JAEKJIAPAIIUSA O COOTBETCTBUN

JEKJAPAHT, IPHHUMAIOUHI JEKJIAPALIMIO O COOTBETCTBHH
AO "Canogpu Poccun"
Ceedenua o pecucmpayuu opzanusayuu: Mexcpaiionnas uncnexyus Qedepansroti nanozoeoi cryxcbvr e 46 no
| 2 Mockee 01.01.2008, OF'PH 1027739079940, dama npucsoerus OI'PH 19.08.2002.
- Aopec: 125009, 2. Mockea, ya. Teepcxan, 3. 22. Tenepon/chaxc: 8 (495) 721-14-00/721-14-11
B nuye: Ienepanvnutii oupexmop Monac O.A.
Hosepennoe auyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

3ASABISAET, UTO
Rexapcmeennoe cpedcmeo: Mazne B6, pacmeop Ona npuema enympo 10 ma, amnyns: memnozo cmexaa (10),

nauxu kapmonnwie, PY Ne I N013203/02 om 13.03.2007 (0ama 3amenn: 07.04.2017) evidario Canogu-Aeenmuc
Ppanc, cepusn 864, napmus 25346 ynaroeox, 200ex do 30.09.2022, npouszeodcmea Koonepacvon Papmacemux
®pancas, Opanyun, Cooperation Pharmaceutique Francaise, Place Lucien Auvert 77020 MELUN, France, ko0
OKII[2 21.20.10.121, xod TH B3 2106909200, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085353950 om 18.11.2019

COOTBETCTBYET TPEBOBAHHAM

T N013203/02-130307 (HI 42-4034-06 uzm. Ne 1-4)

JAEKJIAPAIIMS TIPHHSITA HA OCHOBAHHUHA

npomoxon ucnsimanuii Ne 36680 om 26.11.2019 HJT 000 HI] "®APMOBOPOHA", ammecmam

. axxpedumayuu POCC RU.0001.21®J140, Cepmupuxam POCC FR.@M08.C56250 om 27.11.2019

DATAHEHESTTS AEKIAPALIN 27.11.2019
EKITAPALIA U ICTBUTEILHA /10 30.09.2022 _—
wf R )
?.‘}' i Scons .
%{i %_gglgassia ' I Crenanos C.C.
[ i 't
__94 ;()e:.;uapg‘mn, AN ! $.H.0
Ry S o _ : : !
”'1'.' 1._:;_;‘"!.@
CBEJEHMS O PETUCTPAIIMHN

OPTAH 110 CEPTHO®HUKAIINHY, 3APEI'HCTPUPOBABIINI JEKJIAPALTUIO

RA.RU. 11 OM0O8 OPTAH ITO CEPTHOHKALIHH TPOAVKIJHH OBLI{ECTBO C Or' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

aodpec opeanuzayuu: 115280, 2. Mocxea, yn. Macmepxosa, 8. 4, am. 5, nom. I, kom. I, adpec apzana no
cepmucpurayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 5., men. :(495)788-02-88, aeb-
catim: oyxx.pe.

JEKJIAPAIIUSL O COOTBETCTBHH 3APETUCTPHPOBAHA N POCC RU J-FR.®M08.A4.4 7030/19
JATA PETUCTPAIIMH 27.11.2019

LY RIS
Hunenxo N.B.

