—

COOPER Hocve na ceputo
Cepusi/Batch: 1100
MATHE B6 POCCHUA
OTAEJ PACTBOP LIS IPHEMA BHYTDb Ipousseneno/Man: 09/2021
MMEPOPAJIBHBIX
[IPEIIAPATOB Cpok roanocru/Exp.: 08/2024
DL/140 Bepcus 25, ymeepacoénnas 08/07/2021 Crpannna 63/63
OIIMCAHHE KOJ PF KOJ PSO
POCCHA 10 amnyn mo 10 mn 1995058 5550168

JlaTa U3roTOBJIEHUS: ........ 21.09.2021

Cpok roaHocT = aTa U3roToBJeHus + 3 roga - 1 Mecsill: a UMEHHO: ....... 08.2024........

OxoH4aTe/IbHOE NIPOU3BEAEHHOE KOJTHYECTBO: ....... 26 300...... ymakoBok

HOJIHOE JOCBHE ITPOBEPEHO:

— OTBeTCTBEHHBII 32 Jdara:  06-10-2021 Hoanucek: /Tloanucs/
OGCAYRHBAHHE: e e e
— OTBeTCTBEHHBII 32 Jara:  13-10-2021 Moamuce: -
LOEEEIEses L cscommoooooomooooomonoooon ooomocooooomoooon. pooncnoao000m060000
— Cexperaph oTaena Hara:  14-10-2021 Hoamuce:  /Tloanuce/

o0ecneyeHHs KavyecTBa:

YBenomiieHune: Ne..o..ovovevvnnnee. | Kpurmunoern: O Kpurnueckoe O Baxmuoe O HesHaunTenpHOE
YBenomiieHune: NE evircnninninnsnnianees Kputnunocrb: O Kputuweckoe O Baxnoe O nesmaunTenpHOe
YBenomiienue: No Kputuunoctsh: O Kputnueckoe O Baxnoe [ ne3naunTenbHOE
IIPOBEPKA HAJIHYHA ITPHJIOJKEHHH
Bedomocmo(u) o nocmynienuu noddonos Omuyém 006 ouucmke IUHUU NOO20MOBKU
Iepsonauanvnas mukpoonas Omuém 06 ouucmke auHuU
obcemenénHHoCmb pacnpedenerus
Obwee codepoicaniie opeaHUyecKo2o Omuém 06 ouucmke yenmpanibho2o 610Ka
yenepoda 1O NPOU3BOOCIMGY IMUKEMOK
Beodomocmv XFP Omuém 06 oyucmre auHUU hacosku
H3eneuenue X3, gvicsobooicoenue MP Cepmudghuxamul ananuza amnyn
Omuém 06 ouucmke YeHmpaibHo2o Yemotiuusocmo amnyn k cudpoauzy
O110Ka 836CUUBAHUSL
Omuém 06 ouucmxe 6noxa e3eewusanus | X (]
NUB Cepmudghuxam ananuza PF
Cepmudghuxam coomeemcmeus '@ B | Poccutickuii cepmugpuxam na anzautickom | Xl
sA3bIKE

3akniouenue o 8bINYCKe napmuu
Hacrosiniasi mapTusi Ipon3Be/ieHa ¢ Y4éTOM NPUHLUMIIOB HAJIesKalleil MPOU3BOACTBEHHON MPAKTHKH U B
COOTBETCTBUM C TPeOOBAHMAMHU PErHCTPALHOHHOIO J0Che.

HapTusa: |Oz(06peHa | X | |OTKJ10HeHa | | Jata:
OTBeTCTBeHHBIH (papManeBT 0T/Aea o0ecriedeHust PUO: /Monnuce/
KayecTBa Meuyars/: OTIAEJI OBECIIEYEHN S
KAYECTBA= G ORT2021
Iloanucek: L - O, 10,
Virgi 2

22N
NS

Dnekmponnasn onepayus no 8bINYCKy coBeplIeHa: 18/10/2021 /& noanucs:

Jlocwe nanevamano 26/07/21



Crpanvna 1/ 1

Cooper CEPTHOUKAT AHAJIM3A
Ornucanue: MATHE B6 PACTBOP JIJIA ITIPUEMA
BHYTPbH 10 MJI POCCH S LIB PSO
ApTHKYII: 5550168 IMaprtus: 1100
Homep ceprudukara aHammsa: 212546 Jlarta BbIITyCKa: 06/10/2021 09:52:26
®dapmakorneiiHas ctaTbst GUPMbI 2863 Cchuika Ha MOHOTpadHIO: Hocse KOMITAHUI
«KOOIIEP» (COOPER): «CAHO®N»
IMOKA3ATEJIN HOPMbI PE3YJIbTATHI
OIIMCAHUE
BHEIIHUI BU ITPO3PAYHAS XXUJIKOCTD COOTBETCTBVYET
KOPUYHEBOTI'O IIBETA
3AITAX KAPAMEJIbHBII COOTBETCTBVYET
NOAJUHHOCTD
MATHUIA PE3VJIbTAT PE3VJIbTAT
[IOJIOXKUTEJIbHBIN [IOJIOXXKUTEJIbHBIN
MMNUAOOJIAT COOTBETCTBVYET COOTBETCTBVYET
JIAKTAT PE3VJIbTAT PE3VJIbTAT
TTOJIOKUTEJIbHBIN TTOJIOKUTEJIbHBIN
MMNMPUJOKCHUHA TUAPOXJIOPUJ] COOTBETCTBVYET COOTBETCTBVYET
CEPBI IMOKCHU/] PE3VJIbTAT PE3VJIbTAT
[1OJIOXKUTEJIbHBIN [1OJIOXKUTEJIbHBIN
HUCIIBITAHUSA
CPEJIHUI1 OB BEM COHAEPXUMOI'O | HE MEHEE 10,0 MJI 10,1 MJI
pH 45-6,0 52
YAEJBHASA ITIJIOTHOCTD 1,050 - 1,070 1,056
CEPBI IMOKCH /] HE BOJIEE 0,1 4. HA 100 0,1 4. HA 100 (M/OB.)
(M/OB.)
KOJIMYECTBEHHOE
ONNPEAEJIEHUE
COJIEP>)KAHUE IMTMPUAOKCHUHA 9,5-10,5MI'/10 MJI 9,7 MI'/10 MJI
TUJIPOXJIOPUJIA
COJEPXXAHUE MATHU 95,0 - 105,0 MI'/10 MJI 99,8 MI'/10 MJI
MUKPOBUOJOTNYECKHNE
MOKA3ATEJIN
OBUIEE YNCJIO HE BOJIEE 1000 KOE/MJI <1 KOE/MJI
MUKPOOPI'AHNU3MOB
OBIIEE COAEPXXAHUE HE BOJIEE 100 KOE/MJI <1 KOE/MIJI
JPOXKEBBIX U ITJIECHEBBIX
I'PUBOB
ESCHERICHIA COLI HE OBHAPYXUNBAETCA B 1 HE OBHAPVWVIBAETCH B
MJI

3ameuanus:
PEIIIEHUE: HPOI[YKT OJIOBPEH

HACTOSIINUNA CEPTUGUKAT BbIJI COCTABJIEH B DJIEKTPOHHOM BI/II[ Ls» T/}

TTOIITUCHA

THIS CERTIFICATE HAS BEEN PRODUCED ELECTRONICALLY AND BEAF

,EEJ:HC rHIZITEﬂEF
HE

oft RUs®

KOOITEPACBOH ®APMACETHUK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
ITJIAC JIFOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 T'. MEJIEH CEJIEKC cenexe (MELUN CEDEX cedex)
Ten. 01 64 87 20 00 - ®akc: 01 64 87 20 70 — www.cooper.fr
AxIHoHepHOE 06IIECTBO YIPOIIEHHOTO THMA ¢ KanuTaioM 113 025 749 espo — Homep B Toprosom peectpe r. MEJIEH B 399 227
636 - Homep mnatensiuka HJIC: FR58399227636 - Kox NAF 514N




Cooper

Jlabopamopus konmpoas
Ten.: 331648720 54
Daxc: 33164872073

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

CEPTUO®UKAT AHAJIM3A

MATHE B6 PactBop ass npuema BHYTpb - 2580

Cepust: 1100

JlaTa npoun3BojCcTBA:

2021/09

Howmep cepun 3aKa3ymKa: 1100

CpOK TOJHOCTH:

2024/08

Ccputka Ha HOpMaTuBHBIM mokymeHnt: CPF 1134 S

Bepcus 04

HJI: TIN013203/02-130307

Howmep PY: TIN013203/02

VcnoBus XpaHCHHA: XpaHUTH B 3allIUIICHHOM OT CBECTAa MECTC IPU TCMIICPATYPEC HC BLILIC 25 OC

| TIOKA3ATEJIN | HOPMBI | PE3VJIBTATBI
OIMMCAHUE
e Buemnwuii Buj IIpo3payunas KUAKOCTH COOTBETCTBYET
e Ilger Kopununessrit COOTBETCTBVYET
e 3amax KapamenbHbrit COOTBETCTBVYET
[NOAJIMHHOCTD
e Maruuit Pe3ynbrat momoXuTeIsHbII COOTBETCTBVYET
e Ilupmonar Pe3ynbraT nonoxutenbHbIi COOTBETCTBVYET
e Jlakrar PesynbraT nonoxutenbHbI COOTBETCTBVYET
e TlupugokcruHa rUAPOXIIOPUN PesynbraT noaoxuTeabHbIN COOTBETCTBVYET
e Cepnl AuOKCH] PesynbTar nonoxxutenbHbli COOTBETCTBVYET
IMTOKA3ATEJIN
o Cpennuit 006EM comEpPKUMOTO (MJI) He menee 10,0 10,1 M
e pH Ot 4,5 10 6.0 5,2
e VYienpHasd INIOTHOCTH Or 1,050 o 1,070 1,056
e Ceps! guokcun (% m/00.) He 6omnee 0,10 0,1 %
o  MuKpOOHOIOTHIECKHE TTOKA3aTeTH (YUCIIO
MHKPOOPTaHU3MOB/MJT)

—  bBakrepun He 6omee 1000 <1 KOE/mn

—  TI'pubnt He 6omee 100 <1 KOE/mn

—  Escherichia coli OrcyterBre COOTELTGIBYET,
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KOOINEPACBOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
Ilnac JIrvocben Osep (Place Lucien Auvert) 77020 r. Menén ceaexc (Melun cedex) - Tes. 01 64 87 20 00 -
®axc: 01 64 67 20 70 - www.cooper.fr
AKIHOHEpPHOE 0011eCTBO YIPOIIEHHOT0 THNA ¢ KanuTaiaom 113 025 749 espo — Homep B Toprosom peectpe r. Meaén B 399 227 636 -

Homep naareasmmka HIAC 58 399 227 636 - Kon NAF 46467
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Cooper .
Plant/3aBox: I'. MEJIEH (MELUN)

Jlabopamopus konmpoas
Ten.: 331648720 54
Daxc: 33164872073
CEPTUD®UKAT AHAJIN3A

MATHE B6 PactBop ass npuema BHYTpb - 2580

Cepust: 1100 Jlata mpomu3BOICTBA: 2021/09
Howmep cepun 3aKa3ymKa: 1100 CpOK rOJHOCTH: 2024/08
Ccpuika Ha HOpMatuBHBIN moxkymentT: CPF 1134 S | HJI: TIN013203/02-130307

Bepcus 04

Howmep PY: TIN013203/02
Vci0BYs XpaHeHHs: XPaHUTh B 3aIMIIEHHOM OT CBETA MECTE NPH TeMIeparype He Boiuie 25 °C

| IOKA3ATEJIU | HOPMBI | PE3YJIBTATBI
KOJIMYECTBEHHOE OIIPEJAEJIEHUE
o Tlupuaokcuna ruapoxaopua (mr/10 mur) ot 9,5 mo 10,5 9,7 mr/10 ma
e Marsuii (Mr/10 mn) ot 95,0 no 105,0 99,8 mr/10 man
ADU (mammenoBanne APV, HauMeHOBaHHE U aJIPEC MPOU3BOIUTEIIS)
HaumenoBanne AOU TIpousBoaurenp Anpec
Marsus nugonaT Comabus IOcu6 Route d'Oulins, 28260 Anet
Marnus 1aKTat Moec Poligono Industrial Requejada,
39313, Polanco (Cantabria)
[MupuIOKCHHA THAPOXIOPHUL JICM Hytpurisn Emil-Barell-Str. 3, 79639
Grenzach-Wyhlen, Germany

HacTosmum s moaTBep kAato, 9To JaHHAS CepHsl IPOTECTUPOBAHA MO BCEM ITOKa3aTeNsIM KadecTBa CHeM()UKauu
HopmatuBHOI 1OKyMEHTALMH, 3apETUCTPUPOBAHHON B HACTOSIILIMI MOMEHT B Poccuiickoit @enepanuu.

HacTosmum noarBepxaaercsi, 9To Cepusi COOTBETCTBYET TPEOOBAHISIM Pa3/ieioB Y MakoBKa 1 MapKUpOBKa
cnenupukanun HopMaTHBHOM TOKYMEHTAIMH, 3apETHCTPUPOBAHHON B HACTOSAIIMI MOMEHT B Poccuiickoit
®denepanuu.

