NEKJIAPAIIASI O COOTBETCTBHN

JIEKJIAPAHT, IIPUHHMATOII I TEKJIAPAITAIO O COOTBETCTBHH
AO "Canodghu Poccus"”
3apezucmpuposaro ; Meacpaitonnan uncnexyun MHC Poceuw Ne39 no e Mockee OI'PH 1027739079940 om
19.08.2002
Aopec: 125009, 2. Mockea, ya. Teeperas, 0. 22. Tenegon:8 (495) 721-14-00
B nuye: I'enepanviiviii oupexmop Adaman H.B.
Hogepennoe ruyo: Cmenanve C.C., dogepenrocms 6/n om 01.12,2017

SASIBJISIET, UTO

nexapcmeennoe cpedcmeo: Mazne B6, pacmeop ona npuema enymps 10 mn , ammymet memnozo cmexaa (10),
navky kapmonnsie, PY Ne IT N013203/02 om 13.03.2007 (dama samener 07.04.2017) swdano Canoghu-Asenmuc
Ppanc, cepus 707, napmus 25938 ynavoeox, 200en oo 31,05,.2021, npousecdcmea Koonepacvon Papmacemur
Pparncss, Ppanyun, Cooperation Pharmaceutique Francaise, Place Lucien Auvert 77020 MELUN, France, xod

| OKIIN2 21.20.10.121, xod TH B3I 2106909200, xonmpaixm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne

9085303945 om 27.08.2018

COOTBETCTBYET TPEBOBAHMSIM

1T N013203/02-130307 (HJ] 42-4034-06 uzm. Ne 1-3)

JEKTAPATINA IIPUHATA HA OCHOBAHHMH

nponioxon ucnbimanui Ne 2388 & om 06.09.2018 HJI OO0 HIJ "(DAPMOB OPOHA", ammecmarm
axkpedumayuu POCC RU.0001.21DJI40, Cepmugurxam POCC FR.OM08.C22401 om 06.09.2018

Crenaunos C.C.
@10

CBEJAEHUS O PETUCTPAIIMH

OPI'AH IO CEPTH®RKAIIHNA, 3APEFUCTPHPOBABIIHN AEKIAPAITAEO

RA.RU.119DMO8 OPTAH 110 CEPTHOHKALHH MPOOVKIIHH OBLUIECTBO C OTPAHIYEHHOMN
OTBETCTBEHHOCTHIO "OKPVIKHOM IIEHTP KOHTPOJIT KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. 1, kom. 1, adpec opzana no
cepmuguxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxroga, 0. 4, am. 5., men.:(495)788-02-88, seb-
catim: oyrr.pe.

,I{EKJIAPAILI/IH O COOTBETCTBHU 3APETHCTPHPOBAHA Ne POCC RU JI-FR.&M0O8.4.00251/18

CTPATTHH 10.09.2018
// 3
LA Hupenwo U.5.
n vl Pyxosomurens OC




SANOFI

Koonepacson Dapmacerux ®Opancas, GpaHuus
Place Lucien Auvert 77020 MELUN, France

CEPTH®HUKAT AHAJIU3A

Marne B6®, pacTBop [u1si IpHeMA BHYTPbL amMIyJbl TEMHoOro eTekaa -10 ma- N10

Cepus: 707
Hara waroroaenus: 06/2018
lNonen no: 05/2021

HJINO013203/02-130307

TECT HOPMA PE3VIILTATDHI
Onucanue IIpo3pausas >XUIAKOCTE KOPHYHEBOI'O UBETA C CootBetcTByeT
3anaxoM Kapamean
HopxanauHoCeTh
- Marnuit Homxen obpaszoBaTbes Oenplil ocaIoOK. CooTtBercTBYET
- Ilmnonar Rf (obpasna) = Rf {cranpapra) Cootsercreyer
- Jlaktar JoikHa TOSBUTHCH KpacHas OKpacka CooreeTcTRYeET
- ITupuoxcus Rt (obpasua) = Rt (ctanzapra) CooTBercTBYET
- CepHHCTBIH aHTHAPUA HomxeH HabNIOAaTLCH NEPEXOL OKPACKH OT CootsercTBYET
KOPHYHEROH J10 TEMHO-CHHEH
WzBiekaeMblil 00beM He menee 10,0 mu (cpeanee u3z 10 ammyn) 10,3 mn
pH 0O14,5 1o 6,0 5,2
OTHOCHTEIbHAS IUIOTHOCTE Ot 1,050 no 1,070 1,056
CepHUCTHI aHTHIPHI He Goaee (,1% (M/0) 0,1 %
Muxpobuonoryueckas 4HcTOTa I'® X1, usmenenue Ne 3, kateropus 3 A CooTreTctByeT
Kosm4uecTBennoe onpeneienne
- Hupuokeuna riipoxiopuna Ot 9,5 1o 10,5 Mr nupuaoKcHHa THAPOXIOPHIA 9,7
/10 Mt ipenapata
- Maruusg Ot 95,0 7o 105,0 Mr maraus/ 10 ma npenapara 100,0
Iocroponnue nmpumecH Ilpumecu Z — ue 6onee 2,0% CootBercrayer

3axkmouennre: JlanHelii ceprudukaT MOATBEPKIAET, 4T0 cepHs Obiia IPOH3BE/ICHA B COOTBETCTBHH C
npasinavu GMP u oTBeyaeT HeoOXOIUMEBIM TPeOOBAHKAM.

