CEPTH®HKAT CEPHM Jlorotn komnanus «CAHODH»
Xuronn 3apon GapMauesTHYCCKHX 1 XHMIYeckix npoaykros 3A0
- Komnanuna Cavogu

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

Kon Tosapa: VER 681233
HaumenoBanne npenapata:  MATHE Bé dopre 40X
Crpana-umnoprep: Pocena
Howmep cepnn. Cvigs Homep cepsis 3akasuuka: Cv3ssg
Jlata npon3soacTea: 18-Hon6-2019 Cpok rogHocTi: Okr- 2021
HOEII]JOBK&Z CM. B MYHKTE uKonnuecTeeHHoe ONpeACIEHHE:
JlexapcTeeHHan dopma: TabneTKH, MOKPBITLIE NACHOMHOI 06oaouKoil
Thn ynaxkosxw: NMBX/PETIBAX — AJIK) 6nancrep
GMID: 681233
Tokaszarenn Hopmbt PesynbTathl
XAPAKTEPUCTHKH
— Onucanue OpanbHble ABOAKOBBIMTYKIIbIE CooTeeTcTBYET
TaORETKH, NOKPBITHIE TIEHOMHOI
obonoukoh Genoro useta. Ha nanome
BHAHBL ABA c10A: 06onouxa 6enoro
uBeTa H TabnerovHas Macca Genoro
LBETA.
NMOJNHHHOCTD
Maruuii KauecreeHHas IMonoxuTensHLIi pesyapTar CooTBeTCTBYET
Peaxuus (Epp.dapm.)
Larpate KayecTeeHHan MNonoxuTenbHLIH pesynbTaT CooTBeTCTBYET
Peakuun (Esp.apm.)
—  [Ivpuaokcuha ruapoXaopua INonoxuTENbHEIR pe3ynbTaT CooTBeTCTBYET
(BOXX) 834 mr
- CpenHaa macca Ot 779 o 861 Mr CootBeTCTBYET
- OaHOPOIHOCTL MACChl Cpennas macca +/-5 %, u3 20
TabNETOK, MOKPLITIX TUICHOMHO#H
000n04KeH, OTKNOHEHHE cpeaneit
macchl +/-10 % aomyckaeTcs He
fonee B ABYX TabneTKax, NOKPLITHIX
obonoukoit
- Pacnanaemoctb (EBp.apm.) <= 30 MHHYT 13 mun
OAHOPOAHOCTE A03HPOBAHHS
- Mupunoxcuna ruapoxnopuia (Y@) CooTBeTcTBYET CooTBeTCTBYET
KOJMYECTBEHHOE OIIPEAEJEHHE
Marnnii {c KOMNIEKCOHOMETPHUECKHM Ot 95,0 no 105,0 MriTabneTka, 100,8 mr
THTPOBAHHEM) TIOKpBITaA MAeHouHoH 06oN04Ko#Hi
Mupunokcuna ruapoxsiopua (BOXKX) 019,5 no 10,5 mr/TabneTka, 10,1 mr
MOKpLITasA IEHOYHOI 000nouKoi

HcnbiTaHus MAKPOGHONOrHUECKOI YMCTOTE COOTBETCTBYIOT Tpebosanusam Esp. dapm. (Tects
NpOBOAKTCA Ha Kadkaoii 10-H cepuy, Ho He MeHee, ueM Ha | B ron). JlauHan cepus Obtna npgf
COOTBETCTBHH ¢ AckicTBylowuMu TpeGopanuamn Haanexamei npou3BoaCcTBERHON NpakTHH
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CEPTH®HKAT CEPHH Jorothn komnanun «CAHODH
Xunoun 3asoa PapmauesTiueckux u Xusideckix npoayktos A0
- Kemnanua Canod

Veresegyhéz site - 2112 Veresegyhaz, Lévai w5, Benrpua
Ten.: +36 28 585 600 / dakc: +36 28 585 939

Kon ToBapa; VER 681233
Hanvenosanne npenapata:  MATHE B6 tdopre 40X
Crpana-umnopTtep: Poccua
Homep cepun: Cv3gs Homep cepun 3akazumka; CVv388
BAara npoissoactsaa: 18-HoaG-2019 Cpok roanocT; Okr- 2021
JAo3npoeka: CM. 8 nyHkTe «KomnuecTBeHHOE onpeneneline
JlekapceTeennan dopwma: TaGNeTKH, NOKPBITLIE ANEHOMHOM 060 TON KO
Tin ynakosgu; NBX/PEMBAX — AMIO Gncrep
GMID: 681233
IokazaTtenn Hopme! PesynbTaTe:

COOTBETCTBYET CReU(HKaUMH COOTBETCTBYIOWErO PerncTpaumortoro YAOCTOBEPEHHA,
CeprudrraT ananuza 610 cuabxken MEKTPOHHOH NOANHCHIO, NTOTYYEHHONH ¢ NOMOLLbIO BATH IHPOBaHHO#
1a60paToOpHOH HHYOPMALHOHHOIH CHCTEMBL.

