BATCH CERTIFICATE SAONo fi

Opella Healthcare Hungary Ltd.,

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

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

GMID code 844927 Item code VER 844927

Product name MAGNE B6 coated tablets 100X

Import. country Russia

Lot number GV570 Customer lot GV570

Date of manufacture: 20-0CT-2023 Expiry date SEP-2025

Strength see at the assay

Dosage form coated tablet Release gty (packs): 11628

Packaging type PVC-ALU blisters Batch Number of API: GV04169, GV04170, GvV03980

Storage condition At temperature not above +25 °C

\.

Reference of Normative Document:

SHELF LIFE

*Additional tests are not performed for routine inspection,

- TAMC <=100 CFU/g
- TYMC <=10 CFU/g
- Escherichia coli , 1 g Absent

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

LP-No (002046) - (RG-RU) -280323

2 years

Tests Specifications Results

CHARACTERS

- Appearance White oval-shaped biconvex coated Complies
tablets with smooth glossy surface.

IDENTIFICATION

- Magnesium (By precipate) Positive Complies

- Magnesium lactate dihydrate (TLC) Complies with reference Complies

- Piridoxine hydrochloride (TLC) Complies with reference Complies

- Titanium dioxide (According to colour Positive Complies

reaction)

- Disintegration time <= 60 minutes 34-40 min

ASSAY

- Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 469.9 mg

complexometric titrations)

- Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.05 mg

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*

not conducted for this batch
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BATCH CERTIFICATE SAONo fi

Opella Healthcare Hungary Ltd.,

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

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

GMID code : 844927 Item code : VER 844927

Product name : MAGNE B6 coated tablets 100X

Import. country : Russia

Lot number : GV570 Customer lot : GV570

Date of manufacture: 20-0CT-2023 Expiry date : SEP-2025

Strength : see at the assay

Dosage form : coated tablet Release gty (packs): 11628

Packaging type : PVC-ALU blisters Batch Number of API: GV04169, GV04170, GvV03980
Storage condition : At temperature not above +25 °C

Tests Specifications Results

API used for production
Manufacturer's name of API

- Magnesium Lactate NOVICHEM Sp. z o.0. ul. Gléwna 3 41-508 Chorzdéw, Poland
- Vitamin B6 JIANGXI TIANXIN Pharmaceutical Co.Ltd. Le'anjiang
(cont.) 333 300 Leping, Jiangxi province, CHINA

Packaging and labelling: In accordance with ND

Labelling: Labelling must be in compliance with Complies

1.3.2 Section of registration dossier.

Packaging: By 20 tablets to PVC/aluminum foil Complies
blister. By 5 blisters per 20 tablets
together the instruction leaflet placed

in a carton.

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 : 2-NOV-2023 10:20
Qualified person Hari Janosné dr. Tuza Timea

\.
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Cepruduxar anaausa

Opella Healthcare Hungary Ltd.,

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

sanofi

Tenedpon: +36 28 585 600/daxc: +36 28 585 939
GMID xoxn: 844927 Kon Tomapa: VER_ 844927
IlponyxT MATHE B6 ® Ta6neTkmu, HNOKpPHTEHe obosyoukor, 100X
CrpaHa-MMIOpTEpP: Poccua
Homep cepum: GV570 Homep cepmm kymenTa: GV570
aTa HPOM3BOLACTEA: 20-0KT-2023 IaTa mucTeueHus cpoka CEH-2025
TOOHOCTM :
IJo3MupoOBKa : CMoTpu KosmMuecTBEHHOE OIpenejieHue
JlekapcTBeHHasa ¢popmMma: TabJjeTky, NOKPEITEHE OOOJIOUKOM BrINylleHHOE KOJI-BO 11 628
(YrmakoBOK) :
YrnaxkoBka: Brnucrep [NBX-AJIOMUHUN Homep cepum ADU: Gv04166, Gv04170, GvV03980
YcioeuA XpaHeHUA llpy TeMmnepaType He Bhme + 25 ° C.
MMOKA3ATEJIb HOPMA PE3VYJIBTAT
IlokazaTenn:
- Ommcanme OBaJIbHEIE OBOSKOBHIIYKJIEE TabOJIeTKH, COOTBETCTBYET
IIOKPHITEHE OOOJIOUKOM 6eJioro LBeTa, C
TJlagkKoM OJiecTdmel HNOBEPXHOCTHIO.
NOIJIMHHOCTE :
- MarHumM (1o ocamnky) TTOJIOXMT eJ1b HEIN COOTBETCTBYET
- MarHusa JjakTaTa aurunpat (TCX) COOTBETCTBYET CTaHIAPTY COOTBETCTBYET
- [upmpooxcuHa runpoxjopmun (TCX) CooTBeTCTBYET CTaHIAPTY COOTBETCTBYET
- TuTaHa IOUMOKCHUI (B COOTBETCTBUM C [IOJIOXUTEJIILHEI/ COOTBETCTBYET
LBETHOM peakuLmuen)
- PacmnamaemMocCThb He 6Gomee 60 MMHYT 34-40 MuUHYT
KOJIMYECTBEHHOE OINPEIEJIEHUE
- MarHmsa JakTaT ourmuipat (c 446,5 - 493,5 mr/Tabnerka, IIOKPHTAasS 469,9 Mr
KOMILJIEKCOHOME TPUUE CKUM O0BOIIOUKOM
TUTPOBAHMEM)
-[lupuooxkcuHa ruapoxjopmun (Yo- 4,75 - 5,25 mr/rabierka, [IOKPHTAS 5,05 Mmr
CIeKTPOCKONMA) 0B0JI0UKOML
JOINOJIHUTEJIbHAS VMHSOPMAILIUA
Muxpobuojyioruueckas umcrora (EBp.
D.*)
-Of1mee KOJMYECTBO aspPOOHEIX He Gojee 100 KOE/T
MMKpoOOpraHmsMos (TAMC)
-OBuee KOIMUYECTBO IPOXKEBBIX U He Gojee 10 KOE/r
JIeCHEeBEX TI'pubor (TYMC)
-Escherichia coli, 1 r OTCyTCTBYET
*JJOIIOJIHUTEJIEHEIE TECTHl HE BEBIIOJIHSIOTCS IJIsI PYTHMHHOI'O KOHTPOJIS, IOJIS IAHHOM Cepuy He IPOBOAMIIMCE (IS
xaxnoy 10-1 cepmm, HO He pexe, yeM mjs 1 cepwm B 10n)
Ccriika Ha HoMep HopmarTuBHOM JIIT-Ne (002046) - (PI'-RU)-280323
JoxkyMeHTal UM :
CPOK T'OOHOCTU 2 Toma
rap_coa_resultats v5 CTpaHMLLa 1 us 2




