CEPTUDPUKAT AHAJIU3A

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company

Veresegyhas site — 2112 Veresegyhas, Levai u.5., Hungary

Phone: +36 28 585 600/Fax: +36 28 585 939

SANOFI
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-ITupunokcuna ruapoxiopun (Y -
CIIEKTPOCKOTINS)

JIOIIOJIHUTEJIBHASA
NHO®OPMAIIUA

-O011ee KOJIMYECTBO adpOOHBIX
mukpooprannzmoB (TAMC), KOE/r
-O0111ee KOJIMIECTBO APOXIKEBBIX U
miecHeBbIX rpudoB (TYMC), KOE/r
-Escherichia coli, 1 T

Poccuu:

KOMIIJICKCOHOMETPHUICCKUM TI/ITPOBaHI/IeM)

Mukpobuosnornueckas gnctota (Esp.®.*)

CchlIKa Ha HOMEP PerucTpaloHHOTO
yI0CTOBEPEHHUSI, 3aPETHUCTPUPOBAHHOTO B

000JI04KOI

4,75 - 5,25 Mr/TabneTka, MOKphITas
000J109KO#

He 6onee 100
He 6oiee 10

OTcyTCTBYET

ITN013203/01

o R i
*/lononnumenvHsie mecmol He 8bINOTHAIOMCA 0I5l PYMUHHO20 KOHMPOJA, 0151 OAHHOU cepuil He Tipo
(ons kaocoou 10-1i cepuu, Ho He pedice, wem 0nst 1 cepuu 8 200)

GMID koxn 681237 Kopn ToBapa: VER 681237
Ipoaykr: MAT'HE B6 Ta6serkn, NoKpbITbIe 000J109K0i1, 60X
CTpaHa-uMIoprep: Poccus
Homep cepun: EV612 Howmep cepun kinuenTa: EV612
Jlata npousBoxacrea:  02-CEHT-2021 Jara ucreuenus cpoka rogHocta: ABI'-2023
HO?)I/IpOBKaZ CMOTpI/I KonuuectBenHoe
oIpe/eIeHIe

JlekapctBenHast opma: TabneTku, OKPBITBIE 000JI0UKOT
'YnakoBka: brucrep [1BX-Antomunuii
'YciioBus XpaHEHUS: He Bpime +30°C
Iloka3aTeb Hopma Pe3yabTart
Iloka3zarenu:
- Ormmcanne Beinble 1BOSIKOBBINYKIIbIE OBAJIbHBIE COOTBETCTBYET

TabJIETKH, TOKPHITHIE TNICHOTHOM

000JI0YKOH, C TIIaaKoM OaecTsIei

IIOBEPXHOCTHIO.
MOJJIMHHOCTD:
- Maruwuii (1o ocaaxy) [TonoxxuTenbHBIH COOTBETCTBYET
- Marnus nakrara guruapar (TCX) COOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
- [Tupunokcuna runpoxiopun (TCX) COOTBETCTBYET CTAaHIAPTY COOTBETCTBYET
- Tutana TUOKCH] (B COOTBETCTBUH C [TonoxurenbHbIN COOTBETCTBYET
[[BETHOM peakLuei)
- PacmtamaemocThb He 6onee 60 MunyT 30-33 MuHYT
KOJINYECTBEHHOE
OITPEJEJIEHHUE (BJXKX)
- Maruus JlakTat quruapar (c 446,5 - 493,5 mr/rabnerka, MOKpbITas 473,3 Mmr
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CEPTUDPUKAT AHAJIU3A
SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- a Sanofi company
Veresegyhas site — 2112 Veresegyhas, Levai u.5., Hungary

Phone: +36 28 585 600/Fax: +36 28 585 939

GMID xox 681237 Kopn ToBapa: VER_681237
Ipoaykr: MAT'HE B6 Ta6serkn, NoKpbITbIe 000J109K0i1, 60X
CTpaHa-uMIoprep: Poccus
Howmep cepuu: EV612 Howmep cepuu knuenra: EV612
Jlata npousBoxacrea:  02-CEHT-2021 Jara ucreuenus cpoka rogHocta: ABI'-2023
Jlo3upoBKa: Cwmotpu KonmaectBenHoe
olpe/eneHne
JlekapctBenHast opma: TabneTku, OKPBITBIE 000JI0UKOT
'YnakoBka: brucrep [1BX-Antomunuii
'YciioBus XpaHEHUS: He Bpime +30°C
Ilokxa3zaresanb Hopma PesyabTart

