S Ceprudukar anaausa 0pe| 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/daxc: +36 28 585 939

GMID xoxn: 844931 Kom ToBapa: VER_844931

MponyxT MATHE B6 ® TabseTkyu, NOKpPHTHE obosoukoi, 60X

CrpaHa-MMIOPTEpP: Poccusa

Homep cepum: Jv439 HomMep cepum KIMEHTa: Jv439

IaTa HPOM3BOLACTEA: 13-HOA-2025 IaTa MCTEeUeHMs CpoKa OKT-2027
TOOHOCTH :

Jo3MpOBKa @ CmoTpu KosmuecTBEeHHOE OlpenesieHre

JlekapcTBeHHas bopma: TabJjeTKu, [IOKPHEITHE OBOOJIOUKOM  BEIIymEHHOE KOJI-BO 19 672
(YImakoBOK) :

YIakoBKa: BaucTep [IBX-AJIIOMUHUM Homep cepum ADU: Jv02786, Jv02787, Jv03531

YcroBusa XpaHEeHUs llpu TeMneparype He Beme + 25 ° C.

INOKA3ATEJIb HOPMA PE3YJIBTAT

IlokazaTenn:

- Onucaxnme OBaJIbHEIE OBOSKOBHIIYKJIEE TabOJIeTKM, COOTBETCTBYET

[IOKPLITHE OOOJIOYKOM OeJioTo lLBeTa, C
TJIankKoy OJjiecTsmelM MNOBEPXHOCTHIO.

MOEHTUSUKALINA :

- MarHum (o ocamnky) TIOJIOXMU T €J1b HEI COOTBETCTBYET
- MarhHusa JjaxkTaTa aurmunpat (TCX) CooTBeTCTBYEeT CTaHOapTy COOTBETCTBYET
- [upmpooxcuHa runpoxjopmun (TCX) CooTBeTCTBYEeT CTaHIAPTYy COOTBETCTBYyET
- TuTaHa IMOKCUL (B COOTBETCTBUM C I[IOJIOXUTEJIbHEBI COOTBETCTBYET

LBETHOM peaklueln)

- PacmnamaemMocThb He 6Gomee 60 MMHYT 34-39 MUHYT

KOJIMYECTBEHHOE OIIPEIEJIEHUE

- MarHusa JlakTaT ourmuiopat (c 446,5 - 493,5 mMr/rabjmerka, NOKPHTAL 465,1 mMr
KOMIIJIEKCOHOME TPUYE CKMM 0BOIOUKO

TUTPOBAHMEM)

-[lupuookcuHa Iuapoxjopun (Yo- 4,75 - 5,25 Mmr/rabrneTrka, [IOKPHTAS 5,07 mr
CIEeKTPOCKONMA) 0B0II0UKO

IOOIIOJIHNTEJIEHASL VMHSOPMALIMS

Muxpobuosyiorudyeckas umcrora (EBp.

d.*)

-0Ofmee KOJMYECTBO aspPOOHEIX He Gojsiee 100 KOE/r
MMKpOOpraHmsMoB (TAMC)

-OBluee KOJIUYUECTBO IPOXKEBBIX U He Gosee 10 KOE/T
JIeCHEBEX T'pubor (TYMC)

-Escherichia coli, 1 r OTcyTCcTBYyeT

*JIOIOJIHUTEJIEHEIE TEeCTE HE BBIIOJHSIIOTCS OJIS PYTHMHHOI'O KOHTPOJIS, HJIs IAHHOJ) Cepuyu He NIPOBOAMIINCE
xaxnoy 100-31 cepmy, HO He pexe, ueM nius 1 cepwum B I10n)

Ccruika Ha HoMep HopmaTwuBHOM JII-Ne (002046) - (PI'-RU)-280323
JoKyMEeHTALWN :
CPOK T'OOHOCTU 2 Toma

(o
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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)

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

GMID xogx: 844931 Kom Tomapa: VER_844931

MponyxT MATHE B6 ® TabseTkyu, NOKpPHTHE obosoukoi, 60X

CrpaHa-uUMIIOPTEpP: Poccua

Homep cepum: Jv439 HomMep cepum KIMEHTa: Jv439

JaTa HpOM3BOACTBA: 13-HOA-2025 IJaTa MCTedYeHMA CpoKa OKT-2027
TOOHOCTM :

Jlo3MpoOBKa : CMmoTpu KosiMuecTBEeHHOE OlpenesieHue

JlexapcTBeHHas Qopma: TabJjeTKM, HOKPHEITHE OOOJIOUKOM  BEINIylEHHOE KOJI-BO 19 672
(YImakoBOK) :

YrnaxkoBKa: BincTep [IBX-AJOMMHUNA Homep cepum AdDN: Jgv02786, Jv02787, Jv03531

YcIoBMsa XpaHeHUs llpu TeMneparype He Beme + 25 ° C.

