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TEKJIAPAITAS. O COOTBETCTBUM

JEKJAPAHT, MIPHHHUMAYOIIUH JEKJAPALUIO O COOTBETCTBHH

AO "Canogu Poccun"

Ceedenusn o pezucmparuu opaanusayuu: Mexcpaiionnas uncnexyus Gedepansroii Hano2o8oi cayactos Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenun OT'PH 19.08.2002.

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

B auye: Ienepanvuviti Oupexmop Monoic O.A.

Hoeepennoe nuyo. Cmenanog C.C., doeepennocmy 6/n om 01.12.2017

3ASBJIAET, UTO

nexapcmeentoe cpedcmeo: Mazne B6, pacmeop ons npuema enymps 10 mn , amnynst memnozo cmexaa (10),
nauxu kapmornvie, PY Ne IT N013203/02 om 13.03.2007 (0ama 3amenvt 07.04.2017) evidano Canogu-Asenmuc
Dpanc, cepun 765, napmua 25244 ynaxoeox, z00en 0o 31.01.2022, npoussodcmea Koonepaceor Papmacemux
@parncas, Ppanyus, Cooperation Pharmaceutique Francaise, Place Lucien Auvert 77020 MELUN, France, k60

OKII[2 21.20.10.121, ko0 TH B3] 2106909200, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9085333801 om 17.05.2019

COOTBETCTBYET TPEEOBAHMAM

IT N013203/02-130307 (H 42-4034-06 usm. Ne 1-4)

JEKJAPAITUSA ITPHHSATA HA OCHOBAHHH

npomoxon ucneimanuti No 14200 om 22.05.2019 H/T 000 HI] "®APMOBOPOHA", anmecmam
axkpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC FR. ®M08.C40504 om 22.05.2019

J_[ATA IIPHHATHA AEKJIAPATIANA 22.05.2019

- r Crenanos C.C.

CBEJAEHUSA O PETUCTPAIIMA

OPTAH 10 CEPTHOHKAIIMH, 3APETHCTPUPOBABIINI JEKJIAPAITHIO

RA.RU.11®OM0O8 OPIAH 11O CEPTHOHKALIMH ITPORYKI[HH OBI[ECTBO C OI PAHHYEHHOH

OTBETCTBEHHOCTAIO "OKPYV)KHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, . Mocxkea, yn. Macmepxosa, 0. 4, am. 5, nom. I, koM. 1, adpec opzana no

cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepkosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-

catim: Oyxx.pa.

JNEKJIAPAIIMSL O COOTBETCTBUH 3APETUCTPUPOBAHA M POCC RU J4-FR.®M08.A.24788/19
EIEETPAI[[/II/I 22.05.2019
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,_,l_“ Cepna/Batch: 765
COOPER | Hocve na cepuo Mpousseaeno/Man:
MAT'HE B6 POCCHSA 02/2019
OTIAEJ ACTBO fl NIPHEMA BHYTDh .
TIEPOPAJIbHBIX R
NMPEIIAPATOB
DL/140 Bepcun 20, ymeepacoénnan 23.01.2019 Crpanuua 60/60
ONMHUCAHHE KOJI PF KOJI PSO
POCCHA 10 amnyn tio 10 mn 1995058 5550168
J1aTa H3rOTOBICHHNA: .ovveeee 28.02.19.........
Cpok roaHocTH = JaTa HIrOToBJEeHHA + 3 rona - | Mecsl: 8 HMEHHO: ....... 01.2022........
OxoHuaTe/ibHOE NPOH3IBEAEHHOE KOJHYECTBO! .......25244........ ynaKoBox
NOJHOE NOCHE NPOBEPEHO:
= OTBercTBeHHBI 32 Hdara: 22.03.19 Hoannes:  /Tloanucs/
OBCAYMHMBAHHE: e seerrsnsnentenetes sesnessesassens
OTBeTCcTBEHHDBI 32 Jara: 22.03.2019 floanuen: -
L e oL
CexpeTaps oTaena Hata: 25.03.19 Moanuen:  /Tlonmuce/
06ec“equ|IH KaqecTBa: lllllllllllllllllllllllllllllllllllllllllllllllllll LI RY )
YBegomiieHHe: L seerrsseeres | KPHTHUHOCTB: [ Kpwrnueckoe [0 Bawnoe [ nesnaunrentuoe
YBenomnenue: e KpuTnuvocts: O Kpurkueckoe [ Baknoe O HeHauuTENLHOE
Yeenomiienue: NE cvvrrnisisissninasnes Kpntnunoersh: O Kpumiueckoe O Bakuoe O nesnaunTENEHOE

