CEPTU®UKAT CEPUU

SANOFI .7

Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhaz,Lévai u.5.,Hungary)

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

GMID: 807524 Kon ToBapa: VER 807524
HaumenoBanue npenapara: MATHE B6 ® ¢opre 40X
CrpaHa-umMmnoprep: Poccust
Howmep cepumu: Fvels Howmep cepun 3akazuunka: FVels5
JlaTa npou3BoCTBa: 18-OKT-2022 CpOK roJJTHOCTH: CEHT-2024
JlosupoBka: cM. B myHKTe «KoIImaecTBeHHOE OIIpeneICHUe) BrimymenHoe kon-Bo (ymakoBok): 19 893
JlexkapctBennas opma: TaOJICTKH, TTOKPBITHIC MIICHOYHOU 000JI0UKOM Howmep cepun AOU: FV05228, FV05235
Tur ynakoBKH: TIBX/TI/TIBAX — AJIFO Girctep
YcnoBust XxpaHeHHUs: Xpanuts npu Temreparype He Boire + 30 © C.
IMoka3zaTean Hopmbi Pe3yabTaThbl
XAPAKTEPUCTHUKH
— Onucanue OBaJIbHBIC JIBOSKOBBIMTYKIIbIC TA0JICTKHY, CoOTBETCTBYET
TTOKPBITHIC MIICHOTHOW 000JI0UKOM
6emoro 1Beta. Ha n3nome BUIHBI 1Ba
cIosi: 0001109Ka 6EJI0To IIBETa 1
TabieToYHas Macca OeJIoro mBera.
HOAJIMHHOCTD
— Marnunit KauectBennas ITonoxuTenbHBINA pe3yIbTaT COOTBETCTBYET
Peaxuus (EBp.®d.) (o ocanky)
— Hurparsl KauectBennast ITonoxuTenbHplid pe3yibTaT CoOTBETCTBYET
Peaxuus (EBp.®d.) (1o uBeToBoi peakiym)
- Ilupupoxcuna rugpoxmnopun (BIXX) [TonoxuTenbHbIN pe3yabTaT CooTBeTCTBYET
- Cpennss macca (I'® XIIT) 779 - 861 mr 818 mr
- Ogmnoponuocts Maccsl (EBp.®.) Cpennsisi macca +/-5 %, u3 20 tadnetok,  CoOTBETCTByeT
MMOKPBITHIX TUNICHOYHOH 000JI0YKOH,
OTKJIOHEHUE cpeaHer maccsl +/-10 %
JIOITyCKaeTCsl He 0oJiee B IBYX
Ta0JeTKax, MOKPBITBIX 000JIOYKON
- Pacnanaemocts (EBp.®.) <= 30 MuHYT 14 mun
OnHopoaHocTsb no3upoBanus (EBp.d.)
- TIupunokcuna ruapoxsopuna (Y® mwm BOXX) <=15,0 4,7 %
(EBp.®./ T'® XIII)
KOJMYECTBEHHOE OIIPEJEJEHUE
— MarHauii (¢ KOMITICKCOHOMETPUIECKUM Ot 95,0 no 105,0 mr/Tabnerka, 99,1 mr
TUTPOBAHUEM ) MTOKPBITAs INIEHOYHOH 000I09KOT
— Tupunokcuna ruapoxiopus (BOKX) Ot 9,5 o 10,5 mr/rabieTKa, MOKPHITAS 10,0 mr
IDICHOYHOU 00O0JI0YKON
JOINOJIHUTEJIbHASI UHOOPMALUA

Muxpoouonoruueckas unctota (Epp.d.) *
- OO0mIee KOJIMYECTBO a3POOHBIX

MukpooprannsmoB KOE/r <100
- OO0uiee 4nCIIo APOAKIKEBBIX U INIECHEBBIX TprOOB <10
KOE/r
- Escherichia coli, 1 T OTCyTCTBYET

* JonoJHUTEIbHbIC TECTUPOBAHMS HE TPOBOMIIKMCH B X0/1¢ PYTUHHOW MHCIIEKLIUH, HE TIPOBOIUIIUCH
(mpoBoauTCs Ha Kaxkmou 10-i cepuun, HO He pexe, 4eM Ha | cepuu B TOJI)
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhaz,Lévai u.5.,Hungary)

