IEKJAPAIIASI O COOTBETCTBUN

JEKJAPAHT, IPHHUMAIONHANA JEKJIAPALIHIO O COOTBETCTBHU

AQ "Canogu Poccus”

Ceedenus o pezucmpayuu opeanuzayun. Mexcpaiionnan uncnexyun Dedepanvroti Harozoeot cayicbvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npucecernus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanwvhbtii dupexmop Monoic O.A.

Hoesepennoe auyo: Cmenanos C.C., dosepennocme 6/n om 01.12.2017

3ASIBJIAET, YTO

nekapcmeentoe cpeocmeo: Mazne B6, pacmeop onn npuema suympe 10 mn , amnyner memuozo cmexaa (10),
nauxu kapmonnsie, PY Ne IT N013203/02 om 13.03.2007 (0ama 3amenst 07.04.2017) evidano Canogu-Aeenmuc
@panc, cepun 752, napmua 13096 ynaxosox, 200en do 31.12.2021, npouseodcmea Koonepacvon apmacemux
Opancsz, Opanyus, Cooperation Pharmaceutique Francaise, Place Lucien Auvert 77020 MELUN, France, xod
OKII[2 21.20.10.121, xoo TH B3/ 2106909200, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9085326374 om 12.03.2019

COOTBETCTBYET TPEBOBAHHUAM

IT N013203/02-130307 (HI 42-4034-06 uzm. Ne 1-3)

JAEKJAPALIUS ITPHHSATA HA OCHOBAHHHU

npomoxon ucnsimarui Ne 8300 om 21.03.2019 HJ/T 000 HL] "OAPMOBOPOHA", ammecmam axxpeoumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC FR.PM08.C36637 om 22.03.2019

ATHSA AEKJAPALIAH 22.03.2019
ATTIS IR?CTBHTEJIBHA IO 31.12.2021

Crenanos C.C.
b O.H.O

C'l JbOCCMQ %
Si
*1

mnofi Russia <ot Russia AO

dernapain

CBEJEHMSA O PETHCTPALIMA

OPTAH 110 CEPTH®HKAIIAH, 3APETHCTPHPOBABII A NEKJIAPAIIHIO

RA.RU. 11 MO8 OPTAH ITO CEPTHO®HKAIIHH TPONYKIHH OBI[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XXHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opzanuzayuu: 115280, 2. Mockea, yn. Macmeprosea, 0. 4, am. 5, nam. 1, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, z0poo Mockea, ya. Macmepxosa, 9. 4, am. 5., men.:(495)788-02-88, eeb-
caim. oyxkK.pg.

JEKJIAPAIIMA O COOTBETCTBHH 3APEI'MCTPHUPOBAHA M POCC RU J-FR.®PM08.A.19435/19
,I[ATA PETHCTPAITUH 22.03.2019

/17 Kauan E.B.
" noAnuck 3am. pyxosogutens OC




,..l_‘ Cepna/Batch: 752
COOPER [ Hocve na cepuio Tponsseneno/Man:
MALHE B6 POCCHA 01/2019
OTAEJ PACTBOD N5 OPHEMA BHYTDL .
NEPOPAJILHBIX gﬂg:z'"l""““““m‘l’"
IPENAPATOB s
DL/140 Bepcun 19, ymeepocoéunan 30.07.2018 Crpannua 61/61
. OINHCAHHUE KOJI PF KOJ PSO
POCCHA 10 ammyn no 10 mn 1995058 5550168
JaTa s3arotonnenna: 31.01.19
Cpox rogHocTn = 1aTa H3TOTOBAEHNA + 3 roaa - 1 Mecain: 8 HMEHMO: .......12.2021........
OxoHuaTe/ILHOE NPOHIBEAEHHOE KONHYECTBO: 1veer. 25600........ ALIHKOB
IIOJIHOE JOCLHE ITPOBEPEHO:
— OrTBercTBEHHBII 38 Hara: 19.02.19 IMoanues: /Tloanucs/
osmy’xHBaH“e: L1 (1] dbddnnamann ITLN AT I L] SLILRR LRI Y 3
- OrTBercTBEHNLII 3 Jdata: 19.02.19 Hoannuen: Alomnucs/
NpoNzBOACTRO: o 3 verammnannessmsnsnabbasliii 1 it
-~ Cexpetaps oTaena Jara:  19.02.19 INoannce: Mommuicy/

obecnevennn Kadecrea:

