) BATHIHPOBAHHON
ntabopatopHoii HHPOPMALMOHHOM CHCTEMBI.

Koa ToBapa: VER 681233
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CEPTHOHKAT CEPHH Jlorotun komnauun «CAHO®H=

XuHoun 3ason PapMaUEBTHYECKHX H XHMUYECKHX NpoayKTos 3A0
- Komnannz Canodn

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

Koa Topapa: VER 681233

Haunmenosanne npenapava:  MATHE B6 dopre 40X

CTpana-uMnoprep: Poceus

Howmep cepun: CVI78 Homep cepuH 3akasyHKa: CVI78
Mata npoussoncTea: 29-HIOH- 2019 Cpox roaHocTi; MAH. 2021
Momporka: ©M. B nyHKte «KonnuectaenHoe onpenenctues

JlexapcBennaa dopma: TabAETKH, MOKPLITBIC MICHOYHON o6onouKol

THN ynakoskH: NBX/PETIBX - ALU Gnucrep

GMID: 681233

Pemenue ynoaHoMo4eHHOT0 JIMIIA

Pemenne: FELSZABADITVA / [IPUHATO
Jarta: 11-UKOJI-2019 16:28
YnoanoModeHHoOE THIO: H-p Credan Beponuxa
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BATCH CERTIFICATE

SANOFI 7

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

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

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

Item code : VER 681233

Product name : MAGNE B6 forte 40X

Import. country : Russia

Lot number : cv1iys Customer lot no. @ Ccvli7s
Date of manufacture: 29-JUN-2019% Expiry date : MAY-2021
Strength : see at the assay

Dosage form i film-coated tablet

Packaging type : PVC/PE/PVDC - ALU blister

GMID code : 681233
:m
Tests Specifications Results
CHARACTERS

- Appearance Oval, white film-coated tablet. Complies
IDENTIFICATION

- Reaction of Magnesium {Ph.Eur.) Positive : Complies

{By precipate)
Reaction of Citrates (Ph.Eur.) Positive Complies

{According to colour reaction)

= Pyridoxine hydrochlaride {HPLC} Positive Complies
- Average mass 779 - 861 mg 836 mg
- Uniformity of mass (Ph.Bur.) Average mass +/- 5 %, from 20 Complies

film-coated tablets a discrepancy of
average mass +/- 10 % is permitted at
not more tnan two film-coated tablets.

- Disintegration time (Ph.Eur.) <= 30 minutes 12 min

UNIFORMITY OF CONTENT (Fh.Eur.)

- Pyridoxine hydrochloride {UV) Complies Complies
ASSAY

~ Magnesium {(Complexometry]) 95.0 - 105.0 mg / film-coated tablet 99.5 mg
- Pyridoxine hydrochloride {HPLC) 9.5 - 10.5 mg / film-coated tablet 9.8 mg

Microbiological purity tests comply to the Ph.Eur. requirements {every 1l00th 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

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

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

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

SANOFI| «p

p e

Item code :
Product name

Import. country :
Lot number :

Date of manufacture:

Strength
Dosage form @
Packaging type

VER 681233
MAGNE B6 forte 40X

Russia
Ccv178 Customer lot no.
29-JUN-2019 Expiry date

see at the assay
film-coated tablet
PVC/PE/PVDC - ALU blister

cv1iisg
MAY-2021

L,

GMID code : 681233

QP decision
Dacision : FELSZABADITVA / ACCEPTED
Data : 11-JUL-2019 16:28

Qualified person:

dr.Stefan Veronika
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