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MAT'HE B6 POCCHUA
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Hacrosimas mapTus NpousBejeHa ¢ y‘-léTOM NPUHIMIIOB HaAJIeKaleit l'lpOPBBOZlCTBeHHOfl NPAaKTUKHU U B

HapTusa: | OnoOpeHa | X | | OTkn0oHEeHa | | JaTta:
OTBeTCTBeHHBIH (papManeBT 0T/Aea o0ecriedeHust PUO: /Monnuce/
KayecTBa /Mevats/: OTAEJI OBECIIEHEHU A
Moanmen: KAYECTBA 28 AIIP 2022
AR Virginie COZ
Inekmponnan onepayus no 8bINYcKy COBEpILEHA: 28/04/2022 monnuck: /Iloamucs/

Jocwe 05/04/22



I0519973
New Stamp


Crpannma 1/ 1

Cooper CEPTU®UKAT AHAJIM3A
Onicanue: MATHE B6 PACTBOP JUUISI [IPUEMA
BHYTPb 10 MJI POCCHUSI LIB PSO
ApPTHKYIT: 5550168 [MapTws: 1185
Howmep ceptudukara ananmza: 216979 JlaTa BBITTyCKa: 26/04/2022 09:23:25
®dapmaxoreiiHas cTaTbst GUPMBI 2863 Ccplika Ha MOHOTPAQHIO: Jocse KOMITAHWN
«KOOITEP» (COOPER): «CAHO®N»
MOKA3ATEJIN HOPMBI PE3YJIbTATHI
OIMUCAHUE
BHEIIHUI BUJ| [IPO3PAYHA S )KUJIKOCTb [IPO3PAYHA S )KUJIKOCTb
KOPUYHEBOI'O LIBETA KOPUYHEBOI'O LIBETA
3AIIAX KAPAMEJIbHBII KAPAMEJIbHBII
HOAJMHHOCTH
MATHUM PE3YJIbTAT PE3YJIbTAT
[IOJIOXKUTEJIbHBIN [IOJIOXXKUTEJIbHBIN
[MAIOJIAT COOTBETCTBYET COOTBETCTBYET
JAKTAT PE3VJIbTAT PE3VJIbTAT
[TOJIOXKUTEJIbHBIN [TOJIOXKUTEJIbHBIN
[MUPUJOKCUHA TUIPOXJIOPU/T COOTBETCTBYET COOTBETCTBYET
CEPBI IUOKCH/T PE3VJIbTAT PE3VJIbTAT
[TOJIOXKUTEJIbHBIN [TOJIOXKUTEJIbHBIN
NCIIBITAHUS
CPEJIHUI OBBEM COJEPXKUMOI'O | HE MEHEE 10,0 MJI 10,2 MJI
pH 4,5-6,0 5,2
VJEJIbHAS IIJIOTHOCTb 1,050 - 1,070 1,056
CEPBI IMOKCH/]] HE BOJIEE 0,1 4. HA 100 0,1 4. HA 100 (M/OB.)
(M/OB.)
KOJMYECTBEHHOE
OIIPEJEJEHUE
COJIEP)KAHUE ITUPUIOKCUHA 9,5-10,5 MI'/10 MJI 10,0 MI/10 MJI
TUIPOXJIOPUIA
COJIEPJKAHUE MATHUS 95,0 - 105,0 MI'/10 MJI 100,7 MI'/10 MJI
MHUKPOBHOJIOTHUYECKHUE
IMOKA3ATEJIN
OBILEE Y1CJIO HE BOJIEE 1000 KOE/MJI <1 KOE/MIJT
MUMKPOOPTAHI3MOB
OBILEE COJIEP)KAHUE HE BOJIEE 100 KOE/MJI <1KOEMJI
JIPOXCKEBBIX U IIJIECHEBBIX
'PBOB
ESCHERICHIA COLI HE OBHAPYXUBAETCSI B 1 HE OBHAPYXXUBAETCS B
MJT 1 MJI

3ameuanus:
PEIIEHUME: ITIPOAYKT OJJOBPEH

HACTOSIINUA CEPTUGUKAT BbIJI COCTABJIEH B DJIEKTPOHHOM BUJIE U JIENCTBUTEJIEH BE3

RQITTVICU
FEThE S

KOOITEPACBOH ®APMACETHUK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
TUTAC JIFOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 T'. MEJIEH CEJIEKC cenexc (MELUN CEDEX cedex)

