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

SANOF! g

Kon ToBapa: VER 681233
HaunmenoBanue npenapara:  MAT'HE B6 ¢opre 40X
CrpaHa-uMnoprep: Poccust
Howmep cepun: DV136 Howmep cepun 3akazunka: DV136
JlaTa npousBoacTBa: 03-AIIP-2020 CpoK roJIHOCTH: MAP-2022
Jlo3upoBka: cM. B TyHKTe «KOJIMIEeCTBEHHOE OTIPEACIICHUE
JlekapcTBeHHast hopma: TaOJICTKH, TIOKPBITBIC TNIEHOUHOH 000I0UKOM
Tun ynaxoBku: MBX/IIS/MBAX — AJIIO 6muctep
GMID: 681233
Iloxazarenn Hopmbi PesyabTaTsl
XAPAKTEPUCTUKH
— Onucanue OBaJbHBIC JBOSIKOBBITYKITBIC CooTBeTCTBYET
Ta6J'IeTKI/I, TIOKPBIThHIC TUICHOYHOM
o0ooukoii 6enoro 1Bera. Ha nznome
BHTHBI JIBa CJIOSI: 000JI0YKa OEI0ro
OBETAa U TabaeTouHass Mmacca 0eJoro
BETA.
NOAJUHHOCTD

—  Maruuii KauectBenHas
Peaxuwmst (EBp.®.) (1o ocaaxy)

—  utpartsl KauecTBennas
Peaxuwus (EBp.®.) (1Mo mBeToBO#t
peaknumn)

- IMupumoxcuHa THIPOXIOPHT
(BOXX)

- Cpennsst macca (I'd XIII)

- Opnopoanocts Maccsl (EBp.®./ '
XIII)

- Pacmagaemocts (EBp.®@./T'® XIII)

Oanopoanocts no3upoBanus (Esp.d.)
- Ilupupoxcuna rugpoxsopuna (Y ®P)

KOJIMYECTBEHHOE OIIPEJEJIEHUE

— Marsuii (¢ KOMIIEKCOHOMETPUYECKUM
TUTPOBaHHEM)
— IMupunokcuna ruapoxiopuz (BOXKX)

JOMOJHUTEJBbHASI UTHOOPMALIUA
Muxkpobunonorndeckas anctota (Esp.d.)*
- OOree KOTMIECTBO a3pOOHBIX
mukpooprannsmoB KOE/r
- OO0u1ee 4nCIIo APOFKIKEBBIX U
iecHeBbIX rpubos KOE/r

ITonoxuTenbHbI pe3yibTaT

ITonoXuTenbHbI pe3yibTaT

[TonoxuTenbHbIN pe3yabTaT

Ot 779 no 861 mr

Cpennsist macca +/-5 %, u3 20
TabJICTOK, MMOKPBITHIX TUICHOYHOMN
000JI0YKOM, OTKJIOHCHHE CPEIHEH
maccel +/-10 % momyckaercst He
Gouiee B IByX TaOJETKaX, MOKPBITHIX
000JI0YKO¥

<= 30 MuHYT

CooTBeTCTBYET

Ot 95,0 mo 105,0 mr/Tabnerka,
MOKPBITAsl INICHOYHOM 000JI0UKOM
Ot 9,5 1o 10,5 mr/TabneTka,
MOKPBITAsl INICHOYHOM 000JI0UKOH

He 6oitee 100
He 6omnee 10

CooTBeTCTBYET

CooTBeTCTBYET

CooTBeTcTBYET

825 mr
CooTBeTcTBYET

13 mun

CooTBeTcTBYET

100,1 mr

10,0 mr

rap_coa_resultats v5



i0444719
Stamp


CEPTU®UKAT CEPUU i,
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XuHouH 3aBoj DapMaleBTHUECKUX U XUMUYECKHUX NMPOLyKTOB 3A0
- Kommanus Canopu

