CEPTUO®UKAT AHAJIN3A

ealthcare Hungary Ltd.,
-esegyhaz,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

SANOFI

Y

S\

000JI09KOM
JTOITOJIHUTEJIbHASI TH®OPMAILIU ST

Mukpobuosnornueckas grctota (Esp. @.*)

-O01ee KoIM9IecTBO a3poOHBIX MuKpooprann3mMoB He 6onee 100 KOE/r

(TAMC)

-O011ee KOIMIECTBO APOXKIKEBBIX U TUIECHEBBIX He 6onee 10 KOE/r
rpuboB (TYMC)

-Escherichia coli, 1 T OTtcyTcTBYyeT

(ons kaocoou 10-1i cepuu, Ho He pedice, ywem 0nst 1 cepuu 8 200)

CPOKT'OJHOCTH 2 rona

Ccpuika Ha HoMep HopMaTuHo# JlokyMeHTaIuu: ITN013203/01-130307, u3amenenus 1, 1, 3-13

|GMID kox: 807536 Kon ToBapa: VER_807536
[IpoaykT MAT'HE B6 ® TadJieTkH, NOKpbITbIe 000/104K0i, 180X
CrpaHa-umnoprep: Poccus
Homep cepun: FVv357 Howmep cepun kiuenra: FV357
/laTa mpou3BOJCTBA: 20-UFOH-2022 Jlata ucreuenns cpoka  MAM-2024
TOJIHOCTH:
Jlo3upoBka: Cwmotpu KonndectBeHHoe onpezeseHue
JlekapcTBeHHas hopma: Tabnerky, TOKPHITEIE 000JIOUKOIT Brinymiennoe koi-Bo
(YHaKkoBOK): 6 499

YnakoBka: Biucrep IIBX-Antomununit Howmep cepuu ADU: FV02608, FV02610, EV01140
'Y crnoBus XpaHeHHs IIpu Temnepatype e Boime + 30 ° C.
Iloka3aTe/b Hopma PesyabTart
Iloka3zarenu:
- Ormmcanwne benble NBOSIKOBBINTYKIIbIE OBAJIBHBIE COOTBETCTBYET

TabJIETKH, TOKPHITHIE THICHOYHOM

000JI0YKOH, C TJIagKOM OecTseit

TOBEPXHOCTHIO.
MNOAJINHHOCTbD:
- Marsuwuii (1o ocanxy) [omoxxuTensHBII COOTBETCTBYET
- Marnus nakrara guruapar (TCX) CoOTBEeTCTBYET CTAHAAPTY COOTBETCTBYET
- [Mupunoxcuna ruapoxnopuz (TCX) CoOTBeTCTBYET CTAHAAPTY COOTBETCTBYET
- Tutana nuokcun (B COOTBETCTBUH C I[BETHOM ITonoxurenbHbIN COOTBETCTBYET
[peaxiuei)
- Pacrmamaemocts He 6oiree 60 MuHyT 37-39 MuHyT
KOJIMYECTBEHHOE OIIPEJAEJIEHUE
- Maraus Jlaktat AUruapar (c 446,5 - 493,5 mr/TabneTka, TOKphITast 463,7 mr
|[KOMITJIEKCOHOMETPUIECKAM TUTPOBAHUEM ) 000109KOM
-ITupunoxcuna ruapoxiopun (Y D-crnekrpockomnus) 4,75 - 5,25 mr/TabiieTka, MOKphITast 5,10 mr

*/[onoanumenvHvle mecmovl He 8bINOIHAIOMCS OJis1 PYMUHHO20 KOHMPOS, 0151 OAHHOU cepult He NPOBOOUTUCD
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CEPTUO®UKAT AHAJIN3A

SANOFI

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

IGMID kox:
[IpoaykT

CrpaHa-umnoprep:
Homep cepun:

/laTa npousBoaCTBa:

Jlo3upoBKa:

'YakoBKa:

YcnoBus XpaHeHus

JlekapcTBeHHas hopma:

807536 Kon ToBapa: VER_807536
MATHE B6 ® Ttaéserku, nokpbITbie 060/104K0ii, 180X
Poccus
FVv357 Howmep cepun kiuenra: FV357
20-UIOH-2022 Jlata ucreuenns cpoka  MAM-2024
TOAHOCTH:
Cmotpu KonmuectBeHHOE onpejieneHue
Tabnerky, TOKPHITEIE 000JIOUKOIT Beimymennoe koJ-Bo
(YHaKkoBOK): 6 499
Biucrep IIBX-Antomununit Howmep cepuu ADU: FV02608, FV02610, EV01140

IIpu Temnepatype e Boime + 30 ° C.

