CEPTUO®UKAT AHAJIN3A
SANOFI

Onemnna Xenckea Benrpus JIta.
2112 Bepemenpxas, yi.JIeau 5., Benrpus
(panee Xunous Ilpaiiset 3A0,
2112 Bepewenpxas, yin.JIesau 5., Benrpus)

Temn.: +36 28 585 600 / daxc: +36 28 585 939

|GMID kox: 681237 Kox ToBapa: VER 681237
[IpoaykT MAT'HE B6 Ta6seTkn, NoKpbITbIe 000J104K0i1, 60X
CTtpaHa-uMmoprep: Poccus
Homep cepun: EV785 Howmep cepun EV785
KIIMCHTA:
J/laTa npousBojcTBa: 03-AEK-2021 JaTa ucreuenus cpoka HOS-2023
T'OJIHOCTH:
HO?)I/IpOBKaZ CMOTpI/I KonuaectBeHHOC OIIPCICICHUC
JlekapcTBeHHas hopma: Tabnerku, MOKPBITHIE 000JI0YKO
YnakoBka: Baucrep I1BX-Anmomununit
Y croBus XpaHeHHs [Tpu Temneparype He Boie + 30 © C.
Iloxa3aTean Hopma PesyabTat
[Tokazarenu:
- Onucanue Benbie NBOSKOBBIMYKIIbIE OBAIbHBIE COOTBETCTBYET
TaOJCTKH, TIOKPBITHIC TUICHOYHOM
000JIOUKOM, ¢ IIaJKOM OJeCTAIIEH
TIOBEPXHOCTHIO.
MNOAJINHHOCTbD:
- Maruuii (1o ocanxy) IonoxxutenbHbII COOTBETCTBYET
- Maruus nakrara guruapar (TCX) CoOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
- [Mupunoxcuna ruapoxnopuz (TCX) CoOTBETCTBYET CTAHAAPTY COOTBETCTBYET
- Turana nuokcuy (B COOTBETCTBUU C IIBETHON TlonoxxutenbHbINA COOTBETCTBYET
[peakuyei)
- Pacnapaemocts He 6onee 60 MmunyT 44-52 MUHYT
KOJIMYECTBEHHOE OIIPEJAEJIEHUE
- Maraus Jlaktat Auruapar (c 446,5 - 493,5 mr/TabieTKa, MOKPHITAs 469,1 mr
|[KOMITTIEKCOHOMETPUIECKIM TUTPOBAHUEM ) 0007I09KOMH
-ITupunoxcuna ruapoxiopu (Y d- 4,75 - 5,25 mr/TabiieTka, MOKPHITAs
CIIEKTPOCKOTIHS) 000T09KOM
JTOITIOJIHUTEJIBHASI UTH®OPMALUSA
Muxkpobuonornaeckas anctota (Esp. @.*)
-O011ee KOJIMIECTBO adPOOHBIX He 6osree 100 KOE/r
IMukpoopraamzmo (TAMC)
-O0111ee KOJUYECTBO APOKIKEBBIX U iecHeBslx  He 6omee 10 KOE/r
rpuboB (TYMC)
-Escherichia coli, 1 T OTtcyTcTBYyeT
*/lonoanumenvHvle mecmovl He 8bINOIHAIOMCS OJis1 PYMUHHO20 KOHMPOS, 0151 OAHHOU cepult He NPOBOOUTUCD
(ons kaocoou 10-1i cepuu, Ho He pedice, ywem 0nst 1 cepuu 8 200)
CchITka Ha HOMEpP PETUCTPAIIHOHHOTO
yI0CTOBepeHus, 3apeructpupoBanaoro B Poccum: T1 N013203/01
ADU, ncnoab30BaHHBIN /151 IPOU3BOACTBA:
Hanmenosanne AU
- Mar"us JIaKTaT Moosxc Kantabpa C.JI. - Poligono Industrial R equejada, 39313, Polanco, Spain
- Butamun B6 I3siacn Tancunas @apmaceiotukan Ko. JIta, Le'anjiang
333 300 Leping, Jiangxi province, CHINA
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Onemnna Xenckea Benrpus JIta.

2112 Bepemenpxas, yi.JIeau 5., Benrpus
(panee Xunous Ilpaiiset 3A0,

2112 Bepewenpxas, yin.JIesau 5., Benrpus)

Tem.: +36 28 585 600 / daxc: +36 28 585 939

|GMID kox: 681237 Kox ToBapa: VER 681237

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

CTtpaHa-uMmoprep: Poccus

Homep cepun: EV785 Howmep cepun EV785
KJIIMeHTA:

J/laTa npousBojcTBa: 03-AEK-2021 JaTa ucreuenus cpoka HOS-2023
TORHOCTH:

Jlo3upoBka: Cwmotpu KonndectBeHHoe onpezeseHue

JlekapcTBeHHas hopma: Tabnerku, MOKPBITHIE 000JI0YKO

YnakoBka: Baucrep I1BX-Anmomununit

Y croBus XpaHeHHs IIpu Temnepatype He Boime + 30 ° C.

Iloxa3aTean Hopma PesyabTaTt

'YakoBKa 1 MapKHUpPOBKA! B cootBerctBuu ¢ HJ|

/TaHHast cepusi COOTBETCTBYET TpeboBanusaM HopmarusHo# JloKkyMeHTaIHK, 3apEeTrHCTPUPOBAHHON B HacTosMIee BpeMs B Poccuiickoit

Denepannu 1o nepevrciIeHHbIM NOKa3aTesIM KayecTBa.

Hannasi cepust mpou3sBeneHa B coorBercTBur ¢ ¢cGMP TpeOoBaHMsAMH U COOTBETCTBYET crelu(HUKALMIM PerucrpanioHHOro
Ynocrosepenus.

Hanneiii ceprudukar aHaan3a MoaNKUCcaH IEKTPOHHOM OAIMKCHIO Yepe3 BanuanpoBanHyto cuctemy JIMMC.

Pemenue YIOJHOMOYECHHOI'0 JTHIA

Pemenue: OIOBPEHO
JlaTa: 13-AEK-2021 11:00
V01HOMOY€EHHOE JIUIIO: dr. Solti Ménika Méria
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BATCH CERTIFICATE

SANOFI .2

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

.
GMID code : 681237 Item code VER 681237
Product name MAGNE B6 coated tablets 60X
Import. country Russia
Lot number EV785 Customer lot EV785
Date of manufacture: 03-DEC-2021 Expiry date NOV-2023
Strength see at the assay
Dosage form coated tablet
Packaging type PVC - ALU blisters
Storage condition Do not store above +30°C
; S
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 44-52 min
ASSAY
- Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 469.1 mg
complexometric titrations)
- Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.09 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 10th lot but at least for 1 lot/year).
The reference number of Market
Authorization registered in Russia: P N013203/01
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
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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 EV785 Customer lot EV785

Date of manufacture: 03-DEC-2021 Expiry date NOV-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 13-DEC-2021 11:00
Qualified person: dr. Solti Ménika Méaria

.
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