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Jlocve na cepuro

Cepusi/Batch: 1010

COOP_EII.?J IIpousBeneno/Man:
MATHE B6 POCCHUSA 01/2021
OTAEJ PACTBOD /LISl IPHEMA BHYTDPb )
MEPOPAJIBHBIX fg‘z’gzg"”“o"“/ Exp.:
IPEITAPATOB
DL/140 Bepcus 24, ymeepacoénnas 14/09/2020 Crpanuiia 60/60
OIIUCAHUE KOJ PF KOJA PSO
POCCHA 10 amnyn mo 10 mn 1995058 5550168
JlaTa U3roTOBJIEHUS: ........ 18.01.2021
Cpok roaHocTH = aTa U3roToBJeHus + 3 roga - 1 Mecsill: a UMEHHO: ....... 12.2023........
OxoH4aTe/IbHOE NIPOU3BEAEHHOE KOJTHYECTBO: ....... 22934....... YIAaKOBOK
HOJIHOE JOCBHE ITPOBEPEHO:
— OTBeTCTBEHHBII 32 Mara:  21-01-2021 Hoanuck: /Tlogmuce/
OOCIHYKMBAHME: i et e
— OTBeTCTBEHHBIIT 32 Jara:  26/01/2021 Hoanucek: -
MPOM3BOACTBO: L nrrvrrrsssesisses ssseesesseeessesssseens teessssesssseeess
— Cexkperapb oTaeina Hdara:  29/01/2021 HMognucek: /Tloamuce/
Oﬁecneqe]{“ﬂ KaquTBa: llllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll
Ne Ne REP BUV O O
YBenomnenue: 01.01.2021....cccciiiiiiiiieanns Kpurwanocrs: Kputuieckoe Baxnoe HesHATIITEbHO
O
YBenomiienue: Ne o, Kputuunocrts: Kpyrieckoe Basoe [0 nesnaunrensHoe
O
YBenoMiieHHe:  NO....oceeneeinineennnns Kputnunocrs: Kprmimeckoe Basctoe 0 nesnaunTenbHOE

IIPOBEPKA HAJTHYHA IPHJIOKEHHH

Beoomocmu(u) o nocmynienuu nod0oros Omuém 06 oyucme TUHUU NOO2OMOBKU
Tlepsonauanvras Mukpoonas Omuém 06 ouucmre TUHUU
0bcemeneéHHocmo pacnpedenenus

Obwee codepaicanue opeaHu4ecKo2o Omuém 06 oyucmre YeHmpaiLHo2o boKa
yenepoda 1O NPOU3BOOCIMGY IMUKEMOK

Beoomocmv XFP Omuém 06 oyucmre auHUU hacosku

HUzeneuenue X3, gviceoboocoenue MP

Cepmudghuxamul ananuza amnyn

Omuém 06 ouucmre YeHMmparbLHO20
O110Ka 836CUUBAHUSL

Yemotiuusocmo amnyn k euopoausy

Omuém 06 ouucmie 6I0KA 636CUUBAHUS

NUB Cepmugurxam ananuza PF

K N HEEE KR

Cepmugurxam coomeemcmeusi '@

A3bIKE

Poccutickuii cepmugpuxam Ha anenutickom

K X HEE K X

3aknroueHue o eblnycke napmuu

COOTBCTCTBHH C Tp860BaHl/ISlMI/I PErucTpanmuoOHHOT0 10CHE.
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HapTusa: | OnoOpeHa | | OTkn0oHEeHa | |

OtBeTcTBeHHBII (hapManeBT oTAe/1a o0eciedeHUus
Ka4ecTBa

Hacrosimasi mapTust npon3Be/ieHA ¢ Y4éTOM NPHHIMIIOB HAJIesKkalleil NPOU3BOACTBEHHOH NPAKTHKH U B
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CEPTUDPUKAT AHAJIU3A

Crpanvna 1/ 1

aHaM3a:

1010
26/01/2021 09:17:56

Omnucanmue: MATHE B6 PACTBOP J1JI51 IPUEMA BHYTPb 10 MJI
POCCUA LIB PSO

ApTtukyn: 5550168 IMaptus:

Howmep ceprugukara 207307 JlaTa BeIyCKa:

JPOXCKEBBIX 1 IINIECHEBBIX
I'PUBOB
ESCHERICHIA COLI

dapmakoneiinas cratbss 2863 Cchlika Ha MOHOTpadHIo: Hocse KOMITAHUN
¢dupmer «KKOOITEP» «CAHO®N»
(COOPER):
IMOKA3ATEJIN HOPMbI PE3VJIBTATBI
OIIMCAHHUE
BHEILIHWI BUJT ITPO3PAYHA S XKUJIKOCTh COOTBETCTBVYET
KOPUYHEBOI'O LIBETA
3AIIAX KAPAMEJIbHBIN COOTBETCTBVYET
NOJJIMHHOCTD
MATHUI PE3VJIbTAT PE3VJIbTAT
[IOJIOXKUTEJIbHbIMN [IOJIOXKUTEJIbHbIMN
MUOOJIAT COOTBETCTBYET COOTBETCTBYET
JIAKTAT PE3VJIBTAT PE3VJIBTAT
[IOJIOXUTEIbHbIMN [IOJIOXUTEIbHbIMN
MMPUAOKCHUHA I'MJIPOXJIOPU]] COOTBETCTBYET COOTBETCTBYET
CEPBI JUOKCHU A PE3VJIBTAT PE3VJIBTAT
TTOJIOKUTEJIbHBIN TTOJIOKUTEJIbHBIN
HUCIIBITAHUSA
CPEJIHUI OB BEM COJEPXXHMMOI'O | HE MEHEE 10,0 MJI 10,0 MJI
pH 45-6,0 52
YIEJBHAS IIJIOTHOCTD 1,050 - 1,070 1,056
CEPBI JUOKCU HE BOJIEE 0,1 Y. HA 100 0,1 4. HA 100 (M/OB.)
(M/OB.)
KOJIMYECTBEHHOE
ONPEJEJIEHUE
COJEPXXAHME IMMPUAOKCHUHA 9,5-10,5MI'/10 MJI 10,1 MI'/10 MJI
I'MAPOXJIOPUIA
COAEPXXAHUE MATHUSA 95,0 - 105,0 MI'/10 MJI 99,0 MI'/10 MJI
MHUKPOBHUOJIOI'HMYECKHUE
MOKA3ATEJIN
OBIIEE Y1CJIO HE BOJIEE 1000 KOE/MJI <1 KOE/MJI
MUHKPOOPT'AHN3MOB ~- e
OBIIEE COAEPXXAHUE

3ameuanus:
PEIIEHUE: HPOI[VKT OJIOBPEH

HACTOSIINIA CEPTUGUKAT BbIJI COCTABJIEH B 3J1EKTPOH1 'Q

HOAIUCU

/
z/:rr I 4J:I/ICTBI/ITEJIEH BE3

THIS CERTIFICATE HAS BEEN PRODUCED ELECTRONICALLY AND BEARS NO SIGNATURE

KOOITEPACBOH ®APMACETHUK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
ITJIAC JIFOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 T'. MEJIEH CEJIEKC cenexc (MELUN CEDEX cedex)
Ten. 01 64 87 20 00 - ®akc: 01 64 87 20 70 — www.cooper.fr
AximoHepHOe 061IECTBO YNPOIIEHHOTO THITA ¢ KaruTaioM 29 718 300 eBpo — Homep B Toprosom peectpe . MEJIEH B 399 227
636 - Homep mnatensiuka HJC: FR58399227636 - Kox NAF 514N




Jlabopamopus konmpoas
Ten.: 331648720 54
Daxc: 33164872073

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

CEPTUO®UKAT AHAJIM3A

MATHE B6 PactBop aast npuema BHYTpS - 2580

Cepust: 1010

Jlata npoun3BojcTBA:

2021/01

Howmep cepun 3aKa3ymKa: 1010

CpOK TOJHOCTH:

2023/12

Ccputka Ha HOpMaTuBHBIM mokymeHT: CPF 1134 S

Bepcus 04

HJI: TT N013203/02-130307

Homep PY: IT N013203/02

VciI0B1s XpaHEHHs: XPaHUTh B 3aIUMIIEHHOM OT CBETA MECTE IPHU Temreparype He Boiuie 25 °C

| IOKA3ATEJIHU | HOPMBI | PE3YJITATBI
OIMMCAHUE
e BuemHwuii BUjg [Ipo3payunas >KUIKOCTD COOTBETCTBVYET
e Ilger Kopuunessriit COOTBETCTBVYET
e 3amax Kapamenbubrit COOTBETCTBVYET
MHNOJJIMHHOCTD
e Maruuit Pe3ynbraT monoKuTeabHbIi COOTBETCTBYET
e [lupomar Pe3ynbraT monoKuTeabHbIi COOTBETCTBYET
e Jlakrar Pe3ynbraT monoKuTeabHbIi COOTBETCTBYET
e [lupuaokcruHa THAPOXIOPU Pe3ynbraT monoKuTeabHbIi COOTBETCTBYET
o Cepsl AMOKCH] Pe3ynbTar nosoxXuTenbHbli COOTBETCTBYET
IMOKA3ATEJIN
e Cpennuit 006EM cOmEPKUMOTO (MJI) He menee 10,0 10,0 M
e pH Or 4,5 10 6.0 52
e VYenbHas INIOTHOCTH Or 1,050 g0 1,070 1,056
e Cepst quokcun (% m/00.) He 6oiee 0,10 0,1%
e  MukpoOHOIIOTHYECKUE TIOKA3ATENN (YUCIIO
MHKPOOPTaHU3MOB/MJT)

—  bBakrepun He 6onee 1000 <1 KOE/mn

—  TI'pubmnr He 6onee 100 <1 KOE/mn

— Escherichia coli OTtcyTcTBHE COOTBETCTBYET

1/2

KOOINEPACBOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
Ilnac JIrvocsen 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
AKIHOHEepPHOe 00111eCTBO YIPOLIEHHOro THNA ¢ KanuTaiaoMm 29 718 300 espo — Homep B Toprosom peectpe r. Meién B 399 227 636 -
Homep naareasmmka HIAC 58 399 227 636 - Kon NAF 46467
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Plant/3apox: I'. MEJIEH (MELUN)

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

MATHE B6 PactBop aast npuema BHYTpS - 2580

Cepust: 1010 Jlata mpomn3BOICTBA: 2021/01
Howmep cepun 3aKa3ymKa: 1010 CpOK rOJHOCTH: 2023/12
Ccouika Ha HopMatuBHBIM gokyment: CPF 1134 S | H: IT N013203/02-130307

Bepcus 04

Homep PY: IT N013203/02
VciI0B1s XpaHEHHs: XPaHUTh B 3aIUMIIEHHOM OT CBETA MECTE IPHU Temreparype He Boiuie 25 °C

ITOKA3ATEJIN | HOPMBbI | PE3VJIbTATHI

KOJIMYECTBEHHOE OITPEJJEJIEHUE
o Tupuaokcuna ruapoxsopun (mMr/10 m) ot 9,5 no 10,5 10,1 mr/10 M
e Marnwuii (mr/10 mur) ot 95,0 no 105,0 99,0 mr/10 mi

ADU (naumenoBanne ADH, HaMEeHOBaHKE M aJIPEC TPOU3BOAUTEIIS)

HaumenoBanue AOU IIpousBoautens Anpec

Marsaus nuaoJiat Couabus FOcub Route d'Oulins, 28260 Anet

Marsus naxkrat Moec Poligono Industrial Requejada,
39313, Polanco (Cantabria)

[MupuaokcuHa THAPOXIOPUA JCM Hytpumnn Emil-Barell-Str. 3, 79639
Grenzach-Wyhlen, Allemagne

HacTosmum s moaTBep kAato, 9To JaHHAS CepHsl IPOTECTUPOBAHA MO BCEM IOKA3aTeNsIM KadecTBa CHerM()UKauu
HopmatuBHOI 1OKyMEHTALMK, 3apETUCTPUPOBAHHON B HACTOSILIMI MOMEHT B Poccuiickoii @enepanui.

