" JEKJIAPAITAS O COOTBETCTBUAH

AEKIAPAHT, MPHHUMAIOIAN JEXTAPALIMIO O COOTBETCTBAH

AQ "Canogpu Poccun"

3apezucmpuposano : Mexcpaiionnan uncnexyus MHC Poccuu Ne39 no 2 Mockee OFPH 1 027739079940 om
19.08.2002

Adpec: 125009, 2. Mocxea, yn. Teepcxas, 0. 22. Teneghon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Tenepansnunii oupexmop Mowoic O.A.

Hoeepennoe muyo: Knoxosa 10.C., dosepenrocms 6/ om 01.12.2017

JASBIAET, YTO

Aexapcmeenroe cpedemeo: Mazne B6, pacmsop dns npuema snympe 10 mn, amnynsl memrozo cimexna (10),
nauy kapmonnete, PY Ne 11 N013203/02 om 13.03.2007 (dama 3amenvi 07.04.201 7) evoano Carnoghu-Asenmuc
Pparc, cepua 715, napmus 26011 ynarosox, z00ex do 30.06,2021, npouzeodcmea Koonepacvon Qapmacemur
Dpancas, Dpanyus, Cooperation Pharmaceutique Francaise, Place Lucien Auvert 77020 MELUN, France, xod
OKIIJ{2 21.20.10.121, xod TH B3I 2106909200, xonmparm Ne 250/40056192/F-2 om 20.10.201 0, unsoiic Ne
9085308128 om 03.10.2018 : '

COOTBETCTBYET TPEEOBAHOUSM

11 NG13203/02-130307 (HIT 42-4034-06 uzm. Ne 1-3)

AEKTTAPATIAA IIPUHATA HA OCHOBAHIAHA

Hpomoxon ucneimanuil Ne 2916 0 om 10.10.2018 FJT 000 HI] "®APMOEOPOHA ", ammecmam
axxpedumayuu POCC RU.0001.21 140, Cepmugxam POCC FR.OMOS,C24756 om 11.10.2018

AT,
NATA YPHHTIES TEKAPAITAH 11.10.2018
KLAPALIHS T MCTBATEILHA JO 30.06.2021
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CBEJEHUS O PETHCTPAIIIN

OPI'AH IO CEPTHOUKAITIY, 3APETVICTPHPORBABINWIT AEKJIAPAITHIO

RA.RU 11M08 OPTAH 110 CEPTHOHKALITH HPONVKITHH OBI[ECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXKHOH IIEHTP KOHTPOJIT KAYECTBA "

adpec opeanusayuu. 115280, 2. Mockea, yn. Macmeprosa, . 4, 3m. 5, nam. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockeq, ya. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxk.pep.
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SANOF|

Koonepacron ®apmacernk ®pancas, ®pannus
Place Lucien Auvert 77020 MELUN, France

CEPTHOUKAT AHAJIM3A

Maruae B6®, pacTpop aisl IpHeMa BHYTPH aMilyJabl TéMAoro crexaa -10 moa- N1¢

Cepus: 715
Jlata wsrotosaenus: 07/2018
Fonen mo: 06/2021

HA N013203/02-130307

TECT HOPMA PE3YJBbTATHI
Onucanue Ipo3payusas KuAKOCTE KOPHYHEBOTO 1IBETA C Cooteercrayer
3aIaxoM KapaMenu
IHoanuuHOCTL
- Maruuit Homxed oOpazoBaThea Gesnbiil OCANOK. CoorBercrByeT
- [umonar Rf (o6pa3na) = Rf (cranaapra) CooTreTcTBYET
- Jlaktar JlomKHa MOABUTLCS KpacHas OKpackKa CooTeeTcTBYCT
- IMupunoxcun Rt (obpaszua) = Rt (cranmapra) CootsercTBYyeT
- CepHHCTBI aHIupu/T HomxeHn HabMmonaThCs Nepexo OKpacky or CoorseTcrByeT
KOPHYHEBOH 0 TEMHO-CHHE#H
Uzenexaembili 06bem He menee 10,0 ma (cpennee u3 10 ammyn) 10,2 mn
pH Ot 4,5 1o 6.0 53
OTHOCHTENLHA ITIOTHOCTE Ot 1,050 10 1,070 1,056
CepHHUCTHIA aHTHAPHI He 6oxee 0,1% (M/0) 0,1 %
Mukpobuosorndeckas yucrora I'® X1, u3menenue Ne 3, kareropusa 3 A CooTBeTcTRYET
KosnvecTBeHHOE ONIpegeIeHHe
- [Tupuyioxcuya rugpoxnopuia 01 9,5 1o 10,5 Mr AupHIOKCHHA THAPOXIOPHAA 9.7
/10 mMJ npenapara
- Maruns Or 95,0 no 105,0 mr marans/ 10 mu npenapata 101,5
IocToponnue npuMecu ITpamecu Z — He bonee 2,0% CoorsercTpyeT

3akmiouenne: JlaHHBIH cepTHOHKAT NOATBEPKAET, YTO cepHs Oblia IPOH3BEAEHA B COOTBETCTBHH C
npasuiiamu GMP u oTBeHaeT HEOOXOUMEIM TpeGOBAHMSIM.

