JEKJIAPAIIASA O COOTBETCTBHA

MEKJIAPAHT, IPHHAMAIOIHANA AEKTAPAIIAIO O COOTBETCTBHH:

AO "Carnoghu Poccun"”

Ceedenin o pecucmpayuu opanuzayuu: Medicpationnan uncnexiyus Gedepanvroii Han02060ii crysctot Ne
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OTPH: 19.08.2002

Aodpec: 125009, 2. Mocxea, yn. Teepcxas, 0. 22, Tenegpon/axc: 8 (495) 721-14-00/ 721-14-11

B nuye: Fenepansntii dupexmop Monic O.A.

Hoeepennoe nuyo: Tepunma O.J1. Josepennocmm: 6/4 om 15.03.2019 2,

SAABISAET, 9TO

Aexapcmeenroe cpeocmso: Mazne B6® mabremxu, noxpeimuie 06orouxoii 20 uum., brucmepei (3), nauru
kapmonyvie, pe2.yo. Ne IT N013203/01 om 13.03.2007 (dama samener PV 27.02.2018) ,es10an0 Cavodpu
Bunmpon Hudycmpus, cepus CV344, napmusn 14101 ynaxosox, 200ex do 30.06.2021, npoussodcmea
XHHOHH 3aeod Papmayesmiseckux u Xumuvecxix Hpodyxmos 340 / CHINOIN Pharmaceutical and
Chemical Works Private Co Ltd., 2112 Veresegyhaz, Levaiu. 5, Hungary, Benzpus,

ko0 OKIIZ2 21.20.10.121, xod TH B3] 2106909803, xonmpaxm Ne250/40056192/F-2 om 20.10.2010,
uneoiic Ne9085341666 om 25.07.2019

COOTBETCTBYET TPEEOBAHNAM
11 NO13203/01-130307 uzm. Me 1-7

AEKNAPATIHSA IIPHHSTA HA OCHOBAHAHA

npomoxon ucnsimarnuil Ne 721971 om 30.07.2019 HIT OO0 "Ifenmp xonmpons kavecmea Buonaiigh",
ammecmiam axxpedumayuu RA.RU.21IKOI om 22.07.2015 2., cepmugpuxam cepuu XHHOHH 3aeod
Papuayesmurieckux u Xusuecrux Ilpodyimos 340 om 17.07.2019, Cepmugpuxam POCC
RU.@M05.C08782 om 30.07.2019

Ilepnmma O.JI.
Q1O

CBEJIEHMA O PETUCTPAIINHA

OPT'AH IO CEPTH®HKAIIAH, 3SAPETHCTPHPOBABINAN JEKJAPAITHIO

Opeari no cepnrughuxarpnt npodyryuu

Obuwjecmsa c ozpanuvenoii omeememeenrocmsio «Oxgysicioti yenmp cepmudduxayuu»,
adpec: 620014, POCCHA, Ceepdnoscxas obnacme, Examepunbype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu N RA.RU.11OMO5

Ynueprna A A.
PyxoBozaTens oprasa mo
CEPTH(HKAMHY NPOXYKITHH




CEPTHO®HKAT CEPHH

Xurond 3ason PapMalesTHYecknX 1 XHMHYECKHX MPOAYKTOR A0

- Komnanng Canodn

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Bearpusa
Ten.: +36 28 585 600 / dakc: +36 28 585 939

JNoromun xomnanuk «CAHOGU»

Koa ToBapa: VER 681237
Hawmenopanne npenapata:  MATHE B6 TabaeTkn, NokpbIThie nienounoi obotouxots, 60X
Crpana-umnoprep: Poccna
Homep cepyn: CV344 Homep cepuu 3akazumka; CV3iqd
Hara npon3isoactea: 06-HIOJ-2019 Cpox roaHocTH: HIOH-2021
Jloanpoeka: CM. B NyHKTe «KonuuecTeeHHOE OnpeaeneHHen
Fexapcreennan gopma: TaBRETKH, MOKPLITBIE NNEHO4EOH 0G0N0UKOM
THn ynakoBkH: KonTyphas avefikoan ynakoska [IBX - ALU
Kon CnobantHo# 6a3el 681237
JAHHBIX PEIHOYHOMH
sH@opmawm (GMID):
Iloxasarenn Hopmei PesynbTatsl
XAPAKTEPUCTHUKH
-~ OrmHcaHuHe Benkie OBCAKOBLIMYKNLIE OBANbLHEBIE COOTBCTCTBYCT
TaONETKH, TOKPBITLIE TAIEHOUHON
obonoukot, c rnaakoi 6aectawed
MOBEPXHOCTEIO.
NMOJJMHMHHOCTDL
— Marnnii (o ocagky) TMonoxkutensHelii pesynsrar CooteeTcTBYET
— Marnus nakrata auruapat (TCX) CooTBETCTBYET CTAROAPTHOMY CooTeercTByer
obpasuy
- TupniokcuHa ruppoxnopun (TCX) CooTBeTCTBYET CTaHAAPTHOMY CooTeeTcTBYET
ofpasuy
— Twurana guokcus (B COOTBETCTBHH C IonoxurensHeli pesyasrar CooTeercTBYyeT
LEeTHOH peakuueit)
— PacnoagaemocTtb <= 60 MHHYT 33-35 muu

