CEPTUO®UKAT AHAJIN3A

Opella Healthcare Hungary Ltd.,

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

Tenedon: +36 28 585 600/Dakc: +36 28 585 939
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|GMID kon: 681237 Koz Toapa: VER_681237
[IpoaykT MATHE B6 Ta6JieTku, noKpbITbIe 000,104K0ii, 60X
CTtpaHa-umMnoprep: Poccus
Homep cepun: FVvo020 Howmep cepun FVvo020
KIIMCHTA:
/laTa mpou3BOJICTBA: 07-s1HB-2022 Jlara ncreuenns cpoxa JEK-2023
T'OJIHOCTH:
I[O?)I/IpOBKaZ CMOTpI/I KonuuectBeHnHOC OIIPCICICHUC
JlekapcTBeHHas hopma: Tabnerky, TOKPHITEIE 000JI0UKOIT
YnakoBka: Baucrep I1BX-Anomunnit
Y crnoBus XpaHeHHs Xpanuthb npu Temneparype He sbime + 30 © C.
Tloka3aTe/b Hopma PesyabTat
[Tokazarenu:
- Onmmcanwne Bernpie IBOSKOBBIYKITBIE OBAJIbHEIC COOTBETCTBYET
TabJIETKH, TOKPBITHIE THICHOYHOM
000JI0YKOH, C TJIaJKOM OecTsmei
ITOBEPXHOCTHIO.
MOAJINHHOCTbD:
- Marnwuii (1o ocaaxy) [TonoXuTensHBIH COOTBETCTBYET
- Marnus nakrara guruapar (TCX) CoOTBETCTBYET CTAHAAPTY COOTBETCTBYET
- [Mupunoxcuna ruapoxnopuz (TCX) CoOTBETCTBYET CTAHAAPTY COOTBETCTBYET
- Tutana nuokcun (B COOTBETCTBUH C I[BETHOM ITonoxuTensHbINA COOTBETCTBYET
[peakuyei)
- PacmamaemocThb He 6onee 60 munyT 31-38 MmuHyT
KOJNYECTBEHHOE OIIPEAEJEHUE
- Maruus Jlaktat JUruapar (c 446,5 - 493,5 mr/TabieTKa, MOKPHITAs 472.5 mr
|[KOMITJIEKCOHOMETPUIECKAM TUTPOBAHUEM ) 000T09KOM
-ITupunokcuna ruapoxiaopu (Y - 4,75 - 5,25 mr/TabiieTKa, MOKPHITAs 5,06 mMr
CICKTPOCKOITHS ) 000JI09KO
J/TOITOJTHUTEJBbHAS UTH®OPMAIIUSA
Mukpoouosnornueckas guctota (Esp. @.*)
-O011ee KOJIMIECTBO adPOOHBIX He 6osree 100 KOE/r
IMukpoopraamzmo (TAMC)
-O0111ee KOJUYECTBO APOKIKEBBIX U iecHeBslXx  He 6omee 10 KOE/r
rpu6oB (TYMC)
-Escherichia coli, I r OtcyTcTBYET
*/lonoanumenvHvle mecmovl He 8bINOIHAIOMCS OJis1 PYMUHHO20 KOHMPOS, 01151 OAHHOU cepult He NPOBOOUTUCD
(Ons kaocoou 10-it cepuu, Ho He pedice, wem 05 1 cepuu 6 200)
Ccbuika Ha HOMEp PETUCTPALMOHHOTO
yI0CTOBepeHUsl, 3aperucTprupoanHoro B Poccuu: I1 N013203/01
ADU, ncnoib30BaHHbII 1/ IPOU3BOACTBA:
Hanmenosanue AOU
- MarHus JIaKTaT MOEHS Cantabra S.L.- Poligono Industrial Requejada, 39313, Polanco, Spain
- Butamun B6 I3sHCH Tsaucuns @apmaceiotukan Ko. JIta, Le'anjiang 333 300 Leping, Jiangx
province, CHINA
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|GMID xox: 681237 Kox ToBapa: VER 681237