ITPOBEPKA HAJTHYH A IPHIOKEHHH

Bedomocmb(u) o nocmynienuu noddonos Omuém ob onucmxe AuHrY NO020MosKu
[Tepgonavansian Mukpobran Omyém 06 ovucmxe nunul
obcestenénnocnme pacnpedeienus

Obugee codepocanite OPzaHUYECKo20 Omuém 00 oytcmre yeHmpaitero2o broxa
yenepoda HO NPOUIBOOCMEY IMUKEMOK

Bedoymocme XFP Omuém 0b oyucmee Aunun acosxu

Hzaneuenue X3, aeviceoboscoenue MP

Cepmughuxamst ananuza amnyn

Omuém 00 oqucmKe YeHMmpaILHO20
6a0Ka 6IBEUIUBANHIA

Yemoituugocms amnyit k 2udponusy

Omyém o6 oyucme 6I0Ka G38EUINGAHISA
NUB

E H HERER €M EERE

Cepmugbuxam ananuza na graxmopel
mpoMmboyumos

Cepmudhuxam coomsemcemesun I'®

EH H HEE BEH EEN

Poccuiexuii cepmughucam na anznutickom
A3BIKE

Jarxaioyenue o EbINYCKe napmun

HacTtoswas MAPTHA NPOH3IBEAEHA C yqéTOM NMPHHUHIOB Hagaexameii l'IpOll3BOﬂ.CTBEHHOﬁ NpakKTHKH H B
COOTBETCTBHH € TPEGOBSH“HMH PErHCTPAUHOHHOTO A0CHE.

MapTun: | YTeepxkaeHa | X | [ Otknonena | | JaTa: e
OTtBeTcTReHHbI hapMaueBT oTaeNa obecnedyeHHn DHO: /Tloanuce/
KadecTBa /Meyats: OTAEN OBECTIEUEHHA
n . KAHYECTBA * 25 MAP 2019 *
OAMHER:  Bupicunn KO3 (Virginie COZ)
nekmpoHHAA ONEPALUA NO GbINYCKY COBepILEeHA: .23.03.19.... noanuce: ../[Toanuce/.

Hocoe naneuamano 06/02/19
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COOPER '

Hadopamopun konmponr
Ten.: 33 164 8720 54
Daxc: 33164872073

CEPTUOUKAT AHAJIN3A

Crpannua 1/ 1

3ason: I'. MEJIEH (MELUN)

aHannza:

Onucanue: MATHE B6 PACTBOP AJisl [ITIPHEMA BHYTPL 10 MJI
POCCHA LIB PSO
ApTuxyn: 5550168 IMapTas: 765
Homep cepriidukara 193046 Jlara Beinycka: 12.03.2019 09:18:23

CEPbl IHOKCH]]

HE BOJIEE 0,1 U. HA 100
(M/OB.)

dapmakoneiiHas ctatba 2863 Ccerinka Ha hapMakoneinyw ®APMAKOIIEMHA S

¢dupmet «KOOITEP» CTATBIO: CTATbA

(COOPER): KOMITAHHH

«CAHO®OU»
MOKA3ATEJIH HOPMbI PE3YJbLTATHI
OIMTHCAHHUE

BHEILUHHM BUJL [TPO3PAYHAA XKUIKOCTDB COOTBETCTBYET
KOPHYHEBOI'O UBETA

JANAX KAPAMEJILHBIA COOTBETCTBYET

NOJAJKRHHOCTD

MATHHH PE3VJIBTAT COOTBETCTBVYET
MOJIOXHUTENBHBIA

MUAONAT COOTBETCTBYET COOTBETCTBYET

JIAKTAT PEIVJIbTAT COOTBETCTBYET
TTOJIOXUTEJILHbIH

NMHPHAOKCHUHA THAPOXNOPH] COOTBETCTBYET COOTBETCTBYET

CEPBI JUOKCHJ PE3YJILTAT COOTBETCTBYET
MOJIOXUTEJIbHBII

HCIIBITAHKA

CPEJHU OBBEM COAEPXKUMOI'O | HE MEHEE 10,0 MJI 10.1 MN

pH 4,5-6,0 5.3

VIAEJIbHAA MIJIOTHOCTD 1,050 - 1,070 1,056

0,1 4. HA 100 (M/OB.)