OP2an o NOANUCH Pyxoeoaurens OC
cepriguraiy




S Cepusi/Batch: 864
COOPER [ Hocve na cepuio Mpouseeneno/Man:
" MATHE B6 POCCHUA 1072019
TAEJ PACTBOP AAA NPHEMA BRYTpL .
NEPOPAJIBHBIX ocgl),g:z;onﬂocmmxp..
NPEIMAPATOB
DL/140 Bepcus 21, ymeepacoénnan 11.09.2019 Crpannua 60/60
ONHNCAHHE KOA PF KO PSO
POCCHA 10 amnyn no 10 M 1995058 5550168
Jara n3rorosyieHHs: 28.10.19
Cpok rogHocTR = 1aTa H3roTOB/EHH + 3 roaa - 1 Mecaw: a HMeHHO: .......09.2022........
OxonuaTeNLHOE NPOK3BEAEHHOE KOIHYECTBO! 1vrn25346....... YOAKOBOK
NNOJIHOE NOCLE ITPOBEPEHO:
- OrTBercTBeHHRN 32 Jdara: 05.11.19 IMoannuck: /Tloanucs/
ofcayxuBanme: SR e S e T R
— OTBeTcTBENRLII 32 Jata: 05.11.19 Moanuch: -
RPORBOACTEY: T L A L g Y T
— Cekperaph oTaena Hata: 07.11.19 Toanmucn: /Mloanucy/
06ec“eqe}l“ﬂ KaqecTBa: asssseun LLLLLT TS PEAPAPAAANF RSN ANRRAAAN s  Jeusessas PN ONRAVER
YBeaoMienne: Ne ..ooane O — . | Kputhynoers: O Kpwmmieckoe O Bascnoe O neanaummensroe
YBenomaenue; NE corsavrnensnnanes cwoweeres | KPHTHUHOCTE: O Kputnueckoe O Baxknoe O ne3naunTenBHOE
YBezomnenue: N em—— e KputHunocth: O Kpummueckoe O Bakmoe O neanauntensuoe
ITPOBEPKA HAJTHYHSA NPHAOKEHHH
Bedomocmy(u) o nocmyrnenuu noddownoe | B | Omuem 06 ouucmrce nunuu nodzomosxu
Ilepsonauanchan muxpobuan B | Omuém 06 ovucmue nunun
obcemenéunocmo pacnpedenenus
Obugee codepxcanue opzanuiecxozo Omuém of ouucmuice yenmpanorozo 61oxa
2nepoda HO RPOU3BOOCIMEY INUKENOK
Bedomocme XFP B | Omuém ob owucmice nuruu gacosxu
Hzanenenue X3, auceoboxncoenne MP Cepmiguxamer ananuza amnyn
Omuém 06 ovucmxe yeumpaisnozo Yemoiivusocmb amnyn k zudponuzy 3]
bnoxa s3gemusanun
Omuém 06 ovucme 6noxa eseewmusanun | B | Cepmugpuxam ananusa na paxmopot =
NUB mpomboyumos
Cepmugbuxam coomsememeun ' Poccutickuii cepmucpucam na anenutickom
A3eiIKE

Jararouenue o gbinycke napmuu
HacrosiLnan napTHA NPOM3BELeHA ¢ YYETOM NPHHLHITOE HAANEKA e NpOH3BOACTBEHHON NPAKTHKH H B

COOTBETCTBHH € 'rpeﬁonammmu PETHCTPALHOHHOT O J0ChE.

Maprus: | Vieepwaoena | X | [ Omwionena | | i £ - T
OrpercrBeHHbI hapMauesT oTaena obecneyenns ©HO: /Moanucy/
KavecTRA /Meyvars/: OTAEN OBECITEUEHHA
TMoansen: KAYECTBA * 08.Hos6 2019 *
_ _ ATHER: Virginie COZ -
IREKIMPOHHAA ONEPAUUA NO BHINPCKY COBEpIlEHa: -08.1L.19.... noanuce:  ../Tloanuce/.

Hocee nanewamano 15/10/19



_J—' Crpanuua 1/ |
coorEr CEPTU®HKAT AHAJIM3A (R

HJabopamopun xomponn
Ten;33164872054
@axe: 33164872073

Onucaxue: MATHE B6 PACTBOP V14 [IPMEMA BHYTPL 10 MJ]
POCCHSI LIB PSO
Aptukyn: 5550168 [Maptus: 864
Howmep ceptidukara 197494 Jlara Bbinycka: 06.11.2019 08:50:37
aHanM3a:
®apmaxoneiinas cratbs 2863 Ccrutia Ha apMakoneiiHyio GAPMAKOINENHASA
¢dupmer «<KKOOTIEP» CTaThIO: CTATbHA KOMIIAHHH
{COOPER): «CAHO®H»
HOKA3ATEJIH HOPMbI PE3YJIbTATBI
OIMHCAHUME
BHELIHHH BUJ [TPO3PAYHAA XKUIKOCThb COOTBETCTBYET
KOPHYHEBOI'O LIBETA
3ATIAX KAPAMEJIbHbII COOTBETCTBYET
NOAJHHHOCTD
MATHUA PE3VJILTAT COOTBETCTBYET
TTOJIOXHUTEJILHBIA
MUOOJAT COOTBETCTBVET COOTBETCTBYET
JIAKTAT PE3VYIIbTAT COOTBETCTBYET
MOJOXHUTENBHLIN
MHPHIAOKCHHA THAPOXNOPU] COOTBETCTBYET COOTBETCTBVET
CEPbI IUOKCHU] PE3VJILTAT COOTBETCTBYET
MOJIOXXHUTENLHBIN
UCHBITAHUA
CPEAHUI OFBEM COIEPXXMMOIC | HE MEHEE 10,0 MJI 10.2 MJI
pH 45-6,0 5,2
YIEJbHAA TNTIOTHOCTDb 1,050 - 1,070 1,056
CEPbI IUOKCH], HE BOJIEE 0,1 4. HA 100 0,1 4. HA 100 (M/OB.)
(M/OB.)
KOJIMYECTBEHHOE
OIPEAEJIEHUE
COJEPXAHHE MUPUIOKCHHA 9,5- 10,5 MI10 M1 9,7 MI'/10 MIT
THAPOXJIOPHIA
COJEPXKAHHWE MATHH 95,0 - 105,0 MI/10 M1 100,5 MI'/10 MJI
MHKPOBHOJIOT'HYECKHE
NMOKA3ATEJIH
OBLUEE YKXCNO HE BOJIEE 1000 KOE/MJ <1 KOE/MI
MHKPOOPI AHHU3IMOB
OBIIEE COJNEPXXAHHE HE BOJIEE 100 KOE/MI1 <1 KOEMN
APOMOKEBBIX U NNECHEBLIX
I'PHBOB
ESCHERICHIA COLI HE OBHAPYXHBAETCAB | HE OBHAPYJXHUBAETCA B 1
MI MJI
3ameuannn:

PEHIEHHE: IMTPOAVKT OJOGPEH
HACTOSAIMHE CEPTU®HKAT BbLT COCTABJIEH B 9JIEKTPOHHOM BUJIE ¥ TEUCTBWTEJIEH BE3
TMOANUCH /

THIS CERTIFICATE HAS BEEN PRODUCED ELECTRONICALLY AND BEARS NO ‘/ﬂ/’ JRE

KOOIIEPACbOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTAS

TUIAC JIIOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 T". MEJIEH CEJEKC cenf:

Ten. 01 64 87 20 00 - daxc: 01 64 87 20 70 www.copper.f

AKLHMOHEpHOE 0GILECTBO YNPOILEHHOTO THIA ¢ kanuTanoM 29 718 300 espo — Homep B Topponeft peectpe r. MEJIEH B 399 227
636 - Homep nuarensumxa HAC: FR58399227636 - Kog NAEAT4N
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COOPER [

JaGopamopun konmponr
Ten:33164872054
Daxe: 33164872073

CEPTH®UKAT AHAJIU3A

Crpannua 1/ 1

3ason; I'. MEJIEH (MELUN}

MATHE B6 Pacrsop ans npuema BHYTpb - 2580
Cepus: 864 Jata npousBoncTea: 10.2019
Howmep cepun 3aka3unka: 864 Cpok roaHocTH: 09.2022
Cebinka Ha HopMaTuBHbIH noxymenT: CPF 1134 S Bepcun 04
[ TOKA3ATEJH | HOPMBI | PESVJILTATEI
OIMHMCAHHE
s BrewHutt Bug Ipo3paukas KHIKOCTH COOTBETCTBYET
s Ilper Kopuunesbit COOTBETCTBVYET
e 3anax KapamenbHnii COOTBETCTBVET
NOTHHHOCTh
¢  Marnnit Pesynbrar nonoauTenbHeli COOTBETCTBVET
¢ [lnnonat PeaynbTar nonoxuTeNbHEIR COOTBETCTBVYET
¢ Jlakrar PesynbTaT nonoKHTENbHBIH COOTBETCTBVYET
¢ JInpuaoKcHHA FHAPOXJIOPHA Pe3ynbraT nonoxurensHeA COOTBETCTBVET
¢ Cepbl 1HOKCHA, PezynsTaTt nonoxuTenbHEIH COOTBETCTBVYET
[TOKA3ATEJIH
* Cpennnii 06BbEM comepxHMOro (M) He menee 10,0 10,2 mn
s pH Or4,5 no 6.0 52
o  VienbHad MAOTHOCTD Ot 1,050 no 1,070 1,056
o Cepnbl nuokcun (% m/06.) He 6onee 0,10 0.1%
* Mukpobuoneruueckne nokazareny (YHcsio
MHKpOOpPTaHH3MOB/MJT)

— Baxrepun He 6onee 1000 <1 KOE/mn

—  Fpubn He Gonee 100 <1 KOE/Mn

—  Escherichia coli OrcyTcTBHE COOTBETCTBVET
KOJIMYECTBEHHOE ONPEJNEJIEHUE
e Tlupunokcuna ruapoxnopua (mr/10 mi) ot 9,5 no 10,5 9,7 mr/10 mn
¢  Marunit (Mr/10 mn) ot 95,0 no 105,0 100,5 mr/10 mn

"

KOOIIEPACBOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTI

TUIAC NIOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 I'. MEJIEH C!:,tlEKC‘Ceen :

