JAEKJAPAIIASA O COOTBETCTBHHAN

JEKJIAPAHT, IPHHUMAIOIHHA JEKJIAPAITHIO O COOTBETCTBHHA

AO "Canoghu Poccua"

Ceedenun o peeucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Pedepanvioli hano2oeoli cayxcbot Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739679940, dama npuceoernus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Taepckan, 0. 22. Tenechon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanouviii dupexmop Mownxc O.A,
Hosepennoe nuyo: Cmenanoe C.C., dosepennocms 6/n om 01.12.2017

3ASABJBIET, UYTO

nexapcmeennoe cpedcmen: Mazre B6, pacmeop Ons npuema enympoe 10 mn , amnyns: memuozo cmexna (10),
rauxu kapmonnwvie, PY Ne IT N013203/02 om 13.03.2007 (Dama 3amener 07.04.2017) ewndarne Canoghu-Asenmuc
Dpanc, cepun 820, napmus 26486 ynaxosox, 200en oo 30.06.2022, npouseodcmea Koonepacvon Papmacemux
®panca3, Cpanyus, Cooperation Pharmaceutique Francaise, Place Lucien Auvert 77020 MELUN, France, ko0
OKII[2 21.20.10.121, koo TH B3 2106909200, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne
9085350793 om 21.10.2019

COOTBETCTBYET TPEEOBAHHASM

11 N013203/02-130307 (HJ 42-4034-06 uam. MNe 1-4)

AEKJIAPAITHA ITPUHATA HA OCHOBAHHHA

npomoxon ucheimanuii Ne 32040 om 30.10.2019 HJT 000 HI] "OAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC FR.OM08.C52539 om 30.10.2019

KJIAPATIHH 01.11.2019
BATEJBHA 10 30.06.2022

Crenanos C.C.
$.H.0

CBEJEHMUS O PETUCTPAIIIHA

OPI'AH 10 CEPTHDPHKAILINH, SAPETUCTPUPOBABITAM AEKJIAPAITHIO

RA.RU.11PMO08 OPTAH IO CEPTHOHKALHH ITPONYKLHH OFIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOY LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, z. Mocxea, yn. Macmepxoaa, 0. 4, sm. 5, nom. I, xom. 1, adpec opaarna no
cepmucpuicayuu; 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, aeb-
caiim: oyxx.pe.

,IIEKJIAPAIIPIH O COOTBETCTBHH 3JAPEI'MCTPHPOBAHA M POCC RU [I-FR.DM08.A.42395/19

Jugenxo H.B,
Pyxosogurens OC




,,..r‘ Cepus/Batch: 820
COOPER ' Hocve na cepuro Hpoussexeno/Man:
MATHE Bé POCCHA 07/2019
OTAEA ACTROD ANA NPHEMA BHYTDh 4
MEPOPAJIbHbIX hacramoeT/ .
INNPEMNAPATOB
DL/140 Bepcus 20, ymsepacoénnan 23.01.2019 Crpanuua 60/60
ONNCAHHE KO PF KOJl PSO
POCCHA 10 ammyn o 10 mn 1995058 5550168
JaTa HarororJeHus; 22.07.19
Cpox rognocTy = pata H3roToBAeHNS + 3 roaa - 1 MecALt: 4 HMEHHO: ....... 06,2022........
OxonyaTe/bHOE NPOH3BEAEHHOE KOMHYECTBO: ....... 26486........ ynaxkopox
NOJIHOE NOCHE [TIPOBEPEHO:
—  OTBeTcrBeHHbId 32 Hara: 04.09.19 IMoanuew: /Mloanucs/
ofcayxHBaHHE:
= OrBercrBeHnblit 3a Jdata: 04.09.19 Hoan#cn: -
MPOHIBOACTBO: ;
— Cexkperaps oTaena Hata:  09.09.19 Moannen:  Mloanuce/
06ec“eqe“"a Kaqecrna: teaESPNIN R NS ASsdARdNR RSO RR RS SESSSSENAISESRR Rty AL LI ILI YT YY)
YBenomiaexue: R, [ J T « | Kpurnunoern: [ Kpmveckoe [ Bammoe [ weanavmmentroe
YBegomaenne: | Kputnyunocts: O Kpumiweckoe (I Bawnoe O nesnausrensHoe
Yeenomnaenne: ), - s Kputnunocers: O Kpumueckoe O Bawuoe D uesHauuTeBHOE
ITPOBEPKA HAJTHYHS HPHIIOKEHHH
Bedomocmv(u) o nocmynnenuu noddonos | B | Omuém 06 owucmue aunun nodzomosry 53]
flepsonauanvran muxpobran B | Omuém 06 owucmre nunuu B9
ofcemenénnocme pacnpedenenus
Obuyee codepacanue opzanuveckozo Omvém 06 ovucmxe yenmparsnozo 6aoka | E
yerepoda RO RPOUIBOOCMEY IMUKEMOK
Bedomocme XFP B | Omuém 06 ouucmue nunuu pacosxu 73]
H3eneuenne X3, aviceoboxcdenue MP 8 | Cepmugpuxame anaruza amnyn &
Omuém 06 ovucmxe yeumpanonozo & | Yemouwusocmy amnyn k zudponusy £}
broxa e3seumusanin
Omuém 06 ovucmxe 6noxa e3gewusanus | X Cepmugpuxam ananuza na gpaxmoper £3]
NUB mpomboyumos
Cepmudpurxam coomeemcmeun I'd ® | Poccutickuti cepmughuxam na aneruiickom | B
H3IBIKE

