Cepruduxar anajausa O pella.

Opella Healthcare Hungary Ltd.,

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

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

GMID kox: 844909 Koxn Tomapa: VER_844909

IponyxT MATHE B6 ® Ta6rneTkm, NHOKpPHTEHEe obosyoukor, 180X

CrpaHa-MMIoOpTeEp: Poccua

Homep cepwmm: Kv074 Homep cepum kyimeHTa: KVO074

aTa HNPOM3BOLACTEBA: 26-0EB-2026 IaTa mucTeueHusa cpoxa AHB-2028
TOOHOCTM

Jo3upoBKa : CMmoTpu KosiMuecTBEHHOE OIpenejieHue

JlekapcTBeHHas dopmMma: TabyieTKM, [OKPHITEE OOOJIOUKOM BrIIymeHHOE KOJI-BO 6 673
(YyIIakoBOK) :

YnakoBKa: BaucTep [IBX-AJIIOMUHUN Homep cepun AQU: Jv04250, Jv04251,Kv00206

YcroBusa XpaHeHUs llpy TeMmnepaType He Bome + 25 ° C.

IHNOKA3ATEJIb HOPMA PE3YJIBTAT

lloxkazaTenm:

- Onmcanne OBajibHEHE OBOSKOBEHIIYKJIEE TabOJIeTKH, COOTBETCTBYET

IIOKPHITEIE OOOJIOUKOM OeJioTo LBeTa, C
TJlankoy OJecTdamey MNOBEPXHOCTHIO.

VIOEHTUSUKALINA :

- MarHumM (o ocamnky) [TOJIOXUT e JIbL HEIM COOTBETCTBYET
- MarHmsa JjaxTaTa aurmunpat (TCX) CoOoTBEeTCTBYyEeT CTaHIaApPTy COOTBETCTBYET
- [upmpooxkcuHa ruapoxjopmun (TCX) CooTBETCTBYET CTaHIaApPTy COOTBETCTBYET
- TuTaHa IMOKCUIL (B COOTBETCTBUM C I[IOJIOXUTEJIbHEI COOTBETCTBYET

LUBETHOM peakuuen)

- PacrnamaemMocTb He 6Gojiee 60 MuMHYT 38-41 MuMHYT

KOJIMYECTBEHHOE OIIPEIEJIEHUE

- MarHmusa JlakTaT ourmuiopat (c 446,5 - 493,5 Mr/rabiieTka, NOKPHTAA 463,1 MU
KOMIIJIEKCOHOME TPpUYe CKMM 0B0IIOUKOM

TUTPOBAHUEM)

-I[lMpuOoOKCUHa Tuipoxjopun (Yo- 4,75 - 5,25 Mr/TabneTka, NOKPHTAS 5,11 Mr
CIEeKTPOCKONMS) 0B0TIOUKOML

HOOIOJIHUTEJIEHASL MHSOPMALIVS

Mukpobuosiorudeckas umucToTa (EBp.

d.*)

-0Ofmee KOJIMUECTBO anPOOHEIX He Gomee 100 KOE/r
MUKpOOPpTaHmu3Moe (TAMC)

-Ofmee KOJMYECTBO HOPOXXKEBEIX U He Gojee 10 KOE/r
nJIeCcHeBHX T'pubdor (TYMC)

-Escherichia coli, 1 r OTcyTCcTBYyEeT

*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)

Ccryika Ha HoMep HopMmaTuBHOU JII-N (002046)- (PI'-RU)-280323
JoKkyMEeHTalUUM :
CPOK T'OOHOCTU 2 Toma

(o
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Cepruduxar anajausa O pella.

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: 844909 Kom Tomapa: VER_844909

IpoAyxT MATHE B6 ® TabyneTkm, NOKpPETHE o6ojyoukor, 180X

CrpaHa-MMIoOpTeEp: Poccusa

Homep cepum: Kv074 Homep cepum kyimeHTa: KVO074

aTa HNPOM3BOLACTEBA: 26-0EB-2026 IaTa mucTeueHusa cpoxa AHB-2028
TOOHOCTU :

Io3MpOBKa : CMmoTpu KolmuecTBeHHOe onpenesieHue

JlekapcTBeHHasa dopmMa: TaBJyeTKy, MNOKPEITEIE OBOJIOUKOM BHIIylIIEHHOE KOJI-BO 6 673
(YyIIakoBOK) :

YnakoBKa: BaucTep [IBX-AJIIOMUHUN Homep cepun AQU: Jv04250, Jv04251,Kv00206

YcIoBMsa XpaHeHUs lipu Temneparype He Boume + 25 ° C.

