CEPTU®UKAT CEPUU

XunouH 3aBoj DapManeBTHUECKUX U XUMUYECKUX MPOLyKTOB 3A0

- Kommanus Canopu

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

Ten.: +36 28 585 600 / dakc: +36 28 585 939

SANOFI! . g

Kon ToBapa: VER 681233
HaumenoBanue npenapara: MATHE B6 ¢opte 40X
Crpana-uMmoprep: Poccust

Howmep cepun: EV212

JlaTa nmpou3Bo/CTBa: 02-MFOH-2021
Jlo3upoBka:

JlexapcTBenHast hopma:
Tun ynakoBku:

Howmep cepun 3akazdunka: EV212
CpOK roJJHOCTH:

cM. B IyHKTe «Kon4ecTBeHHOE ONpeaesICHHE)
Ta0JIeTKH, TIOKPHITHIC IIICHOUHON 000I09KOH
TMIBX/II3/TIBAX — AJTYO Gamctep

MAT-2023

GMID: 681233
IMoka3zarean Hopmbi Pe3yabTaThl
XAPAKTEPUCTUKHA
— Ornucanue OBasibHBIC IBOSIKOBBIMYKJIbIe TaOneTkH,  CoOTBETCTBYET
MTOKPBITHIC IUICHOYHON 000I0YKON
6emoro 1BeTa. Ha n3imome BUIHBI 1Ba
c1os: 000I04YKa OEJIoro nBETa U
Ta0eTo4Has Macca 0eJsioro IBeTa.
HOAJUHHOCTD
—  Maruuii KauectBennas ITonoxuTenbHplil pe3yibTaT CootBeTcTByeT
Peaxuus (Ep.®d.) (0 ocanxy)
— Hurparter KauectBennas ITonoxuTenbHblA pe3yibTaT CootBeTcTByeT
Peaxnust (EBp.®D.) (1m0 BETOBOM peakinm)
- IImpunokcuna ruapoxiopun (BIXKX) TTonoXUTENLHBINA PE3yILTAT CooTBeTCTBYET
- Cpemnss macca (I'® XIIT)
- Ogmuopomuocts Macchl (EBp.®./ T'® XIII) Ot 779 nmo 861 mr 829 mr
Cpennsisi macca +/-5 %, u3 20 tadbierok, CooTBeTCTBYET
MTOKPBITHIX TUIEHOYHOH 000I0YKOA,
OTKJIOHEHHE cpejHeit maccel +/-10 %
JIOITyCKaeTcst He OoJiee B IBYyX
Ta0JIeTKax, MOKPBITBIX 000JIOYKON
- Pacmagaemocts (EBp.®@./T'® XIII) <= 30 MuHYT 13 mun
OnHopoaHocTs no3upoBanus (Esp.d.)
- IImpupokcuna ruapoxiopuna (YD) CooTBeTCTBYET CooTBeTCTBYET
KOJMYECTBEHHOE OIIPEJEJEHUE
— Marnuii (¢ KOMIJIEKCOHOMETPUUECKUM Ot 95,0 mo 105,0 mr/Tabnerka, 99,9 mr
TUTPOBaHHEM) MOKPBITAs INICHOYHOM 000JI0UKOM
— Tupunoxcuna ruapoxnoput (BOXX) Ot 9,5 no 10,5 mr/rabnerka, IOKpbITas 10,0 Mr

JONOJIHUTEJBbHAS UHOOPMALIUS
Muxkpoouonoruueckas unctota (Epp.d.)*
- OO1ee KOTMIECTBO a3pOOHBIX
mukpooprannsmoB KOE/r

- OOr1iee YUCIIO APOKIKEBBIX U TNICCHEBBIX

rpubos KOE/r
- Escherichiacoli, I

* JlonoTHUTEIbHBIC TECTUPOBAHMUS HE TPOBOJAMINCH B XO/1€ Py THHHONL
(mpoBoaMTCs Ha Kax o 10-i cepun, HO He pexe, YeM Ha | cepu B T )!/g,)/

IUIEHOYHOU 000I0YKOM

<100
<10

OTCyTCTBYET
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XuHouH 3aBoa PapManeBTHYECKUX U XUMHYECKUX MPOoayKToB 3A0
- Kommanus Canopu