HacTosmum noarBepxaaercsi, 9To Cepusi COOTBETCTBYET TPEOOBAHISIM pa3/ieoB Y MakoBKa 1 MapKHpOBKa
cnennukanuyn HopmMaTHBHONM JOKYMEHTAIINH, 3apETHCTPUPOBAHHON B HACTOAIINI MOMEHT B Poccuiickoit
denepanuu.

Hacrosimas cepust npousBeieHa B COOTBETCTBUM C JIOChE U IEUCTBYIOIIEH HaAexalen
TIPOM3BOACTBEHHOM npakTHKoii (CGMP)

PesynbTaTel aHanmza Pemrenne otnena oOecrieyeHms KadecTBa
COOTBETCTBYET BBIITYCTUTH
Jara: 26/01/2021 Jara: P
PykxoBoauTens nadbopatopuu OTBETCTBEHHOE U ¢
Opsan JIE PY (Erwan LE ROUX)
/Tlonmuce/
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KOOIIEPACBOH ®APMACETUK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANGAISE) -
Ilnac JIrvocsen 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
AKIHOHEepPHOe 00111eCTBO YIPOLIEHHOro THNA ¢ KanuTaiaoMm 29 718 300 espo — Homep B Toprosom peectpe r. Meién B 399 227 636 -
Homep naareasmmka HIAC 58 399 227 636 - Kon NAF 46467
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] v Dossier de Lot
COOPER | MAGNE B6 RUSSIE Lot/ Batch: 1010
> Fab/Man: 01/2021
DEPARTEMENT solution buvable Por. | Exp. : 1212023
DL/ 140 Version 24 approuvée le 14/09/2020 Page 60 /60
PRESENTATION CODE PF CODE PSO
RUSSIE 10 ampoules de 10 ml 1995058 5550168

Date de préparation : .J3.0). 702} . 7
Date de péremption = date de fabrication + 3 ans - 1 mois : Sdﬁ' B3 A2 W2D |

Quantité produite finale : 2&2&3“’/ boites / &

DOSSIER COMPLET CONTROLE PAR :

- Responsable du service : 6@")—6\* ......... Le :

- Responsable production : ... GARRD ... Le 2 23151 mLWsa -;_e ....... e
- Secrétariat A. Q. B o) iaigu.;. ..... 3{.@3—4‘./...’2“,{...Visa: ..... IN

Fiche incident : n° RIZQ.. AUV 1A 04. o ‘i riticité : [_] Critique [] Majeur '@}nineur

Ficheincident: n®.............ocovvvnrrvininnen e Criticité : [] Critique [] Majeur [] mineur
]

Criticité : [] Critique [] Majeur [] mineur

Ficheincident : n°....................ocooiiil, %

VERIFICATI SENCE DOCUMENTS JOINTS
Bordereau(x} enlrée palettier E' ter Préparaloire /‘E] Coerlificat analyses GED/GPpharm N
Conta. mic. initiale @ atelier Répartition lg Certificat Russie en Anglais R
Fiche XFP igde d'atelier Cenlrale Etiqueties @ Rapport sériafisation Tracefink E;
Extraction X3 libération MP Vide d'atelier Conditionnement L
Vide d'atelier Centrale Pesées Bulfetin d’analyses ampoules g A
Vide d'atelier Pesées NUB E Bulletin d’analysas PF E
Conclusion sur la libération du lot el

Ce lot a ete fabrique dans le respect des B.P.F., et confonn nent 2
décrites dans le dossier d’A.M.M. . AMEQS

UX »exigences

Lot: |Accepté \d\ Refusé

Pharmacien Responsable Assurance Qualité Nom :

Visa :

