S Ceprudukar anaausa O pella.

Opella Healthcare Hungary Ltd.,

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

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

GMID xoxn: 844909 Kom Tomapa: VER 844909

MponyxT MATHE B6 ® TabymeTkm, HNOKpHTHe o6ojsoukor, 180X

CrpaHa-MMIIOPTEpP: Poccua

Homep cepum: KvO015 Homep cepum kmameHTa: KVO015

IaTa HPOM3BOLACTEA: 15-5HB-2026 IaTa mcTeueHMs cpoka JOEK-2027
TOOHOCTH

JosupoBKa: CMmoTpr KosmMuyecTBEHHOE OIpelejyieHue

JlekapcTBeHHas dopmMma: TabyieTKM, [OKPHITEE OOOJIOUKOM BEIIyLEHHOE KOJI-BO 6 615
(YIIaKoOBOK) :

YIakoBKa: BaucTep [IBX-AJIOMUHUNA Homep cepun ADU: Jv03207, Jv04057

YcroBusa XpaHeHUs llpy TeMmnepaType He Bome + 25 ° C.

INOKA3ATEJIb HOPMA PE3YJIBTAT

llokazaTemm:

- Ommcanme OBaJIbHEIE OBOSKOBHIIYKJIEE TabOJIeTKH, COOTBETCTBYET

[OKPEITEIE OOOJIOUKOM OeJjioro lBeTa, C

TJIankoM OJiecTsAlelM NOBEPXHOCTHIO.

UIOEHTUSUKALINA :

- MarHumM (o ocamnky) TIOJIOXUTEJIb HBI COOTBETCTBYET
- MarhHusa JaxkTaTa aurmunpat (TCX) CoOTBeTCTBYET CTaHIaApPTy COOTBETCTBYyET
- [upmpooxcuHa ruapoxjopmun (TCX) CooTBeTCTBYET CTaHIAPTY COOTBETCTBYET
- TuTaHa IMOKCUI (B COOTBETCTBUM C I[IOJIOXUTEJILHEBI COOTBETCTBYyET

LBETHOM peaklueln)

- PacnamaemocThb He 6Gojee 60 MuMHYT 33-38 MHMHYT

KOJIMYECTBEHHOE OIIPEIEJIEHUE

- MarHmusa JlakTaT ourmuiopat (c 446,5 - 493,5 mr/Tabnerka, IIOKPHTAS 461,7 MO
KOMIIJIEKCOHOME TPUYE CKMM 0BOIOUKOL

TUTPOBAHMEM)

-[lupuookcuHa rugpoxjopmun (Yo- 4,75 - 5,25 mr/rabieTrka, [IOKPHTASI 5,11 Mr
CIEeKTPOCKONMS) 0BOIIOUKO

HOOIIOJIHNTEJIEHASL VMHSOPMALIMS

Muxkpobuosyioruueckas umcrora (EBp.

D.*)

-0Ofuee KOJIMUECTBO aABPOOHBIX He 6Gojiee 100 KOE/T
MUKpOOPpTaHmu3Mos (TAMC)

-OBfluee KOJIUYUECTBO IPOXKEBBIX U He 6ojiee 10 KOE/T
JIeCHEeBHX TI'pubos (TYMC)

-Escherichia coli, 1 r OTCcyTCTBYET

*JIONOJIHUTEJIEHEIE TEeCTE HE BBIIOJHSIIOTCS OJIS PYTHMHHOI'O KOHTPOJIS, HJIs IAHHOJ) Cepuy He NIPOBOAMIINCE
xaxnoy 100-31 cepmm, HO He pexe, ueM aius 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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S Ceprudukar ananuza Opella.

Opella Healthcare Hungary Ltd.,

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

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

GMID xogxn: 844909 Kon Tomapa: VER 844909

MponyxT MATHE B6 ® TabymeTkm, HNOKpHTHe o6ojsoukor, 180X

CrpaHa-uMIOPTEpP: Poccua

Homep cepum: KvO015 Homep cepum kmameHTa: KVO015

IaTa NpoM3BOICTBA: 15-54HB-2026 IaTa mcTeueHMs cpoka JOEK-2027

TOOHOCTHU:
Jo3MpoBKa : CmoTpu KonmMuecTBEHHOE OIpeIejieHMe
JlexapcTBeHHas QopMma: TabyieTkM, I[OKPHITEIE OOOJIOUKOM BrIylleHHOE KOJI-BO 6 615
(YIIaKoOBOK) :

YnakoBKa: Baucrep I[BX-AIOMUHUMN Homep cepum ADU: Jv03207, Jv04057

YcioBusa xXpaHeHUs lipu Temneparype He Boume + 25 ° C.