ADU, ncnoab30BaHHbIA 115

MPOU3BOJACTBA:

HanmenoBanne ADU

- MarHus JIAKTAaT Moosxc KanTabpa C.JI., Ucnianus

- Buramun B6 I[3saucu Tancunp @apMacbrOTHKAT
Ko.JItn, Kurait

'YakoBKa 1 MapKUpOBKa: B cootBerctBuu ¢ HJI

I[aHHaH cepust COOTBCTCTBYCT Tp€60BaHI/IHM HOpMaTPIBHOﬁ ﬂOKyMCHTaIII/II/I, 3apeI‘I/ICTpI/Ip0BaHHOI71 B HACTOALICC
BpEMs B Poccuiickoit CDeL[epauI/m IO MCPCUUCICHHBIM IMOKAa3aTCJISIM KaucCTBA.

Hannass cepust mpousBeneHa B coorBercTBUM ¢ CGMP TpeGoBaHMSMH M COOTBETCTBYET ClELH(UKALMAM
PerucrpanuonHoro Y nocroBepeHus..

Janublil cepTuduKaT aHaIM3a TMOANUCAH JICKTPOHHOH MOJIMKCHIO Yepe3 BaIuaupoBanHyto cuctemy JIMMC.

Pemnrenne ynoJaHoMO4eHHOTO JIUTA
Pemenne: OJIOBPEHO
JlaTa: 14-CEH-2021 14:56
YnostHOMOYeHHO€ JINI0: dr. Stefan Veronika
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 681237 Item code : VER 681237
Product name : MAGNE B6 coated tablets 60X

Import. country : Russia

Lot number : EV612 Customer lot : EV612

Date of manufacture: 02-SEP-2021 Expiry date : AUG-2023
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

Storage condition : Do not store above +30°C

CHARACTERS

- Appearance Complies

IDENTIFICATION

- Magnesium (By precipate) Complies

- Magnesium lactate dihydrate (TLC) Complies
- Piridoxine hydrochloride (TLC) Complies
- Titanium dioxide (According to colour Complies
reaction)

- Disintegration time 30-33 min

ASSAY

- Magnesium-lactate dihydrate (with 473.3 mg
complexometric titrations)

- Pyridoxine hydrochloride (UV) 5.16 mg

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*
- TAMC

- TYMC

- Escherichia coli , 1 g

*Additional tests are not performed for

(for every 10th lot but at least for 1 1o

The reference number of Market

Authorization registered in Russia:

API used for production

Manufacturer's name of API
- Magnesium Lactate Requejada, 39313, Polanco, Spain
- Vitamin B6 'anjiang

(cont.)
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi company

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 681237 Item code : VER 681237
Product name : MAGNE B6 coated tablets 60X

Import. country : Russia

Lot number : EV612 Customer lot : EV612
Date of manufacture: 02-SEP-2021 Expiry date : AUG-2023
Strength : see at the assay

Dosage form : coated tablet

Packaging type : PVC - ALU blisters

Storage condition : Do not store above +30°C

Packaging and labelling:

This batch meets the requirements of the ! n Russian Federation

on the listed quality parameters.

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications
of the relevant Marketing Authorization. || This Certificate of Analysis has been electronically signed from a
validated LIMS.

Decision : ACCEPTED
Date : 14-SEP-2021 14:56
Qualified person: dr.Steféan Veronika
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OG6LLEeCTBO C OrpaHMYEHHOM OTBETCTBEHHOCTBIO

WCNBbITATENbHbIA LEHTP «PAPMOEOPOHA»

(000 UL «PAPMOBOPOHAN)
NCNbITATEJIbHASA JTABOPATOPUA

141074, r. Kopones, MockoBckas obnactb, yn. larapuHa, 46a, 8 (495) 511-01-10,

www.farmoborona.ru, info@farmoborona.ru

YHuKanbHbIi HOMep 3anucK B peectpe akkpeanToBaHHbIx iy, Ne POCC RU.0001.210140

CepTudrumpoBaHHas cuctema MeHemkmeHTa kadectea B cootsetcTBum ¢ FOCT P MCO 9001-2015

YTBEPXIOAIO
HauanbHuK opraHv3aLyyoHHO-39KCNepTHOro oTAena
Llaptok J1.J1.
13.10.2021 r.