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

Kon ToBapa: VER 681233

HaumenoBanue npenapara: MATHE B6 ¢opte 40X

CrpaHa-umMmnoprep: Poccus

Howmep cepun: EV212 Howmep cepun 3akazdunka: EV212
JlaTa nmpou3Bo/CTBa: 02-MFOH-2021 CpOK roJJHOCTH: MAWN-2023
Jlo3upoBka: cM. B IyHKTe «Kon4ecTBeHHOE ONpeaesICHHE)

JlexapcTBennas popma: TaOIETKHU, TOKPBITHIC IIICHOYHON 000I09KOi

Tur ynakoBKu: TMIBX/II3/TIBAX — AJTYO Gamctep

GMID: 681233

IMoka3zarean Hopmbi Pe3yabTaThl
Ccputka Ha HOMep PY, 3aperucTpupoBaHHOTO B JICP-007053/09

P®:

A®DU, ucnob30BaHHbINM AJ11 NPOU3BOACTBA
HazBanue npousBonutens AOU

- Marnus nutpat Hp. Hayns Jlomann I'm0X, I'epmanns
- Buramun B6 JCM Hytpumran [Ipomakre ['M6X,
T'epmanus
‘YnakoBka 1 MapKHUpOBKa: B coorBerctun ¢ HJI

Jlannas cepus oTBevaet TpedoBanusiM HopMaTuBHOI TOKyMEHTaLUH, 3aperucTpupoBanHoii B Poccuiickoit @enepaunu
B HACTOSIILIEE BPEMsl, 10 NEPEUHUCICHHBIM NIOKA3aTeNIIM KauecTBa.

JlarHas cepust mpon3BecHa B COOTBETCTBHH C TPeOOBAaHUAMH TeKyIe Haanesxarmel mpon3BOACTBEHHON IPAKTHKH (C
GMP) u cooTBeTCTBYET CHCIM(PHUKALUAM COOTBETCTBYIOIIECTO PerucTpaiioHHOro Y 10CTOBEPCHUSI.

JanHblil cepTudUKaT aHATHM3a MOJIKMCAH AJICKTPOHHOW IMOJAMUCHIO C HCIOJIh30BAHUEM BaJHIUPOBAHHON CHCTEMBI
LIMS.

Pemienne YIIOJIHOMOYE€HHOI'O JIMIIa

Pemenue: OAOBPEHO
Hara: 17-UTOH-2021 09:58
Y0IHOMOYECHHOE JIHUI0: dr. Stefan Veronika
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanocfi company

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

Phone: +36 28 585 600 / Fax: +36 28 585 939
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Item code : VER 681233

Product name : MAGNE B6 forte 40X
Import. country : Russia

Lot number : EV212

Date of manufacture: 02-JUN-2021

Strength : see at the assay

Dosage form : film-coated tablet
Packaging type : PVC/PE/PVDC - ALU blister
GMID code : 681233

Customer lot no. : EV212
Expiry date : MAY-2023

CHARACTERS
- Appearance

IDENTIFICATION
- Reaction of Magnesium (Ph.Eur.)

(By precipate)
- Reaction of Citrates (Ph.Eur.)
(According to colour reaction)

- Pyridoxine hydrochloride (HPLC)

- Average mass (SPXIII)
- Uniformity of mass (Ph.Eur./SPXIII)

- Disintegration time (Ph.Eur./SPXIII)

UNIFORMITY OF CONTENT (Ph.Eur.)
- Pyridoxine hydrochloride (UV)

ASSAY
- Magnesium (Complexometry)

- Pyridoxine hydrochloride (HPLC)

ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*

TAMC CFU/g

- TYMC CFU/g

- Escherichia Coli, 1 g

* Additional tests are not performed for

(for every 10th lot but at least for 1 lot

Complies

Complies

Complies

Complies

829 mg

Complies

13 min

Complies
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

Veresegyhdz site - 2112 Veresegyhdz, 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 : EV212 Customer lot no. : EV212
Date of manufacture: 02-JUN-2021 Expiry date : MAY-2023
Strength : see at the assay

Dosage form : film-coated tablet

Packaging type : PVC/PE/PVDC - ALU blister

GMID code : 681233

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

- Magnesium Citrate

- Vitamin B6

Packaging and labelling:

This batch meets the requirements of the Russian Federation

on the listed quality parameters.

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of
the relevant Marketing Authorization.
This Certificate of ARnalysis has been electronically signed from a validated LIMS.

Decision : FELSZABADITVA / ACCEPTED
Date : 17-JUN-2021 09:58
Qualified person: dr.Stefan Veronika
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