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

CEPTU®UKAT CEPUU

SANOFI .7

GMID: 807524 Kon ToBapa: VER 807524
HaumenoBanue npenapara: MATHE B6 ® ¢opre 40X

CrpaHa-umMmnoprep: Poccust

Howmep cepun: FV615 Howmep cepun 3akazunka: FVe615

JlaTa npou3BoCTBa: 18-OKT-2022 CpOK roJJTHOCTH: CEHT-2024

Jlo3upoBka:
JlexkapctBennas opma:
Tun ynakoBku:
VYcnoBus XpaHeHHS:

cM. B myHKTe «KOJIMYEeCTBEHHOE OTIPEACIICHHEY
TaOJICTKH, TIOKPBITBIC NIEHOYHOH 000JI0UKOM
TIBX/TI/TIBAX — AJIFO Girctep

Xpanuts npu Temreparype He Boire + 30 © C.

BrimymenHoe kon-Bo (ymakoBok): 19 893
Howmep cepun ADU:

FV05228, FV05235

IToxa3zaTenan

Hopmbi

Pe3yabTaThbl

Ccbuika Ha HoMep HopMmaTuBHOI
JloxyMeHTanum:
CPOK T'OJJHOCTH

A®U, ucnob30BaHHBIN IS
NMPOU3BOJICTBA
Ha3zpanue npoussonutens AOU
- Marnaus qutpar
- Bwuramun B6

YnakoBka U MapKHPOBKa:
Ha Gnucrepe Ha pyCCKOM SI3bIKE YKAa3aHO:

Ha xapToHHO# nayke Ha PyCCKOM SI3bIKE
YKa3bIBAIOT:

JICP-007053/09-070909, n3menenus 1-11

2 roga

JHp. [Mayne Jlomann 'M6X, ['epmanns

JICM Hytpumran [pogakre I'm6X, Emil-Barell-Str.3,79639 Grenzac,

I'epmanus

B coorBercTBHU ¢ H]

ToproBoe HaMMEHOBaHHE TIPETIapaTa ¢
IpegynpeauTeabHol MapkiupoBKol ®, conepkaHue
maraus (Mg++) 1 TMpuIOKCHHA TUAPOXJIopuaa B 1
TaleTKe, JEKapCTBEHHYIO ()OPMY, JIOTOTHIT KOMIAHUH
(JlaTmHCKMME OyKBaMM), HOMEP CEPHH, CPOK TOAHOCTH
(roxeH 10). Bo3MokHO HamM4Ke BHYTPEHHUX

U (POBBIX W/WIM MITPUXOBBIX IPONU3BOICTBEHHBIX
KOJIOB.

ToproBoe HaMMEHOBaHHUE MIPETIapara C
MPEeAYyNPEIUTEIIEHON MAPKUPOBKOH ®, comepkaHme
maraust (Mg++) u mupuI0KCHHA THAPOXJIOpHaa B 1
TalJeTKe, JEKapCTBEHHYIO ()OPMY, KOJTHMIECTBO
Ta0JIETOK B yHakoBKe, « /st mprema BHYTpPb», COCTaB
Ha | TaOneTKy (HaMMEHOBaHUE U KOJIMYECTBO
JICMCTBYIOIINX BELIECTB, IEPEUCHb BCIIOMOTATEIbHBIX
BEILECTB), YCIOBHSI XPaHCHHMSI, YCIOBUS OTITYCKa,
«XpaHHUTh B HEJOCTYITHOM JJIs IeTei mectey, «Ilepen
MIPUMEHEHNEM BHAMATEIFHO MPOYNTANTE
WHCTPYKIIHIOY», HANMEHOBAHHE M CTPaHy (HhUPMBI-
MIPOU3BOIUTENS, HOMEP PETUCTPAIIIOHHOTO
YAOCTOBEPEHUSI, TOTOTHIT KOMITAHUH (JTaTHHCKAMH
OyKBaMu), HOMEp CEpHH, AaTy MPOU3BOACTBA, CPOK
TOHOCTH (TOACH J0), ITPUX-KOJ, TEMAaTHIECKHAES
PHUCYHKH.