Ten. 01 64 87 20 00 - daxkc: 01 64 87 20 70 — www.cooper.fr

LMOHEPHOE OGLIECTBO YIPOIIEHHOTO THIA ¢ KarnTanoM 113 025 749 espo — Homep B Toprosom peectpe r. MEJIEH B 399 227 636

Howmep mnarensuka HC: FR58399227636 - Kog NAF 514N
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Cooper

Jlabopamopus konmpoas
Ten.: 331648720 54
Daxc: 33164872073

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

CEPTUO®UKAT AHAJIM3A

MAT'HE B6 PacTBop /15 mpuemMa BHYTpb - 2580

Cepust: 1185

JlaTa npoun3BojCcTBA:

2022/04

Howmep cepun 3akazumka: 1185

CpOK TOJHOCTH:

2025/03

Ccputka Ha HOpMaTuBHBIM mokymeHnt: CPF 1134 S

Bepcus 04

HJ: TIN013203/02-130307

Homep 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 Pe3ynbraT nonoxutenbHbI COOTBETCTBVYET
e TlupugokcruHa rUAPOXIIOPUN PesynbraT noaoxuTeabHbIN COOTBETCTBVYET
e Cepnl AuOKCH] PesynbTar nonoxxutenbHbli COOTBETCTBVYET
IMTOKA3ATEJIN
o Cpennuit 006EM comEpPKUMOTO (MJI) He menee 10,0 10,2 mn
e pH Ot 4,5 10 6.0 5,2
e VYienbHas INIOTHOCTH Ot 1,050 m0 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 OtcyTcTBHE COOTBETCTBVYET

AR EMHTE Ty
ﬁ"‘{ ey,
Ly ki

172

KOONEPACHOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -ILnac Jliochen Oep (Place Lucien Auvert)
77020 r. Menén cenexce (Melun cedex) - Teut. 01 64 87 20 00 - dakc: 01 64 67 20 70 - www.cooper.fr
AKIMOHEPHOe 0011ecTBO YIPOIIEHHOT0 THIA ¢ KanuTajaom 113 025 749 espo — Homep B Toprosom peecrpe r. Menén B 399 227 636 - Homep niiaTesnbummka
HJIC 58 399 227 636 - Kon NAF 4646Z
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Cooper .
Plant/3aBox: I'. MEJIEH (MELUN)

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

MAT'HE B6 PacTBop /15 mpuemMa BHYTpb - 2580

Cepust: 1185 JlaTa mpousBocTBa: 2022/04
Howmep cepun 3akazumka: 1185 CpOK TOJHOCTH: 2025/03
Ccputka Ha HOpMaTuBHBIM mokymeHnt: CPF 1134 S | H: TIN013203/02-130307

Bepcus 04

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

| IOKA3ATEJIU | HOPMBI | PE3YJIBTATBI
KOJIMYECTBEHHOE OIIPEJAEJIEHUE
o Tlupuaoxcuna ruapoxaopua (mr/10 mi) ot 9,5 mo 10,5 10,0 mr/10 M
e Marnwuii (mr/10 mm) ot 95,0 no 105,0 100,7 mr/10 M
ADU (mammenoBanne APV, HauMeHOBaHHE U aJIPEC MPOU3BOIUTEIIS)
HaumenoBanne AOU TIpousBoaurenp Anpec
Marsaus nuaoJiaT Comabus IOcub Route d'Oulins, 28260 Anet
Marnus nakrat Moec Poligono Industrial Requejada,
39313, Polanco (Cantabria)
[MupunokcruHa THIPOXIOPHT JCM Hytpumran Emil-Barell-Str. 3, 79639
Grenzach-Wyhlen, Germany

HacTosmum s moaTBep kAato, 9To JaHHAS CEpHsl MPOTECTUPOBAHA MO BCEM ITOKa3aTelNsIM KadecTBa Crer(pUKauu
HopmatuBHO! 1OKyMEHTALMH, 3apETUCTPUPOBAHHON B HACTOSIILIMI MOMEHT B Poccuiickoit @enepanuu.