Penienne: Brinywen 18/07/2018

Annee 125000, Mockea, va. Taencras, 220 Ter - (4951 720-1400 dake: 13951 7211411 waww sanofi ri

YnonHoMoueHHOe uuo: Virginie COZ

AG «Canodin Pocenss




Piant / 3as04 : MELUN

Laboratoira de Contréle
Tel : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Batch 707 Mg : 2018/06
Cust. Batch : 707 Exp : 2021/05
Reference dossier ; CPF 1134 S Edition 04

| TESTS | SPECIFICATIONS | RESULTS |
[cHARATTERS . . R -
o Aspect 0 eearliquia ' ' COMPLIES
« Color o Brown " COMPLIES
«  Qdour . Caramet COMFLIES
IDENTIFICATIONS _ .
+ Magnesivm R ' - | Positive - ' COMPLIES
+ Pidolate . B Positive : COMPLIES
¢ Lactate Positive COMPLIES
» Pyrdoxine hydrochloride o Positive ' COMPLIES
»  Sulfur dioxide . Positive COMPLIES
TESTS _ _ _
» Average volume of content (ml) Sup. oreq. 10.0 10.3ml
s pH 450860 5.2
» Relative density 1,060 to 1.070 1.056
o Sulfur dioxide (% M/ V) Inf. of eg. 0.10 0.1%
« Microbiclogical contamination {germs/mil}
- Bacteria Inf. or eq. 1000 <1 CFU/mi
- Fungi Inf. or eq. 100 < {1 CFUMmI
- Escherichia coli Absence COMPLIES

Az

COOPERATION PHARMACEUTIOUE FRANCAISE - Place Lucien Auvert - 77020 Melun cedex - T6l. ; OF 64 87 20 00 - Fax - 01 64 B7 20 70 - www cooperfr
Sociélé par Aclions Simplifiée pu capital de 22 718 300 euros - R.C.5. Melun B 389 227 636 - Code TVA FR 58 390 227 836 - Code NAF 46462



COOPER |

Plant_! Jasop : MELUN

Laborstoire de Contrdls
Tél : 33164 8720 654
Fex : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution - 2580

Batch : 707 Mig 2018/06
Cust. Batch : 707 Exp : 2021105
Reference dossier : CPF 1134 S Edition 04
ITESTS | SPECIFICATIONS | RESULTS ]
ASSAYS ._
« Pyridoxine hydrochioride {mg/10 mi) 9510105 9.7 mgi1omi
» Magnesium {mg/10 mi) 5.0 to 105.0 100.0 mg/10 ml

Thss batch has been manufactured in reference to the dossier in farce and according to the cGMP

Analytical resulls o _ Quality Assurance Decision
COMPLIES e RELEASED
Date : -~ 091072018 Date : lg lm ( | g
Laboratory Manager - Qualified Person
Erwan LE ROUX Virginie COZ

CODPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auver - 77820 Melun cedex - T&l : 01 64 87 20 00 - Fax - 01 64 87 2070 - www.cooper.fr
Soclélé par Actions Simplifiée au capital de 29 718 300 euros - A.C.S. Melun B 399 227 636 - Code TVA FR 58 389 227 636 - Code NAF 46462
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Page § 2

CERTIFICAT D'ANALYSE

IMxignation :

MAGNE B6 BUV 10ML RUSSIELIB PS5O

Code arnticle : 5550168 Lot: 707
Numéro d'analyse 186207 Date hibémtion 09.07/2G18 13 4017
Monographic COOPER 2863 Ref monographie DOSSIER SANOF]
TESTS NORMES D'ACCEPTATION RESULTATS
CARACTERES
ASPECT LIQUIDE LIMPIRE, MARRON CONFORME
ODEUR CARAMEL CONFORME
IDENTIFICATION
MAGKESIUM POSITIVE POSITIVE
PIDOLATE CORFORMLE CONFORME
LACTATE POSITIVE POSITIVE
CHLORHYDRATE DE PYRIDOXING CONFORME CONFORME
DIGKYE DE 8OUFRE POSITIVE POSITIVE
ESSAL
YOLUME MCYEN DU CONTENL MINIMUM (0.0 ML 103 ML
DETERMINATION 3Ll FH 14-60 32
DENSITE RELATIVE 1.050 - 1070 1,086
DIOXYDE DE SOUFRE MAXIMUM DT #1003 ALY 0,1 P 10G AV
DOSAGE
TENEUR EN CHLORHYDRATE DE PYRIDONINT 0.5 - 10,5 MG:10 ME 9,7 MGA0 ML

TENELR EN MAGNESIUM

980« 1050 MG 10 ML

1000 MG:ED ML

CONTAMINATION MICROBIENNE
BACTERIES TOTALES
LEVURES ET MOISISSURES
ESCHERICHIA COLI

MAXIMUN 1000 UFC-ML
MAXINUM 100 UFC/ML
NON DETECTE DANS | ML

< LUFE/AL
~FUFCMLL
NON DETECTE DANS | ML

Olservation :

DECISION PRODUIT ACCEPTE

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

i.e Responsable Assunince Qualend

CONPERATION PHARMACEUTIQUE FRANCAISE - PLACE LUCIEN AUVERT 77026 MELUN CEDEX ceden

Sccidl par Aclions Simplifiée ey capual de

Tel 0163872000« Fax. 8 64 87 20 70 - www cooper ft

2718 300 ewos - R T8 MELUN B 399227636 - Code TVA TVA  FR3B399227635 - Code NAF 514N