Dossier édité fe 05/01/21
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'
Cooper CERTIFICAT D'ANALYSE
Désignation : MAGNE B6 BUV IOML RUSSIELIB PS5O
Code article : 5550168 Lot : 1010
Nunséro d'analyse 207307 Date libération 260172021 091736
Monagraphic COOPER 2863 Reéf. monographie DOSSIER SANOFI
TESTS NORMES D'ACCEPTATION RESULTATS
CARACTERES
ASPECT LIQUIDE LIMPIDE. MARRON CONFORME
ODELIR CARAMEL CONFORME
IDENTIFICATION
MAGNESIUM POSITIVE POSITIVE
PIDOLATE CONFORME CONFORME
LACTATE POSITIVE POSITIVE
CHLORHYDRATE DE PYRIDOXINE CONFORME CONFORME
DICXYDE DE SOUFRE POSITIVE POSITIVE
ESSAL
VOLUME MOYEN DU CONTENU MINIMLM 10,0 ML 10,0 ML
DETERMINATION DU PH 45-60 52
DENSITE RELATIVE 1,050 - 1,070 1.056
DIOXYDE DE SOUFRE MAXIMUM 0.1 P.1O0 MV o1 PLo0 MY
DOSAGE
TENEUR EN CHLORHYDRATE DE PYRIDOXINE 9,5-105 MG 10 ML HL 1 MGTI0 ML
TENEUR EN MAGMESIUM W50« 105,0 MG/ 10 ML, .0 MG RIL

CONTAMINATION MICROBIENNE
BACTERIES TOTALES
LEVURES ET MOISISSURES
ESCHERICHIA COL!

MAXIMUM 1000 UFC/ML
MAXIMUM 100 UFC/ML
KON DETECTE DANS | ML

=1 UFCML
=1 GFC/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 ALUVERT 77020 MELUN CEDEX cedex

Sociéte par Actions Sunglifide nu capital de

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

113 025 749 curos - R.C 8 MELUN B 399 227636 - Code TVA TVA : FR58399227636 - Code NAF 514N




Plant / 3asoa : MELUN

Laboraloire da Contréle

Tal : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Batch : 1010 Mfg : 2021101
Cust. Batch : 1010 Exp : 202312
Reference dossier : CPF 1134 S Edition 04 ND P NO13203/02-130307

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
* Aspect Clear liquid COMPLIES
e Color Brown COMPLIES
o Odour Caramel COMPLIES
IDENTIFICATIONS
+ Magnesium Positive COMPLIES
+ Pidolate Positive COMPLIES
* Lactate Positive COMPLIES
+ Pyridoxine hydrochloride Positive COMPLIES
¢ Sulfur dioxide Positive COMPLIES
TESTS
= Average volume of content (ml) Sup. oreq. 10.0 10.0ml
» pH 45t086.0 5.2
e Relative density 1.050 to 1.070 1.056
¢ Sulfur dioxide (% M/ V) Inf. or eq. 0.10 0.1%
* Microbiological contamination {germs/ml)

- Bacteria Inf. or eq. 1000

- Fungi Inf. or eq. 100

- Escherichia coli Absence

12

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.5. Melun B 399 227 636 - Code TVA FR 58 399 227 636 - Code NAF 46462
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Plant / 3asog : MELUN

Laboratoire ds Contréle

Tél : 33164872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution - 2580

Batch : 1010 Mfg 2021101
Cust. Batch : 1010 Exp : 2023112
Reference dossier : CPF 1134 S Edition 04 ND P N0Q13203/02-130307

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) 9510105 10.1 mg/M0 ml
e Magnesium (mg/10 ml) 95.0 to 105.0 99.0 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
, Poligono Industrial Requejada
Lactate de magnésium MOEHS 39313 Polanco (Cantabria)
R Emil Barell Strasse 3,
Chilorhydrate de pyridoxine DSM NUTRITIONAL 79639 Grenzach-Wyhlen, Allemagne

I hereby certify that this batch Is tested for all quality tests indicated in the Normative Document specification currently

registered in the Russian Federation.

Itis 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
COMPLIES
Date : 26/01/2021

Laboratory Manager

FK

Erwan LE ROUX

Quality Assurance Decision
RELEASED

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auvert - 77020 Melun cedex - Tél, : 01 64 87 20 00 - Fax : 01 64 87 20 70 - www caoper.fr

Socigté par Actions Simplifiée au capital de 113 025 749 euros - R C.5. Melun B 399 227 636 - Code TVA FR 58 399 227 636 - Code NAF 46467
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