HacTosmum noarBepxaaercsi, 9To Cepusi COOTBETCTBYET TPEOOBAHISIM pa3/ieioB Y MakoBKa 1 MapKHpOBKa
cnenupukanuyn HopMaTHBHOM TOKYMEHTAIMH, 3apETHCTPUPOBAHHON B HACTOSIIMI MOMEHT B Poccuiickoit
®denepanuu.

Hacrosimas cepust mpousBeieHa B COOTBETCTBUM C JIOChE U IEUCTBYIOIIEH Haaexalen
IPOHM3BOACTBEHHOH npakTukoii (cGMP)

Pesynbrare ananusza Pemenue otaena obecrieueHns: KauecTa
COOTBETCTBYET BBIITYCTUTDH
Hara: 26/04/2022 Mara:28/04/2022
PyxoBoauTens nabopatopuun OTBETCTBEHHOE JIUIO
Opsan JIE PY (Erwan LE ROUX) Bupxxunu KO3 (Virginie COZ)
/Monmuce/ /Tlonmuck

2/2

KOONEPACHOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -ILnac Jliochen Oep (Place Lucien Auvert)
77020 r. Menén cenexce (Melun cedex) - Teut. 01 64 87 20 00 - dakc: 01 64 67 20 70 - www.cooper.fr
AKIMOHEPHOe 0011ecTBO YIPOIIEHHOT0 THIA ¢ KanuTajaom 113 025 749 espo — Homep B Toprosom peecrpe r. Menén B 399 227 636 - Homep niiaTesnbummka
HJIC 58 399 227 636 - Kon NAF 4646Z
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N Dossier de Lot
COOIill?_J MAGNE B6 RUSSIE Lot/ Batch: 1185
i Fab /Man : 04/2022
gﬁc:gzggsm solution buvable Per. / Exp. : 03/2025
DL/ 140 Version 26 approuvée le 11/02/2022 Page 63 / 63
PRESENTATION CODE PF CODE PSO
RUSSIE 10 ampoules de 10 ml 1995058 5550168

Date de préparation 144l L2
Date de péremption = date de fabrication + 3 ans - 1 mois : Sd&%&.&b&f../

Quantité produite finale :25..S2L.....7..... boites & ra
/ N

DOSSIER COMPLET CONTROLE PAR :’

W52, Visa: ... At

.'QQLm...Visa ,,,&/ .........

- Responsable du service : ... .A._.ndaufx...... Le:.

- Responsable production : ........ (EY-S’J ............. Le %...

- Secrétariat A. Q. Sle l’ ’s'u.c ..... ‘Lﬁl.}.o.t(./lz. .Visa: 45* ..............
Fiche incident : n°............................. s % riticité : [ ] Critique [] Majeur [] mineur
Ficheincident:n°........................ / ...... ) Criticité : [ ] Critque [] Majeur [] mineur
Fiche incident:n°...................... o, A Criticité : [ ] Critque [] Majeur [ mineur

Bordereau(x) entrée palettier &] Vige'diatelier Préparatoire Q Certificat analyses GED/GPpharm [ﬁ

Conta. mic. initiale Ig Matelier Répartition Certificat Russie en Anglais ﬁl
Pa

Fiche XFP ' ¥Vide d’atelier Centrale Etiquettes Rapport sérialisation Tracelink J@I

Extraction X3 libération MP

Vide d’atelier Centrale Pesées Bulletin d’analyses ampoules

i

il
4 NVide d'atelier Conditionnement @
i

4

Vide d’atelier Pesées NUB @ Bulletin d’analyses PF

Conclusion sur la libération du lot
Ce lot a été fabriqué dans le respect des B.P.F., et conformé
décrites dans le dossier d'A.M.M.

val

. . Le, Avver. e
Lot : Accepté X Refusé ASSURANCE QUALITE }
28 AVR. 2022 T
Virginie COZ~—— /'7

Pharmacien Responsable Assurance Qualité Nom :

Visa :

Mouvement informatique de libération effectué le : ..2.5. L\HZLJ?Z visa jb%.

