Cepruduxar anajausa

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéaz,

Lévai u.5., Hungary

(formerly CHINOIN Private Co. Ltd.,

2112 Veresegyhaz,

Lévai u.5., Hungary)

Tenedon: +36 28 585 600/dakc: +36 28 585 939

Opella.

GMID xogn:
IIponyxT
CrpaHa-uMIIOPTEp:
Homep cepwmm:

IaTa ONpomM3BOLCTBA:

JosupoBKa @

JlekapcTBeHHasa dopma:

YnakoBKa:

YCJIOBMA XpPaHeHUA

844931 Kon Tomapa:

MATHE B6 ® TabseTkyu, NOKpPHTHE obosoukoi, 60X
Poccusa
KV143 HomMmep cepum KJIMEHTA:

11-AlIP-2026 IaTa MCTeUeHMuS CpoKa

TOOHOCTU :
CmoTpu KosmuecTBEeHHOe olpenesieHue
TabneTku,

[IOKPEITHIE OOOJIOUKOM  BEINyllEHHOE KOJI-BO

(YIIakoBOK) :
Biucrep [IBX-AJIOMUHUM Homep cepum AQN:

llpy TeMmnepaType He Bome + 25 ° C.

VER_844931

Kv143
MAP-2028

19 887

Kv00682, KV00713

IMOKA3ATEJIb HOPMA PE3YJIBTAT
Iloka3zaTenn:
- Onmcanne OBaJIbHEE IOBOSKOBEIIYKJIHE TabJIeTKH, COOTBETCTRBYyET
IIOKPEITEE OOOJIOUKOM OeJioro LBeTa, C
TJlagkoM OJecTdmel NOBEPXHOCTHIO.
VIEHTUSUKALINA :
- MarHumM (o ocamnky) TIOJIOXU T eJIb HEI COOTBETCTBYET
- MarHmsa JjaxTaTa aurmunpat (TCX) CooTBeTCTBYEeT CTaHIAPTY COOTBETCTBYyET
- [upmpooxkcuHa ruapoxjopmun (TCX) CoOTBETCTBYET CTaHOaApTy COOTBETCTBYET
- TuraHa IMOKCHI (B COOTBETCTBMM C [IOJIOXUTEJILHLIN COOTBETCTBYET

LBETHOM peaklueln)

- PacnamaemocTs

He 6Gojiee 60 MuMHYT

KOJIMYECTBEHHOE OIIPEIEJIEHUE

- MarHma JsakTatT ormnnpaT
KOMIIJIEKCOHOMETPMYE CKMM

TUTPOBAHMEM)

-[IMPUOOKCUHA THUIOPOXJIOPUI

CIEKTPOCKONNA)

(c 446,5-493,5 mr/TabieTka, NOKPHTAS
0BDO0JIOUKOM
(Yo- 4,75-5,25 mMr/rabieTrka, NOKPHTAS

0B0O0JIOUKOM

HOOIOJIHUTEJIEHASL MHSOPMALIVS

Mukpobuosioruueckas 4YMCTOTa

o.*)

-Ofmee KOJIMYECTBO adpPOOHEIX
(TAMC)

-Oflmee KOJMYECTBO HOPOXKEBEIX U
(TYMC)

1

MMKPOOPTaHU3MOB

IJIECHEBEIX I'pPUOOB

-Escherichia coli,

(EBp.

He 6Gojiee 100 KOE/r

He 6Gojiee 10 KOE/r

OrcyTcTByeT

35-38 MUHYT

467,1 Mr

5,01 mr

*lIOIYOJThW4ﬂ’eJIbI{EJe TeCTBl H€ BERIIOJIHARTCA OJId PYTMHHOI'O KOHTPOJIA, IOJIA HaHHOM cepuy He IIPOBOOMIIVICE

xaxngoy 100-31 cepwum, HO HE pexe,

Ccrlka Ha HoMep HopMmaTueHOU

JoKkyMEeHTalUUM :
CPOK T'OOHOCTU

yem ngiass 1 cepmm B I'01)
JII-Ne (002046)- (PI'-RU)-280323

2 Toma

(o
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Cepruduxar anajausa O pel la.

Opella Healthcare Hungary Ltd.,

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

Tenedon: +36 28 585 600/dakc: +36 28 585 939

GMID kogn: 844931 Koxm ToBapa: VER_844931

MponyxT MATHE B6 ® TabseTkyu, NOKpPHTHE obosoukoi, 60X

CrpaHa-MMIoOpTeEp: Poccua

Homep cepum: Kv143 HoMep cepum KJIMEHTA: Kv143

laTa HNPOM3BOACTEBA: 11-AlIP-2026 IaTa MCTeUeHMuS CpoKa MAP-2028
TOOHOCTM :

Io3MpOBKa : CmoTpu KosmuecTBEeHHOe olpenesieHue

JlekapcTBeHHas dopma: TabJeTKM, I[IOKPHITHE OOOJIOUKOM  BEINIylEHHOE KOJI-BO 19 887
(YIIakoBOK) :

YnakoBKa: Biucrep [IBX-AJIOMUHUM Homep cepum ADU: Kv00682, KV00713

YcIoBMsa XpaHeHUs llpu TeMneparype He Beme + 25 ° C.