INOKA3ATEJIb HOPMA PE3YJIBTAT

AdY, MCHNONBLBOBAHHE IS

NIPOMBBOLCTEA :

HaszBaHume npomssommuTesisa AQI:
- MaTHMS JIaKTaT Mosxc KauTabpa C.JI.- Poligono Industrial Requejada, 39313,
Polanco, McnaHusa

- BurammH B6 I3saHcu TumankcuH dapmaceioTukan Ko. Jirm, Le'anjiang,
333 300 Leping, Jiangxi province, Kutrau

YrnakoBka M MapKMpPOBKA: B cooreBercTBMM C HJ

MapkupoBKa : MapkupoBKa IOJIXHA COOTBETCTBOBATH CoOoTBEeTCTBYET
paszeny 1.3.2 perMCTpPauMOHHOTO IOCHE.

YnaxkoBKa o 20 Tabmerok B Omucrep u3 IIBX/dosnbrm CoorBeTCTBYET
asoMuHMEeBoM. [lo 3 Gmmcrepa no 20

TabJeTOK BMECTE C JIMCTKOM—BKJIAILIIEM
IIOMEmAlT B KAPTOHHY IAUKY .

HacTrosamyM noaTeBepxIaeTcsa, 4YTO IaHHAA Ccepusa COOTBEeTCTByeT TpebobaHuAM HopMmaTmMeHOM [JOKyMeHTauum (49acTu
PETrMCTPauUMOHHOTO HOCBE), 3apPerMCTPUMPOBAHHOM B HacCToOAllee BpeMa B Poccumckol demepaumy HO MNePEUMCJIEHHBIM
noxKasaTejiAM KadecTBa.

HacToamyM noaTeBepxIaeTcsa, YTO IOaHHAA Cepusa COOTBETCTBYeT TpeOOBaHUAM pasIelioB «YNAaKOBKa» U

«Mapxkmpoeka» B HopmaTmeHOM [JOKyMeHTalUMM, 3apeTMCTPMPOBAaHHOM B HacTosAllee BpeMfa B Poccuyckonm demepaumm

IlaHHasa cepusa IpoM3BeneHa B COOTBeTCTBMM C CGMP TpeOoBaHMAMM ¥  COOTBETCTBYET  CHeUUOUKALMAM
PeIMCTPAaLUMOHHOTO YIOCTOBepeHus. // JaHHBI cepTudmukaT aHamMsa OOANMCAH DJEKTPOHHONM MOANMCHI Uepes
BalIMIMPOBaHHyl cucTeMmy JIMMC.

Pemenne OmobpeHO
Hara: 25-HOs-2025 14:44
YIIOJIHOMOYEHHOE JIMLIO MM NPenCTaBUTeNb: dr. Solti Mdénika Maria
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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 : Jv439 Customer lot : Jv4a39

Date of manufacture: 13-NOV-2025 Expiry date : OCT-2027
Strength : see at the assay

Dosage form : coated tablet Release gty (packs): 19672
Packaging type : PVC-ALU blisters Batch Number of API: Jv02786, Jv02787, JV03531
Storage condition : At temperature not above +25 °C

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 34-39 min
ASSAY

— Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 465.1 mg

complexometric titrations)

— Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.07 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, not conducted for this batch

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

Reference of Normative Document: LP-No (002046) - (RG-RU) —280323

SHELF LIFE 2 years
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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 : Jv439 Customer lot : Jv439

Date of manufacture: 13-NOV-2025 Expiry date : OCT-2027

Strength : see at the assay

Dosage form : coated tablet Release gty (packs): 19672

Packaging type : PVC-ALU blisters Batch Number of API: Jv02786, Jv02787, JV03531
Storage condition : At temperature not above +25 °C

F o
Tests Specifications Results

API used for production
Manufacturer's name of API

— Magnesium Lactate
— Vitamin B6

(cont.)

Packaging and labelling:
Labelling:

Packaging:

dossier) currently registered in Russian

It is confirmed that the current batch meets the requirements of the Normative Document (as a part of Regulatory

It is hereby certified that the current batch meets the requirements of Sections Packaging and Labelling of

Normative Document currently registered in Russian Federation.

MOEHS Cantabra S.L.- Poligono Industrial Requejada, 39313, Polanco, Spain
JIANGXI TIANXIN Pharmaceutical Co.Ltd. Le'anjiang
333 300 Leping, Jiangxi province, CHINA

In accordance with ND
Labelling must be in compliance with Complies

1.3.2 Section of registration dossier.

By 20 tablets to PVC/aluminum foil Complies
blister. By 3 blisters per 20 tablets

together the instruction leaflet placed

in a carton.

Federation on the listed quality parameters.

of the relevant Marketing Authorization.
validated LIMS.

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications

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

Decision
Date

Qualified person

\.

ACCEPTED
25-NOV-2025 14:44

dr. Solti Ménika MAaria
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