Yeenomiaenne: N cicierrssssssssesneaness | KpUTHYUHOCTB: [ Kpimiveckoe O Bawoe L nesnamenshoe
¥Bepomnenne: N srisicrssasssnsnsresssee | KpUTHYHOCTB: O Kpummueckoe O Bawoe O uesmaymmenshoe
¥YBenomaenne: N ..ucee. I Kpurnunoers: O Kpumueckoe [0 Bawoe O ne3naauTenbHoE

JIPOBEPKA HAJIH YHA NIPHIOKEHHH
Bedomocms(u) o nocmynnenuu noddonos Omuém 06 ovucmice aunuu NOOZOMOBKU
fTepeonauanonas muxpobuan Omyém 06 ovucmke ruruy
obceMenénnocme pacnpedenenus
Obuee codepicanue opzanutecko2o Omuém 06 ouucmxe yenmpansrozo bnoxa
yenepoda N0 Npou3IBoOCMEY IMUKEMOK
Bedomocme XFP X | Omuém o6 ovucmxe runuu acosxku
Hszgneuenue X3, emicaoboncdenue MP Cepmudhuxamu ananusa amnyn
Omuém ob ovucnie yeumpansiozo Yemotivusocme amnyn x zudponusy
broxa g3semucaHUA
Omuém ob ouucmke G10Ka 836eUBaAHUA Cepmughuxam anaruza na gaxmopot
NUB mpomboyumos
Cepmuguram coomeemcmeus I'D Poccuiicxuii cepmughuxam na anznuticxom | B

A3bIKE

3akniouenue o eptnycke napmun

Hacrosunas napTus nponseesena ¢ yu&ToM NPHHIUKNOR HAANEXKALIEH NPOU3BOACTBEHHON NPAKTHKH U B
COOTBETCTBHH ¢ TPeGOBAHHAMH PErRCTPALIHONHOTO A0Che,

Maprus: | Yreepiaena | X | [ Orknonera | | 1 7 O
OTeercTBenHbIl papmanenT oTaena obecneyeHns ®HO: Monnuce/
KayecTBa Mewars/: OTAEJN OBECITEYUEHHA
I . KAYECTBA *20 ®EB 2019 *
OMMHCY:  Bupxmnn KO3 (Virginie COZ)
DAEKMPOHNAR ONEPAUUA NO HINYCKY COBepIleHa: 20.02.19.... noankck: . J/Toamace/.

