CEPTUOPUKAT 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

SANOFI g

|GMID xonx: 794410 Kon ToBapa: VER_794410
[IpoxykT MAT'HE B6 ® Ttadaerkn, nokpbIThle 000/104K0ii, 100X
|Crpana-umnoprep: Poccus
Homep cepun: FVv208 Howmep cepun kiamenra: FV208
/laTa mpon3BOICTBA: 31-MAP-2022 Jlata ncreuenus cpoxa
TOJHOCTH: DEB-2024
Jlo3upoBKa: Cmotpu KonmdecTBeHHOE onpe/eneHne Beimymennoe koJ-Bo
(YHaKkoBOK): 11671
JlekapctBenHast popma:  TaGieTku, HOKPHITEIE 000I0UKON Howmep cepuu ADU: FV00606, FV00774, DV05852

'YrakoBKa:

YcnoBus XpaHeHus

Baucrep I1BX-Anomunnit

Xpanutsb npu Temneparype He sbime + 30 © C.

CIIEKTPOCKOTIHS)
JTONTOJTHUTEJIBHASI UTHOOPMALIUSA

Mukpobuonornueckas guctota (Esp. @.*)

-O0111ee KOJIMYECTBO adpOOHBIX
IMukpooprannzmos (TAMC)

-O011ee KOIMIECTBO APOXKIKEBBIX U TUIECHEBBIX
jrpu6oB (TYMC)

-Escherichia coli, 1 T

[CPOK TOOHOCTH

000JI0YKOi

He 6oiee 100 KOE/r
He 6onee 10 KOE/r

OTcyTCTBYET

|Cchuika Ha Homep HopmaTtusHnoit Jlokymenrtaruu: I1 N013203/01-130307,

n3meHenus 1, 1, 3-12

2 roga

Iloxa3aTean Hopma PesyabTaTt
[Tokazarenu:
- Onucanue Benble 1BOSIKOBBIMYKIIbIE OBAIbHEIE COOTBETCTBYET
Ta0JIETKH, HOKPHITHIE INICHOYHOMH
000JI0UKOH, C IIagKO# OJIeCTIIEH
MTOBEPXHOCTHIO.
MOAJINHHOCTbD:
- Maruuii (1o ocanxy) IMonoxuTenbHbIN COOTBETCTBYET
- Maruus nakrara guruapar (TCX) COOTBETCTBYET CTAHIAPTY COOTBETCTBYET
- [Mupunoxcuna ruapoxnopuz (TCX) CoOTBETCTBYET CTaHAAPTY COOTBETCTBYET
- Turana nuokcuy (B COOTBETCTBUH C IIBETHON TTomoxxuTeapHBIN COOTBETCTBYET
Ipeakuueit)
- Pacnapaemocts He 6onee 60 MmunyT 37-41 MunyT
KOJUYECTBEHHOE OIIPEJEJEHUE
- Maruus nakraT guruapar (c 446,5 - 493,5 Mr/TabneTka, MOKpPHITas 466,7 mr
|KOMIIIEKCOHOMETPUYECKUM TUTPOBAHUEM) 000I109KO0#
-ITupunokcuna ruapoxiaopu (Y d- 4,75 - 5,25 mr/TabiieTKa, MOKPHITAsT 5,07 mr

*/lonoanumenvHvle mecmovl He 8bINOIHAIOMCS OJis1 PYMUHHO20 KOHMPOS, 0151 OAHHOU cepult He NPOBOOUTUCD
(ons kaocoou 10-1i cepuu, Ho He pedice, uem 0nst 1 cepuu 8 200)
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TOJHOCTH: DEB-2024
Jlo31poBKa: Cmotpu KonmdecTBeHHOE onpe/eneHne Beimymennoe koJ-Bo

(YHaKkoBOK): 11671
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ADU, ncnoib30BaHHBIN 1/ HPOU3BOACTBA:
Hazeanue npoussonutens AOU

- MarHus JIaKTar Monxc Kanrabpa C.JI.- Poligono Industrial Requejada, 39313, Polanco, Spain
- Butamun B6 I3sacn Taucuns @apmaceiotukan Ko. JIta, Le'anjiang
333 300 Leping, Jiangxi province, Kurait
'YnakoBKka 1 MApKHpPOBKa: B coorBercTBUM ¢ H/]
JHa Onucrepe Ha pycCKOM S3bIKE YKa3aHO: TOPrOBOE€ HAMMEHOBAHHME MpEMapata ¢ MpeaynpeauTeIbHON COOTBeTCTByeT

MapKUpPOBKO# ® (ayOnupyeTcs JJaTHHCKMMH OyKBaMH ¢
MpeaynpeuTeIbHON MapKUpOBKO# ®), copepxanue Maruus (Mg++)
Y MAPUAOKCHHA THAPOXJIOpHIA B 1 TabneTKe B MILITUTPaMMax,
JICKapCTBEHHYIO (hOpMy, JIOTOTHI KOMIIAHUH (JTATHHCKHUMH OyKBaMu),
HOMEp CEpHH, CPOK FOAHOCTH (TOJCH 10).

