Ceprudukar anaausa 0 pe.l | a.

Opella Healthcare Hungary Ltd.,

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

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

GMID xoxn: 910379 Kom Tomapa: VER_910379
MponyxT MATHE B6 ® ®OPTE TabneTkyM, MNOKPHTHE IIJIeHOYHOM obomoukoi 100X
CrpaHa-MMIOPTEpP: Poccusa
Homep cepum: Jv792 Homep cepum kmameHTa: JV792
IaTa HPOM3BOLACTEA: 18-10JI-2025 IaTa mcTeueHMs cpoka MIOH-2027
TOOHOCTHU:

Io3MpOBKa : CMmoTpu KoJmuecTBeHHOE olpenesieHure
JlexapcTBeHHas dopmMma: TabyieTKy, [OKPHITHE I1IJIEHOYHOMU BeINyleHHOE KOJI-BO 8 785

0BO0JIOUKOM (YIIaxkoBOK) :
YrnaxkoBKa: IBX/N3/IBIX — AJI0 GimcTep Homep cepum ADU: Jv02331, Jv02498, Jv01782
Ycioeua XpaHEeHMA llpy TeMmnepaType He Bome + 30 ° C.
INOKA3ATEJIb HOPMA PE3YJIBTAT
XAPAKTEPUCTUKA OBaJIbHEIE OBOSKOBEHIIYKJIBIE TabJIETKM, I[IOKPBEITHE CooTBETCTBYET
- OnmcaHue [IJIEHOYHOM ofoJioukoy Beyioro upeTa. Ha manoMme

BUIOHEL IBa CJIOS: oOOJIouka OeJjyioro LBeTa U
TabJieTOUYHass Macca 0eJoro LBeTa.

UIEHTUPUKALINSA :

—  Maruu KadecTBeHHAad [IOJIOXUTENbHEM PEe3yJIbTaT CoorBeTCTBYET
Peaxuma (EBp.d.) (mo ocanky)

— lurpaTe KauecTBEeHHAS [IOJIOXUTEJNIbHEN pPe3yJbTaT CoOTBEeTCTBYET
Peakuua (EBp.d.) (IO LLBETOBOM
peaxkuum)

- [IupuOooKCKMHa rumpoxJjopun (B2XX) [IOJIOXMUTEJNbHEN Pe3yJbTaT CooTBeTCTBYyET
CpenHsas Macca (Ep.d.) 779 - 861 mr 833 mMr
OmHOpOnHOCTE Macce (EBp.d.) Cpenusasa macca +/-5 %, mu3 20 TabieTok, CoOTBEeTCTBYET

IOKPEITEIX IIJIEHOYHOM OOOJIOWKOM, OTKJIOHEHME
cpenHeit Maccu +/-10 $ momyckaercsa He ©GoJjiee B
IByX TabjieTkax, MNOKPHLITHX IIJIEHOUHOM OOOJIOUKOM
- Pacnapmaemocths (EBp.d.) <= 30 MuHyT 14 MuH
OOHOPOAHOCTE NOBMPOBaHMUST <= 15,0 2,9 %
- [upmpmoxkcuHa ruapoxJopmna (BIXX)
(EBp.®.)
KOJIMYECTBEHHOE OINPEJEJIEHUE
- MarHuy (KOMILJIEKCOHOMETPUUECKUM Or 95,0 mo 105,0 mr/TabmeTka, OKPHTAS 101,2 mrp
TUTPOBAHNEM) MJIEHOYHOM 0B0JIOUKOIL
- I[upupooxkcuHa ruapoxjopun (BOXX) Or 9,5 mo 10,5 mr/rabmerka, IOKPHTAS 10,2 wmr

IIJIEHOUHOY OBOOJIOUKOM
TONOJIHUTEJIEHASI MHSOPMALINST

Muxpobuosoruueckas umcrora (EBp. ©.%)

- Ofumee KOJIMYECTBO a3pPOOHBIX <100
MUKPOOPTaHn3MoB KOE/1

- Ofbuee UMCIIO OPOXKEBEIX U IIJIECHEBHIX <10

rputos KOE/r

- Escherichia Coli, 1 OTcyTcTBYyEeT

* JIOMOJIHMTEJIbHEIE TEeCTUPOBaHMS He MNPOBOIMIMCHL B XOIEe PYTMHHOM MHCIEKLMM, He MNPOBOIMIIMCH Ha IaHHOMU
cepumu (nposommrcs Ha kaxnor 100-7 cepum, HO He pexe, YeM Ha 1 cepum B I'OI)
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Ceprudukar ananuza O pe.l la.