Llocve nanevamano 21/01/19




__r‘ Crpanupa 1/ 1

COOPER_| CEPTUOHKAT AHAJIM3A
OnmcaHue: MAT'HE B6 PACTBOP JUL TIPHEMA BHYTPb 10 MJI
PCCCHA LIB PSO
ApPTHKYR: 5550168 Naprus: 752
Homep ceptiuduxara 192438 Jara Bhimycka: 12.02.2019 09:03:30
aHanusa:
dapmakoneiinas cratea 2863 Ccpinka Ha dapmakoneiinyio ®APMAKOITEHHA A
dvpmer «<KKOOITEP» CTaThio! CTATBA
(COOPER): KOMIIAHHH
«CAHO®H»
TTOKA3ATEJIH HOPMbI PE3YJILTATHI
OINHCAHHUE
BHELLHHNA BUJ INPO3PAYHAS XXMIKOCTh COOTBETCTBYET
KOPHUYHEBOCIO IIBETA
3ADNAX KAPAMEIJILHBIH COOTBETCTBYET
NOAJNHHHOCTH
MATHHHA PE3VJILTAT COOTBETCTBYET
MOJIOXHUTENBHDIA
IMUAOJIAT COOTBETCTBYET COOTBETCTBVET
JIAKTAT PE3VJILTAT COOTBETCTBYET
MONOXHUTEJILHbIN
ITMPHIOKCHHA THAIPOXJIOPUA COOTBETCTBYET COOTBETCTBYET
CEPbHI JMOKCHJ, PE3VJIbTAT COOTBETCTBYET
MONOXHUTEJLHBIA
HCTILITAHNUA
CPEIHHI OFbEM COAEPXKMMOTO | HE MEHEE 10,0 MN 102 MN
pH 4,5-6,0 52
YHEJIbHAA IJTIOTHOCTD 1,050 - 1,070 1,056
CEPHI MUOKCUJ, HE BOJIEE 0,1 4. HA 100 0,1 4. HA 100 (M/OB.)
(M/OB.)
KOJIHYECTBEHHOE
OINPEAEJNEHUE
COJEPXAHHE IMMUPHAOKCHHA 9,5 - 10,5 MI'/10 MI1 9,8 MI'/10 MJI
THAPOXJIOPHIA
COIJEPXAHHUE MATHUA 95,0 - 105,0 MI/10 M 99,5 MI/10 MJ1
MHUKPOBHOJIOTHYECKHE
MOKA3ZATEINA
OBLLEE YHUCJIO HE BOJIEE 1000 KOE/MJI <1 KOEMI
MHKPOOPTAHH3MOB
OBIIEE CONEPXKAHHE HE BOJIEE 100 KOE/MJI <1 KOEMTN
JPOMOKEBLBIX U IIJIECHEBEIX
T'PUBEOB
ESCHERICHIA COLI HE OBHAPVIXHMBAETCAB 1 HE OBHAPYXHUBAETCA B
Ml 1 MJ1
3ameuanun:

PEILIEHHE: l'lfOI[YKT OHJOBPEH

HACTOAIUMH CEPTUOHKAT BB COCTABJIEH B 2JIEK TPOHHOM BUJIE U JEHCTBHUTEJIEH BE3

NOAIMACH

THIS CERTIFICATE HAS BEEN PRODUCED ELECTRONICALLY AND BEARS NO SIGNATURE
L oA

OTBeTCTBeHHBIH ;g{'jigie_ glmﬁw TBA

O LR

KOOITEPAChOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTI .;FRAN.C
D

TJIAC JIOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 I". MEJIEH CEJIEKC cenex¢{MELUN GEDE

Ten. 01 64 87 20 00 - Daic: 01 64 87 20 70— www.cooper.fr 1 3, “C2MODH/8

AKUHOHEPHOE OGLIECTBO YNIPOWEHHOIO THITE ¢ KamuTanoM 29 718 300 espo — Homep B ToproBo peectpé . MEJE
636 - Homep runatensmuka HAC: FR58399227636 - Koa NAF 514]{'-3-' ]
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—'_ Crpannua l/1
COOPER_} CEPTHOUKAT AHAJIN3A

MATHE B6 PacTBop Ans npuema BHYTph - 2580

Cepus: 752 Jara npoussoncrea: 01.2019
Homep cepuu 3akazynka: 752 Cpok roaxocTH: 12.2021
Ccbinka Ha HopMaTHBHEIA foKyMeHT: CPF 1134 S Bepcus 04