Tloka3arean

Hopma PesyabTart

- MarHusi JIaKTaT
- Buramun B6

lYKa3aHO:

|Y1akoBKa:

'YnakoBKa 1 MapKHPOBKa:
JHa Giuctepe Ha pyCCKOM SI3bIKE yKa3aHO:

JHa kapTOHHO#1 auke Ha PYCCKOM SI3bIKE

@MU, ucnoib30BaHHBIN 1JIsl IPOU3BOACTBA:
Haszsanue npoussonurens AOU:
Moosxc Kanrabpa C.JI.- Poligono Industrial Requejada, 39313,

I3sacu Taucunb Papmackrotrkan Ko. JIta, Le'anjiang
333 300 Leping, Jiangxi province, Kurait

B coorBercTBUM ¢ H/|

TOProBO€ HAMMEHOBAHME Npenapara ¢ npeayrnpeIuTebHON
MapKUPOBKO# ® (IyOnupyeTcs JJaTHHCKHMH OyKBaMH ¢
IpeIynpeanuTeIbHON MapKupOBKol ®), conepxkanue Maraus (Mg++)
U MUPUAOKCHHA THAPOXJIopHIa B 1 TabneTke B MHLIMIpaMMax,
JICKapCTBEHHYIO (hOpMy, JIOTOTHI KOMIIAHUH (JTaTHHCKUMH OyKBaMu),
HOMEp CEpUH, CPOK TOJHOCTH (TOZICH JI0).

B03M0OXHO HalM4Ue BHYTPEHHUX LU(POBBIX MM LITPHXOBBIX
MTPOU3BOICTBEHHBIX KOJIOB.

CooTBeTcTBYET

TOProBO€ HAMMEHOBAHME Npenapara ¢ npeayrnpeIuTebHON
MapKUpOBKO# ®, (yOiupyeTcst IATHHCKUMK OyKBaMK €
IpeIynpeanuTeIbHON MapKupoBKol ®), conepxkanue Maraus (Mg++)
U MUPHUIOKCHHA TUAPOXJIopHIa B | TablieTke B MIJUTUTPaMMax,
JICKapCTBEHHYIO ()OPMY, KOJIMIECTBO TAOJIETOK B YIIAKOBKE, COCTAB
Ha | TabneTKy (HAMMEHOBAHME U KOJINYECTBO ACHCTBYIOIINX
BEILIECTB, IEPEUCHb BCIIOMOTaTEIbHBIX BEIIECTB), YCIOBUs XPAaHEHHUS,
YCJIOBUS OTITYCKa, «XPaHUTh B HEAOCTYITHOM /I I€TEel MecTe»,
«Ilepea mpMEeHEHHEM BHUMATEIBHO IPOYUTANTE HHCTPYKIHION,
«J171s1 mpremMa BHYTpPb», HAUMEHOBAHUE U CTPaHy (UPMBbI-
npousBoautens («I[Ipou3BoauTesn:»), HOMEp PErHCTPALMOHHOTO
YAOCTOBEPEHHS, JIOTOTHIT KOMITAHUHU (JIATHHCKMMH OYKBaMmu), HOMEp
cepHu, IaTy IPOU3BOACTBA, CPOK TOJHOCTHU (TOJCH J0), IUTPHUX-KOT,
TEMAaTHUYECKUE PUCYHKH.

Bo3moxHo Hannuue 2D uian QR-koja, BHyTpeHHUX IU(POBBIX WK
LITPUXOBBIX MPOU3BOACTBEHHBIX KOJOB KOMITAHHH.

Bo03M0XHO Hanuuue 3alUTHON HaKJICHKH.

JIOnOTHUTENBEHO MOKET OBITh HaHeCeHa MH(OPMALHS I
MOHUTOPHHIA IBUKEHUS JIEKApPCTBEHHBIX MTPENAapaToB OT
MIPOU3BOIUTENS 10 KOHEUHOTO MOTPEOUTES.

CooTBeTcTBYET

CooTBeTCTBYET

ITo 20 Tabaerok B 6muctep u3 [IBX/donbru antoMuHueBOA.
Mo 9 6muctepoB o 20 TabyeTOK BMECTE C HHCTPYKIHMEH 110
MIPUMEHEHHIO TIOMEIIAIOT B KAPTOHHYIO ITauKy.

Polanco, Spain
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CEPTUO®UKAT AHAJIN3A
SANOFI

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

|GMID kox: 807536 Kon ToBapa: VER_807536
[IpoaykT MAT'HE B6 ® TadJieTkH, NOKpbITbIe 000/104K0i, 180X
Crpana-ummoprep: Poccust
Homep cepun: FVv357 Howmep cepun kiuenra: FV357
/laTa mpou3BOJCTBA: 20-UFOH-2022 Jlata ucreuenns cpoka  MAM-2024
TOAHOCTH:
Jlo3upoBKa: Cmotpu KonmuectBeHHOE onpejieneHue
JlekapcTBeHHas hopma: Tabnerky, TOKPHITEIE 000JIOUKOIT Beimymennoe koJ-Bo
(YHaKkoBOK): 6 499
YnakoBka: Biucrep IIBX-Antomununit Howmep cepuu ADU: FV02608, FV02610, EV01140
'Y crnoBus XpaHeHHs IIpu Temnepatype e Boime + 30 ° C.
Iloka3aTe/b Hopma PesyabTart

JanHast cepust cooTBeTcTBYyeT TpeOoBaHusiM HopmatuBHO# JlOKyMEHTaIMu, 3aperUCTPHPOBAHHOW B HACTOSIIEE BpEMs B
Poccuiickoit denepanuu 1o nepeuucIeHHbIM I0Ka3aTeNsIM KayecTBa.

