NTEKJAPATIIASA O COOTBETCTBHH

JEKJAPAHT, IPHHAMAJIOINHH NEKJIAPALIAIO O COOTBETCTBHH
AO "Canoghu Poccun"

| Ceedenusn o pezucmpayuu opaanusayuu: Mesicpationnas uncnexyus Pedeparsroti nano2o6ol cryochot No 4 6 no
2. Mocxae 01.01.2008, OI'PH 1027739079940, dama npuceoerus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenegon/ghaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Tenepanvuuiii dupexmop Mownac O.A.
Jlosepennoe auyo: Knoxoea FO.C., doeepenrocmb 6/k om 01. 12.2017

3ASIBJSIET, YTO
nexapcmeennoe cpedcmeo: Mazne B6, pacmeop Ons npuema exympb 1 0 mn , amnynsi memuozo cmexaa (10),

navku xapmonnwie, PY Ne IT N013203/02 om 13.03.2007 (6ama samenbt 07. 04.2017) svidano Canogu-Asenmuc
®panc, cepun 851, napmus 26477 ynaxeeok, zodex do 30.09.2022, npouseodcmea Koonepacvor Qapmacemux
@pancas, panyus, Cooperation Pharmaceutique Francaise, Place Lucien Auvert 77020 MELUN, France, ko0
OKIIN2 21.20.10.121, xod TH B3J] 2106909200, xormpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne

9085352604 om 05.11.2019

COOTBETCTBYET TPEBOBAHHAM
11 NO13203/02-130307 (HA 42-4034-06 usm. Ne 1-4)

JEKJAPALIASA IPHHATA HA OCHOBAHHH
npomoxon ucnwmanuit Ne 34390 om 14.11.2019 /1 000 HIJ "®APMOBOPOHA", ammecmam

axkpedumayuu POCC RU.0001.21®J140, Cepmughuram POCC FR.(DM08.C54554 om 15.11.2019
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| CBEJEHUS O PETHCTPAITNA

OPI'AH 11O CEPTH®HRKAIINH, 3APET'HCTPHPOBAB A JEKJIAPALIAIO

RA.RU.110M08 OPTAH 110 CEPTH®HKALIHH ITPOLYKIMH OBL{ECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XXHOH LIEHTP KOHTPO/I KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucpurayuu: 115280, POCCHS, 20pod Mockea, yr. Macmepioea, O. 4, sm. 3., mex. :(495)788-02-88, eeb-
catim: oyxx.pgh.

NEKJAPAIIHSI O COOTBETCTBHMH 3APETHCTPHPOBAHA M POCC RU JI-FR. DMO8.A.44946/19
JATA PETHCTPALYMM 15.11.2019
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: I Cepun/Batch: 851
COOPER I Hocve na cepuio Tponsseneno/Man:
MATHE B6 POCCHS 10/2019
OTAEJ acTBOP /il NPHeMAa BHYTPb i
TEPOPAJILHBIX OC;,%Z’Z""“““"E"P"
MNPEINAPATOB
DL/140 Bepcus 20, ymeepxcoéunan 11.09.2019 Crpannuga 60/60
ONHUCAHHE KO PF KO PSO
POCCHA 10 ammnyn o 10 mn 1995058 5550168
J1aTa H3rOTOBNEHHS! ..ccevee 18.10.19.........

CpoK rogHoCcTH = AATA H3rOTOBJAEHNA + 3 roga - 1 Mecau: a HMeHHo: .......09.2022........