[IpoaykT MAT'HE B6 Ta6seTkn, NoKpbITbIe 000J104K0i1, 60X

CTtpaHa-umMnoprep: Poccus

Homep cepun: FVvo020 Howmep cepun FVvo020
KIIMEHTa:

/laTa mpou3BOJICTBA: 07-s1HB-2022 Jlara ncreuenns cpoxa JEK-2023
TOJHOCTU:

Jlo3upoBKa: Cmotpu KonnuectBeHHOE onpejieneHue

JlekapcTBeHHas hopma: Tabnerky, TOKPHITEIE 000JI0UKOIT

YnakoBka: Baucrep I1BX-Anomunnit

Y crnoBus XpaHeHHs Xpanuthb npu Temneparype He sbime + 30 © C.

Tloka3aTe/b Hopma PesyabTar

'YriakoBKa U MapKHUpOBKa: B cootBercTBum ¢ HJJ

/laHHas cepust COOTBETCTBYeT TpeboBanusmM HopmarusHo# JIokyMeHTaINHN, 3aperuCTpUPOBaHHON B HacTosIee BpeMs B Poccuiickoit

Denepanuu Mo nepevruCICHHBIM ITOKa3aTeIIM KadecTBa.

JanHast cepusi nmpousBericHa B cooTBeTCTBHU ¢ ¢cGMP TpeOoBaHUSMH W COOTBETCTBYET clielM(UKAIMAM PerucTpanmoHHOTO
YnocroBepeHus.

JlaHHEBIH cepTrdUKAT aHATHM3a ITOIHCAH IEKTPOHHON ITOAIHCHIO Yepe3 BamuanupoBanHyto cucremy JIMMC.

Pemenue YIOJHOMOYECHHOI'0 JTHIA

Perenue: OAOBPEHO
JlaTa: 25-5JHB-2022 09:43
Y110JIHOMOYEHHOE JIHI0: dr. Solti Monika Maria
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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)

BATCH CERTIFICATE

SANOFI .2

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code 681237 Item code VER 681237
Product name MAGNE B6 coated tablets 60X

Import. country Russia

Lot number Fv020 Customer lot FV020
Date of manufacture: 07-JAN-2022 Expiry date DEC-2023
Strength see at the assay

Dosage form
Packaging type

Storage condition

coated tablet
PVC - ALU blisters

Do not store above +30°C

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API

*Additional tests are not performed for routine inspection,

not conducted

(for every 10th lot but at least for 1 lot/year).

P N013203/01

-
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 31-38 min
ASSAY
- Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 472.5 mg
complexometric titrations)
- Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.06 mg
ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*
- TAMC <=100 CFU/g
- TYMC <=10 CFU/g
- Escherichia coli , 1 g Absent

for this batch

- 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
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BATCH CERTIFICATE

Opella Healthcare Hungary Ltd.,

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

Phone: +36 28 585 600 / Fax: +36 28 585 939

SANOFI .2

GMID code 681237 Item code VER 681237
Product name MAGNE B6 coated tablets 60X

Import. country Russia

Lot number Fv020 Customer lot FVv020

Date of manufacture: 07-JAN-2022 Expiry date DEC-2023
Strength see at the assay

Dosage form coated tablet

Packaging type PVC - ALU blisters

Storage condition Do not store above +30°C

F S
Tests Specifications Results

Packaging and labelling: In accordance with ND

on the listed quality parameters.

This batch meets the requirements of the Normative Document currently registered in Russian Federation

validated LIMS.

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications
of the relevant Marketing Authorization. || This Certificate of Analysis has been electronically signed from a

Decision ACCEPTED
Date 25-JBN-2022 09:43
Qualified person: dr. Solti Ménika Méaria

.
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