axnrouenue o esinycke napmuu

HacToswmas napTia nponsseaena ¢ y4€ToM NPHHINNOB HALTeKAILEH NPOH3BOACTBEHHOI NPAKTHKY H B
COOTBETCTBHH ¢ TPeGOBAHHAMH PErHCTPALMOHHOTO A0ChHE.

Maptus: | Vreepwnena | X | [ Oxonena | | JaTa: e,
OteetcTBenHbIH GapmaueBT oTaena oGecneveHus OHO: /Mloanuce/
Ka4yecTBa fMlevars/: OTOEJ OBECITEYEHHA
I . KAYECTBA *05.Cen 2019 *
OAMNEL:  Bupxunn KO3 (Virginie COZ)
IACKMPORKAN ONEPAUUA HO GHINYCKY COBEpLIEHA; ...05.09.19.... nogmuce:  ../Tlognucs/,
Hocve nanevamano 16/07/19 1
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COOPER '

Aabopamopun xonmpons
Ten: 33164872054
Daxe: 33164872073

CEPTHO®UKAT AHAJIN3A

Crpannua 1/ 1

3ason: I'. MEJIEH (MELUN)

Onucatue:; MATHE B6 PACTBOP A1 [IPHEMA BHVTPL 10 MJT
POCCHA LIB PSO
ApTAKYN: 5550168 IMaptus: 820
Homep cepridiikara 195864 Hata Bimycka: 31.07.2019 15:43:16
aHanu3a:
PapmaxonefiHan cTatba 2863 Ccrintka Ha dapmakomneiinyro DAPMAKOIIEHHA 5
dupmel «<KOOIIEP» CTaTbiO: CTATbA
(COOPER): KOMITAHHHA
«CAHO®DH»
NMOKA3ATEJH HOPMBI PE3YJILTATHI
OIMUCAHHE
BHELLIHHH BU] [MMPO3PAYHAA JKUAKOCTD COOTBETCTBYET
KOPUYHEBOI'O LIBETA
3AIIAX KAPAMEIJIbHBIN COOTBETCTBYET
NOAJIHHHOCTB
MATHHHA PE3VIIbTAT COOTBETCTBVYET
MOJIOXHWTEJIEHBIN
NMUIOOIAT COOTBETCTBVET COOTBETCTBYET
JIAKTAT PE3YIIETAT COOTBETCTBYET
MOJIOXHUTEJIbHBIHA
NHAPHAOKCHHA THHPOXIIOPKH COOTBETCTBVYET COOTBETCTBVET
CEPbI TUOKCH PE3YJIBTAT COOTBETCTBVYET
NMOJIOXKHUTEJBHBIA
HCILITAHUA
CPEJJHHMH OBbEM COIEPXHUMOTO | HE MEHEE 10,0 MJT 10.1 MN
pH 45-6,0 5,1
VIAENBHAS IMNOTHOCTL 1,050 - 1,070 1,056
CEPBI TUOKCH [, HE BOJIEE 0,1 U. HA 100 0,1 4. HA 100 (M/OB.)
(M/OE.)
KOJHYECTBEHHOE
OIIPEJEJIEHHUE
COAEPXAHHE MMIUPUAOKCHUHA 9,5-10,5 MI7/10 MJ1 9,8 MI/10 MJI
THAPOXNOPUOA
COIAEPXAHHE MATHHA 95,0 - 105,0 MI'/10 MJI 98,6 MI/10 MJ1
MHKPOBHOJIOTHYECKHE
NMOKA3ATEJH
OBILUEE YHUCJIO HE BOJIEE 1000 KOE/MJT <1 KOEMIJ
MHKPOOPTAHH3MOB
OBLLUEE COIEPXKAHUE HE BOJIEE 100 KOEMUJI < I KOE/MJ1
APOACKEBBIX U INNECHEBHIX
FPHBOB
ESCHERICHIA COLI HE OBHAPVXXHBAETCS B | HE OBHAPYXKUBAETCS B
M 1 MJI

