COOPER Jocve na ceputo
Cepusi/Batch: 1130
MATHE B6 POCCHUA
OTAEJI PACTBOD 15l IPHEMA BHYTPh IIponssegeno/Man: 11/2021
MHEPOPAJIBHBIX
IIPEIIAPATOB Cpoxk roanoctu/Exp.:10/2024
DL/140 Bepcus 25, ymsepacoénnas 08/07/202 1 Crpannna 63/63
OIMMCAHUE KOJ PF KOJ PSO
POCCHA 10 amnyn mo 10 mn 1995058 5550168

JlaTa M3roTOBJIEHHUS: ......... 18/11/2021

Cpok roaHocTH = 1aTa U3roToBJeHuUs + 3 roga - 1 Mecsill: a UMEHHO: ....... 10/2024........

OxoH4aTe/IbHOE IPOU3BEAEHHOE KOJTHYECTBO: ....... 26 234....... YHAKOBOK

HOJIHOE JOCBHE ITPOBEPEHO:

— OTBeTCTBEHHBIIT 32 Jdara:  29/11/2021 Hoamucw: /Tlognuce/
OOCIHYKHBAHME: i et eeeesesassesaeeens
— OTBEeTCTBEHHBII 32 Jdara:  29/11/2021 Hoanucek: -
HPOM3BOACTBO: s s aessesssessssseas
— Cexkperapb oTaena Jdara:  06/12/2021 Hognucek: /Tloamuce/
OﬁecnequHﬁ KaquTBa: llllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll
YBenomiieHue: Ne SAQENV 211101 | Kpurnunocrs: [ Kpurnueckoe Baskuoe O He3HauuTENBHOE
YBenomiieHue: NE eviininninninnsnnianees Kputnunocrb: O Kputuweckoe O Baxmoe O nesnaunTenbHOe
YBenomiieHue: NE eviirnnninninnsnnnannes Kputnunocrb: O Kputuweckoe O Baxmoe O nesnaunTenbHOe
IIPOBEPKA HAJIHYHA ITPHJIOJKEHHH

Bedomocmo(u) o nocmynienuu noddonos Omuyém 00 ouucmke IUHUU NOO20MOBKU

Ilepsonauanvnas mukpoonas Omuém 06 ouucmke auHuU

obcemenéHHoCmb pacnpedenerus

Obwee codepoicaniie opeaHuyecKo2o Omuém 06 ouucmke yenmpanibho2o 610Ka

yenepoda 1O NPOU3BOOCMBY IMUKEINOK

Bedomocme XFP Omuém 06 ouucmke aunuu pacosku

Hzeneuenue X3, evicsobooicoenue MP Cepmuguxamol ananuza amnyn

Omuém 06 ouucmke YyeHmpaibHo2o Yemotiuusocmo amnyn k eudpoauzy

6110Ka 836CUUBAHUSL

Omuyém 06 ouucmre 610Ka 836eUUBANHUSA

NUB Cepmudghuxam ananuza PF

Cepmudghuxam coomeemcmeuss '@ B | Poccutickuii cepmugpuxam na anzrutickom | Xl

sA3bIKE

3axniouenue o 8blnyCcKe napmuu

Hacrosiniasi mapTusi Ipon3Be/ieHa ¢ Y4éTOM NPUHIMIIOB HaJIesKalleil MPOU3BOACTBEHHON MPAKTHKH U B
COOTBETCTBUM € TPeOOBAHMAMHU PErHCTPALHOHHOIO 0Che.

JHocwe naneuamano 20/10/21

MapTus: | Onobpena | X | | OTKIIOHEeHA | | JlaTa: e
OTBeTCTBeHHBII (hapManieBT oT/€eJIa o0ecredeHus! DPUO: /Tloanuce/
KavecTBa Meuats/: OTAEJI OBECIIEHEHU
N S— KAYECTBA * 07 JEK 2021 *
AL Virginie COZ
Inekmponnan onepayus no 8bINYcKy @BEpILICHA: 07/12/2021 monmuck: /Iloxmuce/