INOKA3ATEJIb HOPMA PE3YJIBTAT

AdJY, MCNOJBLBOBAHHEM IOJIs

IPOMBBOICTEA :

HaszBanmre npomssommuTesisa AQI:

- MaTHMUS JIaKTaT Mosxc Kaurabpa C.JI.- Poligono Industrial Requejada, 39313,
Polanco, MNcnaHuga

- Burammu B6 Izaucu TumaHxcuH O®apmaceioTukan Ko. Jitm, Le'anjiang,
333 300 Leping, Jiangxi province, Kuranu

YnakoBka M MapKMpPOBKaA : B coorBercTEMM C HI

MapKMpOBKa : MapKMpoBKa IOJDKHA COOTBETCTBOBATH CoOTBETCTBYET

paszeny 1.3.2 perMCTPaluMOHHOTO HOCHE.

Ynakoeka llo 20 TabmerTok B OmucTep u3 [IBX/dombrm COOTBETCTBYET
amoMuHMeBoM. Ilo 9 GsmcTepor no 20
TabJIETOK BMECTE C JMCTKOM-BKJIAOBIIEM
[IOMEemalnT B KapTOHHYI MadKy.

HacrosmyM NOATBEepPXIaeTCs, YTO IaHHAS Cepus COOTBETCTByeT TpebOoBaHMaM HopMaTwmBHOM JoKyMeHTauuu (dacTu
PETUCTPALMOHHOTO IOChe), 3aperMCTPMPOBAHHOM B HaCTOslee BpeMs B Poccuiickoit demepaliuy [0 IE€PEUMCIIEHHEM
nokasaTesyisgaM KadecTBa.

HacrosmyM NOATBEPXIaeTCs, YTO IaHHAS Cepus COOTBETCTBYyeT TpeOOBaHMAM pPa3IeJIOB «YIakKoBKa» U

«MapkupoBka» B HopMmaTmBHOM [OKYyMEHTaLUMM, 3aPeIMCTPMPOBAHHOM B HacTodllee BpeMs B Poccuiickoit demepaumu

IaHHas cepusd npomseeneHa B COOTBETCTBUU C cGMP TpeOOBaHUAMM " COOTBETCTBYET crneurdmuraumMaMm
PernCcTpauMoHHOTO YImocrToBepeuma. // JaHHBM cepTUOMKAT aHaaM3a NONNMCAH 3SJIEKTPOHHOM MOINMCHLID dYepes

BaJIMIOMPOBaHHYIO cucTeMy JIVMMC.

Pemenne OmobpeHO
Hara: 13-0EB-2026 10:49
YIOJIHOMOUEHHOEe JNMLO MM INpPenCTaBUTeNb: dr. Solti Ménika 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 844909 Item code VER_844909
Product name MAGNE B6 coated tablets 180X
Import. country Russia
Lot number KvV01l5 Customer lot Kv01l5
Date of manufacture: 15-JAN-2026 Expiry date DEC-2027
Strength see at the assay
Dosage form coated tablet Release gty (packs): 6615
Packaging type PVC-ALU blisters Batch Number of API: Jv03207, Jv04057
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 33-38 min
ASSAY
— Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 461.7 mg
complexometric titrations)
— Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.11 mg
ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*

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

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 : 844909 Item code : VER_844909
Product name : MAGNE B6 coated tablets 180X

Import. country : Russia

Lot number : KvV01l5 Customer lot : Kv01l5

Date of manufacture: 15-JAN-2026 Expiry date : DEC-2027
Strength : see at the assay

Dosage form : coated tablet Release gty (packs): 6615

Packaging type : PVC-ALU blisters Batch Number of API: Jv03207, Jv04057
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 9 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 : 13-FEB-2026 10:49
Qualified person dr. Solti Ménika Maria

\.
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