Ten. 01 64 87 20 00 - daxc: 01 64 8720 70 - wwv.icooper H

AxunoHepHOC 0BIIECTBO YNPOIMEHHOTO THITA C KanHTanom 29 718 300 espo — HoMep s Toppbreit peectpe r. MEAEH B 399 227
636 - Homep naatensiuka HJAC: FR58399227636 - Kon NAE414N
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COOPER
Plant/3asox: I'. MEJIEH (MELUN)

Jlabopamopun xonmponn
Ten.: 33164872054
Daxc: 33164872073
CEPTH®HKAT AHAJIU3A

MATHE B6 PactBop ang npuema BRyTpL - 2580

Cepusn; 864 Jlata npousBoncTBa: 10.2019

Homep cepuu 3aKa3yHKa: 864 Cpox rogHocTH: 09.2022

Ccrinka Ha HopMaTHBHEIH TokyMeHT: CPF 1134 S Bepcus 04

HacTosimas cepusi npou3sBeaeHa B COOTBETCTBAM ¢ AeHCTBYIOMMMH HOPMATHBHLIMH
ROKYMEHTAMH H AelicTBYIomeil nafnexameii npoxssoacTBenAoil npakThxoii (cGMP)

Pesynrratel ananusa Pemenne otaena obecneueHus kavecTpa
COOTBETCTBYET BBIITYCTHUTD
Hara: 06.11.2019 Jara: 08.11.19
Pykoponutens naboparopuu OrBeTcTBEHHOE NHLIO
Opsa JIE PV (Erwan LE ROUX) Bupxunn KO3 (Virginie COZ)
/Moanwce/ Monnuck

212

KOONEPACLON PAPMACETHY @PAICE3 (COOPERATION PHARMACEUTIOUA S

IMaac Jiwcsen Osep (Place Lucicn Auvert) 77020 1. Mentu cenerce (Melun cedex) - T

Paxc: 01 64 67 20 70 - www.cooper.ir Z

Axmisonepuoe ofmectso ynpomennore Tna ¢ Kanutasom 29 718 300 ecpo- Howmep B Toprosg
Hoxep naarenniunka HAC 58 399 227 636 - Koa NAF 464

petTpe r. Menidn B 399 227 636 -




i Dossier de Lot
COOliE-lI!;J MAGNE B6 RUSSIE Lot/ Batch: 864
et e T S e Fab/Man: 10/2019
E}IEE}ENT M Per./Exp.: 09/2022
DL/ 140 Version 21 approuvée le 11/09/2019 Page 60/ 60
PRESENTATION CODE PF CODE PSO
RUSSIE 10 ampoules de 10 m} 1995058 5550168

Date de préparation : .43 ]40. /49
Date de péremption = date de fabrication + 3 ans - 1 mols : So&.}()ﬂ ZZ 23 ,

Quantité produite finale : .....2535L5. ... boltes / & yd

DOSSIER COMPLET CONTROLE PAR :
.ﬂ......wsa SEy, W J ....................

- Responsable du service : ...... /J M@ ...... Le: ...

- Responsable production : ...........0H0S........ Le ... KM\ Visa : ,,.? .........
- Secrétariat A. Q. : S.%"Zﬁw £ LA A Visa: .l
Fiche incident:n°.................ceevnn.... / A‘ riticité [ Critique [ Majeur [ mineur
Fiche incident: n°........................ / ....... QJ riticité : [ Critique [J Majeur [ mineur
Fiche incident : n° A Criticité : [ Critigue [J Majeur [] mineur
S

VERIFICATIONRRESENCE DOCUMENTS JOINTS

Bordereaufx) entrée palettier %}' §3 | Vide d'atelier Préparatoire ﬁ
Conta. mic, Initiale @ 1 | vide catelier Répartition B
TOC Q}\ Q Vide d'atelier Centrale Etiqueltes [ﬁ? '.
Fiche XFP %“" Q Vide d'alelier Conditionnement 5] 1
Extraction X3 IibWP EA | Bulletin d'analyses ampoules E
Vide d’atelisr Cenira¥ Pesées E‘Q? Résistance hydrolytique ampoules E
Vide d'atslier Pesées NUB b3 | Bulletin d'analyses PF 73}
Certificat GPpharm/GED @ Certifical Russie en anglais %)

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.

Lot: [Accepté X Refusé Le:.

