Cepruduxar anajausa

Opella Healthcare Hungary Ltd.,

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

Opella.

Tenedon: +36 28 585 600/daxc: +36 28 585 939
GMID kox: 877823 Koxm Tomapa: VER_877823
MponyxT MATHE B6 ® ®OPTE TabieTkmu, MOKPHTHE IJIEHOYHOM obosoukoit 60X
CrpaHa-MMIoOpTeEp: Poccua
Homep cepum: Kv174 Homep cepum kjmeHTa: KV174
laTa HNPOM3BOACTEBA: 14-0EB-2026 IaTa mucTeueHus cpoka SAHB-2028

TOOHOCTN
Io3MpOBKa : CMmoTpu KoJmuecTBeHHOE olpenesieHure
JlexapcTBeHHas dopmMma: TaByieTky, I[IOKPHEITHE I[IJIEHOUYHOM BHIIyMEHHOE KOJI-BO 14 742
0DO0JIOUKOM (YyIIakoBOK) :

YnakoBKa: IBX/N3/IBOX — AJI0 GaucTep Homep cepun AQU: Kv00289, KVv00206
YcroBusa XpaHeHUS llpy TemneparType He Bome + 30 ° C.
INOKA3ATEJIb HOPMA PE3VJIBTAT
XAPAKTEPUCTUKA OBaJIbHEIE OBOSKOBEHIIYKJIBIE TabJIETKM, I[IOKPBEITHE CooTBETCTBYET
- OnmcaHue IJIEHOYHOM OOOJIOUKOM Oejioro LBeTa. Ha m3jome

BUIOHEI IBa CJIOA: OOOJIOUka OeJjioro LBeTa u

TabJjieTouHasA Macca 0eJoro LBeTa.
MOEHTUSUKALINA :

—  Marumit KauecTBeHHAS [IOJIOXUTENIbHEN pPe3yJbTaT CoOoTBeTCTBYET
Peakxumsa (EBp.®.) (o ocarnxy)

— lurTpaTe KauecTBeHHAas [IOJIOXUTEJNBbHEN Pe3yJbTaT CooTBeTCTBYyET
Peaxumsa (EBp.d.) (IO LBEeTOBOM
peaxkumm)

- IupunoxcmHa runpoxjopun (BIXX) [IOJIOXUTENIbHE pPe3yJibTaT CoorBeTCTBYET
CpenHsas Macca (Ep.d.) 779 - 861 mr 814 wmr
OmHOpPOnHOCTE Macce (EBp.d.) Cpenusasa macca +/-5 %, us 20 rabnerTok, CooTBeTCTBYyET

IIOKPEITHX I[IJIEHOUYHOM OBOOJIOUKOM, OTKJIOHEHUE
cpenHei macce +/-10 % monyckaeTcs He 6Gojiee B
IByX TabjieTkax, MNOKPHLITHX IIJIEHOUHOM OOOJIOUKOM
- Pacnanaemocths (EBp.d.) <= 30 MuMHYT 13 MuH
OOHOPOAHOCTE INOBMPOBaHMST <= 15,0 9,5 %
- IlupuOookCHHA Iuapoxjopuna (BOXX)
(EBp.®.)
KOJIMYECTBEHHOE OINPEJEJIEHUE
- MarHuy (KOMILJIEKCOHOMETPUUECKUM Or 95,0 mo 105,0 mr/TabieTka, MIOKPHTAS 99,7 wmr
TUTPOBAHNMEM) MJIEHOYHOM OBOJIOUKOM
- llupunokcuHa IuIapoxjopun (B3OXX) Or 9,5 mo 10,5 mr/rabmerka, IOKPHTAS 10,3 Mr
[IJIEHOYHOY OBOOJIOUKOM
JOINOJIHUTEJIEHAST MH®OPMALIUA
Muxpobuosoruueckas umcrora (EBp. ©.%)