HacrosmuM moaTBepskAaeTcs, 9TO TEKyIIash Cepusi COOTBETCTBYET TPeOOBAHHSAM pa3/ielioB «YIakoBKa» M «MapKHpoBKa» B
Hopmarushoii JlokymMeHTanuu, 3aperucTpUpoBaHHOM B HacToswee BpeMs B Poccuiickoit denepanuu.

Jlannas cepust mpousBesieHa B cooTBeTCTBUH ¢ ¢CGMP TpeOoBaHMSMH M COOTBETCTBYET CHeHU(UKAIMIM PerucrpamnuoHHoro
VYnocrosepenus. / JlaHHbIH cepTUdHUKAT aHATN3A NOAIICAH JICKTPOHHON MOJNUCKHIO Yepe3 BakaupoBanHyto cuctemy JINMC.

Pemenue YIOJHOMOYECHHOI'0 JTHIA

Pemenue: OIOBPEHO
JlaTa: 28-UOH-2022 15:46
YTI0.IHOMOIEHHOE JIHIO: dr. Solti Moénika Maria

gUHIET)
!_';_15 L] 5’;_.,
g kd
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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)

SANOFI .2

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

GMID code 807536 Item code VER 807536

Product name MAGNE B6 (R) coated tablets 180X

Import. country Russia

Lot number FV357 Customer lot FV357

Date of manufacture: 20-JUN-2022 Expiry date MAY-2024

Strength see at the assay

Dosage form coated tablet Release gty (packs): 6499

Packaging type PVC-ALU blisters Batch Number of API: FV02608, FV02610, EV01140

Storage condition

\.

Do not store above +30°C

Reference of Normative Document:

SHELF LIFE

*Additional tests are not performed for routine inspection,

not

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

P N013203-01-13032007, variations 1, 1,

2 years

conducted for this batch

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 37-39 min

ASSAY

- Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 463.7 mg

complexometric titrations)

- Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.10 mg

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*

- TAMC <=100 CFU/g

- TYMC <=10 CFU/g

- Escherichia coli , 1 g Absent
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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)

SANOFI .2

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

GMID code 807536 Item code VER 807536

Product name MAGNE B6 (R) coated tablets 180X

Import. country Russia

Lot number FV357 Customer lot FV357

Date of manufacture: 20-JUN-2022 Expiry date MAY-2024

Strength see at the assay

Dosage form coated tablet Release gty (packs): 6499

Packaging type PVC-ALU blisters Batch Number of API: FV02608, FV02610, EV01140

Storage condition Do not store above +30°C

\.

Tests

Specifications Results

API used for production
Manufacturer's name of API

- Magnesium Lactate
- Vitamin B6

(cont.)

Packaging and labelling:
The blister label states in Russian

language:

The carton label states in Russian

language:

MOEHS Cantabra S.L.- Poligono Industrial Requejada, 39313, Polanco,

JIANGXI TIANXIN Pharmaceutical Co.Ltd. Le'anjiang
333 300 Leping,

Jiangxi province, CHINA

In accordance with ND
The trade name of the medicinal product Complies

with a cautionary marking ® (duplicated
using Latin letters with a cautionary
marking ®), magnesium (Mg ++) and
pyridoxine hydrochloride contents in 1
tablet in milligrams, dosage form,
company logo batch

shelf life

(in Latin letters),
number, (expiry date) .
Existence of manufacturing codes is
possible.

The trade name of the medicinal product Complies
with a cautionary marking ® (duplicated
using Latin letters with a cautionary
marking ®), magnesium (Mg ++) and
pyridoxine hydrochloride contents in 1
tablet in milligrams, dosage form,
number of tablets per package,
composition per 1 tablet (name and
number of active substances, list of
excipients), storage conditions,
prescription status, “Keep out of reach
of children”, “Please read the attached
instructions carefully before using the
product”, “For oral use”, name and
country of manufacture
(“Manufacturer:”), marketing

authorization number, company logo (in

Latin letters), batch number, date of

Spain
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BATCH CERTIFICATE SANOF| g

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 : 807536 Item code : VER 807536

Product name : MAGNE B6 (R) coated tablets 180X

Import. country : Russia

Lot number : FV357 Customer lot : FV357

Date of manufacture: 20-JUN-2022 Expiry date : MAY-2024

Strength : see at the assay

Dosage form : coated tablet Release gty (packs): 6499

Packaging type : PVC-ALU blisters Batch Number of API: FV02608, FV02610, EV01140
Storage condition : Do not store above +30°C

Tests Specifications Results

manufacture, shelf life (expiry date),
bar-code thematic drawings. It is
possible to have a 2D code or QR-code,
internal digital or bar production codes
of the company. There may be a
protective sticker. Additionally,
information can be applied to monitor
the movement of drugs from the

manufacturer to the end user.

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.

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
validated LIMS.

Decision : ACCEPTED
Date : 28-JUN-2022 15:46
Qualified person dr. Solti Ménika Maria
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