Ceprucbukar: 63c97864c1c465cb7097f567654e7abf5092228d
Bnageney;: Liapiok Iapuca leoHuaosHa
JedcteuteneH c 22.01.2021 no 22.01.2022

MpoTtokon ucnbitaHuii Ne 95921/21 ot 13.10.2021

1. O6BEKT McnbITaHWR

TNekapcTBeHHbIN Npenapat

MarHe B6®, TabneTku nokpbiTble 06onoykoi 20 WT., 6rmctepsl (3), navku

KapTOHHbIE
2. Cepus EV612
3.logeH oo 31.08.2023
4. MNpowussoauTens HawnmeHoBaHve XuHouH 3asog PapmaueBTUYeckux n Xummyeckux Mpoaykros
3A0
CtpaHa BeHrpus

5. OcHoBaHuWe ANna NpoBeAeHUst UCTbITaHUIA

Basaska(Hanpasnenune) Ne420 ot 11.10.2021

6. 3akasumk HavnmeHoBaHve

AO "CaHodu Poccus”

Anpec opnanyeckmin

125009, Mocksa r, TBepckas yn, aom Ne 22

KoHTaKTHble faHHble

+7 (495) 721-14-00

7. O160p 06pasuoB AkT oTGOpa 06pasLoB

(Homep 1 gaTa oTtbopa)

Ne420 ot 11.10.2021

MecTo oT6opa

MockoBckas obnacTtb, r.o. [Mogonbck, nepeBHA Hosocenku,

TeppuTopust TexHonapka, 4. 10, cTp. 1

HA Ha oT6op

He ykasaHo

8. MeToab! UcnbITaHWi (HOPMaTUBHbIN

[OKYMEHT)

M N013203/01-130307, nam. Ne 1, 1, 3 - 11

9. Konnuectso o6pasua, ynakoska v ee

COCTOAHME

2 yn. bes BHeLWHNX NPU3HAKOB NOBPEXAEHU

10. flaTa noctynneHus obpasua

11.10.2021

11. Oatbl npoBeAeHUs UCTbITaHU

11.10.2021 - 13.10.2021

12. PesynbTaTtbl UCNbITaHW

Ne HaumeHoBaHue 3HayeHWe xapaKTepucTuk

n/n XapaKTepuCTUKN Tpe6oBaHus no HA, PeaynbraThbl UCNbITaHWR

1 OnucaHue OBanbHble OBOAKOBbINYKNble Tabnetkn,| OBanbHble OBOSAKOBbBIMYKNble TabneTku,
NoKpbIThbie o6onoyko 6enoro uBeTa, c| nokpblTbie o6onoukoi 6enoro uBeTa, c
rnaakovi GnecrsLeit NOBEPXHOCTHLIO. rnagko G6recTaiwelt NOBEPXHOCTLIO.

2 | Ynakoeka Mo 10 nnn 20 TabneTok B 6nuctep n3| Mo 20Tabnetok B  Gnuctep w3 MBX/chonbru
MBX/donbrn antoMmMHMEBON. antoMUHNEBOW.
Mo 56nuctepoe no 10 Tabnetok, no 3, 5wunum| Mo 3 6nuctepa no 20 Tabnetok BMecCTe c
9 6nuctepos no 20 TabneTok BMecCTe c| WHCTpyKumeW no NPUMEHEHMNIO nomeLleHo B
MHCTpYKUMen no NpUMeHeHuo nomewatoT B| KapTOHHYIO Nayky.
KapTOHHYIO Nauyky.
In bulk («mH 6ank»)
Mo 10 unn 20 TabneTok B 6nucTtep ns3
MBX/donbrn antoMmMHNMEBON.
Mo 3-1500 6nMcTepoB B KAPTOHHYO KOPOOBKY.