OxonuaTeNbHOE NPOH3BEAEHHOE KOJIHYECTRO! .......26477....... YIaKOBOK

NOJIHOE NOCHE NPOBEPEHQ:

— OTBReTcTBeHHBIN 32 Jara: 251019 Moanuck: /Mlonnuce/
obcayxuBanye:
— OTBeTcTBeHHBIH 32 Jara: 28.10.19 Hoanues: -
MPON3BOACTBO:
— Cexperaph 0TAENa Jdara:  29,10.19 Noanwes:  Mlomnucy/
ofecneveHHA Ka4ecTBA!
oo aanassssesssnsnsmmanibuy T
YBegomaenne: M vvvensssnssnsisesennee | KpoTHUHOCTL: O Kpimiveckoe O Bawnoe [ neswaunrenshoe
YBegomneHne: NO covsviecsssrisnensaonness | KpHTHYHOCTB: O Kpumiueckoe O Baxmoe O HesHauMTENLHOE
Ypenomaenue: NE vovirvinminersnsrasssasaans Kpntrudocrb: O Kpwmmueckoe [ Bakwoe O He3naunTenshoe
HPOBEPKA HAJIHYHA ITPHIOXEHHH

Bedomocmu(u) o nocmynnenuu noddonos | B | Omuém 06 ouucmie aunuu nodzomosru 53]

Ilepgonauanvnan mukpobran B | Omuém o6 owuemxe nunuu =

oficemenénuocmb pacnpedenenun

Obujee codeprcanue op2anuyecKkozo Omuém 66 onucmxe yenmpanoiozo broxa | B

yenepoda RO NPOU3B0OCMEY IMUKEMOK

Bedomocme XFP B | Omuém 06 ovucmue aunuu hacosxku 1]

Hzgneyenue X3, avicaoboncoerue MP B | Cepmupucame ananusza amnyn 53]

Omuém 06 oulCnIKe YeHMPATLHOZO B | Vemoinueocme amnyn k zudponusy =

broKa 836 UGaNYA

Omuém 06 ouucmee bnoxa sseeuusanun | B | Cepmugpurxam ananusa na gpaxmopu B

NUB mpomboyumos

Cepmudghuxam coomeemcmeun I'® B | Poccuiickuii cepmuchuxam na anznuticeom | B

A3BIKE

Jarauenne o SbINyCKe napmiu

COOTBECTCTBHH € Tpeﬁonaﬂmmn PErHCTPALUMHOHHOIQ A0ChE.

Hacronmasn NapTHA NPON3IBEACHA € y‘lETOM NMPRAEUHTIOS HAAEKALLEH NPOH3BOACTBEHHON NPAKTHKH U B

ITapThsa: | Vreepsnena I X | | OTKNnoHeHa I | Hara:
OTteercTBeHHBIH GapMaueBT oTaena obecneveHnn D©HO: Monnucs/
KAYecTBa Mevars/: OTOEN OBECIIEYEHAA
Hommuen: KAYECTBA * 29.0KT 2019 *
A " F.Beaughon
SAEeKMPOHHAA ONEPALUR NO BHINYCKY coBepllIeHa: .-.29.10.19.... noanuck: ../Tloanucy/.

Hocwe nanenamaro 09/10/19
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COOPER I

Jabopamopun konmponn
Ten.: 33164872054
@axc: 33 164872073

CEPTH®UKAT AHAJIM3A

Crpanuna 1 / 1

3ason: I'. MEJTEH (MELUN)

CEPBI JTHOKCH]

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

OnHcaHue: MATHE B6 PACTBOP /1A TIPHEMA BHYTPE 10 M1
POCCHA LIB PSO

ApTHKyN: 5550168 Maprhs: 851

Homep ceprudukara 197247 Hara Belmycka: 28.10.2019 13:45:46

aHaNH3a:

{®apmakoneitHas ctatbi 2863 Ccpinka Ha dapmakonelinyio ®APMAKOIIEAHAS

dmpmst «KOQOTIEP» CTATBIO: CTATBA

(COOPER): KOMITAHHUH

«CAHO®H»
NMMOKA3ATEJIH HOFPMbI PE3VJIBTATDI
OIMMCAHHE

BHELLHHWHA BU]T MPO3PAYHAA XKHUOKOCTE COOTBETCTBYET
KOPHUYHEBOI'O IBETA

3ATTAX KAPAMEJIbHBIH COOTBETCTBYET

NMOAJIMHHOCTD

MATHHUHA PE3VJIbTAT COOTBETCTBYET
MOJIOXUTENBHBIA

MHAOJAT COOTBETCTBYET COOTBETCTBYET

JJAKTAT PE3YJIbTAT COOTBETCTBYET
MONOXHUTEJBLHBIN

MUPUAOKCHHA THIOPOXJIOPU] COOTBETCTBYET COOTBETCTBYET

CEPBI JHOKCH]J PE3VIILTAT COOTBETCTBYET
TTOJIOXXKHUTEJBHBIA

HCIIBITAHHUA

CPEAHHIA OFBEM COJEPXKHMOIO | HE MEHEE 10,0 MJI 10.2 MI

pH 45-60 52

YIOEJBHAA IUIOTHOCTD 1,050 - 1,070 1,056

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

KOJHUYECTBEHHOE
ONPEJIEJNEHHUE
COJEPXXAHUE IMUPUOOKCHHA 9,5-10,5 MI'/10 MJ 9,7 MI'710 MNI
THJIPOXJIOPUOA
COIEPXXAHHWE MATHHA 95,0 - 105,0 MI/10 MJT 100,2 MI'/10 MJI
MUKPOBHOJIOI'HYECKHE
ITOKA3ATEJH
OBLIEE YUCJIO HE BONEE 1000 KOE/MIJI <1 KOE/MJI
MHUKPOOPTAHHU3MOB
OBIIEE COJEPXXAHHE HE BOJIEE 100 KOE/MJT < 1 KOE/MI
JPONCKEBLIX U [TNECHEBBIX
'PUBEOB
ESCHERICHIA COLI HE OBHAPYXHWBAETCA B 1 HE OBHAPY)XUBAETCA B
MJI 1 MJI
3ameuauns:

PELIEHUE: ITPOAYKT OOEPEH

HACTOSALLUNA CEPTUGMHUKAT EbUI COCTABJIEH B 3JIEKTPOHHOM BHJIE M IEHCTBUTEJIEH BE3

TMOAIMUCH

THIS CERTIFICATE HAS BEEN PRODUCED ELECTRONICALLY AND BEARS NO SIGNATURE

KOOITEPACBOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
[IIAC TIOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 ['. MEJIEH CEJEKC cenexc (MELUN CEDEX cedex)
Ten. 01 64 87 20 00 - Maxkc: 01 64 87 20 70 - www.cooper.fr

AxnmonepHoe 0GLIECTBO YTIPOUIEHHOTO THIA ¢ KannTanom 29 718 300 eapo - Homep B Toprosom peectpe r. MEJIEH B 399 227

636 - Homep nnatensimuka HAC: FR58399227636 - Koa NAF 514N




_r‘ Crpanuua 1/ 1
e CEPTU®HKAT AHAJIU3A Jasas [ MEIEH GIELUN

Jabopamopua konmponn
Ten.: 33 164872054
Daxc: 33164872073

MAT'HE B6 Pactaop ans npHeMa BHYTpb - 2580

Cepus: 851 JlaTa npoH3BOACTBA: 10,2019
HoMmep cepuu 3aka3yHKa: 851 Cpok TOAHOCTH: 09.2022
Cchuika Ha HopMaTHBHMIA aokyMeHT: CPF 1134 S Bepcus 04