Bozmoskno Hanmuuue 2D unun QR-koxa, BHYyTpeHHUX
IU(PPOBBIX WM MITPUXOBBIX MTPOU3BOICTBCHHBIX
KOJIOB KOMITaHWHU. BO3MOXKHO HajM4ue 3alUTHON
HaKJICHKH. JIOTIOJIHUTEIHHO MOXKET OBITh HAaHECEHA
nH(opManus i MOHUTOPHUHTA IBHXKSHHUS
JIEKapCTBEHHBIX IPENapaToB OT HPOU3BOIUTENS 1O
KOHEYHOTO TIOTPEOUTEII.

COOTBETCTBYET

COOTBETCTBYET
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CEPTU®UKAT CEPUU SAN OFI J

Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,

2112 Veresegyhaz,Lévai u.5.,Hungary)

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

GMID: 807524 Kon ToBapa: VER 807524
HaumenoBanue npenapara: MATHE B6 ® ¢opre 40X

CrpaHa-umMmnoprep: Poccust

Howmep cepun: FV615 Howmep cepun 3akazunka: FVe615

JlaTa npou3BoCTBa: 18-OKT-2022 CpOK roJJTHOCTH: CEHT-2024
Jlo3upoBka: cM. B myHKTe «KonuuecTBeHHOE OIpeieIeHHueY BrimymenHoe kon-Bo (ymakoBok): 19 893

JlekapcTBenHast (hopma: TaOJICTKH, TIOKPBITBIC NIEHOYHOH 000JI0UKOM Howmep cepun ADU: FV05228, FV05235
Tur ynakoBKH: TIBX/TI/TIBAX — AJIFO Girctep

YcnoBust XxpaHeHHUs: Xpanuts npu Temreparype He Boire + 30 © C.

IMoka3zaTean Hopmbi Pe3yabTaThbl
VYnakoBka: ITo 20 rtabnerox B Ommcrep w3 I[IBX-IID-TIBJAX/ CoorBercTByeT

(hoseru anmromuaueBoi. I1o 2 Gmcrepa mo 20 TadbaeTok
BMECTE C HHCTPYKIIHCH MO MPUMEHEHHIO B KAPTOHHYIO
MaYKy

JlanHas cepust oTBewaer TpeOoBaHMAM HopMaTWBHON JOKyMEHTanmu (KaKk 4YacTH PErHCTPAllMOHHOTO  JI0ChE),
3apeructpupoBaHHoil B Poccuiickoin denepanun B HACTOSIIEE BpEeMs, 110 TIEPEUHUCICHHBIM MTOKa3aTessIM KauecTBa.
Hacrosimunm moarBepskaaeTcs, YTo TEKyIlasi Cepusi COOTBETCTBYET TPEOOBAHUSAM Pa3/eiioB «YIakoBKa» U «MapKUpOBKa» B
HopmaTtusHoi JlIokyMeHTalMU, 3apEerUCTPUPOBAHHOM B HacTosimiee BpeMs B Poccuiickoit denepanun.

JlaHHas cepust poM3BeIeHa B COOTBETCTBUM C TpeboBaHMsIME TeKyleil Hautexarueit npousBoacTenHoi npaktuku (¢ GMP)
U COOTBETCTBYET crenudukanusM cooTBeTcTByIomero Perucrpanuonnoro YnocroBepenus. JlaHHblii cepTuduKar anaimsa
[OJIIICAH JIEKTPOHHOM MOAMICHIO C UCIIOIb30BAaHUEM BaIMAUPOBAHHOM cucTeMbl LIMS.

Pemenmne: OJIOBPEHO
Hara: 28-OKT-2022 10:03
YnosHOMO4YeHHOE JIHIIO: dr. Solti Ménika Maria
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BATCH CERTIFICATE

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

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

SANOFI .2

GMID code

Product name

Import. country
Lot number

Strength

Dosage form

Date of manufacture:

807524

Item code

MAGNE B6 (R) FORTE film-coated tablets

40X

Russia

FV615

18-0CT-2022

see at the assay
film-coated tablet

Customer lot

Expiry date

Release gty (packs):

Packaging type
Storage condition

\.

PVC/PE/PVDC-ALU blister

Do not store above +30°C

Batch Number of API:

VER 807524

FV615
SEP-2024

19893
Fv05228, FV05235

(Ph.Eur.)