3 | MapkupoBka Ha 6nuctepe (npousBoaunTens: CaHodwu
BuHTpon NHayctpusa. dpaHumna) Ha pycckom
A3blke yKa3biBaloT: ToproBsoe HanmeHoBaHue
npenaparTa c npepynpeauTenbHOW
MapkvpoBkoi ® (ay6nmpyeTcs naTUHCKUMU

MpoTokon ucnbitanuin Ne 9592u/21 ot 13.10.2021

Ctp. 1133




OG6LLEeCTBO C OrpaHMYEHHOM OTBETCTBEHHOCTBIO
UCTbITATENbHbIA LEHTP «®APMOEOPOHA»
(000 UL, «®APMOBOPOHAN)
UCMbITATENbHAA NTABOPATOPUA

141074, r. Kopones, MockoBckasi obnactb, yn. [arapuHa, 46a, 8 (495) 511-01-10,

www.farmoborona.ru, info@farmoborona.ru

YHuKanbHbIA HOMEP 3anucu B peecTpe akkpeamToBaHHbIx nuuy Ne POCC RU.0001.214J140

CepTuduumpoBaHHas cucTema MeHemkmeHTa kadecTea B cooteTcTBum ¢ FTOCT P UCO 9001-2015

6ykBamm c npeaynpeanTenbHOM MapKUpoBKOi
®), copgepxaHue MarHus (Mg++) "
NUPUAOKCUHA  ruapoxnopuga B 1 Tabnetke B

MunnaurpamMmax, NeKkapCTBEHHY O dopmy,

«Onsa npunema BHYTPb», HanMmeHoBaHue n

cTpaHy pupmbl-nponssoanTens, norotun

KOMnaHuu (naTUHCKMMM 6ykBamu), HOMeEp

cepun, naty
0o).

UuwudodpoBbH X
NPOU3BOACTBEHHbBIX KOAOB.

npowuseoacTea, CpoOK rogHocCcTHn

(FOHSH Bo3amoxHo Hanun4yne BHYTPEHHUX

nnwn WwTpMWXOoB bl X

Ha 6nuctepe (nponsBoAnTEND: XWHOWH
3aBoa PapmMaLeBTUYECKUX N XUMUYECKUX

MpogyktoB  3AO. BeHrpus)) Ha  pycckoM  sA3blke
yKasblBatoT:

Toprosoe HanmeHoBaHUe npenapaTa c
npefgynpeauTenbHOW MapKUpOBKOIMW ®
(pybnupyetcs NaTUHCKUMMK 6ykBamu c
npeaynpeanTenbHOWM MapKUpOBKOW ®),
cofepxaHue  MarHus (Mg++) u nMpuUAaoOKCUHa
rugpoxnopupga B 1 TabneTke B
Munnurpammax, nekapcTBEHHYIO dopmy,
noroTtun KOMMnaHuun (naTuHCcKkUMHU 6ykBamu),
HOMep cepuu, CPOK FOAHOCTM (rofeH Ao).

BoamoxHo Hanuyune BHYTPEHHUX U@ poBbIX
UMK LUTPUXOBbIX NPOU3BOACTBEHHBIX KOZOB.

Ha  kapToHHOM nayke  Ha pycckom  s3bike
yKasblBatoT:

Toprosoe HanmeHoBaHUe npenapaTa c
npeAynpeauTenbHOW MapKupoBKOIi ®,
(pybnupyetcs NaTUHCKUMMK 6ykBamu c
npeaynpeanTenbHOWM MapKUpOBKOW ®),
cofepxaHue  MarHus (Mg++) u nMpuUAaoKCHUHa
rugpoxnopupga B 1 TabneTke B
MunnurpamMmax, nekapcTBEHHYIO dopmy,
konuyecTBo  TabmeTok B ynakoBke, COCTaB  Ha
1 TabneTky (HaumeHOBaHue " KONM4YecTBO

AEeNCTBYOWNX BelwecTs, nepedyeHsb

BCnomMmoraTtenbHbIX BeLLLeCTB), ycnosua

XpaHeHuda, ycnosusa oTnycka, «XpaHuTb B

HEAOCTYMHOM ans  petvei mMecTe», «Mepen

npumMmeHeHuneMm BHUMATENNIbHO npouyntante

MHCTPYKLMUIOY», «Odns npuema BHYTPb»,
HaummeHOBA aAHMUE n cCTpamHy
® M pMBbB -N1pown 3B OA UNTEDN s
(«MpownsBoaguTENDb:»), HOMEDp
permcTpauMoHHOro yOoocToBepeHus, noroTun
KOMnaHum (naTUHCKMMM 6ykBamu), HOMeEp
cepun, naty npou3BOACTBA, cpok rogHocTH
(ropeH Ao), WTpux-koa.