| TIOKA3ATEJHU | HOPMBI | PE3VJILTATHI |
OIINCAHHE
¢ Brewuuil I [Tpo3apauHan xURKOCTH COOTBETCTBYET
e Ilger Kopiinessiit COOTBETCTBVYET
s 3Jamax Kapamenntniii COOTBETCTBVET
MOJVIMHHOCTB
¢ Maruuit PesynbTat nonoxkutenbHslit COOTBETCTBVYET
¢ TJlugonat PesynsTaT nonoxkutenbHblit COOTBETCTBVYET
e JlakTar PeayneTaT NnonokuTENBHbIM COOTBETCTBYET
e TIHpHAOKCHHA TUAPOXJIOPHA PeaynpTaT nonoxutensHbi COOTBETCTBYET
¢ Cephl anokcun Pe3yneTaT nosoxHTENbHbIH COOTBETCTBYET
IMOKA3ATEJIH
e CpeaHuii 06péM conepxHMOro (M) He menee 10,0 10,2 mn
e pH 014,510 6.0 572
e VYaenpHas ILIOTHOCTh Ot 1,050 no 1,070 1,056
e Cepsl guokcua (% m/06.) He Gonee 0,10 0.1%
e Mukpo6HoOnorMiecKkHue nNoxalaTenn (YHCIo
MHKPOOPTaHH3MOB/MIT)

— bBaxtepun He 6onee 1000 <1 KOE/mn

-  TI'pubm He Gonee 100 < 1 KOEfmn

—  Escherichia coli OTtcyTcTBHE COOTBETCTBYET
KOJIMMECTBEHHOE OITPEOEJIEHHE
o TMuprpoxcHHa ruapoxaopua (Mr/10 mMn) ot 9.5 no 10,5 9,7 mr/10 mn
¢ Maruuit (mMr/10 mn) ot 95,0 no 105,0 100,2 mr/10 mn

M

KOOITEPACBOH ®APMACETHK ®PAHCE3 {COOPERATION PHARMACEUTIQUE FRANCAISE) -
[UIAC JIKOCBEH OBEP (PLACE LUCIEN AUVERT) 77020 I'. MEJIEH CEJIEKC cenexc (MELUN CEDEX cedex)
Ten. 01 64 87 20 00 - dakc: 01 64 87 20 70 - www.cooper.fr
AKUHOHEpHOE 06ILEeCTBO YNPOWEHHOTO THNA C KanuTanoM 29 718 300 espo — Homep B Toprosom peectpe r. MEJIEH B 399 227
636 - Homep nnarensinuka HAC: FR58399227636 - Koo NAF 514N
3
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COOPER .
Plant/3agoxa: I'. MEJIEH (MELUN)

Jlabopamopus xonmpons
Ten: 33164872054
Darc: 33164872073
CEPTHOHKAT AHAJIH3A

MATI'HE B6 Pacreop an1 npneMa BRYTpb - 2580

Cepus: 851 JlaTa mpoH3BOACTEA: 10.2019
HoMep cepuH 3akazyuka: 851 CpoK roiHOCTH: 09.2022
Ccbuika Ha HopMaTUBHBI aokyMeHT: CPF 1134 S Bepcus (M4

HacTosman cepHsi NPOH3BeAeHa B COOTBETCTBUH € JeHCTBYIOMMMH HOPMATHBHBIMHA
NOKYMEHTAMH H RelicTBYONIeH Haanexanieil npon3poacTBeHHoi npakTukoii (cGMP)

PesynnTaTel ananusa Peuenue otaena obecnedeHus kauecTsa
COOTBETCTBYET BBIITYCTHTH
Hata: 28.10.2019 Hara: 29.10.19
PykosopvTene naboparopum OTBeTCTBEHHOE JIHLIO
3psaH JIE PY (Erwan LE ROUX) Bupxunn KO3 (Virginie COZ)
Moanvcs/ Moanucs/

212

KOONEPACBOH ®APMACETHK ®PAHCE3 (COOPERATION PHARMACEUTIQUE FRANCAISE) -
Mnac JIwewen Osep (Place Lucien Auvert) 77020 r. Mengu cenece (Melun cedex) - Ten. 01 64 87 2000 -
Pake: 01 64 67 20 70 - www.cooper.fr
Axunonepnoe ofmecTeo ynpomEnnoro thna ¢ kanuramom 29 718 300 eapo - Howep B Toprosom peectpe r. Meatn B 399 227 636 -
Homep nnatenumuia HAC 58 399 227 636 - Kon NAF 4646Z
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I Dossier de Lot

eerEs ] MAGNE B6 RUSSIE ::: ’,‘:::n"'j ‘1:20 S

OEPARTEMENT solution buvable Per./ Exp.: 00/2022
|DU140Versbn21m1911m019 Al A Page 60/ 60
PRESENTATION CODE PF CODE PSO
RUSSIE 10 ampoules de 10 mi 1985058 5550168

