JAEKJAPAIIMS O COOTBETCTBHU

JEKJAPAHT, TPHHUMAIOIMHI JEKJIAPAITAIO O COOTBETCTBUH

AO "Canoghu Poccun”

Ceedenus 0 pezucmpayuu opeanusayuu: Mexcpaiionnas uncnexyus QedepanbHotl Hano2o80u caysicdbvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yr. Teepcran, 0. 22. Tenegpon/harc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvnstii dupexmop Mownoic O.A.

Hosepennoe nuyo: Cmenanog C.C., dogepennocms 6/n om 01.12.2017

3AABJIET, UTO
Aexapcmeennoe cpedemeo. Maene B6, mabnemru nokpuimeie obonoyxoti 20 wm., ynakoexu avelikogvle

xoumypuvie (3), nauxy xapmonnvie, PY Ne II N013203/01 om 13.03.2007 (0ama zamenvt 27.02.2018) svidano
Canogu Bunmpon Huoycmpus, cepun CV005, napmus 17365 ynaxosox, 200en 0o 31.12.2020, npouzeoocmea
Xurnoun 3asod Qapmayesmuneckux u Xumuueckux npodyxmos 340, Benzpun, Chinoin Pharmaceutical and
Chemical Works Private Co Ltd, Levai u. 5., Veresegyhaz, 2112, Hungary koo OKII[]2 21.20.10.121, ko0 TH
B3 2106909803, xonmpaxm Ne 250/40056192/F-2 om 20,10.2010, uneoiic Ne 9085320292 om 18.01.2019

COOTBETCTBYET TPEBOBAHUAM
IIN013203/01-130307 (HJ 42-3973-06 uzm. Ne 1-7)

JEKJIAPATIAA ITPHHSITA HA OCHOBAHHH
npomoxon ucnuimanuil No 1890 om 23.01.2019 H/I OO0 HI] "PAPMOBOPOHA", ammecmam axxpedumayuu

POCC RU.0001.21DJI40, Cepmuduram POCC HU OMO8.C32130 om 23.01.2019

mxﬁmyiﬁmm HEKJIAPAITAH 23.01.2019
)iEf_&CTBHTEJILHA JO 31.12.2020

Crenarnon C.C.

% ®.MN.0
{

CBEJIEHUSA O PETUCTPAITUN

OPIAH II0 CEPTHOUKAITIN, SAPETHCTPHPOBABINWI JEKTAPAITHIO
RA.RU.11 ®M08 OPI'AH 110 CEPTHOHKALIHU TPONYKIHH OFIECTBO C O PAHHYEHHOH

OTBETCTBEHHOCTEIO "OKPVKHOM [[EHTP KOHTPOJIA KAYECTBA",

aodpec opzanuzayuu: 115280, &, Mocxkea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. I, adpec opzana no
cepmuchuxayuu. 115280, POCCHA, eopod Mocksa, yn. Macmepxoaa, 0. 4, sm. 5., men.:(495)788-02-88, seb-
catim: oykx.p.

JAEKJIAPATIHSA O COOTBETCTBHUM 3APETUCTPHUPOBAHA M POCC RU JJ-HU. ®@M08.4.13524/19
JATA PECHMCTPANIVN 23.01,2019

J ’ ,; Hunenxo U.B.
né;gl;ﬁfléb Pyrosoautens OC




CEPTH®UKAT CEPHI Jfovorun komnamn «CAHODH
Xunour 3aso;l GapMalesTHUCCKIN 1 XIMICCKEX HPOEyKIoB 3A0
- Koxmuatis Canopn

Veresegyhdz site - 2112 Veresegyhde, Lévai u.5., Benrpis

Tea.: 436 28 585 600 / daxe: +36 28 585 939

Koa Tonapa: VER 681237

Hauviengpanue apenapata:  MAIHE B6 rabacrksn, noxpaitsie nacnowuci obosouroii, 60X
Crrpata-timnoprep: Poccas

Hosep copun: CV00s Howmep cepii 3axkazuiika: CVoos
Jara nponssoncrea; 04-5HB-2019 Cpok rosoeT; JIEK-2020
Jloznpoeka: CM. B NYHKTE «KodauuecTaennoe onpeeieHyes

Hexapersennan dopya: TadieTki, TIOKPLETHIE [E1eaouHol 080:40UK0iH

Tt ynakossu: Konrypnas aueitkosas ynakoska [1BX - ALU

Ko Paotamnolt 0azer 681237

ARUNBIX PHIHOUION
wrhopaeatuns (GMED):

Hoxasaremi Hopmm o Pesynman,l s
XAPAKTEPHCTHKH
— Onucanne bennie NBOAKOBLITYKAbIE OBANBHEIE CooTBeTCTRYRT
TalAeTky, NOKPLITEHIE TAEHOUHOH
obosoukoii, ¢ raankoi Gaecrsmeii
MOBEPXHOCTHIO,
NOAJHHHOCTb
— Marunit (no ocazky) flonoxurenbhbiii peiyasTar CooTBeTCTBYET
—  Maruus nakrara guraapat (TCX) CoOTBETCTBYET CTAHAAPTHOMY CooTseTcTBYET
obpa3uy
— Ilupunoxcuna ruapoxnopua (TCX) COOTBETCTBYET CTAHAAPTHOMY CootreTcTBYET
obpasuy
. — Twrana AMOKCHT (B COOTBETCTBHH C [TonoxurensHuiii pesyasrar CooTrBeTcTBYET
| uBeTHO#l peakumeii)
— Pacnanaemocrs <= 60 MEHYT 38-39 mun
KOJIMMECTBEHHOE ONIPEJREJIEHHE
— Mardus nakraT garaapart (¢ 446.5 - 4935 mritabnerka, noxkpuitas  472.0 mr
KOMILIEKCOHOMETPHUECKHM THTPOBAHNEM) naenouroi obonoukoit
— Ilupunokcuna ruapoxnopuz (Y- 4,75 - 5,25 mr/TabneTxa, mOKpHITan 5,09 mr
¢ CTIEKTPOCKOITHS) nnexouHoi obonoukoii
MHUKPOBHOJIOFHUECKASA
YUCTOTA*
~ O0wee yHCao a3podHBIX < 10000 KOE/r

muxpooprasmsmos (TAMC)