- Ofumee KOJIMUYECTBO al3pPOOHBIX
MUKPOOPTaHn3MoB KOE/m

- Ofumee UYMCIIO OPOXXKEBBIX U IIJIECHEBEIX
rputos KOE/r

- Escherichia Coli, 1 1

<100

<10

OTcyTcTByeT

* JOMNOJIHUTEJIE HEIE TECTMPOBAHMA HE IIPOBOIOMIIMCH B XOI& pyTVIHHOI\/’I MHCIIEKUIUN,

cepum

(mpoBomuTCcsa Ha kaxnmou 100-1 cepum,

HO He pexe, dYeM Ha 1 cepum B T'O

He INPOBOIMJIMCH Ha IaHHOM
o)
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Opella Healthcare Hungary Ltd.,

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

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

GMID kogn: 877823 Kom Tomapa: VER_877823
IpoAyxT MATHE B6 ® ®OPTE TabieTkmu, MOKPHTHE IJIEHOYHOM obosoukoit 60X
CrpaHa-MMIoOpTeEp: Poccusa
Homep cepum: Kv174 Homep cepum kjmeHTa: KV174
laTa HNPOM3BOACTEBA: 14-0EB-2026 IaTa mucTeueHus cpoka SAHB-2028
TOOHOCTU :

Jlo3MpoOBKa : CMoTpy KosmMyeCcTBEHHOE OlIpenesyieHue
JlexapcTBeHHas dopmMma: TaByieTky, I[IOKPHEITHE I[IJIEHOUYHOM BHIIyMEHHOE KOJI-BO 14 742

060JIOUKOM (YyIIakoBOK) :
YnakoBKa: IBX/N3/IBOX — AJI0 GaucTep Homep cepun AQU: Kv00289, KVv00206
YCIoBMsa XpaHeHUs lipu Temneparype He Bome + 30 ° C.
INOKA3ATEJIb HOPMA PE3YJIBTAT
Ccrika Ha HoMep HopMaTuBHOM JIII-Ne (002077) - (PI'-RU)- 110724
JoKyMeHTalUuM :
CPOK T'OOHOCTU 2 Toma

A$HM, MCHOJNBLBOBaHHHN MOJIS IIPOMBBOICTEA:
HazBaHme npomssomuTesisa ADIU:

- MarHMS LUTPaT OHTOyHITIaysp JlameHOypr I'm6X Dr. Albert-Reimann-Strasse 18, 68526
Ladenburg, I'epmaHus

- Burammu B6 I3aHcu TuaHkcuH O®apmacbioTukan Ko.Jlrm, Le an Jiang Industrial
Zone, 333 300 Leping, Jiangxi Province, Kwurai

YrnakoBKka M MapKMPOBKA: B coorBeTcTBMM C HI

MapkuUpoOBKa : MapkMpOBKa IOOJDKHA OBITb B COOTBETCTBUMU C CoorBeTCTBYET

pazzesioM 1.3.2 PEerMcTPalLMOHHOTO IOChe.
YrnakoBKa : [lo 20 rabmerok B Omucrep u3 [IBX-ND-TIBIX/ CooTBETCTBYET
bonbrm amoMmHMeBOM. Ilo 3 Bmmcrepa mo 20
Ta®JIeTOK BMECTEe C JIMCTKOM-BKJIAIHIIEM B
KAPTOHHY [auKy .
HacrosgummM nonTBEepXIOaeTCcs, UYTO IaHHaAA Cepus COOTBeTCTByeT TpeboBaHMaM HopMaTMBHOM [JOKyMeHTauUuM (dacTyu
PETUCTPALMOHHOTO HOOChe), 3aperUMCTPMPOBAHHOM B HAacCToOdllee BpeMsa B Poccumickoy delepalyuy IO INePeUMCIJIEHHBIM
nokaszaTeyiaM KadecTBa.
HacrTosummM nonTBEepXIOaeTCs, UYTO IaHHAA Cepus COOTBETCTBYeT TpeDOOBaHMAM Pa3IOeJIOB «YIIaKOBKaA» U
«MapxkupoBka» B HopMmaTmeHOM [JOKyMEeHTalUlM, 3apeTMCTPMPOBAHHOM B HacTosAllee BpeMsa B Poccuiickol denmepaumn.