Date de préparation : Jg I}O}:{q

Date de péremption = date de fabrication + 3 ans - 1 mois : Sol@g/l QM/ 4

Quantité produite finale : (;%UH .......... boites /
R

OMPL LEPAR ;
- Responsable du service : ... M ........... le:..

- Responsable production : ......... C&a’ ............ Le : ‘~ <X 1o Vlsa%__..., ......
- Secrétariat A. Q. : Sﬁ.’z@"% i

Fiche incident : n®...........ccoeerieinrirecrennnens Citicité : (O Critique [J Majeur ] mineur
Ficheincident: n"............coeeerevviiriiinnnen. riticité : [] Critique [J Majeur [J mineur
Fiche incident : n'é Criticité : [ Critiqgue [J Majeur [ mineur
VERIFICATION WNCE DOCUMENTS JOINTS
Bordereau(x) enirée palettier @ Vide d'ateller Préparaloire
Conta. mic. initiale &7 Q Vide d'atelier Répartition
b3 | Vide d'atstier Centrate Etiquettes

T0C

Fiche XFP & 1=
Extraction X3 libéraRapilP i3 | Butietin d'enalyses ampoules
Vide d'alelier Cenirale"Pesées £3 | Rasistance hydrolytique ampoules
Vide d'alelier Pasdes NUB ‘E Bulletin d'analyses FF

Certificat GPpharm/GED (. 15)0/1 8}, Certificat Russie en anglais

Vide d'atelier Conditionnement

‘Eﬂﬂ&lm&ﬂﬂ

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.

Lot: |Accepts yl Refusé Le: 2§/¢O/ZD£3>

F. Beaughon

Pharmacien Responsable Assurance Qualité Nom: Assurange Qualité COOPER

Visa:

Mouvement Informatique de libération effectus le : .22>./43. /(3. viss

Dosslar édité le 08/10/10




Plant / 3asoa : MELUN

Laboraloire de Conirble
Tél : 33164872054
Fax 1 33164872073

CERTIFICATE OF ANALYSIS
MAGNE B6 Oral solution ~ 2580
Batch : 851 Mig : 2019H0
Cust. Batch : 851 Exp : 2022/09
| Reference dossier : CPF 1134 § Edition 04
| YESTS | SPECIFICATIONS | RESULTS ]

CHARACTERS
» Aspect Clear liquid COMPLIES
e Color Brown COMPLIES
+  Odour Caramel COMPLIES
IDENTIFICATIONS
s Magnesium Posilive COMPLIES
¢ Pidolate Positive COMPLIES
+ Lactate Posltive COMPLIES
= Pyridoxine hydrochioride Positive COMPLIES
* Sulfur dioxide Posltive COMPLIES
TESTS
« Average volume of content (ml} Sup. oreq. 10.0 10.2mi
e pH 451080 5.2
¢ Relative density 1.050 10 1.070 1.056
s Sulfur dioxide (% M/ V) Inf. or eq. .10 0.1%
¢ Microbiological contemination (germs/ml)

- Bacleria Inf, or eq 1000 <1 CFU/ml

- Fungi Inf. or eq. 100 <1 CFLV/mI

- Escherichia coli Absence COMPLIES

L]

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auvert - 77020 Maiun codex - TEl. : 01 84 87 20 00 - Fax : 01 84 87 20 70 - www.cooper.ir
Sociéts par Acions Simplifide au capltal de 113 025 749 euros - R.C.S. Melun B 399 237 636 - Code TVA FR 508 399 227 636 - Code NAF 46462



