AEKJIAPATIUS O COOTBETCTBHUM

AEKJIAPAHT, IPMHUMA QI JEKJIAPAHVIO O COOTBETCTBHHA

AO "Canogpu Poccun"

Ceederun o pecucmpayuu opeanusayuu: Medsicpaiionnan uncnexyus Gedepansrosi naro208oii cayxuchvr Ne 46 no
2 Mockee 01.01.2008, OT'PH 1027739079940, dama npucaoernus OI'PH 19.08.2002.

Adpec: 125009, z. Mocxea, yn. Tsepcxas, 0. 22. Tenegon/chaxc: 8 (493) 721-14-00/ 721-14-11

B nuye: I'enepanvuuiii oupexmop Monow O.A.

Hosepennoe nuyo: Cmenanoe C.C., doeepennocms 6/ om 01.12.2017

3ASIBJIAET, UTO
nexapcmeentoe cpedcmeo: Mazne B6 hopme, matinemxu noxpeimeie nrenounodi oborouxodi 20 wm., ynaxoexu

Auetikogbie KoHmypHbie (2), nauku xapmonnvie, PV Ne JICP-007053/09 om 07.09.2009 (0ama 3amenv
12.03.2018) evidano Canodu-Asenmuc Pparc, cepus CV100, napmun 19818 ynaxoeox, zo0en do 31.03.2021,
npouseodcmea Xunoun 3ae0d Papmayesmuvecrux u Xumusecxiox npodyxmos 340, Benzpun, Chinoin
Pharmaceutical and Chemical Works Private Co. Lid,, Levai u, 5., Veresegyhaz, 2112, Hungary, xod OKIT]2
21.20.10.121, xo0 TH B3/ 2106909803, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9085334488 om 23.05.2019

COOTBETCTBYET TPEBOBAHUSIM

JICP-007053/09-070909 usm. Ne I-7

AEKJIAPAITH ST ITPHHATA HA OCHOBAHHHA

npomoxon ucnsimani Ne 14560 om 29.05.2019 HJ/T 000 HI] "®APMOEOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC HU.DMO8. C40966 om 29.05.2019

Crenanos C.C.
b o®.H.O
CBEJEHHS O PETUCTPAITAA

OPTAH ITO CEPTUO®HUKAIINH, 3APETICTPHPOBABII ALY JAEKJIAPAITHIO

RA.RU. 11OMO8 OPI4H I10 CEPTHOHKAI[HH ITPORVKUHH OBL[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)XHOH I[EHTP KOHTPOJIT KAUECTBA "

adpec opzanuzayuu: 115280, 2. Mocxea, ya. Macmepxosa, 0. 4, am. 5, nom. I, xom. I, adpec 0pzana no
cepmugpurayuu;: 115280, POCCHA, 20pod Mocksa, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, eb-
caim: oykx.pe.

AEKJIAPAIIAS O COOTBETCTBHH 3APETHCTPHUPOBAHA M POCC RU H-HU.DM08.A.25483/19
JA SOPTFEEC TPAITANA 29.05.2019

Kavan E.B.
3auM. pyxosogurens OC




CEPTHDHKAT CEPHI Jlorotiin kommanui «CAHOOH »
XnHonH 34501 PapMaLEBTHYECKHX H XHMIMECKHX NpoaykTos 3A0
- Komnanns Canodu

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

Koa Tosapa: VER 681233
Haumentopanne npenapata:  MATHE B6 dopre 40X
Crpana-wmnoprep: Poccus
Howmep cepuu: CVI100 Howmep cepun 3akasuiika: CV100
[ara npon3isoacTea; 30-ATIP- 2019 Cpok roaxocTH: MAP- 2021
Liozuposka: CM. B MYHKTE «KOTHYECTBEHHOE ONPENEREHHE»
llekapcteennan dopma: TalneTky, NOKpeITHE NIcHOUHOH 0BoN0UKOil
Tun ynakoexke: NBX/PEMBAX - ALU Gaucrep
GMID: 681233
IMoxa3zarenn Hopmsr PeiyabTaTht
XAPAKTEPHCTHUKH
— OnucaHue OsanbHble TAOAETKH, MOKPLITHIE CooTseTtcTBYyET
nIEHOYHOH o6onoukoit 6esoro npera.
HOJJIUWHHOCTD
—  Marunii KauectBeHnas FonoxurensHulit pesynerar CooTBeTcTBYET
Peaxuns (Esp.Papm.)
—  lutpatst KayecTeeHHas [MTonokuTensHLIH pe3yabTaT CooteeTcTBYET
Peakunsa (Eep.dapm.)
— [Mupuaokcura ruapoxiaopua (B3XX) [TonoxHTeALHBIN pe3ynbLTaT CooTBeTcTBYET
— Cpennss macca Ot 779 no 861 mr 835 mMr
—~  ONHOPOAHOCTH MACCHI Cpennss macca +/-5 %, u3 20 CooteeTcTBYET
TaBneToK, MOKPLITHIX MAEHOYHOH
obonoukoii, OTKIOHEHHE CpenHeii
maccel +/-10 % nomyckaetcs He
Gonee B AByx TaneTkax, MOKPLITHIX
obonoukoit
— Pacnagaemocts (EBp.®apm.) <= 30 MHHYT 12 MuH
OnHopoaHOCTb A03HPOBAHUA
- [lupraoOKCHHA rEAPOXICPHIA CooTBeTCTBYET CooTBeTCTBYET
KOJMHYECTBEHHOE OIPEJEJEHHE
— Maruuif (¢ KOMIIEKCOHOMETPHUECKHM Ot 95,0 ao 105,0 mr/rabnetka, 97,3 Mr
THTPOBAHUEM) NOKpbITas eHOYHOH 000M0UKO#H
— IlupunokcuHa ruapoxnopua (BIXX) Ot19,5 ao 10,5 Mr/rabnerka, 10,1 mMr