| MOKA3ATEJH | HOPMBI | PE3VJILTATHI ]
OIMHCAHUHE
* BrewHuii Bua Tpospaynan KUAKOCTh COOTBETCTBYET
e llger Kopiunesmit COOTBETCTBYET
¢ 3anax KapamenbHbiii COOTBETCTBVET
MOZUTMHHOCTD
e  Maruuii Pe3ynbTat nonoxMTeNbHLLHA COOTBETCTBYET
e TIlupmonar Pesynbrar nonoxuTennHel COOTBETCTBYET
e Jlakrar PesynbTaT nonoxurensusiii COOTBETCTBYET
* TupuaokcHHa ruapoxIopuy; PesynbTaT nonoxuTensHeI COOTBETCTBYET
L®_Cepbl auoxcun 5. Pe3ynsTaT nofoxHTenbHbIH COOTBETCTBYET
TMOKA3ATENH
¢ Cpeannit 06b&M conepxuMoro (Mn) He menee 10,0 10,2 ma
¢ pH O14,5 10 6.0 52
e VnembHas MAOTHOCTh Ot 1,050 n0 1,070 1,056
e Cepnl zuokcHa (% M/06.) He Gonee 0,10 0.1%
*  MukpoOHONOrHYecKue TIOKA3aTeNH (YHCIO
MHRKPOOPTaHU3MOB/MIT)

-~ Baxrepun He 6onee 1000 <1 KOE/mn

- TI'pubu He 6onee 100 <1 KOE/mn

- Escherichia coli OT1cyrcTEE COOTBETCTBYET
KONMHWYECTBEHHOE OIMPEIENTEHUE
» [lnpuaokcHna rappoxaopun (Mr/10 ma) o1 9,5 no 10,5 9,8 Mr/10 Mn
&  Marunii (Mr/10 mn) ot 95,0 no 105,0 99,5 mr/10 mn

QAR
ST 180 o,

7 0% PP L :\Q\‘
KOOTEPAChOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUERANCAISE) i ’0
TUIAC JHOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 I'. MEJIEH CEJIEKC cenexe (MELUN CED v

%
A QL. anj
skt XY 3
7 T I
T .
o L
2 o

Ten. 01 64 8720 00 - Daxc: 01 64 87 20 70 — www.cooper.fr 1 & | “C2HOS
AKUHOHEPHOE 06LIECTBO YNIPOIEHHOTO THNA ¢ Kanuranom 29 718 300 espo— Howmep B Toprosom pén&qpé‘?
636 - Homep nnarensumka HIC: FR58399227636 - Koa NAF 514N 4 =
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COOPER I

Jlabopamopus xounipons
Ten.: 33164872054
Daxc: 33164872073

Plant/3asoz: I'. MEJIEH (MELUN)

CEPTHOMKAT AHAJIU3A

MATHE B6 PactBop Ans Aprema BHYTpS - 2580

Cepna:

752

Jata nponsBoncTea: 01.2019

Homep cepuu 3akasumka;

752

Cpok roAHOCTH: 12.2021

Ccbinka Ha HopMaTHBHBHE AokyMenT: CPF 1134 S Bepens 04

11

Hacroswmas cepra npousseziena B COOTBETCTBHH C AEHCTBYIOMMMH HOPMATHBHEIMH JOKYMEHTaMH ¥
AeHCTRYIOLIEH Haaexalelf Npou3BoaCTBEHHOH NpakTHKoi (cGMP)

PesynwraThl ananusa Pewense ornena oGecneuenna KauecTsa
COOTBETCTBVYET BBIITYCTHUTDH
MJara: 12.02.2019 Jara: 20.02.19
Pyxosonurens naGoparopun OteeTcTBEHHOE THLIO
Ipean JIE PY (Erwan LE ROUX) Bupxxunan KO3 (Virginie COZ)
Moanucs/ /Moanucy/
| inipel
};.r*'\;;?.__:_ e O

KOOTNEPACLEOH ®APMACETHK ®PAHCE3S (COOPERATION PHARMACEUTIQUE AISE) -

Nanac Jwenen Orep (Place Lucien Auvert) 77020 r. Mengn cenexc (Melun cedex) - Tea, L' Jﬁ;’iﬂ'} 2000- -,

®axc: 01 64 67 20 70 - www.cooper.fr a xd ,

Axunoncproe obwectao ynpowdnnoro Tuna ¢ KansTatom 29 718 300 eppo — Homep B Taprosom perﬂ‘@w  NTpal
Homep naatenvineka HAC 58 399 227 636 - Kox NAF 46467