KOJUYECTBEHHOE ONIPEAEJEHHUE

— Maruua nakTaT auruapar (c 446,5 - 493,5 Mr/rabnetka, nokpeitas ~ 480,7 mr
KOMM/IEKCOHOMETPHYECKHM THTPOBAHHEM) 1eHOYHON 0600uKOMH
— TnpuaokcHHa rugpoxnopua (Y ®- 4,75 - 5,25 mr/TabneTka, NOKpeITas 5,16 mr

CHIEKTPOCKOMHA) nneHo4HoH 0bonouko
MHUKPOBHOJOIHUYECKASA

YHUCTOTA*

— O6ee yucno aspobHeix = 10000 KOE/r
MUKpoopraHuaMoB (TAMC)

- O61uge YHCNO APONOIKEBEIX H MIECHEBBIX = 100 KOE/r

rpubos (TYMC)

— Escherichia coli OtcyTeTRYeT/T

'HOI'[OJIHHTCJ'II:HHC HCMBITARUA HE NMPOBOLATCA NPH PYTHHHOM KOHTpONeE, MOHHTOPHHTE.

Henbitanna MUKpOOHONOrHYECKOH YHCTOTEI COOTBETCTBYIOT TpeGoBanuaM Esp. ®apw. (kaxaas 100-a cepus,
HO, KaK MHHUMYM, | cepia B ron). JfauHas cepus Geiia MpoH3BeeHa B COOTBETCTBHH C AeHCTBY UMM
TpeGoBaHuaMk Hamnexawe#i nponssoncteenHol npaktiku (cGMP) 1 cOOTBETCTBYET HOpMaM HOpMaMu
COOTBETCTBYIOIUErO PericTpauHoOHHOTO YAOCTOBEPEHHS.

CepruHkat anannusa 6bu1 CHaGKEH SNEKTPOHHOMN NOLNKCHIO, NONYYEHHOH ¢ NOMOILBIO BATHAHPOBAHHOH
NabopaTropHo#t HHPOPMALHOHHON CHCTEMBI.
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CEPTHOHKAT CEPHH
Xsnouu 3ason DapmauceTHHECKHX H XHMHUECKUX NPOAYKTOB 3AQ
- Kovnanus Canodu

Jlorotin komnanun «CAHOGH»

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Benrpus
Ten.: +36 28 585 600 / dakc: +36 28 585 939

Kon ToBapa:

Crpana-nsnoprep:
Homep cepun:

Jlara nponseoacrea:
JloznpoBka:

Tun ynakosku:

HaumenoBanne npenapata:

JlexapcTaennan dopma:

VER 681237
MAI'HE B6 TabneTky, ROKpbITHIE Iienounoli obonoukofi, 60X

Pocous
Cv3id4 Homep cepun 3akasuika: CV3dq
06-UI0J1-2019 Cpox ronHocTH: HIOH-2021

CM. B NyHKTe «KoNnHuecTBeHHOE onpeaeneHie»
TabneTky, NOKpPBITEE MWIEHOYHOH 0Gonovkoll
Koutypuan auefikosan ynakoska IIBX - ALU

YnoiHoMo4YeHHOE JHLL0:

Koa I'nobanbHolt Haier 681237
AAHHBIX PHIHOYHON
unpopmawsin (GMID):

Pemeﬂne YNOJHOMOYEHHOI'0 JJUIIA
Pemenue: FELSZABADITVA / [IPUHATO
Hara: 17-UI0JI-2019 10:17

Dr. Stefan Veronika
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BATCH CERTIFICATE

SANOFI v g

CHINCIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary

Fhone: +36 28 585 600 / Fax: +36 28 585 93¢

Item code : VER €81237
Product name : MAGNE B6 coated tablets 60X
Import. country : Russia
Lot number : CV344 Customer lot no. : CV344
Date of manufacture: 06-JUL-2019 Expiry date : JUN-2021
Strength : see at the assay
Dosage form : coated tablet
Packaging type : PVC - ALU blisters
GMID code : 681237
Tests Specifications Results
CHARACTERS
hppearance White oval-shaped biconvex ceated 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 [Acceording to colour Positive Complies
reaction)

- Disintegration time <= 60 minutes 33=-3% min
ASSAY

- Magnesium-lactate dihydrate (with 446.5 ~ 493,5 mg / coated tablet 480.7 myg

complexometric titrations)
- Pyridoxine hydrochloride (0V) 4.75 = 5.25 mg / coated tablét 5.16 mg

MICROBIOLOGICAL QUALITY*

- TAMC <=16G00 Cru/g
- TYMC =100 CFi/g
- Escherichia coli Absent / g

*Additional tests are not performed for routine inspectidny:moﬁitoring test.

s
ey

Microbiological purity tests comply to the Ph.Eur. requirements (every 100th lot, but at least 1 per year).

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.
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BATCH CERTIFICATE

CHINQIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhdz site - 2112 Veresegyhdz, Lévali u.5., Hungary

Phone:

+36 28 585 600 / Fax:

+36 28 585 93%

SANOFI

e,

%

Item code :
Product name :
Import. country :
Lot number :

Date of manufacture:

Strength :
Dosage form :
Packaging type
GMID code

VER 681237
MAGNE B6 coated tablets 60X

Russia
Cv344 Customer lot no.
06-JUL-2019 Expiry date

see at the assay
coated tablet
PVC - ALD
681237

blisters

Cv344
JUN-2021

QP decision

Dacisgion :
Date

Qualified parson:

FELSZABADITVA / ACCEPTED
17-JUL-2019 10:17

dr.Stefa&n Veronika
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