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

Koxa roBapa: VER 681233
Haumenosanue npenapata:  MAI'HE B6 ¢opte 40X
CrpaHa-uMnoprep: Poccust
Howmep cepun: DV136 Howmep cepun 3akazunka: DV136
JlaTa npousBoacTBa: 03-AIIP-2020 CpoK roJIHOCTH: MAP-2022
Jlo3uposka: cM. B IyHKTe «KormuecTBeHHOE Ompese/icHHe
JlexapcTBeHHas dopma: TaOJIETKH, MOKPBITHIC INICHOYHOI 000JI0UKOi
Tun ynaxoBku: MBX/IIS/MBAX — AJIIO 6muctep
GMID: 681233
Iloxazarenn Hopmbi PesyabTaTsl
- Escherichiacoli, 1 T OtcyTcTBYET

* JlonoJHUTEIbHBIE TECTUPOBAHMUS HE TPOBOJIMIINCH B X0/1€ PYTUHHOW MHCIIEKIIMH, HE IPOBOIMIINCH Ha JaHHOMN
cepuH (poBoAMTCS Ha Kaxoi 10-i cepun, HO He pexe, 4eM Ha 1 cepuu B ron)

Ccouika Ha HOMep PY, 3apeructpuposansoro  JICP-007053/09

B PO:

A®U, ucnoab30BaHHBIN 115

NMPOU3BOJCTBA
HazBanue npousBonutens AOU
- Marnus nutpat Hp. [on Jloxmann I'm6X, ['epmanust
- Bwuramun B6 JACM Hytpumian [poxykre I'moX,
I'epmanns
‘YnakoBka 1 MapKHUpOBKa: B coorBerctun ¢ HJI

JlanHas cepust oTBeuaeT TpedoBaHusIM HopMaTHBHOM TOKyMEHTAIMH, 3apETUCTPUPOBAaHHON B Poccuiickoii
®Denepaniil B HACTOSIIIEE BPEMs, 110 IEPEUNCICHHBIM MTOKa3aTesIM KadecTBa.

JlanHas cepus TpoW3BEICHAa B COOTBETCTBHM C TpeOoBaHMAMH TeKymied Hammexamieil mpow3BOACTBEHHON
npaktuku (¢ GMP) 1 cooTBeTCTBYET cienn(UKAINAM COOTBETCTBYIOIIETO PerncTpannoHHOro Y 10CTOBEpEHUS.
JlanHbIii cepTuduKaT aHaIM3a TOANUCAH HIEKTPOHHON TOJIITUCKHIO C UCTIOIh30BAaHUEM BATUAMPOBAHHONW CUCTEMBI
LIMS.

Pemienne YIIOJIHOMOYE€HHOI'O JIMIIa

Pemenne: OJIOBPEHO
Hara: 16-AITP-2020 10:48
YnosHOMO4Y€eHHOE JIUILIO: Hari Janosne np. Tuza Timea
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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 : DV136 Customer lot no. : DV136
Date of manufacture: 03-APR-2020 Expiry date : MAR-2022
Strength : see at the assay

Dosage form : film-coated tablet

Packaging type : PVC/PE/PVDC - ALU blister

GMID code : 681233

CHARACTERS

- Appearance Complies
IDENTIFICATION

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

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

- Pyridoxine hydrochloride (HPLC) Complies
- Average mass (SPXIII) 825 mg

- Uniformity of mass (Ph.Eur./SPXIII) Complies
- Disintegration time (Ph.Eur./SPXIII) 13 min
UNIFORMITY OF CONTENT (Ph.Eur.)

- Pyridoxine hydrochloride (UV) Complies
ASSAY

- Magnesium (Complexometry) 100.1 mg
- Pyridoxine hydrochloride (HPLC)

10.0 mg T TN

ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*

- TAMC CFU/g
- TYMC CFU/g
- Escherichia Coli, 1 g

s batch

* Additional tests are not performed for

(for every 10th lot but at least for 1 lot
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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 : DV136 Customer lot no. : DV136
Date of manufacture: 03-APR-2020 Expiry date : MAR-2022
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 : 16-APR-2020 10:48
Qualified person: Hari Jénosné dr. Tuza Timea
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