Hacrosimas cepust npousBeieHa B COOTBETCTBUM C JIOChE U IEUCTBYIOIIEH Haaexalen
MIPOM3BOJICTBEHHOM TpakTuKoi (CGMP)

PesynbTathl aHammsa Perienue otaena odbecneueHus KauecTBa
COOTBETCTBYET BBIITYCTUTDH
JHara: 06/10/2021 JHara: 18/10/2021
PykoBoauTens 1abopaTopun OTBETCTBCHHOE JIUIIO &
Opsan JIE PY (Erwan LE ROUX) Bupxunu KO3 (Virgl z
/Tloamuce/ Monmy

212

KOOINEPACBOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
Ilnac JIrvocben Osep (Place Lucien Auvert) 77020 r. Menén ceaexc (Melun cedex) - Tes. 01 64 87 20 00 -
®axc: 01 64 67 20 70 - www.cooper.fr
AKIHOHEpPHOE 0011eCTBO YIPOIIEHHOT0 THNA ¢ KanuTaiaom 113 025 749 espo — Homep B Toprosom peectpe r. Meaén B 399 227 636 -
Homep naareasmmka HIAC 58 399 227 636 - Kon NAF 46467
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Date de préparation : 2+ &% 290,
Date de péremption = date de fabrication + 3 ans - 1 mois : Sdis. eXD. 02@11.1{,

Quantité produite finale : QW ......... boites /
,?6‘5(:9 - \g To -2 / \

DOSSIER COMPLET CONTROLE PAR :

- Responsable du service : .. A..ploU.R5........

- Responsable production : %@C&M ............. Lele=:
- Secrétariat A. Q. : SJM’E}J&. ....... .

_r Dossier de Lot
cooﬁﬁ:_l MAGNE B6 RUSSIE Lot/ Batch: 1100
- RN & LT AR R £ Fab / Man : 09/2021
DEPARTEMENT solution buvable Per. | Exp. : 08/2024
DL/ 140 Version 25 approuvée le 08/07/2021 Page763 /63
PRESENTATION CODE PF CODE PSO
RUSSIE 10 ampoules de 10 ml 1995058 5550168

Criticité : [ Critique "] Majeur [] mineur

Ficheincident:n°................................ / ‘é
Fiche incident : n°.................ccceo.oo.0. / .. ‘ Criticité : [] Critique [] Majeur [J mineur

Fiche incident:n°............................ . % Criticité : (] Critique [] Majeur [] mineur

VERIFICATIO W%ENCE DOCUMENTS JOINTS

Bordereau(x) enirée palettier @ Vig\ er Préparaloire @ Certificat analyses GED/GPpharm [ﬂ
Conta. mic. inifiale Q :@at&ﬁer Répartition @ Ceritifical Russie en Anglais E
Fiche XFP d'atelier Centrale Eliquettes g, Rapport sérialisation Tracelink @
Extraction X3 libération MP ide d'alelier Conditionnement @
Vide d'atelier Centrale Pesées Bulletin d’analyses ampoules
Vide d'atelier Pesées NUB @ Builletin d'analyses PF B

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.

Visa :

M e,
S

Lot: |Accepté K Refusé o ASSUBM@_%TE;" PAER:
l 18 0CTSE0IT XS
Pharmacien Responsable Assurance Qualité Nom : Hall<CA LA
Virginie CQZanv1™""

Mouvement informatique de libération effectué le : ..[.g.l.lQl.ZQZL. wsa-:‘ i

Dossier éadité le 26/07/21




Cooper

Page 1 /1

CERTIFICAT D'ANALYSE

Désignation :