IlaHHasa cepusa IpoM3BeneHa B COOTBeTCTBMM C CGMP TpebOoBaHMAMM M  COOTBETCTBYyeT CHeUMOMKaLUUAM
COOTBETCTBYKIETO PernMcTPauMoOHHOTO YIOOCTOBepeHMsa. // JaHHHM CepTMOMKAT aHamM3a [OANMUCAH DJIEKTPOHHOM
NOIANMCBI0 Yepes BalMAMPOBAaHHYI cucrTeMy JIVMMC.

Pemenne OnoBbpeHOo
Hara: 24-dEB-2026 15:53
YOJIHOMOYEHHOE JIMLO MIM NPpenCTaBUTEeNb : Kovacs-Ulics Bianka Zsé6fia
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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
VGMID code 877823 Item code VER_877823
Product name MAGNE B6 (R) FORTE film-coated tablets
60X
Import. country Russia
Lot number KV174 Customer lot Kv174
Date of manufacture: 14-FEB-2026 Expiry date JAN-2028
Strength see at the assay
Dosage form film—-coated tablet Release gty (packs): 14742

Packaging type
Storage condition

\.

PVC/PE/PVDC — ALU blister

Do not store above +30 ©°C

Batch Number of API:

Kv00289, KV00206

>

* Additional tests are not performed for routine inspection,

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

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 814 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 13 min
UNIFORMITY OF DOSAGE UNITS
— Pyridoxine (HPLC) <=15.0 9.5 %
(Ph.Eur.)
ASSAY
— Magnesium (Complexometry) 95.0 - 105.0 mg / film-coated tablet 99.7 mg
— Pyridoxine hydrochloride (HPLC) 9.5 - 10.5 mg / film-coated tablet 10.3 mg
ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*
- TAMC CFU/g <=100
- TYMC CFU/g <=10
— Escherichia Coli, 1 g absent

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 : 877823 Item code : VER_877823
Product name : MAGNE B6 (R) FORTE film-coated tablets

60X
Import. country : Russia
Lot number : KV174 Customer lot : Kv174
Date of manufacture: 14-FEB-2026 Expiry date : JAN-2028
Strength : see at the assay
Dosage form : film—coated tablet Release gty (packs): 14742
Packaging type : PVC/PE/PVDC — ALU blister Batch Number of API: KV00289, KVv00206
Storage condition : Do not store above +30 °C
F o
Tests Specifications Results

Reference of approved Normative Document:LP-No (002077)- (RG-RU)-110724

SHELF LIFE 2 years

API used for production
Manufacturer's name of API

— Magnesium citrate Jungbunzlauer Ladenburg GmbH Dr. Albert Reimann Strasse 18

(cont) Germany-68526 Ladenburg

— Vitamin B6 Jiangxi Tianxin Pharmaceutical Co. Ltd, Le'anjiang Industrial Zone
(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: 20 tablets in a PVC-PE-PVDC/aluminum Complies
foil blister. 3 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.

\
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.
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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 877823 Item code VER_877823
Product name MAGNE B6 (R) FORTE film-coated tablets
60X
Import. country Russia
Lot number KV174 Customer lot Kv174
Date of manufacture: 14-FEB-2026 Expiry date JAN-2028
Strength see at the assay
film—coated tablet Release gty (packs): 14742

Dosage form
Packaging type

Storage condition

\.

PVC/PE/PVDC - ALU blister
Do not store above +30 ©°C

Batch Number of API:

Kv00289, KV00206

Decision
Date

Qualified person

\.

ACCEPTED

24-FEB-2026 15:53

Kovacs-Ulics Bianka Zséfia
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