IHNOKA3ATEJIb HOPMA PE3YJIBTAT

A®M, MCHONBLBOBAHHEI IS

NPOMBBOLCTEA :

HazBaHme npomssomuTessa ADIU:

- MaT'HMA JlakTaT Mosxc Kaurabpa C.JI.- Poligono Industrial Requejada, 39313,
Polanco, McnazHusa

- Burammu B6 I3saucu TumankcuH ®apmacbioTukan Ko. JiTm, Le'anjiang,
333 300 Leping, Jiangxi province, Kuran

YrnakoBKa M MapKMPOBKA: B coorBeTcTBMM C HI

MapkuUpoOBKa : MapkMpoBKa HOOJDKHa COOTBETCTBOBAaTH CooTBEeTCTBYET

pazmeny 1.3.2 peruMcTpaluMOHHOTO IOOChE.

Yrnakoeka o 20 Tabmerok B Omucrep u3 I[BX/dosbry COOTBETCTBYET
amoMuHyeBoy. Ilo 9 GmmcTepor no 20
TabJIETOK BMECTE C JIMCTKOM-BKJIaObIIEM
IOMEMANT B KapTOHHYK Ia4dKy.

HacTosamuMm NOAOTBEPXIOaeTCs, 4YTO OaHHAs Cepusa COOTBETCTByeT TpebOoBaHMAM HopMaTMBHOM J[JOKyMeHTaALUMM (4YacTHU
PEeTMCTPauMOHHOTO HOChE), 3aperMCTPUPOBAHHOM B HacTosAllee BpeMsa B Poccuiickol dermepaluuy OO NEePEeUMCIIEHHBIM
noxasaTeyagM KadecTBa.

HacTosamyMm NOAOTBEpPXOaeTCs, WYTO OaHHAs Ccepusa COOTBETCTBYeT TPeOOBAaHMAM pPas3IesloB «YIaKOBKa» U
«MapxkupoBka» B HopmaTmeHOM JOKyMeHTalLMM, 3apeTMCTPMPOBAHHOM B HacTosllee BpeMa B Poccuyckon demepaumm

IaHHasa cepusa IHNpomM3BeIeHa B COOTBETCTBUM C cGMP TpeOoOBaHMAMM UM COOTBETCTBYyeET crneurdmuraumaMm
PernCTpaluMoOHHOTO YIocToBepeuusa. // JaHHEM cepTudukaT aHaamM3a [NOANMCAH 3JIEKTPOHHOM I[OINNMCHI UYepes
BaJIMIOMPOBaHHYI cucTeMy JIVMMC.

Pemenne OnoBbpeHOo
HOaTa: 4-MAP-2026 16:55
YnoJHOMOYEHHOE JIMLO WM NPEeICTaBUTEND : dr. Solti Ménika Maria
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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 844909 Item code VER_844909
Product name MAGNE B6 coated tablets 180X
Import. country Russia
Lot number KV074 Customer lot Kv074
Date of manufacture: 26-FEB-2026 Expiry date JAN-2028
Strength see at the assay
Dosage form coated tablet Release gty (packs): 6673
Packaging type PVC-ALU blisters Batch Number of API: Jv04250, Jv04251, Kv00206
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 38-41 min
ASSAY
— Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 463.1 mg
complexometric titrations)
— Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.11 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 : 844909 Item code : VER_844909

Product name : MAGNE B6 coated tablets 180X

Import. country : Russia

Lot number : KV074 Customer lot : Kv074

Date of manufacture: 26-FEB-2026 Expiry date : JAN-2028

Strength : see at the assay

Dosage form : coated tablet Release gty (packs): 6673

Packaging type : PVC-ALU blisters Batch Number of API: Jv04250, Jv04251, Kv00206
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 : 4-MAR-2026 16:55
Qualified person dr. Solti Ménika Maria

\.
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