— Obuee YHCAO IPONOKEBHIX H IUIECHEBLIX < 100 KOE/r

rpubos (TYMC)

~ Escherichia coli Oreyrersyer/t

#JLONONHHTELHRIE HCAKITARHS HE NPOBOAATCH NPH PYTHHHOM KOHTPOIIE, MOHHUTOPHHFE,

HCbiTaHHA MHKPOSHONOTHUECKON HHCTOTL COOTBETCTBYIOT TpeboBaism Eap. Mapu. {(kawnas 100-s cepus,

HO, KaK MiHHMYM, | cepun 6 roa). Jantan cepus Obina npoH3BeaeHa B COOTBETCTBHY C ACHCTEYOWIHM
tpedosanuamn Haanexamedi nponssoacreennoii npaxtuky (¢cGMP) 4 COOTBETCTBYET HOPMaM HOPMAaMU
COOTBETCTBYIOUIETD PErHCTPAHHORHOIO YAOCTOREPEHMUS,

Ceprudukat ananuia 6pn cHadxeH INCKTPOHHOI NOLNUCHID, NOTYUEHHON C TOMOLUBIY BAIARPOBAHHO
s1abopatopuofi ungopyautonsolt cueremsl.
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CEPTHPHKAT CEPHE

Kunonn 3apo; Gapsancatiyeckix i XHMHEeCKax npoaveios 3A0

- Kosnauns Canoge

Veresegyhds site - 2112 Veresegyhiy, Léval u.5., Benrpus

Tea: +36 28 585 600/ ®akc: +36 28 585939

Crpana-nunoprep:
Flovep cepum:

fara npowsso.crsa:
Jlosuponka:

Tan ynaxkoska:

Ko Uaobassnof Sate
JAHNBIX PHIHO HOR
unopaamm (GMIDE

. Hara:

“()de& T

Hamvenopanie npenapara:

JlexaporseHHan gopa:

Pemenne:

YnouanomoueHHoe U0

MATHE B6 radaersy, norpoirbie mwenounoil obosouwoii, 60X

Pocenn
CV0o0s Houmep cepiin 3akasuxa: CVO05
(4-HHB-2019 Cpok rouocT: JHK-2020

cat. B NYHKTE «KoaHMecTBeHROE onpeaencHue»
TA(HICTKH, NOKPBITHIE 1L HOUHOTT 000 10K0R
Kouryphan aueiikosas ynaxoska F1BX - ALU
681237

Pemenne ynonHoMo4eHHOr0 JHIA
o FELSZABADITVA / [IPUHSTO
17-5HB-2019 15:23

dr.Stefan Veronika (JIp. llItedpan Beponunka)

Jlororin komianng «CAHODH »

- CTpaHuuaz 5



DAIUVEH CEKI1IIFICALL

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sancfi company

Veresegyhaz site - 2112 Veresegyhdz, Léval u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 2B 585 939

Item code VER 681237
Product name MAGNE B6é coated tablets 60X
Import. country : Russia
Lot number : cvoos Customer lot no. : Cv0as
Date of manufacture: 04~-JAN~-2019 Expiry date DEC-2020
Strength see at the assay
Dosage form coated tablet
Packaging type PVC - ALU blisters
GMID code 681237
{ 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) Compliies with reference Complies
- Piridoxine hydrochloride {TLC) Complies with reference Complies
- Titanium dioxide (According to colour Positive Ceomplies
reaction)
- Disintegration time <= 60 minutes 38-39 min
ASSAY
- Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 472.0 mg
complexcmetric titrations}
- Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.09 mg

MICROBIOLOGICAL QUALITY*

- TAMC
- TYMC

~ Escherichia coli

<=10000 CFU/g
<=100 CFU/g
Bbsent / g

*Additional tests are not performed for routine inspection, monitoring test.

#

the relevant Marketing Authorization.

Microbiological purity tests comply to the Ph.Eur. requirements (every 1i00th lot, but
This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of

This Certificate of Analysis has been electronically signed from a validated LIMS.

at least 1 per year).
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BAI1CH CEKI1IFICATL

SANOFI

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

Veresegyhaz site - 2112 Veresegyhéz, Lévai u.5., Hungary

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

'3

Item code : VER 681237
Product name : MAGNE B6 coated tablets 60X
Import. country : Russia
Lot number : cvoos Customer lof no. : Cv{05
Date of manufacture: 04-JAN-2019 Expiry date : DEC-2020
Strength : see at the assay
Dosage form : coated tablet
Packaging type : PVC - ALU blisters
GMID code : 681237
QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 17-3AN-2019 15:23
Qualified person: dr.Stefan Veronika

rap_coca_resultats w5 Page 2/ 2