Bo03MO0XHO Hanu4ue BHYTPECHHUX HU(POBBIX MIIH IITPUXOBBIX
MIPOU3BOJICTBEHHBIX KOJIOB.

Ha xapTOHHOH na4Ke Ha PYCCKOM SI3bIKE  ToproBoe HAMMEHOBAHHUE TIPENapara C IpeAynpeIuTeNbHO CooTBeTCTBYET
MapKUpOBKO# ®, (yOiupyeTcst IATHHCKAMK OyKBaMU ¢
MpeaynpeuTeNIbHON MapKUpOBKO# ®), copepxanue Maruus (Mg++)
Y MUPUAOKCHHA TUAPOXJIOpHIA B 1 TabneTke B MIITUTPaMMax,
JICKapCTBEHHYIO ()OpMY, KOJIMIECTBO TAOJIETOK B YIIAKOBKE, COCTAB
Ha | TaOneTky (HANMEHOBAaHUE M KOJIUYECTBO ACHCTBYIOIINX
BEIIECTB, IEPEUCHb BCIIOMOTATENILHBIX BEIIECTB), YCIOBHUS XPaHCHNS,
YCIIOBHS OTIycKa, «XpaHUTh B HEIOCTYITHOM JUTS IETEH MecTe,
«Ilepen mpuMeHEHHEM BHUMATEIIBLHO TPOYUTANTE HHCTPYKIIHION,
«JIns mpuema BHYTpb», HAUMEHOBAHHUE U CTpaHy (HUPMBI-
npousBoautens («I[Ipou3BoauTeNB:»), HOMEP PETHCTPALMOHHOTO
YAOCTOBEPEHUS, JIOTOTUI KOMIIAHUH (JIATHHCKMMH OyKBaMH), HOMEp
cepuH, 1aTy MPOU3BOJCTBA, CPOK TOJHOCTH (TOJCH JI0), IITPUX-KOJI,
TEMATHYECKUE PHCYHKU.

Bo3moskHo Hanmnune 2D win QR-koa, BHYTPEHHUX IU(POBBIX WK
LITPUXOBBIX MPOM3BOICTBEHHBIX KOJIOB KOMITaHHU. B0O3MOKHO
HaJIuMe 3alUTHON HaKJICHKU.

JI0MOMHUTETBHO MOXKET OBITh HaHEeCeHa HH(OPMALHs IS
MOHHUTOPHHI'A IBUKCHUS JICKapCTBEHHBIX MTPENAapaToB OT
MIPOU3BOIUTENS 10 KOHEYHOrO MOTPEOUTES.

VrakoBka: CootBercTBYET
ITo 20 tabnerok B O6muctep u3 [I1BX/(hoabru asroMUHHEBOM.
ITo 5 6iucrepoB mo 20 TabACTOK BMECTE C HHCTPYKITHEH 110

MPUMEHEHHIO TIOMEINAIOT B KAPTOHHYIO MauKy.

/laHHas cepust COOTBETCTBYeT TpeboBanusmM HopmarusHo# JIokyMeHTaIHN, 3aperucTpUpOBaHHON B HacTosee BpeMs B Poccuiickoit
Denepannu 1o nepedruciIiCHHbIM I0Ka3aTeIIM KadeCcTBa.
HacrosmumM noaTBepskaeTcs, 4To TEKyIasi CEpHsi COOTBETCTBYET TPeOOBAHMSAM pa3lelioB « Y TaKOBKa» U « MapKHpOBKa» B
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JlanHas cepust npoun3sBeieHa B cooTBeTcTBHH ¢ CGMP TpeGoBaHUSIMU M COOTBETCTBYET clienU(HKanusiM PerucrpannoHHOro
VYnocroBepenus. / JlaHHBIH cepTUUKAT aHAIN3a MOAIIICAH YJIEKTPOHHON MOJNUCEHI0 Yepe3 BanaupoBanHylo cuctemy JINMC.

Pemenue YIOJHOMOYECHHOI'0 JTHIA

Perenue: OAOBPEHO
JlaTa: 11-AITP-2022 15:08
Y110JIHOMOYEHHOE JIHI0: dr. Solti Monika Maria
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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 : 794410 Item code : VER 794410

Product name : MAGNE B6 (R) coated tablets 100X

Import. country : Russia

Lot number : Fv208 Customer lot : Fv208

Date of manufacture: 31-MAR-2022 Expiry date : FEB-2024

Strength : see at the assay

Dosage form : coated tablet Release gty (packs): 11671

Packaging type : PVC-ALU blisters Batch Number of API: FV00606, FV00774, DV05852
Storage condition : Do not store above +30°C

L . . :
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 37-41 min
ASSAY

- Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 466.7 mg

complexometric titrations)

- Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.07 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).

Reference of Normative Document: P N013203-01-13032007, wvariations 1, 1, 3-12

SHELF LIFE 2 years
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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

The blister label states in Russian The trade name of the medicinal product Complies

language: 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 (in Latin letters), batch
number, shelf life (expiry date).

Existence of manufacturing codes is

possible.
The carton label states in Russian The trade name of the medicinal product Complies
language: 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
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< o
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 5 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 : 11-APR-2022 15:08
Qualified person dr. Solti Ménika Maria

\.
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