KOMHUYECTBEHHOE
ONMPEAEJNEHHE
COJEPXAHHE NMHUPHIOKCHHA
THAPOXJIOPHIA
COJEPXXAHHE MATHHA

9,5- 10,5 MI/10 MJI

95,0 - 105,0 MI'/10 MJ

9,7 MI'/10 MIJI

99,6 MI'/10 MJI

MHKPOBHOJIOTUYECKHUE
MOKA3ATEJH

OBLLEE YHCHO
MHUKPOOPIAHM3MOB
OBILEE COAEPXAHUE
JIPOMOKEBBIX Y ITNECHEBBIX
T'PUEOB
ESCHERICHIA COLI

HE BOJNEE 1000 KOE/MJ

HE BOJEE 100 KOE/MJ

HE OBHAPYXKHBAETCA B 1

MIJI

<1 KOE/MA

<1 KOE/MN

HE OBHAPY>KUBAETCA B

M

3ameyaHns:
PEILLHEHHWE: TTIPOOYKT OJOBPEH

HACTOALIMIA CEPTUPUKAT BblJ1 COCTABJIEH B 3JIEKTPOHHOM BUJIE U IECTBUTEJIEH BE3

NOATIMCH

THIS CERTIFICATE HAS BEEN PRODUCED ELECTRONICALLY AND BEARS NO SIGNATURE

KOOIEPACBHOH ®APMACETHUK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
MNAC JIIOCbEH OBEP (PLACE LUCIEN AUVERT) 77020 I'. MEJIEH CELEKC cenekec (MELUN CEDEX cedex)
Ten. 01 64 87 20 00 - @axe: 01 64 87 20 70 — www.cooper.fr

AKUHOHepHOE 06LIECTBO YNPOWEHHOTO THIA ¢ kanutanom 29 718 300 espo — Homep » Toprosom peectpe r. MEJIEH B 399 227

636 - Homep nnarenstumka HIAC: FR58399227636 - Koa NAF 514N
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COOPER |

JTabopamopun Koumpoas
Ten: 33164872054
Paxc: 33164872073

CEPTHO®UKAT AHAJIU3A

Crpanuua 1/ 1

3ason: I'. MEJEH (MELUN)

MATHE B6 PacTeop s npHeMa BHYTps - 2580

Cepus: 765 Hara npoussoacTsea: 02.2019
HoMmep cephH 3aKazuHka: 765 Cpok rogHocT: 01.2022
Ceeinka Ha HOpMaTHBHEI aokymenT: CPF 1134 S Bepeus 04
| MOKA3ATEH | HOPMBI | PE3YJILTATHI |
OI'NHCAHHE
¢ BHewHuit Bua [po3parHas KHIKOCTh COOTBETCTBYET
s llser Kopuunesnt i COOTBETCTBYET
e 3amax KapamenbHbiii COOTBETCTBYET
NOAJTMHHOCTDb
e Marnuit PeaynbTar nonoxurensHeii COOTBETCTBYET
¢ [luponar Pesynbrar nonoxuresisHbii COOTBETCTBYET
e Jlakrar Peaynbrat nonoxutensHbidi COOTBETCTBVYET
¢ [IupupoKcHHA THAPOXNOPHA Pe3ynbTaT NonoxHTERbHbIH COOTBETCTBYET
e Cepbl AMOKCHI Pe3ynpTaT nonoxuTenbHbH COOTBETCTBYET
MMOKA3ATEJIH
e Cpennnii cOném copepumoro (mn) He menee 10,0 10,1 mn
e pH O74,5n06.0 53
o  VYiaenwHas nAOTHOCTE Ot 1,050 no 1,070 1,056
o Cepo anokcua (%o m/06.) He Gosnee 0,10 0.1 %
e Muxpobuonoruyeckne nokasaren (MUCAo
MHKPOOPIraHu3IMOB/ MIT)

—  Bakrepun He 6onee 1000 <1 KOE/mn

—  Tpubut He 6onee 100 <1 KOE/mn

—  Escherichia coli OrcyTcTBHE COOTBETCTBYET

KOJIMYECTBEHHOE OITPENEJIEHHE

o TMupuookcuua ruapoxnopua (Mr/10 mn)

ot 9,5 no 10,5

9,7 mr/10 mn

e  Marnuii (Mr/10 mn)

ot 95,0 no 105,0

99,6 Mr'10 mn

KOONEPACBOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
MNAC JTKOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 I'. MEJIEH CEJIEKC cenekc (MELUN CEDEX cedex)

Ten. 01 64 87 20 00 - ®akc: 01 64 87 20 70 - www.cooper.fr

AKUHOHepHOE 06LIECTBO YNPOWEHHOrO THNA ¢ KanuTanom 29 718 300 espo — Homep B Toprosom peectpe . MEJTEH B 399 227