T
id 21 «Canodn




___r'" Dossler de Lot
' 2 Lot/ Batch : 752
°°°"_-'ff—1 MAGNE B6 RUSSIE
_-—l—i:—_b“—b-i_ Fab / Man : 01/2019
Doy Solution buvable Per. | Exp. : 122021
DL/ 140 Version 19 o 30/07/2018 i ___Page61/61 I
PRESENTATION CODE PF CODE PSO
RUSSIE 10 ampoules de 10 mi 1995058 5550168
Date de préparation : 3404.49...
Date de péremption = date de fabrication + 3 ans - 1 mois : SOW s
Quantité produite finale : .ZSE0X0.......... boites / & ~
DOSSIER COMPLET CONTROLE PAR : % (
- Responsable du service - : Jﬂﬂ.@ .......... Le: ... ./.%(I?.Visa: ...........................
ek
- Responsable production : ... .QR%G0............ La : AR Visa:
- Secrétariat A. Q. ; S..u.hp)r.%m ...... 62/ 49, visa: .. sDmmo
Fiche incident:n"............ccoovvevunennen e Eté : [JCritique [ Majeur [ mineur
Fiche incident : n"/ ...... @ riticité : [] Critique [] Majeur [] mineur
Fiche incident: n°..................... e :_:; Criticité : [ Critique [ Majeur [ mineur
VERIFICATIONRBESENCE DOCUMENTS JOINTS
Borderaau(x) entrée paletiier ﬁ Vide d'atelier Préparatoire ﬂf)
Conta. mic. initiale 4 @ Vide d'atelier Répartition l@
TOC . B4 | Vide d'atelier Centrale Etiquettes Q
Fiche XFP _& §d | vide d'atelier Conditionnement 32
Extraction X3 libé P&':m " E Bulletin d’analyses ampoules (]
Vide d'alelier Ceniraly Fesées Q Résistance hydrolylique ampoules A
Vide d'aleller Pesées NUB 03 | Bulletin d'analyses PF Vg
Certificat GPpharm/GED 82 | Certificat Russie en anglals *E

Conclusion sur la libération du lot

Ce lot a été fabriqué dans le respect des B.P.F., et conformément aux exigences
décrites dans le dossier d'A.M.M.

- I e ——
Lot: |Accepté )( Refusé ASSURANCE QUALITE] :g
Pharmacien Responsable Assurance Qualité Nom : | 20 FE&__ZU_'Q ¥
Virginie OZ v’
Visa : PO s
) ' - » \ ie:’ .-- r ".- ;'}-‘.
Mouvement informatique de libération effectus le ; 1010.2]1 A of visa .. Bl 1t
T Sanot: IRLaio e |
‘.j (o] L FIN TN -"\J_IE'
Dossier édité lo 21/01/19 Bel\ il e
ENONEG wg;'.f.‘-f"'_:_":q.-
",‘\-);:_)JI 0(‘-;. F{__.,'{"/;
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]
COOPER_| CERTIFICAT D'ANALYSE
Déskenation : MAGNE B4 BUV IOML RUSSIE LIB  PSO
Cade article : 5550168 Lot: 752
Numwiro d'onalyse 192938 Date Iibération 12/02:2019 09 03.30
Monograpkie COOPER 2863 Réf monographie DOSSIER SANOFI
TESTS NORMES D'ACCEPTATION RESULTATS
CARACTERES
ASPECT LIQUIDE LIMPIDE, MARRON JCONFORME
ODEUR CARAMEL CONFORME
IDENTFIFICATION
MAGNESIUM POSITIVE 1POSITIVE
PIDOLATE CONFORME CONFORME
LACTATE POSITIVE POSITIVE
CHLORHYDRATE DE PYRIDOXINE CONFORME CONFORME
DIOXYDE OE SOUFRE POSITIVE POSITIVE
ESSAl
VOLUME MOYEN DU CONTENU MINIMUM 10.0 ML 10,2 ML
DETERMINATION DU PH 4560 82
DENSITE RELATIVE 1.050- 1,070 1056
DIOXYDE DE SOUFRE MAXIMUM Q] P 100 AV 0.] P EOQ ALY
DOSAGE
TENEUR EN CHLORHYDRATE DE PYRIDOXINE 9,5 - 10,5 MG/10 ML 9.8 MG 10 ML
TENEUR EN MAGNESIUM 95,0 - (03,0 MGOML 99,5 MG/ 10 ML
CONTAMINATION MICROBIENNE
BACTERIES TOTALES MAXIMUM 1000 UFC/AML <1 UFC/ML
LEVURES ET MOJSISSURES MAXIMUM 100 UFCML =) UFC'ML
ESCHERICHIA COLI NON DETECTE DANS 1 ML NON DETECTEDAKS | ML
Ohservation ¢