Pemenne ynosunomoventoro una

Pewmenne: FELSZABADITVA / [IPUHSITO
Hara: 25-HO51B-2019 10:11
YnoaHoMoueHHOE THIO; A-p Credau Beponuka
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BATCH CERTIFICATE

SANOFI 7

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

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

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

Item coda : VER 681233

Product name : MAGHE BE& forta 40X

Import. country : Russia

Lot number : CV3igs Customer lot no. i cvies
Date of manufacture: 18-NOV-2019 Expiry date : 0CT-2021
Strength : see at the assay

Dosage form : film-coated tablet

Packaging type : PVC/PE/PFVDC - ALU blister

GMID code : 681233

- Appearance ﬁvaif'hhitn'bicnnvux fitﬁ—&ohtéa” . complies
tablats._ﬂn & hrgnk ;wo 1aytru ar& ':'
visiblis tha Hhiti anating and vhtha =

_tnhltt mu:s
LEERT CHTERTICH. S e
= Reaction of Magnesium (Ph.Eur.]} Fositive e S S R ST . Complies
i el i e ; _
- Reaction of Citrates (Ph.Eur.} Positive L complies
{According to colour reaction) i e i : ma s hi
= Pyridoxine hydrochloride (HPLC) Epaltivi:' i % i : i { fif':.:complies
- Average mass {SEXIII) 779 - 861 My e g g
- Uniformity of mass (Fh.Bur,//SPXIII) hxerage mass +I- s #, !ron 20 i file__:cunplies
film-toated tablets a digcrepancy of
average maau +.f A0k ds pami.r.tnd Ak
not more than tuo film-coated tabicts. !
- Disintegration time (Fh.Bur./SPXIII) L 3ﬂ niﬁutea .i e <_f_:-13 min
UNIFORMITY OF CONTENT (Ph.Eur.) At s B me
- Eyridoxine hydrochloride [UV) compliea. 0L oo Complies
— £ - “5:::i."
- Magnesium (Complexometry) EE 0 - 1ﬁ5 0 mg e f;ln-coated tahlg; 100.8 mg
- Pyridoxine hydrochloride (HPLC) 5.5 - =ﬂ| 5 mg / film-coated tablet _:1;' 3 _f 10.1 mg
Microbiological purity tests comply to the Ph.Eur. requirements (test is performed for every 10th kit at least
for 1 lot/year). g 9

This batch has been manufactured in compliance with the cGMP requirements and complies wit
the relevant Marketing Authorization. 4

This Certificate of Analysis has been electronically signed from a wvalidated LIMS.
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhaz site - 2112 Veresegyhéz, Lévai u.5., Hungarcy

Phone:

+36 2B 585 600 / Fax:

+36 28 585 939

i,

Item code :
Product name :

Import. country
Lot number

Date of manufacture:

Strength :
Dosage form :
Packaging type
GMID code :

VER 681233
MAGNE B6 forte 40X

Russia
cv3igs Customer lot no.
18-NOV-2019 Expiry date

see at the assay
film-coated tablet
PVC/PE/PVDC - ALU blister
681233

Cv3es
oCT-2021

QP decision

Dacision :
Date

Qualified person:

FELSZABADITVA / ACCEPTED
25-NOV-2019 10:11

dr.Stefan Veronika
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NMPUNOXEHUE K CEPTUOUKATY AHAJIN3A (conpoBoauTenbHoe
MUCbMO)

Hanmeuoranne npoaykva: Marne B6 100 Mr TabaeTky, nokpbiThle MeHovHOH 0Bonoukoil 40x
Homep cepun: CV388

GMID: 681233

Hata nponseoacTtea: 18.11.2019

lNonen po: 10.2021

Ccpinka Ha HoMep PV, zaperactpupoBanHoro B Poccua: JICP-007053/09

A®DH (Hassanne cyOCTaHLIHK, HA3BAHHE W aapec NPOU3BOANTENS CyOCTaHUMNY:

Marnua uurpat: Jdp. ITayn Jloxman I'm6X, Fepmanua

Mupunoxeuna ruapoxaopua: JCM Hytpmunn TMpopakre I'mG6X, Mepmanna

S noarsepxkaalo, uTO AAHHAA CEPHA TPOTECTHPOBAHA MO BCEM NAPAMETPAM, NEPEYHCHEHHBIM B CnelnpHxaLHi
HopumaTusHoO#H AOKYMEHTALMA, 3APETHCTPUPOBAHHOIN B HacToAluee Bpema B Poccuiickoit denepaunn.

Hactoawnm noaTeepskAaeTCA, 4I0 NAPTHA COOTBETCTBYET TpEOOBAHHAM PA3AENoB YNAKOBKA M MAPKHPOBKAY
HopmaTHeHON AOKYMEHTALLMH, 3aperHCTPUPOBAHHON B HACTOsAWICE BpeMA B Poccriickoii ®enepauuy.

lMoannce/nata: [noanues] 19/12/2019
Hnta (nevarubimu 6yxksamn): Joktop Credan Beponuka

JOMKHOCTE: Y NOJTHOMOYEHHOE THLO




APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: Magne B6 100 mg film-coated tablets 40x
Batch Number: CV388
GMID: 681233
Manufacturing Date: 18.11.2019
Expiry Date: 10.2021
Reference number to MA registered in Russia: LSR-007053/09
API (name of API, name and address of manufacturing site):
Magnesium Citrate; Or. Paul Lohmann GmbH, Germany
Pyridoxine hydrochloride: DSM Nutritional Products GmbH, Germany

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification
currently registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labeliing of the Normative
Document specification currently registered in Russian Federation.

Signature/Date: _(R"/{\Jl\ AR . AL, 99

Printed Name: -,
SANOF| v g
CHINOIN Zrt. - a Sanofl vallatata

. Dr. Stefan Veronika
Title: Qualified Person
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