Opella Healthcare Hungary Ltd.,

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

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

GMID xogx: 910379 Kopm Tomapa: VER_910379
MponyxT MATHE B6 ® ®OPTE TabneTkyM, MNOKPHTHE IIJIeHOYHOM obomoukoi 100X
CrpaHa-uUMIIOPTEpP: Poccua
Homep cepum: Jv792 Homep cepum kmameHTa: JV792
JaTa HpOM3BOACTBA: 18-10JI-2025 IaTa mcTedyeHMs cpoxa MIOH-2027
TOOHOCTH

Jlo3MpoOBKa : CMoTpy KosmMyeCcTBEHHOE OlIpenesyieHue
JlekapcTBeHHasa dopmMma: TabyieTky, NOKPETHE [IJIEHOUYHOM BrmymeHHOEe KOJI-BO 8 785

0BO0JIOUKOM (YIIaxkoBOK) :
YrnaxkoBKa: IBX/N3/IBIX — AJI0 GimcTep Homep cepum ADU: Jv02331, Jv02498, Jv01782
Ycioeua XpaHEeHMA llpy TeMmnepaType He Bome + 30 ° C.
INOKA3ATEJIb HOPMA PE3YJIBTAT
Ccriika Ha HoMep HopmaTuBHOM JIII-Ne (002077) - (PI'-RU)-110724
JoKyMeHTal UM :
CPOK T'OJHOCTU 2 Toma

A®M, MCHONBLBOBAHHEI IS NpOMUBBOIACTEA :
HaszBaHme npomssommuTesisa AQI:

- MarHma umuTpaT Ip.llaynp JlomanH I'MO6X & Ko. KI'aA, TI'epMaHuA

- Burammuu B6 3sHCcu TumauxkcuH ®apmaceioTmras Ko.Jltm, Le an Jiang Industrial
Zone, 333 300 Leping, Jiangxi Province, Kuramn

YnakoBka M MapKMpPOBKaA: B cooreeTcTBMM C HI

MapkuUpoOBKa : MapkMpOBKa IOJDKHA OBITb B COOTBETCTBUMU C CoorBeTCTBYET

pazzesioM 1.3.2 PerMcTpPalMOHHOTO IOChe.

YrnakoBKa : [lo 20 rabmerok B Omucrep u3 [IBX-NID-TIBIX/ CooTBETCTBYET
bonbrm amoMmHMeBOM. [lo 5 BmamcrTepon mo 20
TabJIeTOK BMECTE C JIMCTKOM—BKJIAJBIIEM B
KapTOHHYK a4dKy.
HacTosamuMm NOATBEpXIaeTCs, 4YTO IaHHAs cepus COOTBETCTByeT TpeboBaHMAM HopMmaTuBHOM [JoKyMeHTalUuu (4acTu
PEeTMCTPalMOHHOTO HOChE), 3aperMCTPMPOBAHHOM B HacTosllee BpeMsa B Poccuiickol delepaluy IO NEePEeUMCIIEHHBIM
nmokasaTesisaM KadecTBa.
HacTosammMm nmoAOTBEepXOaeTCs, WTO OaHHAs cepusa COOTBETCTBYeT TPeOOBAaHMAM pPas3IelloB «YIaKOBKa» U
«MapxkupoBka» B HopmaTmeHOM [JOKyMEeHTalUM, 3apeTMCTPMPOBAHHOM B HacTosAllee BpeMsa B Poccuiickon denmepaumn.