Cooper

Komnusa

Ceprudukar aHanmza

ot 6/12/21
B 10:00:49 Crp. 1

Omnucanue MATHE B6 PACTBOP [JIS1 IPUEMA BHYTPbL, POCCHUA
ApTtukyn: 5550168
Cepus 1130
Howmep ananuza: 213745
Monorpadwus: 2863 Bepcus 5 Ccpuika 2 Ha MoHorpaduro Hocwe
CAHOOU
Jlata momydenwust 19/11/21 Jara Beimycka 01/12/21
MOKA3ATEJIHN HOPMBbI PE3VYJIbTATBI
MuH. Makc. En.
OIIUCAHUE
BHEIIIHUWIA BU/I IMPO3PAYHA XXUJKOCTbH COOTBETCTBYET
KOPUYHEBOT O IIBETA
3ATTIAX KAPAMEJIbHBIN COOTBETCTBYET
NOAJUHHOCTD
MATHUI PE3VJIBTAT IIOJIOXKUTEJBHBIN | PE3VJIBTAT
[TOJIOXKUTEJIBHBIN
MMUAOJIAT COOTBETCTBYET COOTBETCTBYET
JIAKTAT PE3VJIBTAT IIOJIOXXUTEJBHBIN | PE3VJIBTAT
[TOJIOXKHUTEJILHBIN
IMMPUAOKCHUHA TUJIPOXJIOPU]J] | COOTBETCTBYET COOTBETCTBYET
CEPbI JUOKCHU PE3VJIBTAT IIOJIOXKUTEJIBHBIN | PE3VJIBTAT
[TOJIOKUTEJILHBIN
HNCIBITAHUSA
CPEJIHUI OFBEM 10,0 MJI MJI 10,1 MJI
COJEPXXNMOI'O
pH 4,5 6,0 5,3
YIAEJIBHAS ITJIOTHOCTD 1,050 1,070 1,056
CEPBI IMOKCHU[ 0,0 0,1 P.100 M/OB | 0,1 Y. HA 100 (M/OB.)
KOJIUYECTBEHHOE
OINPEJEJEHUE
COAEPXXAHUE IMMPUJJOKCHUHA 9,5 10,5 MI/MJI 10,1 MI'/10 MJI
T’MAPOXJIOPUA
COAEPXXAHUE MATHUS 95,0 105,0 MI/MJI 100,3 MI'/10 MJI
MUKPOBUOJIOT'HYECKHUE
MMOKA3ATEJIHN
OBUIEE YHCJIO HE BOJIEE 1000 KOE/MJI <1 KOE/MIJI
MUKPOOPT'AHN3MOB
OBUIEE COAEPXXAHUE HE BOJIEE 100 KOE/MIJI <1 KOE/MJI
JPOXCKEBBIX U ITIJIECHEBBIX
I'PUBOB
ESCHERICHIA COLI HE OFHAPYXUBAETCA B 1 MJI | HE OBHAPYXHWBAETCA B
1 MJI

PELIEHME: [TPOAYKT OJOBPEH .
HACTOAIMNN CEPTUDUKAT BblJI COCTABJIEH B 3JIEKTPOHHOM BUJIE U IEUCTBUTH
THIS CERTIFICATE HAS BEEN PRODUCED ELECTRONICALLY AND BEARS NO SIGNAT,

COOPERATION PHARMACEUTIOUE FRANCAISE - Piace Lucien Auveri - 77020 Maiun cedex - Tél : 01 64 87 20 00 - Fax : 01 54 87 20 70 - www cooperfr
Sodkite por Actions Simpiifida sy cepial de 113 025 748 curgs - RIC.S. Mehin B 395 207 656 - Coda TVA PR 50 330 227 636 - Doda NAF 48462



Cooper

Jlabopamopus konmpona
Ten.: 33 16487 20 54
Daxc: 33 164872073

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

CEPTUDUKAT AHAJIN3A

MATHE B6 PacTBop nJisi npuema BHYTpPb - 2580

Cepusi: 1130

I[aTa IMPpOU3BOACTBA!