3ameyannn;
PELLIEHHME: NPOOYKT OJJOBPEH

HACTOALIMI CEPTHOHKAT BblJI COCTABJIEH B 3JIEKTPOHHOM BHJIE U IEWCTBMTEJIEH BE3

NOoANUCH

THIS CERTIFICATE HAS BEEN PRODUCED ELECTRONICALLY AND BEARS NO SIGNATURE

KOOINEPACHOH ¢ APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
TJIAC JIKOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 I'. MEJIEH CEJIEKC ceaexc (MELUN CEDEX cedex)
Ten. 01 64 87 20 00 - dakc: 01 64 87 20 70 - www.cooper.fr
AkupoHepHoe 00LIECTBO YAPOWEHHOTO THNA ¢ KanHTanoM 29 718 300 eBpo — Homep B ToproeoM peectpe r. MEJIEH B 399 227

636 - Homep nnarensumika HAC: FR58399227636 - Koa NAF 514N
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Crpanuua 1/ 1

1

3asox: . MEJTEH (MELUN)

CEPTU®UKAT AHAJIM3A

COOPER I

Jladopamopun xenmpons
Ten.: 33164872054
Daxc: 33164872073

MAT'HE B6 PacTBop nis npuema BHyTps - 2580
Cepus: 820 Jlata npouseoacTea: 07.2019
Homep cepuu 3akazvuka: 820 CpoOK rofHOCTH: 06.2022
Ccbinka Ha HopMaTHBHEIH BokyMeHT: CPF 1134 S Bepcua 04
| MOKA3ATEJIH | HOPMBI | PE3VJIbTATEHI
ONMHCAHHE
¢ BHewnuit Bug [IpospauHas xuaKoCTE COOTBETCTBVET
e Ilper KopryHesstii COOTBETCTBYET
e 3anax KapamensHsiji COOTBETCTBYET
NONNHUHHOCTD
¢ Marnuii PesyneTaT nonoxHTeNbHEIN COOTBETCTBYET
e TIMuponar Pe3ynbTar noncKHTENbHBIH COOTBETCTBVET
e JlakTaT Pe3ynbTar noAOKHTENLHBIL COOTBETCTBYET
o [IHpuaOKCHHA MAPOXJIOpPHA PeayneTaT nonoxurensHsii COOTBETCTBYET
e Cepbl IHOKCHI PesynuTat nonoxHTenbHeIf COOTBETCTBVET
[MOKA3ATEJIU
¢ Cpennuif o6béM conepxumMoro (M) He menee 10,0 10,1 mn
+ pH 014,5 50 6.0 5,1
s VYnenpHad IIOTHOCTH Ot 1,050 po 1,070 1,056
¢ Cepol nHokcua (% M/06.) He Gonee 0,10 0.1%
* MukpobHonoriieckke nokasarenu (4ucao
MHKPOOPTaHH3MOB/MA)

— Dbakrepuu He Goaee 1000 <1 KOE/Mn

- T'pubnr He Gonee 100 < 1 KOE/mn

—  Escherichia coli OrcytcTBHE COOTBETCTBYET
KOJIMYECTBEHHOE OIIPEJEJIEHHE
¢ TlupuookcHHa ruapoxnopun (Mr/10 M) 01 9,5 10 10,5 9,8 Mr/10 Mn
o Marnuit (mr/10 mn) ot 95,0 o 105,0 98,6 Mr/10 Mn

1

KOOTEPAChOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
TUTAC JIIOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 I". MEJIEH CEIEKC cenexe (MELUN CEDEX cedex)
Ten. 01 64 87 20 00 - dakc: 01 64 87 20 70 - www.cooper.fr
AKUHOHEPHOE 0GIIECTRO YNPOLIEHHOrD THNA C kanuTanom 29 718 300 espo — Homep & Toprosom peectpe r. MEJIEH B 399 227
636 - Homep nnarensumka HAC: FR58399227636 - Kon NAF 514N
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COOPER .
Plant/3ason: I'. MEJIEH (MELUN)