MAGNE B6 BUV 10ML RUSSIELIB  PSO

Code article 5550168 Lot: 1100
Numéra d'analyse : 212546 Date libération - 06/10:2021 09:52:26
Moncprephic COOPER ¢ 2863 Réf monographic : DOSSIER SANOFI
TESTS NORMES D'ACCEPTATION RESULTATS
CARACTERES
ASPECT LIQUIDE LIMPIDE, MARROM CONFORME
ODEUR CARAMEL CONFORME
IDENTIFICATION
MAGNESIUM POSITIVE FOSITIVE
PIDOLATE CONFORME CONFORME
LACTATE POSITIVE POSITIVE
CHLORHYDRATE DE PYRIDOXINE CONFORME CONFORME
DIOXYDE DI SOUFRE POSITIVE POSITIVE
ESSAI
VOLUME MOYEN DU CONTENU MINIMUM 10,0 ML 10,1 ML
DETERMINATION DU PH 4.5-6,0 52
DENSITE RELATIVE 1,050 - 1,070 1056
DIOXYDE DE SOUFRE MAXIMUM 0,1 P.100 M/V 0,1 P00 MV
DOSAGE
TENEUR EN CHLORHYDRATE DE PYRIDOXINE 9.5 - 10,5 MGH10 ML 9.7 MGI1O ML
TENEUR EN MAGNESIUM 95,0 - 105,0 MG/10 ML 99.8 MG/10 ML
CONTAMINATION MICROBIENNE
BACTERIES TOTALES MAXIMUM 1000 UFC/ML <] UFC/ML
LEVURES ET MOISISSURES MAXIMUM 100 UFC/ML <1 UFC/ML

ESCHERICHIA COLE

NON DETECTE DANS | ML

NON DETECTE DANS | ML

Observation :

DECISION : PRODUIT 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 Qualité

COOPERATION PHARMACEUTIQUE FRANCAISE - PLACE LUCIEN AUVERT 77020 MELUN CEDEX cedex

Société par Actions Simplifiée au capital de

Tel. 01 64 87 2000 - Fax. : 01 64 87 20 70 - www.cooper.fr

113 025 749 curos - R.C.5. MELUN B 399 227 636 - Code TVA TVA : FR58399227636 - Code NAF 514N



Cooper

Plant f 3asoa : MELUN

Laboratoire de Contréle

Tel © 33164872054
Fax ; 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Batch : 1100 Mig : 2021/09
Cust. Batch : 1100 Exp : 2024/08
Reference dossier : CPF 1134 S Edition 04 ND P N013203/02-130307

Reference number to MA registered in Russia: P N0O13203/02
Storage conditions: Store in a protected from light place at temperatures not exceeding 25 °C

| TESTS | SPECIFICATIONS | RESULTS
CHARACTERS
e Aspect Clear liquid COMPLIES
* Color Brown COMPLIES
s Odour Caramel COMPLIES
IDENTIFICATIONS
« Magnesium Positive COMPLIES
» Pidolate Positive COMPLIES
s Lactate Positive COMPLIES
+ Pyridoxine hydrochiloride Positive COMPLIES
» Sulfur dioxide Positive COMPLIES
TESTS
+ Average volume of content (ml) Sup. oreq. 10.0
e pH 45106.0
+ Relative density 1.0580 to 1.070
« Sulfur dioxide (% M/ V) Inf. or eq. 0.10
= Microbiological contamination (germs/ml)
- Bacleria Inf. or eq. 1000 &
- Fungi Inf. or eq. 100 A=l {fgiLC{EUIE
- Escherichia coli Absence

12

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auvert - 77020 Meiun cedex - Tél : 01 64 87 20 00 - Fax : 01 64 87 20 70 - www.cooper.ir
Société par Actions Simpiifidée au capital de 113 025 749 euros - R.C.S. Melun B 399 227 636 - Code TVA FR 58 399 227 636 - Code NAF 46462



Cooper

Plant / 3asog : MELUN

Laborafoire de Contréle
Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Batch : 1100 Mfg : 2021/09
Cust. Batch : 1100 Exp : 2024108
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 | RESULTS i
ASSAYS
o Pyridoxine hydrochloride {(mg/10 m) 95t010.5 8.7 mg/10 ml
« Magnesium (mg/10 ml) 95.0 to 105.0 99.8 mg/10 ml

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

NAME OF AP! MANUFACTURER ADDRESS

Pyrrolidone carboxylate de magnésium SOLABIA UCIB ggg’é"é don e

Lactate de magnésium MOEHS ggg?g'};’oiggggt?g;ﬁ‘:%ﬁ)ada
Chlorhydrate de pyridoxine DSM NUTRITIONAL ??éégﬁfgnig?ﬁf&?m i

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 results : Quality Assurance Decision !
COMPLIES & RELEASED
Date : 08/10/2021 . Dale: lg ﬂo , ZOM
Laboratory Manager [\9 Qualified Person
j Erwan LE ROUX Virginie COZ

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auvert - 77020 Melun cedex - Tél. : 01 64 87 20 00 - Fax : 01 64 87 20 70 - www.cooper.ir
Société par Actions Simplifiée au capital de 113 025 749 euros - R.C.S. Melun B 389 227 636 - Code TVA FR 58 399 227 636 - Code NAF 46467
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