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 routine inspection,

95.0 - 105.0 mg / film-coated tablet
9.5 - 10.5 mg / film-coated tablet

<=100
<=10

absent

(for every 10th lot but at least for 1 lot/year)

not conducted for this batch

Tests Specifications Results
CHARACTERS
- Appearance Oval, white biconvex film-coated Complies
tablets. On a break two layers are
visible: the white coating and white
tablet mass.
IDENTIFICATION
- Reaction of Magnesium (Ph.Eur.) Positive Complies
(By precipitate)
- Reaction of Citrates (Ph.Eur) Positive Complies
(According to colour reaction)
- Pyridoxine hydrochloride (HPLC) Positive Complies
- Average mass (Ph.Eur.) 779 - 861 mg 818 mg
- Uniformity of mass (Ph.Eur.) Average mass +/- 5 %, from 20 Complies
film-coated tablets a discrepancy of
average mass +/- 10 % is permitted at
not more than two film-coated tablets.
- Disintegration time (Ph.Eur.) <= 30 minutes 14 min
UNIFORMITY OF DOSAGE UNITS
- Pyridoxine (UV or HPLC) <=15.0 4.7 %
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BATCH CERTIFICATE SANOF| g

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

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

GMID code : 807524 Item code : VER 807524
Product name : MAGNE B6 (R) FORTE film-coated tablets

40X
Import. country : Russia
Lot number : FV615 Customer lot : FV615
Date of manufacture: 18-0CT-2022 Expiry date : SEP-2024
Strength : see at the assay
Dosage form : film-coated tablet Release gty (packs): 19893
Packaging type : PVC/PE/PVDC-ALU blister Batch Number of API: FV05228, FV05235
Storage condition : Do not store above +30°C
F o
Tests Specifications Results

Reference of approved Normative Document:LSR-007053-09-070909, variations 1-11

SHELF LIFE 2 years

API used for production
Manufacturer's name of API

- Magnesium Citrate Dr. Paul Lohmann GmbH, Germany

- Vitamin B6 DSM Nutritional Products GmbH-Emil-Barell-Str.3,79639 Grenzac,Germany
Packaging and labelling: In accordance with ND

The blister label states in Russian The trade name of the medicinal product Complies

language: with the sign ®, content of magnesium

(Mg++) and Pyridoxine hydrochloride per
one tablet, dosage form, Company’s
logotype (Latin script), batch number,
shelf-life (expiry date). Existence of
internal digital and/or production
barcodes of the company is possible.
The carton label states in Russian The trade name of the medicinal product Complies
language: with the sign ®, content of magnesium
(Mg++) and Pyridoxine hydrochloride per
one tablet, dosage form, number of
tablets per one pack, "For oral
administration", composition per one
tablet (including name and content of

active substances and list of

excipients), storage conditions,
conditions of dispensing, "Keep out of
reach of children", "Please carefully
read the instructions before use", name
and country of the manufacturer,

the Registration Certificate

Number, Company’s logo (Latin

script), batch number, manufacturing

date, shelf-life (expiry date), bar-code
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

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

GMID code : 807524 Item code : VER 807524
Product name : MAGNE B6 (R) FORTE film-coated tablets

40X
Import. country : Russia
Lot number : FV615 Customer lot : FV615
Date of manufacture: 18-0CT-2022 Expiry date : SEP-2024
Strength : see at the assay
Dosage form : film-coated tablet Release gty (packs): 19893
Packaging type : PVC/PE/PVDC-ALU blister Batch Number of API: FV05228, FV05235
Storage condition : Do not store above +30°C
F o
Tests Specifications Results

thematic drawings. Existence of 2D-code
or QR-code, internal digital or
production barcodes of the company is
possible. Protective sticker is
possible. In addition, information can
be applied to monitor the movement of
drugs from the manufacturer to the

customer.

Packaging: 20 tablets in a PVC-PE-PVDC/aluminum Complies
foil blister. 2 blisters of 20 tablets
each with the package insert in a

cardboard box.

It is confirmed that the current batch meets the requirements of the Normative Document (as a part of
Regulatory dossier) currently registered in Russian Federation on the listed quality parameters.
It is hereby certified that the current batch meets the requirements of Sections Packaging and Labelling of

Normative Document currently registered in Russian Federation.

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.

Decision : ACCEPTED
Date : 28-0CT-2022 10:03
Qualified person dr. Solti Ménika Méaria

\.
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