Plant / 3ason : MELUN

Laboratoire de Contrdle
Tél : 33184872054
Fax : 33164872073

CERTIFICATE OF ANALYSIS

MAGNE B6 Oral solution — 2580

Batch : 851 Mig 201910
Cust. Baich - 851 Exp : 2022109

[Refarence dossier : CPF 1134 S Edition 04

[TESTS | SPECIFICATIONS | RESULYS ]
ASSAYS
+ Pyridoxine hydrochloride (mg/10 ml) p5t0108 9.7 mg/10ml
» Magnesium {mg/10 ml) 95.0to 105.0 100.2 mg/ 10O mi

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

Analytical resulis Quality Assurance Decision
COMPLIES RELEASED
Date : 28/10/119 Date .
Laboratory Manager Qualified Person
Erwan LE ROUX (_),!J__Virginlacozz%/to/ 2'31‘3)

F. Beaugnon

Assurance Qualité COOPER

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auver! - 77020 Melun cedex - TéL : 01 84 87 20 00 - Fax : 01 64 B7 20 70 - www.cooper.ff
Sociéth par Actions Simpifiée au capital de 113 025 749 ewros - R.C.S. Melun B 399 227 636 - Code TVA FR 58 399 227 636 - Code NAF 46462



DUPLICATA e 28/10/19

CERTIFICAT D ANALYSE 4 13:45:46 Page : 1
Article MAGNE B6 RUSSIE CPF . SOLUTION BUVABLE
Code Article 5550168
Lot 851
N® Analyse 197247
Monographte 2863 Version 3 R&f.2 Monographie DOSSIER SANOFI
Date de Réception 21/10/19 Date de Libération 28/10/19
TESTS ! SPECIFICATIONS i RESULTATS
! Mini. Maxi, Unité !
CARACTERES ! !
- ASPECT ! LIGUIOE LIMPIDE, MARRON ! CONFORME
- ODEWR ! CARAMEL 1 CONFORME
IDENTIFICATION 1 !
~ MAGNESIUM ! POSITIVE b POSITIVE
- PIDOLATE ! CONFORME I CONFORME
- LACTATE ! POSITIVE I POSITIVE
- CHLORHYDRATE DE PYRIDOXINE ! CONFORME I CONFORME
- DIOXYOE OE SOUFRE ! POSITIVE ! POSITIVE
ESSAI ! 1
- VOLUME MOYEN DU CONTENU ! 10.0 ML I 10.2 ML
- DETERMINATION OU PH ! 4.5 6.0 ! 5.2
- DENSITE RELATIVE ! 1.050 1.070 ! 1.056
- DIOXYDE OE SOUFRE ! 0.0 0.1 P.10G MV ) 0.1 £.100 M/V
DOSAGE ! :
- TENEUR EN CHLORHYDRATE DE PYRI! 9.5 10.5 MG/10 ML ! 9.7 MG/10 ML
DOXINE ! !
- TENEUR EN MAGNESIUM ! 95.0 105.0 MG/10 ML ¢ 100.2 MG/10 ML
CONTAMINATION MICROBIENNE ! !
« BACTERIES TOTALES ! MAXIMUM 1000 UFC/ML ! <]l UFC/ML
- LEVURES ET MOISISSURES ! MAXIMUM 100 UFC/ML ! <] UFC/ML
- ESCHERICHIA COLI ! NON DETECTE DANS 1 ML ! NON DETECTE DANS 1 ML

DECISION : PRODUIT ACCEPTE

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

DIRECTION QUALITE

COOPERATION PHARMACEUTIQUE FRANGAISE - Place Lucien Auvert - 77020 Meiun cedax - Tél. : 01 84 87 20 00 - Fax : 01 64 87 20 70 -www.cooper.fr
Socikéts par Actions Simplifiée au capital de 113 025 749 euros - R.C.S. Melun B 399 227 638 - Code TVA FH 58 393 227 636 - Coda NAF 4646Z