CepTudukaT anaIn3a q 0 n o f i

Opella Healthcare Hungary Ltd.,

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

Tenedpon: +36 28 585 600/daxc: +36 28 585 939

GMID xoxn: 844927 Kon Tomapa: VER_ 844927

IpoAyxT MATHE B6 ® TabyneTku, NOKpPHTHE o6ojsoukor, 100X

CrpaHa-MMIOpTEpP: Poccusa

Homep cepum: GV570 Homep cepmm kymenTa: GV570

aTa HPOM3BOLACTEA: 20-0KT-2023 IaTa mucTeueHus cpoka CEH-2025
TOOHOCTH :

Jlo3upoBKa : CMmoTpm KosMuecTBEHHOE OIpenejieHue

JlekapcTBeHHasa ¢popmMma: TabJjeTky, NOKPEITEHE OOOJIOUKOM BrINylleHHOE KOJI-BO 11 628
(YrmakoBOK) :

YrnaxkoBka: Brnucrep [NBX-AJIOMUHUN Homep cepum ADU: Gv04166, Gv04170, GvV03980

YcioeuA XpaHeHUA llpy TeMmnepaType He Bhme + 25 ° C.

INOKA3ATEJIb HOPMA PE3YJIBTAT

AdM, MCHONBLSOBAHHEIM LIS

IPOMBBOICTEA :

HaspaHme npomssommuTesid AQI:
- MATHMA JIAKTaT HoBuxem Cn. 3 0.0., ul. Glowna 3, 41-508 Chorzow, IloJjbma

- Burammu B6 I3aucu TaHcuHb ®apMmacbioTukan Ko. Jitm, Le'anjiang, 333 300 Leping,
Jiangxi province, Kwuramn

YnaxkoBka M MapKMpPOBKA: B cooreBeTcTBMM c HJI

MapKUpPOBKaA : MapKMpOBKa OOJIXHA COOTBETCTBOBATH CoorBeTCTBYyET
pasmenry 1.3.2 perMcTpauMOHHOTO HOCHE.

Yrnakoeka [lo 20 Tabyerok B Omucrep u3 [IBX/dosmbru COOTBETCTBYET
amoMuHMeBoM. Ilo 5 GamcTepoB no 20

TabJIeTOK BMECTE C JIMCTKOM-BKJIAIBIIEM
IIOMEIAT B KAPTOHHYI IIa4YKYy.

JaHHass cepus COOTBETCTBYyeT TpeboBaHMAM HOPMATMBHOM JOKYMEHTALMM, 3apelMCTPUMPOBAHHONM B HaCTOdllee BpeMs
B Poccurickoi demepaluyu IO MNEPEUMUCIIEHHBHIM [IOKAa3aTEeJsAM KadeCTBa.

HacTosgmmM NOATBEPXIaeTCs, YTO TeKyllas Cepus COOTBETCTBYEeT TPeOOBaHMAM pPas3OesiOB «YIaKOBKa» U
«MapxupoBKa» B HopMaTuBHOM [JOKyMEHTAalMM, 3apeIMCTPUPOBAHHOM B HAaCTOsmee BpeMs B Poccuiickoi dermepalmm.

IaHHasag cepusa [Opou3BeleHa B cooTBeTCcTBUM C CGMP TpeboBaHMaMM ¥ COOTBETCTBYyeT crHeuupmxkaumsaMm
PeruCTpauMoOHHOTO YmocToBepeurda. // JaHHEM cepTUdUKAT aHaIM3a MNONNMCAH 3SJIEKTPOHHOM MOIANMCLI Yepes
BaJIMOMPOBaHHYI cucTeMy JIVMMC.

Pemenne OnoBpeHOo
HaTa: 2-HOSA-2023 10:20
YNONMHOMOYEHHOE NMLO MM NPeACTaBUTENb : Hari Janosné dr. Tuza Timea
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