Pewenne: Bemymen 12/09/2018

Asmce: 125009 Mocxkea. va Taenckst. 22 Teas (4930 721-14000 e (4955 721-14 1 www.sanofim

YnonaoMouennoe yuno: Virginie COZ

AO «Canodm Pocesiss
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COOPER

CERTIFICAT D'ANALYSE

Page | 7L

Déstenation : MAGNE B6 BUY 1ML RUSSIELIB £SO
Code nrticle 5550168 Lot 715
Numéro d'onalyse 189315 Date libéeation 16/07/2018 16 36 19
Monographie COOPER 2863 REl monogrphie DOSSIER SANOF)
TESTS NORMES D'ACCEFFATION RESULTATS
CARACTERES
ASPECT LAQUIDE LIMPIDL:. MARRON CONFORME
QDEUR CARAMEL CONFORME
IDENTIFICATION
MAGNESIUM POSITIVE CONFORME
FIROLATE CONFORME CONFORME
LACTATE POSITIVE CONFORME
CHLORHYDRATE DE PYRIDOXINE CONFORME CONFORME
DIOXYDE DE SCLFRE POSITIVE CONFORME
ESSAl
VOLUME MOYEN DL CONTENL; MINIMIUN 16,0 ML 162 ML
DETERMINATION DL PH {5-60 33
DENSITE RELATIVE 1,050~ 1,070 1,046
DIOXYDE DE SOUFRE MAXIMUM U P 100 MY 05D IB0OMY
DOSAGE
TENELR EN CHLORHYDRATE DE PYRIDOXINE 9.5« 10,5 MG/10 M3 9.7 MG-10 ML
TENEUR EN MAGNES{UM $5,0 - 105,0 NG 10 ML 01 & MG 10 ML
CONTAMINATION MICROBIENNE
BACTERIES TOTALES MAXIMUM §000 UFC AL 1 ULFCOML
LEVURES ET MOISISSURES MAXNIMUM 100 DFC.ME -1 UFC:ML

ESCHERICHIA COLY

NON BETECTE DANS 1 ML

MON DETECTE DANS § ML

Observation :

BECISION PRODUIT ACCEPTE

CE CERTIFICAT N'EST PAS SIGNE CAR IL EST EMIS INFORMATIQUEMENT
THIS CERTIFICATE HAS BEEN PRODUCED ELECTRONICALLY AND BEARS NO SIGNATURE

Le Respensable Assurance Qualié

COOPERATION PHARMACEUTIQUE FRANCAISE - PLACE LUCIEN AUVERT 77020 MELUN CEDEX cedex

Tel €1 64 B7300¢ - Fax B 64 87 20 70 - wuw cooper [t

Socidté par Achions Simplifice au capital de 28 718 300 curox - R C 8 MELUN B 399227636 - Code TVA TVA  FRS8III7636 - Code NAF S14N




COOPER

E Plant / 3apop, . MELUN

Laboratoire de Conirdle
Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution - 2580

Batch : 715 Mig : 201807
Cust. 8aich 715 Exp : 2021106

Relerence dossier : GPE 1134 S Edition 04

| TESTS | SPECIFICATIONS | RESULTS
CHARACTERS
=  Aspect Clear liquid COMPLIES
« Color Brown COMPLIES
= QOdour Caramel COMPLIES
IDENTIFICATIONS
+ Magnasium Positive COMPLIES
« Pidolate Positive COMPLIES
» Lactate Positive COMPLIES
+ Pyridoxine hydrochloride Pasitive COMPLIES
+ Sulfur dioxide Positive COMPLIES
TESTS
= Average volume of content (mi) Sup. oreq. 100 10.2ml
e pH 45106.0 53
* Relative density 1.050 {0 1.070 1.056
« Sulfur dioxide {% M/ V) inf. oreq. 0.10 0.1 %
« Microbiological contamination {germs/mi)
- Bacteria Inf. or eq, 1000 <1 CFU/m}
- Fungl Inf. or eq. 100 < 1 CFUImI
- Escherichia coli Absence COMPLIES

7]

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Luclen Auvert - 77020 Melun cedex - T&L - 01 B4 87 20 00 - Fax : 01 64 87 20 70 - www cooperIr
Société par Actions Simplifiée au capital de 23 718 300 euros - A.C.S. Melun B 338 227 635 - Code TVA FR 58 399 227 636 - Code NAF 46467




CP E R Plant / 3asog | MELUN

Laboratoire de Contréle
Teél : 33164872054
Fax . 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Bateh : 715 Mfg : 2018107
Cust. Baich : 716 Exp - 2024/06
Reference dossier : CPF 1134 § Edition 04
| TESTS | SPECIFICATIONS |RESULTS ]
ASSAYS
« Pyridoxine hydrochioride {(mg/ 10 mD) 85105 9.7 mg/ioml
* Magnesium (mg/10 mi) 65.010 105.0 101.5 mg/10 ml

This batch has been manufactured in reference lo the dossier in force and according (o the cGMP

Analytical resulls Quality Assurance Decision
COMPLIES RELEASED
Date : 16/0712018 Date ; woq l { g
Laboratory Manager Qualified Person
Erwan LE ROUX Virginie COZ
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COOPERATION PHARMAGEUTIQUE FRANGAISE - Place Luclen Auvert - 77020 Mslun cadar - Tél. - 01 64 87 20 00 - Fax : 01 64 87 2070 - www coopar {r
Soclélé par Aclions Simplifiée au capltat de 29 718 300 evros - R.C.5. Melun B 3090 227 B36 - Code TVA FR 58 399 227 6536 - Cote NAF 46467