636 - Homep nnarenswirka HAC: FR58399227636 - Koa NAF 514N
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COOPER
Plant/3ason;: I". MEJIEH (MELUN)

Jabopamopus xonmpons
Ten.: 33164872054
Darc: 33164872073

CEPTHO®HKAT AHAJIN3A

MATHE B6 Pactsop a1 npiuema BHYTDb - 2580

Cepus: 765 JlaTa npou3BoacTRa: 02.2019

Howmep cepun 3akazuuka: 765 Cpox rofiHocTH: 01.2022

Ccbinka Ha HopMaTHBHBI AokymeHT: CPF 1134 S Bepcus 04

1
Hacrosiasn cepHa npousseieHa 8 COOTBETCTBHH ¢ ACHCTBYIOLIMMH HOPMATHBHLIMH IOKYMEHTAMH H
AeHcTRyoLLEl Haanexaweil Npou3BoACTBEHHON npakTukoH (¢cGMP)

Pe3ynbTaThl aHanuza Peluenue otaena oGecneueHns KauecTea
COOTBETCTBYET BBIMTYCTHUTH
Hara: 11.03.2019 Hara: 25.03.19
Pyxoeoaurens naboparopun OTBeTCTBEHHOE JIULO
3pean JIE PY (Erwan LE ROUX) Bupsunn KO3 (Virginie COZ)
/Moanuck! /Moanucs/
21

ROOUHEPACHOU PAPMACETIR ®PAHCE (COOPERATION PHARMACEUTIQUE FRANCAISE) -
[Liac Jdiocben Osep (Place Lucien Auvert) 77020 r. Mea€n ceaere (Melun cedex) - Teon, 01 64 87 20 00 -
Maxe: 01 64 67 20 70 - www.cooper.fr

ARIOHEpHoe odmecTso Y npomdnioro 1uia ¢ kanutai1oM 29 718 300 espo — Hovep B ToproBos peecrpe 1. Meaén B 399 227 636 -

Homep noarenbumks HLC 58 399 227 636 - Ko NAF 46467




i Dossler de Lot
cooreER | MAGNE B6 RUSSIE Lot!putch ;703
B ——-I'TTT Fab/Man: 02/2019
DAL R Sutionuvanie Per./ Exp. : 01/2022
DL/ 140 Version 20 a uvée le 23/01/2018 x P&E 60/60
PRESENTATION CODE PF CODE PSO
RUSSIE 10 ampoules de 10 ml 1995058 5550168

Date de préparation : .44, Zo.a.!. /.AS
Date de péremption = date de fabrication + 3 ans - 1 mois : So{ts Q. / A04R ,

Quantité produlte finale : ....25.4.47....... boites /

DOSSIER COMPLET CONTROLE PAR ; g
- Responsable du service : Sm\* .Le: ., Acl Visa:
- Responsable production : .C.&@tl............. Le: WS AQ.. visa: 90 .......
- Secrétariat A. Q. : S’W'Bm }o3)4d. Visa: ... sJ Py
Fiche incident : n°.....c.coooovvvrvvnnnnererpernns. .Criticité: [ Critique [[] Majeur [] mineur
Fiche incident : n°..........ccceeneeee. / ......... (4%‘ riticité : [ Critique [] Majeur [ mineur
Fiche incident : n°........cccecovrvvvvviniiricennnns Criticité : ] Critique [J Majeur [] mineur

VERIFICA TIO!J'WENCE DOCUMENTS JOINTS

Bordereau{x) enirée palettier %)’ ﬁl Vide d'atelier Préparaloire E
Conta, mic. initiale (% | vide datelier Répartition !
T0C % [@ | Vide d'atelier Centrale Etiquettes [
| Fiche XFP @ | vide d'atslier Conditionnsment V74
Extraction X3 lfbérw @ Bullstin d’analysas ampoules [p
Vide d’atelier Canb'a‘il Pesées [E' Résistance hydrolytique ampoules [;
Vide d'atelier Pesées NUB E Bulletin d'analyses PF @
Certificat GPpharm/GED E Certificat Russie en anglais ﬁ

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.