INOKA3ATEJIb HOPMA PE3YJIBTAT

A®M, MCHONBLBOBAHHEI IS

NPOMBBOLCTEA :

HazBaHme npomssomuTessa ADU:
- MaTHMS JIaKTaT Mosxc KauTabpa C.JI.- Poligono Industrial Requejada, 39313,
Polanco, McnaHusa

- Burammu B6 Iz3aucu TumaHkcuH OdapmacbioTukain Ko. Jirm, Le'anjiang,
333 300 Leping, Jiangxi province, Kutanu

YrnakoBka M MapKMpPOBKA: B cooreBercTBMM C HJ

MapKMpOBKaA : MapkMpOBKa IOJIXHA COOTBETCTBOBATH CoOTBETCTBYET
paszeny 1.3.2 perMCTpPauMOHHOTO IOCHE.

YnakoBka Mo 20 TabmeTok B Oiucrep M3 IIBX/dosbru COOTBETCTBYET
ammoMyHMeBoM. [lo 3 6GamucTepa no 20

TabJIeTOK BMECTE C JIMCTKOM-BKJIaIbIIEM
IIOMENAanT B KAPTOHHYI I[Ia4Ky.

HacrTosmmM NOATBEPXIaeTCsl, 4YTO INaHHAS Cepus COOTBETCTBYyeT TpefoBaHMaM HopMaTuBHON JOKyMEHTaLMM (UacTu
PEeTMCTPALMOHHOTO IOChE), 3apeTlMCTPUPOBAHHONM B HacCTosdlee BpeMs B Poccuickoyd demepauyy O [NePEUMCIIEHHBIM
okasaTeJsisiM KadecTBa.

HacrosgmmM [IOATBEPXIAEeTCsl, YTO INaHHAS Cepus COOTBETCTBYET TPeBOBaHMSAM Pas3IelioB «YIaKoBKa» U
«MapxupoBKa» B HopMmMaTuBHOM JOKYyMEHTAaLMM, 3apeIrMCTPUPOBAHHOM B HacCTOsmee BpeMs B Poccuiickoit denepaumm

IaHHasg cepus IIpou3BeIeHa B COOTBeTCTBMM C CGMP Tpeb®oBaHMAMUM UM  COOTBETCTBYyET crienurraumsaM
PerMcTpaluMoOHHOTO YIOocToBepeHrd. // JaHHEM cepTubukaT aHaamM3a OOANMCAH SJIEKTPOHHOM M[NOINMCLID uUepes
BaJIMOMPOBaAHHYI cucreMy JIMMC.

Pemenne OmobpeHO
HOara: 17-AllP-2026 14:33
YIIOJIHOMOYEHHOE JIMLIO MM NPenCTaBUTeNb: Kovacs-Ulics Bianka Zséfia
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BATCH CERTIFICATE Opella.

Opella Healthcare Hungary Ltd.,

2112 Veresegyhédz,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 844931 Item code VER_844931
Product name MAGNE B6 coated tablets 60X

Import. country Russia

Lot number KVv143 Customer lot KVv143
Date of manufacture: 11-APR-2026 Expiry date MAR-2028
Strength see at the assay

Dosage form coated tablet Release gty (packs): 19887

Packaging type
Storage condition

\.

PVC-ALU blisters

Batch Number of API:

At temperature not above +25 °C

Kv00682, KV00713

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 35-38 min

ASSAY

— Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 467.1 mg

complexometric titrations)

— Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.01 mg

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*

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

*Additional tests are not performed for routine inspection,

(for every 100th lot but at least for 1 lot/year).

Reference of Normative Document:

SHELF LIFE

LP-No (002046) - (RG-RU) —-280323

2 years

not conducted for this batch
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BATCH CERTIFICATE Opella.

Opella Healthcare Hungary Ltd.,

2112 Veresegyhédz,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 : 844931 Item code : VER_844931
Product name : MAGNE B6 coated tablets 60X

Import. country : Russia

Lot number : Kv143 Customer lot : Kv143

Date of manufacture: 11-APR-2026 Expiry date : MAR-2028
Strength : see at the assay

Dosage form : coated tablet Release gty (packs): 19887

Packaging type : PVC-ALU blisters Batch Number of API: KV00682, KV00713
Storage condition : At temperature not above +25 °C

F o
Tests Specifications Results

API used for production
Manufacturer's name of API

— Magnesium Lactate MOEHS Cantabra S.L.- Poligono Industrial Requejada, 39313, Polanco, Spain
— 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 3 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.

\
I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with

the requirements of the Marketing Authorisation of the destination country. || This Certificate of Analysis has
been electronically signed from a validated LIMS.

Decision : ACCEPTED
Date : 17-APR-2026 14:33
Qualified person Kovacs-Ulics Bianka Zséfia

\.
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