Pharmacien Responsable Assurance Qualité Nom :

Visa:

Dassisr édite le 15/10/19




Page 1.1

t
Cooper CERTIFICAT D'ANALYSE
Dé&ignation : MAGNF B6 BUV I0ML RUSSIELIB  PSO
Code article : 5550168 Lot: 864
Numéro d'analyse 19744 Daie ibération 061172019 08 50.37
Monographie COOPER 2863 Rél monographie DOSSIER SANOFI
TESTS NORMES D'ACCEPTATION RESULTATS
CARACTERES
ASPECTY LIQUIDE LIMPIDE. MARRON CONFORME
ODEUR CARAMEL CONFORME
IDENTIFICATION
MAGNESIUM POSITIVE POSITIVE
PIDOLATE CONFORME CONFORME
LACTATE POSITIVE POSITIVE
CHLORELY DRATE DE PYRIDOXINE CONFORME CONFORME
DIOXYDE DE SOUFRE POSITIVE POSITIVE
ESSAl
YOLUME MOYEN DU CONTENL MINIMUM 10.0 ML 18.2 ML
DETERMINATION DU PH 45-60 32
DENSITE RELATIVE 1.050- 1,070 1,056
DIOXYDE DE SOUFRE MAXIMUMO,I P 100 MY 0.1 B 500 MV
DOSAGE
TENEUR EN CHLORHUYDRATE DE PYRIDOXINE 9.5- 105 MG 10 ML 27MG10ML
TENEUR EN MAGNESIUM 95,0 - 105,0 MG/10 ML 100,5 MG/10 ML
CONTAMINATION MICROBIENNE
BACTERIES TOTALES MAXIMUM 1000 UFCIML =1 UFC/ML
LEVURES ET MOISISSURES MAXIMUA 100 UFC/ML =1 UFCML
ESCHERICHIA COLI| NON DETECTE DANS | ML NON DETECTE BANS | ML
Observailon :

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

Le Responsable Assurance Qualné

COOPERATION PHARMACTUTIQUE FRANCAISE - PLACE LUCIEN AUVERT 77020 MELUN CEDEX cedéx
Tel 01 64 8720 00 - Fax. : 81 64 87 20 70 « www.cooper fr
Societe par Actions Stuplifice su capitod de 113023 749 curos - L C§ MELUN B399 227636 - Code TVA TVA  FRS3199237634 -




Laboratoire de Coniréla
Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

Plant / 3ason : MELUN

MAGNE B6 Oral solution - 2580
| Batch : 864 L 2019110
Cust. Batch : 864 Exp 2022109
Refatence dossier : CPF 1134 S Edition 04
[ TESTS | SPECIFICATIONS | RESULTS J
CHARACTERS
= Aspect Clear liquid COMPLIES
s Color Brown COMPLIES
¢+ Odour Caramel COMPLIES
IDENTIFICATIONS
s  Magnesium Positive COMPLIES
= Pidolate Positive COMPLIES
¢ Laclate Positive COMPLIES
¢ Pyridoxine hydrochloride Positive COMPLIES
= Sulfur dioxide Posilive COMPLIES
TESTS
« Average volume of content {ml} Sup. or eq. 10.0 10.2 ml
* Relative density 1.050 to 1.070 1.058
» Sulfur dioxide (% M/ V) Inf. or eq. 0.10 0.1%
s Microbiological contamination (germs/ml)
- Bacteria Inf. or &q. 1000 <1 CFUim|
- Fungl Inf. or eq. 100 <1 CFU/m)
- Escherichia coli Absence COMPLIES
_.“r’

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Ludien Auvert - 77020 Malun cadax - Tél, : 01 54 57 2000
Soclé par Actions Skripifiée au capital de 113 025 749 ewos - R.C.S. Melun B 390 227 636 - Code TVA FR 58

72

ax : 01 64 57 20 70 - www.cooperir
393 207 636 - Code NAF 46467



Plant/ 3aeoa : MELUN

Laboratoire de Contrdle
Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE Bé& Oral solution - 2580

| Batch : 864 Mfg @ 201910
Cust. Batch : 864 Exp : 2022/08

Reference dossler : CPF 1134 S Edition 04

[TEsTS [ SPECIFICATIONS [RESULTS i
ASSAYS
« Pyridoxine hydrochioride {mg/10 ml) 8.5t0 10.5 9.7 mg/10 mi
e Magnesium (mg/10 mi) 85.0 to 105.0 100.5 mg/10 mi

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

Anglytical resulis Quality Assurance Detision
COMPLIES RELEASED
Date : 06/11/19 Date : CE,“ “q
Laboratery Manaper Qualified Parson
Erwan LE ROUX Virginie C

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucian Auvert - 77020 Melun cedex - Tl 10164872

o Fax: 01 B4 87 20 70 - wwav.cooperfr
Sociéts par Actons Skmpliiée au captal de 113025 749 euros - R.C.S, Melun B 389 227 638- Code TVA

FrE8 399 227 836 - Code NAF 46462