- Le | mrrmrmeereer
Lot: |Accepté K Refusé © ASSURANCE QUALITE
<L
Pharmacien Responsable Assurance Qualité Nom: ; sﬁg 2018 (
Virginie COZ

Visa:
Mouvement informatique de libération effectué le : A5 /O%.ll?l..... visa:

Dossler éditd le 068/02/18



COOPER |
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CERTIFICAT D'ANALYSE

Page 1 /1

el |
Désignation : MAGNE Bé BUV IOML. RUSSIELIB  PSO
Code article : 5550168 Lot: 765
Numéro d'analyse 193046 Date libémtion 12:03/2019 09 18 23
Monogrophie COOPER 2863 Rél monographie DOSSIER SANOFI
TESTS NORMES D'ACCEPTATION RESULTATS
CARACTERES
ASPECT LIQUIDE LIMPIDE. MARRON CONFORME
ODEVR CARAMEL CONFORME
IDENTIFICATION
MAGNESILM POSITIVE CONFORME
PIDOLATE CONFORME CONFORME
LACTATE POSITIVE CONFORME
CHLORHYDRATE DE PYRIDOXINE CONFORME CONFORME
DIOXYDE DE SOUFRE POSITIVE CONFORME
ESSAl
VOLUME MOVEN DU CONTENL! MINIMUM 100 M. 10,1 ML
DETERMINATION DU PH 15-60 5.3
DENSITE RELATIVE 1,050- 1070 1056
DIOXYDE DE SOUFRE MAXIMUM 0,1 P 100 M/V 0,1 P 100 MV
DOSAGE

TENEUR EN CHLORHYDRATE DE PYRIDOXINE

9,5-105 MG 10 ML

9,7 MG.10 ML

TENEUR EN MAGNESIUM 93,0 - 105,0 MG/10 ML 99,6 MG 10 ML
CONTAMINATION MICROBIENNE

BACTERIES TOTALES MAXIMUM 1000 UFC/ML 1 UFC/ML

LEVURES ET MOISISSURES MAXIMUM 100 UFC/ML 1 UFC'ML

ESCHERICHIA COLI

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

Sociéré pas Ackions Simplifiée ou copital de

Tel 01 64 87 20 00 - Fox

01 64 87 20 70 - www cooper it
113025 749 euros - R C S MELUN B 399 227636 - Code TVA TVA FR58399227636 - Code NAF 514N




COOPER |

Plant / 3asog : MELUN

Laboratoire de Contrile
Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Batch : 765 Mfg : 20198/02
Cust. Batch : 765 Exp : 2022/01

[Reference dossier : CPF 1134 S Edition 04

LTESTS | SPECIFICATIONS [RESULTS |
CHARACTERS
* Aspect Clear liquid COMPLIES
» Color Brown COMPLIES
s  Odour Caramel COMPLIES
IDENTIFICATIONS
» Magnesium Positive COMPLIES
« Pidolate Positive COMPLIES
s lLactate Positive COMPLIES
= Pyridoxine hydrochloride Positive COMPLIES
¢ Sulfur dioxide Positive COMPLIES
TESTS
* Average volume of content {ml} Sup. oreq. 10.0 10.1 ml
¢ pH 45106.0 53
* Relative density 1.050t0 1.070 1.056
= Sulfur dioxide (% M/ V) Inf. or eq. 0.10 0.1%
+ Microbiological contamination {germs/ml)
- Bacteria tnf. or eq. 1000 <1 CFUW/mi
- Fungi Inf. or eq. 100 <1 CFU/mI
- Escherichia coli Absence COMPLIES

12

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auvert - 77020 Melun cedax - T4, : 01 &4 87 20 00 - Fax : 0t 64 87 20 70 - www.cooper.fr
Socislé par Actions Simplifiée au capital de 28 718 300 euros - R.C.5. Melun B 398 227 836 - Code TVA FR 58 399 227 636 - Code NAF 4648Z



-

COOPER |

Plant / 3asoga : MELUN

Laboratoire de Contrile
Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Batch : 7685 Mfg : 201902
Cust. Batch 765 Exp : 2022/04

Reference dossler : CPF 1134 S Edition 04

[TESTS | SPECIFICATIONS [ RESULTS }
ASSAYS
+ Pyridoxine hydrochloride (mg/10 mi) 95t0105 9.7 mgHoml
+ Magnesium (mg/10 ml) 85.0to 105.0 99.6 mg/10 ml

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 : 11/03/19 Date : )< /O?P l |q
Laboratory Manager Qualified Person
Erwan LE ROUX Virginie COZ

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Luclen Auvert - 77020 Melun cedex - T4l : 01 64 87 20 00 - Fax : 01 84 B7 20 70 - www cooper I
Société par Actions Simpliliée eu capital de 29 718 300 euros - R.C.S. Melun B 389 227 636 - Code TVA FR 58 399 227 636 - Code NAF 4846Z