2021/11

Howmep cepuu 3akazunka: 1130

CpOK roJHOCTH:

2024/10

Ccblika Ha HOpMaTUBHBINA fokymeHT: CPF 1134 S

Bepcus 04

HJI: TIN013203/02-130307

Howmep PV, 3aperucrpuposannoro B Poccun: TIN013203/02

VcnoBus XpaHCHHA: XpaHUTh B 3allIMIICHHOM OT CBETAa MECTC IPU TEMIICPATYPEC HC BLIIC 25 OC

| IOKA3ATEJIU | HOPMBI | PE3YJIBTATBI
OIMMCAHUE
e BaemHuii BUJ [Ipo3payunas >KkUIKOCTD COOTBETCTBVYET
e Ilger Kopnunessrit COOTBETCTBVYET
e 3amax Kapamenbabrit COOTBETCTBVYET
[NOAJIMHHOCTD
e Maruwuit Pe3ynbTar mosoKuTensHbIH COOTBETCTBYET
e Ilumonar Pe3ynbTar mosoKuTenbHbINH COOTBETCTBYET
e Jlakrar Pe3ynbTar mosoKuTensHbIH COOTBETCTBYET
e TlupugokcuHa rUAPOXIIOPUN PesynbraT nonoxuTeabHbIN COOTBETCTBVYET
e  Cepsl AuOKCH] Pe3ynbTar nonoxxutenbHbli COOTBETCTBVYET
IOKA3ATEJIN
e Cpennuit 006EM cOmEPKUMOTO (MJI) He menee 10,0 10,1 mn
e pH 01 4,5 10 6.0 5,3
e VienbHas INIOTHOCTh Ot 1,050 mo 1,070 1,056
e Cepsr guokcun (% m/00.) He 6omnee 0,10 0,1 %
o  MuKpOOHOIOTHIECKHE TTOKA3aTeTH (YUCIIO
MHKPOOPTaHU3MOB/MIT)

—  bBakrepun He 6omee 1000 <1 KOE/mn

—  TI'pubmnr He 6onee 100 <1 KOE/mn

— Escherichia coli OrcyTtcTBHE COOTBETCTBYET

1B “H-"."f'Th“ ;
4 s,
Ly kd

172
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Cooper

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

Jlabopamopus konmpona
Ten.: 33 16487 20 54
Daxc: 33 164872073
CEPTU®UKAT AHAJIU3A

MATHE B6 PacTBop nJisi npuema BHYTpPb - 2580

Cepusi: 1130 JlaTa npousBoacTBa: 2021/11
Howmep cepun 3akazuuka: 1130 CpOK roJHOCTH: 2024/10
Ccblika Ha HOpMaTUBHBINA fokymeHT: CPF 1134 S HJ: TIN013203/02-130307

Bepcus 04

Howmep PV, 3aperucrpuposannoro B Poccun: TIN013203/02
Vci0BYs XpaHEHHs: XPaHUTh B 3aIMIIEHHOM OT CBETA MECTE IPH TeMreparype He Boiuie 25 °C

| IOKA3ATEJIU | HOPMBI | PE3YJIBTATBI
KOJIMYECTBEHHOE OITPEJAEJIEHUE
o Tlupuaoxcuna ruapoxaopua (mr/10 mur) ot 9,5 mo 10,5 10,1 mr/10 Mo
e Marnwuii (mr/10 mm) ot 95,0 no 105,0 100,3 mr/10 M
ADU (nammenoBanne APV, HauMeHOBaHHE U aJIPEC MPOU3BOAUTEIIS)
HaumenoBanne AOU TIpousBoaurenp Anpec
Marsaus nuaoJiaT Comabus IOcub Route d'Oulins, 28260 Anet
Maruus nakraTt Moec Poligono Industrial Requejada,
39313, Polanco (Cantabria)
[MupunokcruHa THIPOXIOPH]T JICM HyTtpumran Emil-Barell-Str. 3, 79639
Grenzach-Wyhlen, Germany

HacTosiumM st moATBep K Aaro, 4To JJaHHAask Cepusl IPOTECTUPOBAHA M0 BCEM MOKa3aTeNsiM KauecTBa crnenudukamyn HopmatusHoit
JIOKYMEHTAIMH, 3apErMCTPUPOBAHHOMN B HacTOsIIUI MOMEHT B Poccuiickoit ®denepanyu

Hacrosimum noarsepkaercs, 9To cepyst COOTBETCTBYET TPeOOBaHUSIM pa3/iesioB Y TaKoBKa 1 MapKHupoBKa CrieU(pHUKAIIN
HopmartuBHO# 1oKkyMeHTalnuy, 3aperuCTpUPOBAHHON B HACTOSIIUI MOMeHT B Poccuiickoil denepanuu.