DECISION - PRODULIT ACCEPTE

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

Socitie par Actions Simplifice oy copite de© 113 025 249 curos - R C.S MELUN B 399227 636 - Code TVA TVA - PRS839922

Tel D 64 87 2000~ Fax © 01 64 87 20 70 » www cooper fr
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COOPER

Plant / 3asog : MELUN

Laboratoire de Conirdle
Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution - 2580

Batch : 752 Mig . _2018/01
Cust. Batch : 752 Exp : 2021112

| Reference dossier : CPF 1134 S Edition 04

| TESTS | SPECIFICATIONS | RESULTS }
[CHARACTERS
o Aspect Clear fiquid COMPLIES
¢ Color Brown COMPLIES
¢ QOdour Caramei COMPLIES
IDENTIFICATIONS
+ Magnesium Positive COMPLIES
¢ Pidolate Potitive COMPLIES
* Lactate Positive COMPLIES
+ Pyridoxine hydrochloride Posltive COMPLIES
» Sulfur dioxide Pasitive COMPLIES
TESTS
» Average volume of content (m!) Sup. oreq. 10.0 10.2 ml
e pH 4.5108.0 5.2
s Relative density 1,050 t0 1.070 1.056
+ Sulfur dioxide (% M/ V) Inf. or eq. 0.10 0.1%
* Microbiological contamination {germs/mi)
- Bacterla Inf. or eq. 1000 < 1 CFU/ml
~ Fungl Inf. or eq. 100 < 1 CFU/ml
- Escherichia coll Absence COMPLIES

COOPERATION PHARMACEUTICUE FRANGAISE - Piace Lucien Auvart - 77020 Melun cedax - Tél, : 01 84 87 20 00 - an
Sociétd par Actions Simpiifide au capliel de 96 285 401,40 euros - R.C.5. Melun B 309 227 636 - OMQWAFHSBSQDEZ‘%



Plant / 3eson : MELUN

Laboratoire de Contrble
Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution - 2580

Batch : 752 Mig : 2018/01
Cust. Balch : 752 Exp : 202112

Reference dossier ;. CPF 1134 S Edition 04

[ TESTS { SPECIFICATIONS | RESULTS |
ASSAYS
* Pyridoxine hydrochloride (mg/10 mi) 9.51010.5 .8 mg/10 ml
e Magnesium (mg/10 mi) 85.0 to 105.0 99.5 mg/1C ml

This batch has been manufactured in reference to the dossler in force and according to the cGMP

Analylicat rasults Quality Assurance Decision
COMPLIES RELEASED
Date : 1210218 Dale : CQD { O;’i A
Laboratory Manager Qualified Person
Erwan LE ROUX Virginie COZ
- .\.

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auvent - 77020 Meiun cedax - T8 : 01 64 67 20 00 - Fu?fijlﬁ?
Bocibté par Actions Simplifida au capital de 88 285 401 40 euroa - R.C.S. Melun B 399 227 838 - Coda TVA FR saasa_ag:;a,__ -