Jabopamopus xkonmpons
Ten.: 33 164 87 20 54
Daxc: 33 16487 2073

CEPTHOUKAT AHAJIU3A

MATI'HE B6 PactBop ana npHema BHyTpb - 2580

Cepun: 820 Jlata npon3BoncTea: 07.2019
Homep ceprn 3axasuHka: 820 CpOK roAHOCTH: 06.2022
Ceulixa Ha HopMaTHBHBIA AokymenT: CPF 1134 S Bepcus 04

Hacrosiinas cepusi npoH3BeaeHa B COOTBETCYBHH C JeHCTBYIOIHMH HOPMATHBHLIME
AOKYMeHTAME H ReiiCTBYI0mei HaANexkaleii MPoH3BOACTBeHHOH npaKkTiKoii (cGMP)
PesynpraTel aHanU3a Peutenue otnena oGecneuenus kavectra

COOTBETCTBVYET BBITTYCTHUTD
Jara: 31.07.2019 Jara: 05.09.19
Pykosonurens nabopatropun OTBETCTBEHHOE JTHLO
3psan JIE PY (Erwan LE ROUX) Bupixunu KO3 (Virginie COZ)
/Tloanuce! /Mlognuce/

212

KOONEPACBOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
Tlac Jliocken Onep (Place Lucien Auvert) 77020 r. Menén ceaexe {Melun cedex) - Ten, 01 64 87 20 00 -
Pakc: ¢ 64 67 20 70 - www,cooper.fr
ARUHOHEpHOE 0611ecTEBO YTPOMEHHOIO THNA ¢ KanuTaTom 29 718 300 eepo — Homep 8 Toprosom peectpe 1. Mentn B 399 227 636 -
Homep nnateanmuxa HAC 58 399 227 636 - Kon NAF 46467




_ - G | —
coaff‘" MAGNE B6 RUSSIE o e 4020
-Tn-— Fab/Man: 07/2018
it 2 _ M}ﬂ_ﬂ___e Per./Exp.: 06/2022 :
DL/.140 Version 20 aj le 23/01/2019 Al e Page 60/.60)
PRESENTATION CODE PF CODE PSO
RUSSIE 10 ampouies de 10 mi 1995058 5550168
d tion : ... Q¥R A
Date de préparation 19-& Y5 éos _—

Date de péremption = date de fabrication + 3 ans - 1 mois : S%]ﬁm -

Quantité produite finale : ...o.2LUS4.....

boites ‘\&r

DOSSIER COMPLET CONTROLE PAR;

- Responsable duservice’ . . CRMOM . Le: .£ 3.3 visa: ﬁ—
- Responsable production : ........ (@ 5> -0 _ QRS VISaE o 5
- Secrétariat A. Q. 8 .S.KMG}QA., ...... S QQM_H...V]sa : %é..‘ .............
Fiche incident: n°............cccceeerrnne..n. f- riticité : [] Critique [] Majeur [ mineur
Fiche incident: n°........................ / ...... c PCriticité : O Critique [] Majeur {J mineur
Fiche incident: n°..................... B s Criticité : [] Critique [ Majeur [] mineur
VERIFICATI ENCE DOCUMENTS JOINTS
Borderesu(x) entrée paleltier W ﬁ Vide d'atelier Préparatoire A
Conta. mic. initiale s (B | Vide datelier Répartition &
TOC %"‘ 3 | Vide d'atelier Centrale Etiquettes [
Fiche XFP G.. 3 | Vide d'atelier Conditionnement =]
Extraction X3 IW ﬁ! Bulletin d’analyses ampoules [a
Vide d'atelier Central Pesées BR | Résistance hydrolytique ampoules =]
Vide d’alelier Pesées NUB G | Bullstin o'analyses PF 4
Certificat GPpherm/GED § | Certificat Russie en anglais v
L]

Conclusion sur la libération du lot

décrites dans le dossler d'A.M.M.

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

Lot: |Accepté K Refusé

Le:.

Pharmacien Responsable Assurance Qualité Nom :

[ABsURANGE QUALITE]
05 SEP, 2019?
Virginie C6Z |

Visa:

Mouvement informatique de libération effectué le : QSJOQ“!’) visa : .7

Dossler édité lo 16/07/19

S
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COOPER _| CERTIFICAT D'ANALYSE