Hacrosmias cepust mpou3sBeieHa B COOTBETCTBHHU C JOChE U ICHCTBYIOLIEH HauIeKaleil MPOU3BOACTBEHHOI mpakTukoi (cGMP)

Pesynbrarsl ananuza Pemenue otnena obecnedyeHns KauecTra
COOTBETCTBYET BBIITYIIEHO
Hara: 01/12/2021 Hata: 07/12/2021
PykoBoautens maboparopuu Y110JIHOMOYEHHOE JIULIO
Erwan LE ROUX Virginie COZ

2/2
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_I— Dossier de Lot
z Lot/ Batch: 1130
‘-'°°‘ff—| MAGNE B6 RUSSIE
'_I;_T"b_l Fab /Man: 11/2021

DEPARTEMENS solution buvable Per./ Exp. : 10/2024

DL/ 140 Version 25 approuvée le 08/07/2021 Page 63 / 63

PRESENTATION CODE PF CODE PSO
RUSSIE 10 ampoules de 10 ml 1995058 5550168

Date de préparation A3 ._A: 4o /

Quantité produite finale : QBQ‘:’M/ boites .~
DOSSIER COMPLET CONTR(5_L§ PAR :

Date de péremption = date de fabrication + 3 ans - 1 mois : Swﬁ

- Responsable du service AL NPT

- Responsable production : ....... Chaa .. Le
v

- Secrétariat A. Q. Sifl.m}'suin

Q. ~
A

Fiche incident: n°S.AQ.EN.ZA M0 {

i Griticité :

[ critique [X] Majeur [] mineur

Fiche incident : n°

Criticité :

[ Critique [] Majeur [] mineur

................................. IAC'

Fiche incident:n®................... / ......... Criticité : [] Critique [] Majeur [ mineur
VERIFICATI SENCE DOCUMENTS JOINTS
' Bordereau(x) entrée palettier @ er Préparatoire Certificat analyses GEﬁ?GPpharm ,@

Conta. mic. initiale atelier Répariition

[18

i Cerlificat Russie en Anglais

kol

Fiche XFP ide d'atelier Cenlrale Etiquettes

Rapport sérialisation Tracelink

-

Extraction X3 libération MP ide do'atelier Conditionnement

Vide d'atelier Centrale Pesées Bulletin d'analyses ampoules

Vide d'atelier Pesées NUB Bulletin d'analyses PF

N |

Gl 4 S S

Conclusion sur la libération du lot

décrites dans le dossier d'A.M.M.

X

Refuse

Lot: |Accepté

Visa:

Ce lot a été fabriqué dans le respect des B.P.F., et conformément aux exigences

Le:,

Virginie coz

ibn effectué le : Q'—?lc:[.lz_[lﬂ?(\. visa: ...

g

Dossier édité la 20/10/21




Cooper

Plant / 3asog : MELUN

Laboratoire de Conirfle
Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Batch : 1130 Mfg : 2021/11
Cust. Batch : 1130 Exp : 2024110
Reference dossier : CPF 1134 S Edition 04 ND P N0O13203/02-130307

Reference number to MA registered in Russia: P N013203/02
Storage conditions: Store in a protected from light place at temperatures not exceeding 25 °C

[ TESTS | SPECIFICATIONS i RESULTS
CHARACTERS
+  Aspect Clear liquid COMPLIES
« Color Brown COMPLIES
e Odour Caramel COMPLIES
IDENTIFICATIONS
*« Magnesium Positive COMPLIES
» Pidolate Positive COMPLIES
¢ Lactate Positive COMPLIES
s Pyridoxine hydrochloride Positive COMPLIES
» Sulfur dioxide Positive COMPLIES
TESTS
= Average volume of content {ml) Sup. oreq. 10.0 10.1ml
« pH 45106.0 5.3
« Relative density 1.050 to 1.070 1.056
o Sulfur dioxide (% M/ V) inf. oreq. 0.10 0.1%
» Microbiological contamination (germs/m!)
- Bacteria Inf. or eq. 1000 < 1 CFU/ml
- Fungi Inf. or eq. 100 <1 CFU/m)
- Escherichia coli Absence COMPLIES

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auvert - 77020 Melun cedex - Tél. : 01 64 87 20 00 - Fax : 01 64 B7 20 70 - www.cooper.ir
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Plant / 3asoa : MELUN