JlanHass cepmusa I[OpoM3BEeIeHa B COOTBETCTBMM C CGMP TpefoBaHMAMM M COOTBETCTBYeT cClHeurpmraLmsaM
COOTBETCTBYKIETO PernMcTpalMOHHOTO YHOOCTOBepeHMsa. // JlaHHBM CepTHMOMKAT aHaiaMs3a [OONMCAaH BJIEKTPOHHOM

NOANMCBI Yepes BalMAMPOBaHHYI cucTeMy JIMMC.

PewmeHnne OnmobpeHo
Hara: 21-HOsA-2025 09:46
YIIOJIHOMOUYEHHOe JIMLO MIM NPenCTaBUTeNb : Kovacs-Ulics Bianka Zs6fia
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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 : 910379 Item code : VER_910379
Product name : MAGNE B6 (R) FORTE film-coated tablets

100X
Import. country : Russia
Lot number : Jv792 Customer lot : Jv792
Date of manufacture: 18-JUL-2025 Expiry date : JUN-2027
Strength : see at the assay
Dosage form : film—coated tablet Release gty (packs): 8785
Packaging type : PVC/PE/PVDC — ALU blister Batch Number of API: JV02331, Jv02498, Jv01782
Storage condition : Do not store above +30 °C
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 833 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 (HPLC) <=15.0 2.9 %
(Ph.Eur.)

ASSAY

— Magnesium (Complexometry) 95.0 - 105.0 mg / film-coated tablet 101.2 mg
— Pyridoxine hydrochloride (HPLC) 9.5 - 10.5 mg / film-coated tablet 10.2 mg

ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*

- TAMC CFU/g <=100
- TYMC CFU/g <=10
— Escherichia Coli, 1 g absent

* Additional tests are not performed for routine inspection, not conducted for this batch

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

Opella Healthcare Hungary Ltd.,

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

O pella.

Phone: +36 28 585 600 / Fax: +36 28 585 939
GMID code 910379 Item code VER_910379
Product name MAGNE B6 (R) FORTE film-coated tablets
100X
Import. country Russia
Lot number Jv792 Customer lot Jv792
Date of manufacture: 18-JUL-2025 Expiry date JUN-2027
Strength see at the assay

\.

Dosage form
Packaging type

Storage condition

film—coated tablet
PVC/PE/PVDC - ALU blister

Do not store above +30

Release gty (packs): 8785
Batch Number of API: JV02331, Jv02498, Jv01782

°C

Tests

Specifications Results

Reference of approved Normative Document:

SHELF LIFE

API used for production
Manufacturer's name of API

— Magnesium Citrate
— Vitamin B6

(cont)

Packaging and labelling:
Labelling:

Packaging:

It is confirmed that the current batch meets the requirements of the Normative Document

Regulatory dossier) currently registered

LP-No (002077) - (RG-RU) -110724

2 years

Dr. Paul Lohmann GmbH, Germany

Jiangxi Tianxin Pharmaceutical Co. Ltd, Le'anjiang Industrial Zone

333 300 Leping, Jiangxi province CHINA

In accordance with ND

Labelling must be in compliance with Complies
1.3.2 Section of registration dossier.
20 tablets in a PVC-PE-PVDC/aluminum Complies

foil blister. 5 blisters of 20 tablets
each with the package insert in a

cardboard box.

(as a part of

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.
validated LIMS.

|| This Certificate of Analysis has been electronically signed from a
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BATCH CERTIFICATE

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

O pella.

GMID code 910379 Item code VER_910379
Product name MAGNE B6 (R) FORTE film-coated tablets
100X

Import. country Russia
Lot number Jvi792 Customer lot Jv792
Date of manufacture: 18-JUL-2025 Expiry date JUN-2027
Strength see at the assay
Dosage form film—coated tablet Release gty (packs): 8785
Packaging type PVC/PE/PVDC — ALU blister Batch Number of API: JV02331, Jv02498, Jv01782
Storage condition Do not store above +30 ©°C
Decision ACCEPTED
Date 21-NOV-2025 09:46
Qualified person Kovacs-Ulics Bianka Zsdéfia
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