—
Désiganation : MAGNE B6 BUV |0ML RUSSIELIB PSO
Code arthcle : 5550168 Lot : 120
Numiro d'analyse 195364 Date libérotion JNOTR0O19 154316
Monographie COOPER 2863 Réf monographie DOSSIER SANOF!
TESTS NORMES D'ACCEPTATION RESULTATS
CARACTERES
ASPECT LIQUIDE LIMPIDE, MARRON CONFORME
ODEUR CARAMEL CONFORME
{DENTIFICATION
MAGNESHIM POSITIVE CONFORME
PIDOLATE CONFORME CONFORME
LACTATE POSITIVE CONFORME
CHLORHYDRATE DE PYRIDOXINE CONFORME CONFORME
DIOXYDE DE SOUFRE POSITIVE CONFORME
ESSAN
VOLUME MOYEN DU CONTENU MINIMUM 10,0 ML 103 ML
DETERMINATION DU PH 15-60 %1
DENSITE RELATIVE 1,050 - 1,070 1.046
DIOXYDE DE SOUFRE MAXIMUMN 0.1 P LOO MUY 0.1 P[00 MY
DOSAGE
TENEUR EN CHLORHYDRATE DE PYRIDOXINE 9,5+ 10,5 MG 10 ML 9.8 MG/10 ML
TENEUR EN MAGNESIUM 95,0 1030 MG/ IO ML 98.6 MG 10 ML
CONTAMINATION MICROBIENNE
BACTERIES TOTALES MAXIMUNM 1000 UFC ML <] UFC/ML
LEVURES ET MOISISSURES MAXIMUM 100 UFCML <] UFC/ML
ESCHERICHIA COLI NON DETECTE DANS | ML NON DETECTE DANS | ML
Observation :

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

Le Responsable Assurance Quafité

COOPERATION PHARMACEUTIQUE FRANCAISE - PLACE LUCIEN AUVERT 77020 MELUN CEDEX cedex
Tel 01 64 87 2000 - Fax : 01 64 87 20 70 - www cooper it
Sociérd par Actians Simlifide au copital de . 113 023 749 curos ~ R.C S MELUN B 399 227 616 - Code TVA TVA FR33399227636 - Code NAF S14N




COOPER

Plant/ 3asog : MELUN

Laboratoire de Contrdle
Tél : 337164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Baich . 820 Mig : 2018107
Cust. Batch : 820 Exp : 2022/06

Reference dossier : CPF 1134 § Edition 04

LTESTS | SPECIFICATIONS | RESULTS A
CHARACTERS
* Aspect Clear liquid COMPLIES
« Color Brown COMPLIES
+ Odour Caramsl COMPLIES
IDENTIFICATIONS
s  Magnesium Pasitive COMPLIES
e Pldolate Posltive COMPLIES
¢ lactate Positive COMPLIES
+ Pyridoxine hydrochloride Positive COMPLIES
« Sulfur dioxide Positive COMPLIES
TESTS
» Average volume of content {ml) Sup. or aqg. 10.0 10.1ml
e pH 451060 5.1
* Relalive density 1.050 10 1.070 1.058
s Sulfur dioxide (% M/ V) Inf. oreq. 0.10 01%
+ Microbiological contamination {germs/mi)
- Bacteria Inf. or eq. 1000 <1 CFU/ml
- Fungl Inf, or eq. 100 < 1 CFU/m!
- Escherichia coll Absence COMPLIES
12

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auvert - 77020 Melun cedax - Tél. : 01 64 87 20 00 - Fax : 01 64 87 20 70 - www.cooper.ir
Sociélé par Actions Simpiiliée au capital de 88 285 401,40 euros - R.C.S. Matun B 399 227 636 - Code TVA FR 58 298 227 635 - Code NAF 48462



COOPER

Piant/ 3ason : MELUN

Laboratoire de Contrdle
Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B8 Oral solution — 2580

Balch . B20 Mfg : 2019/07
Cust Batch : 820 Exp : 2022/08

Reference dossler ; CPF 1134 S Edition 04

L TESTS [ SPECIFICATIONS [RESULTS |
ASSAYS
¢ Pyridoxine hydrochloride (mg/10 mi) 8.510 105 9.8 mp/10 mi
e Magnesium (mg/10 mi) £5.0 fo 105.0 £8.8 mg/10 ml

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

Analytical results Quality Assurance Decislon
COMPLIES RELEASED
Date: 31107118 Date: ()5 lm I 1]
Laboratory Manager Qualifiad Person
Erwan LE ROUX Virginie COZ

Y

OOOFERATIONPHAHMACEUTIQUEFHANQAISE-HmLudenAuven-mzoMehmcedex-Ta:m 84 87 20 00 - Fax : 01 64 87 20 70 - www.cooper.ir
Société par Actions Simplifide au capital de 96 285 401,40 suros - A.C.S. Melun B 389 227 635 - Cade TVA FR 58 398 227 536 - Coda NAF 48462