Dossier édité le 05/04/22


I0519973
New Stamp


Page 1/ 1

!
COOp er CERTIFICAT D'ANALYSE
Désignation : MAGNE B6 BUV 10ML RUSSIE LIB PSO
Code article : 5550168 Lot : 1185
Numéro d'analyse : 216979 Date libération : 26/04/2022 09:23:25
Monographie COOPER : 2863 Réf. monographie : DOSSIER SANOF]
TESTS NORMES D'ACCEPTATION RESULTATS
CARACTERES
ASPECT LIQUIDE LIMPIDE, MARRON LIQUIDE LIMPIDE, MARRON
ODEUR CARAMEL CARAMEL
IDENTIFICATION
MAGNESIUM POSITIVE POSITIVE
PIDOLATE CONFORME CONFORME
LACTATE POSITIVE POSITIVE
CHLORHYDRATE DE PYRIDOXINE CONFORME CONFORME
DIOXYDE DE SOUFRE POSITIVE POSITIVE
ESSAI
VOLUME MOYEN DU CONTENU MINIMUM 10,0 ML 10,2 ML
DETERMINATION DU PH 4.5-6,0 5.2
DENSITE RELATIVE 1,050 - 1,070 1,056
DIOXYDE DE SOUFRE MAXIMUM 0,1 P.100 M/V 0,1 P.100 M/V
DOSAGE
TENEUR EN CHLORHYDRATE DE PYRIDOXINE 9.5-10,5 MG/10 ML 10,0 MG/10 ML
TENEUR EN MAGNESIUM 95,0 - 105,0 MG/10 ML 100,7 MG/10 ML
CONTAMINATION MICROBIENNE
BACTERIES TOTALES MAXIMUM 1000 UFC/ML <l UFC/ML
LEVURES ET MOISISSURES MAXIMUM 100 UFC/ML <1 UFC/ML

ESCHERICHIA COLI

NON DETECTE DANS | ML

NON DETECTE DANS 1 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

Tel. 01 64 87 20 00 - Fax. : 01 64 87 20 70 - www.cooper.fr
Société par Actions Simplifice au capital de : 113 025 749 curos - R.C.S. MELUN B 399 227 636 - Code TVA TVA : FR58399227636 - Code NAF S14N
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Cooper

Plant / 3asog : MELUN

Laboratoire de Controle

Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Batch : 1185 Mfg : 2022/04
Cust. Batch : 1185 Exp : 2025/03
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
CHARACTERS
e Aspect Clear liquid COMPLIES
e Color Brown COMPLIES
e Odour Caramel COMPLIES
IDENTIFICATIONS
o Magnesium Positive COMPLIES
¢ Pidolate Positive COMPLIES
e Lactate Positive COMPLIES
e Pyridoxine hydrochloride Positive COMPLIES
o Sulfur dioxide Positive COMPLIES
TESTS
¢ Average volume of content (ml) Sup. or eq. 10.0 10.2 ml
e pH 45t06.0 5.2
¢ Relative density 1.050to0 1.070 1.056
o Sulfur dioxide (% M/ V) Inf. or eq. 0.10 0.1%
o Microbiological contamination (germs/ml)
- Bacteria Inf. or eq. 1000 <1 CFU/mI
- Fungi Inf. or eq. 100 <1 CFU/mI
- Escherichia coli Absence COMPLIES

112

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

Plant / 3asog : MELUN

Laboratoire de Contréle

Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Batch : 1185 Mfg 2022/04
Cust. Batch : 1185 Exp : 2025/03
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 mi) 9.5t010.5 10.0 mg/10 ml
o Magnesium (mg/10 mtl) 95.0 to 105.0 100.7 mg/10 ml

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

NAME OF API MANUFACTURER ADDRESS
. . Route d'Oulins
Pyrrolidone carboxylate de magnésium SOLABIA UCIB 28260 Anet
Lactate de magnésium MOEHS Poligono Industrial Requejada

39313 Polanco (Cantabria)
Emil Barell Strasse 3,
79639 Grenzach-Wyhlen, Allemagne

Chlorhydrate de pyridoxine DSM NUTRITIONAL

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.

Anaiytical results
COMPLIES /

Date : 26/04/2022 7 4

Quality Assurance Decision
RELEASED

Date : ;Qg lQLH 20722

Laboratory Manager Qualified Person

-

Erwan LE ROUX Virginie COZ

212

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auvert - 77020 Melun cedex - Tél. : 01 64 87 20 00 - Fax : 01 64 87 20 70 - www.cooper.fr
Société par Actions Simplifiée au capital de 113 025 749 euros - R.C.S. Melun B 399 227 636 - Code TVA FR 58 399 227 636 - Code NAF 4646Z
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