MOKpBITasA MieHOYHOH 0bonouKoii

Heneitanng MHKpOO HONOTHUECKOR HHCTOTB COOTBETCTBYIOT TpeGoBanuaM Esp. dapm. (kaxnan 100-a cepus,
HO, KaKk MUHHMYM, | cepus B ron). JlanHad cepus 6bi1a Npou3BeaeHa B COOTBETCTRHH ¢ ACHCTBYIOLLIAMK
TpeGoBanusmu Hapnexaieif nmpoussoacTeerHoi npaktuku (cCGMP) U cooTBeTCTBYET HOpMaM HOpMaMu
COOTBETCTBYIOWErD PerucTpaunoHHOro y10CTOBEPEHHUA.

Ceprugukar aHanusa 6ui1 cHabMEH MEKTPOHHON NOANHKCHIO, TONY4EHHON C NOMOLIBIO BATHIHPOBaHHOI
naboparopHoi HHHOPMALHOHHOH CHCTEMBI.

Kon Tosapa: VER 681233
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CEPTHOHKAT CEPHH Jloromin komnakuu «CAHO®H »

Xunoun 3ason dapmMateBTHUECKHX H XHMHYECKBX npoaAYKTOB 3AQ
- Komnanna Canodu

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

Koa Toeapa: VER 681233
Hauvenosanue npenapata:  MATHE B6 gopre 40X

Crpana-nmnoprep: Pocena

Homep cepun: CVI100 Homep cepun 3akasusika: CV100
Jlata npomapoacTea: 30-ATIP- 2019 CpOK roaHecTH: MAP- 2021
Hosnposka: CM. B IYHKTe «KOoNn4eCTBEHHOE OnpeaeneHHex

JlexkapcteenHan dopma: TabneTkH, NOKPLITHIE NASHOYHOH obonoYKoil

THN ynakoexu; NBX/PETIBIX ~ ALU Gauctep

GMID: 681233

Pemenne YINOJIHOMOYCHHOI0 JIHIIA

Pemenne: FELSZABADITVA / [IPUHATO
Jara: 13-MA#1-2019 15:10
YnonHoMoueHHOE JTHITO: H-p Credan Beporuxa
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BATCH CERTIFICATE

SANOF! .3

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 28 585 239

Item code : VER 681233

Product name : MAGNE B6é forte 40X

Import. country : Russia

Lot number CvV100 Customer lot no. : CvV100
Date of manufacture: 30-APR-2019 Expiry date : MAR-2021
Strength : see at the assay

Dosage form : film~coated tablet

Packaging type : PVC/PE/PVDC = ALU blister

GMID code : 681233

S

tions Results

Tests Specifi

CHARACTERS

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

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

= Reaction of Citrates (Ph,Eur.} Positive Complies
[According to colour reaction)

- Pyridoxine hydrochloride (HPLC) Positive Complies
- Average mass 779 - 861 mg 835 mg

- Uniformity of mass (Ph.Eur.) Average mass +/—- 5 %, from 20 Complies

film-coated tablets a discrepancy of
average mass +/- 10 3 is permitted at
not more than two film-ceoated tablets.

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

UNIFORMITY OF CONTENT (Ph.Eur.)

- Pyridoxine hydrochloride (UV) Complies Complies
ASSAY

- Magnesium (Complexometry) 95.0 - 105.0 mg / film-coated tablet 97.3 mg
- Pyridoxine hydrochloride (HPLC) 9.5 - 10.5 mg / film-coated tablet 10.1 mg

2o
ey

Microbiological purity tests comply to the Ph.Eur. reguirements (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

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

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

SANOFI g

Item code :
Product name :

Import. country :
Lot number :

Date of manufacture:

Strength :
Dosage form :

VER 681233
MAGNE B6 forte 40X

Russia
cvioo Customer lot no.
30-APR-2019 Expiry date

see at the assay
film-coated tablet

CvV100
MAR-2021

Packaging type ; PVC/PE/PVDC ALD blister
GMID code 681233

QP decision
Dacision : FELSZABADITVA / ACCEPTED
Date 13-MAY-2019 15:10

Qualified person:

dr.Stefan Veronika
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