Laboratoire de Controle
Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE Bé6 Oral solution — 2580

Batch : 1130 Mfg . 202111
Cust. Batch : 1130 Exp : 2024/10
Reference dossier : CPF 1134 S Edition 04 ND P N013203/02-130307

Reference number to MA registered in Russia: P N013203/02
Storage conditions: Store in a protected from light place at temperatures not exceeding 25 °C

| TESTS | SPECIFICATIONS | RESULTS |
ASSAYS
= Pyridoxine hydrochloride (mg/10 ml) 9.5t010.5 10.1 mgM0O ml
s Magnesium (mg/10 mi) 95.0to 105.0 100.3 mg/10 mi

API {name of AFI, name and address of manufacturing site):

NAME OF AP] MANUFACTURER ADDRESS

Pyrrolidone carboxylate de magnésium SOLABIA UCIB gg;é% ig:t"ns

Lactate de magnésium MOEHS ggggg?o:ggggtzglag‘:%ﬁ?f g
Chiorhydrate de pyridoxine DSMNUTRITIONAL | S0 Bl Srasse . Alemaane

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification
currently registered in the Russian Federation,

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation.

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

Analytical resuits
COMPLIES
Date : 01/12/2021

Laboratory Manager [\j
o

Erwan KE'ROUX

Quality Assurance Decision
RELEASED

Date : C}:\,“z , 'ZO’M

Qualified Person ’

d‘-\ﬁ-““"“““ ”)
2 Virginie COZ

Société par Actions Simplifice au capital de 113 025 749 eUM¥~= ’ .S. Melun B 399 227 636 - Coda TVA FR 58 399 227 636 - Code NAF 46462



Cooper

DUPLICATA le 6/12/21

CERTIFICAT D'"ANALYSE a4 10:00:49 Page : 1
Article MAGNE B6 RUSSIE CPF . SOLUTION BUVABLE
Code Article 5550168
Lot 1130
N° Analyse 213745
Monographie 2863 Version 5 R&T.2 Monographie DOSSIER SANOFI
Date de Réception 19/11/21 Date de Libération 1/12/21
TESTS ! SPECIFICATIONS ! RESULTATS
! Mini. Maxi. Unité !
CARACTERES ! !
- ASPECT ! LIQUIDE LIMPIDE. MARRON t LIQUIDE LIMPIDE, MARRON
- (DEUR ! CARAMEL ! CARAMEL
IDENTIFICATION ! !
- MAGNESTUM ! POSITIVE ! POSITIVE
- PIDOLATE ! CONFORME I CONFORME
- LACTATE ! POSITIVE | POSITIVE
- CHLORHYDRATE DE PYRIDOXINE ! CONFORME ! CONFORME
- DIOXYDE DE SOUFRE ! POSITIVE ! POSITIVE
ESSAI ! !
- VOLUME MOYEN DU CONTENU ! 10.0 ML ! 10,1 ML
- DETERMINATION DU PH ! 4.5 6.0 ! 5.3
- DENSITE RELATIVE ! 1.050 1,070 ! 1,056
- DIOXYDE DE SOUFRE ! 0.0 0.1 P.100 M/V ! 0,1 P.100 M/Y
DOSAGE ! !
- TENEUR EN CHLORHYDRATE DE PYRI! 9.5 14,5 MG/10 ML ! 10.1 MG/10 ML
DOXINE ! |
- TENEUR EN MAGNESIUM ! 95.0 105.0 MG/10 ML ! 100.3 MG/10 ML
CONTAMINATION MICROBIENNE ! !
- BACTERIES TOTALES ! MAXIMUM 1000 UFC/ML I <1 UFC/ML
- LEVURES ET MOISISSURES ! MAXIMUM 100 UFC/ML I <1 UFC/ML
- ESCHERICHIA COL1 ! NON DETECTE DANS 1 ML | NON DETECTE DANS 1 ML

DECISION : PRODUIT ACCEPTE

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

DIRECTION QUALITE

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auvert - 77020 Melun cedex - Tél. : 01 64 87 20 00 - Fax : 01 64 87 20 70 - www.cooper.fr
Sociélé par Actions Simplifiée au capital de 113 025 749 euros - R.C.5. Melun B 389 227 636 - Code TVA FR 58 399 227 635 - Code NAF 46462
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