BoamoxHO Hanunyne 2D mnu QR-kopa,
BHYTPEHHUX LndpoBbIX mnun WTPUXOBBIX
NPOM3BOACTBEHHBIX KopoB KOMNaHum.
Bo3amoxHoO Hanuyune 3aWunTHOM HaKnemnku.

[ononHutensbHo MoXeT BblTb HaHeceHa

Ha 6nuctepe (npousBoguTens: XUHOUH
3aBog ®apmaLeBTUYECKUX N XUMUYECKNX
MpoaykToB 3A0, BeHrpus) Ha pycckom

A3blKe yKa3aHo:

Toprosoe HaunMmeHoOBaHUe npenapaTa [

npeaynpeauTenbHOM MapKUpPOBKOM ®

(aybnupyetcsa naTUHCKUMM 6ykBamu c
®),

(Mg++) "

npeaynpeawTenbHOM MapKUpoOBKOWA

cofdepxaHue MarHus
1 TabneTke

¢opma,
6ykBamu),

nupunaokKcuHa rmagpoxnopuga B

B Munnurpammax, neKapcTtBeHHasa

norotun KOMnaHuun (ﬂaTVIHCKI/IMM

HOMEp  cepuW, CpPOK  rogHOCTM  (rodeH  [o),

BHYTDPpPEHHUMU e UundeoposBdbH €

Npon3BOACTBEHHbIE KOAbI.

Ha  kapToHHOW  nayke Ha  pycckoM  s3blke
yKasaHo:

Toprosoe HauMeHOBaHue npenapaTta c
npeaynpeauTenbHOW MapKUpoOBKOW ®,
(aybnupyetcsa naTUHCKUMM 6ykBamu c
npeaynpeauTenbHOM MapKUpoBKO ®),

copepxaHue MarHus (Mg++) n
1 TabneTke
¢opma,

cocTaB

nupunaokKcuHa rmagpoxnopuga B

B mMunnurpammax, neKapcTBeHHasa

Konun4yecTtBo TabneTok B ynakoBke,

Ha 1 TabneTky (HammeHOBaHUeE "

Konun4yecTtBO ﬂeVICTBleLLlVIX BewecTs,

nepe4vyeHb BCNnomMoraTtenbHbIX BeLLleCTB),

ycnosusda XpaHeHNAa, ycnosusa oTnycka,

«XpaHuTb B HEeAOCTYNHOM aona neten

MmecTe», «MNepepn npumMmeHeHUuewm

BHUMaTENbHO npoynTtante WHCTPYKUMNKO»,

«ansa npunema BHYTPb», HanmMeHoBaHue n

cTpaHa pupmMb-NnponMsBoaUTENS

» ),

yaocToBepeHUda,

(«MponssBoagnTens: HoMeEp

permcTpaymMoHHOro

norotun KOMMaHuu (naTUHCKUMK 6ykBamu),

HOMEp cepuu, pata npowussoacTea,

2D -

cpokK

rogHocT  (rogeH  fAo),

undppoBblie ]

LITpUX-Koa, KoAa,

BHYTpEHHUE WTpUXoBble

NponM3BOACTBEHHbIE Koabl KoMnaHuun.

OononHutenbHo HaHeceHa MHpopmayns

AnaAa MOHWTOPWUHTa ABUXEeHMUA

JNeKapCTBEHHbIX NpenapaTtoB OT

MpoTokon ucnbitanuin Ne 9592u/21 ot 13.10.2021

Ctp.2u33




OG6LLEeCTBO C OrpaHMYEHHOM OTBETCTBEHHOCTBIO
¥ UCTbITATENbHbIA LEHTP «®APMOEOPOHA»
(000 UL, «®APMOBOPOHAN)
N UCMbITATENbHAA NTABOPATOPUA

141074, r. Kopones, MockoBckasi obnactb, yn. [arapuHa, 46a, 8 (495) 511-01-10,

www.farmoborona.ru, info@farmoborona.ru

YHuKanbHbIA HOMEP 3anucu B peecTpe akkpeamToBaHHbIx nuuy Ne POCC RU.0001.214J140

CepTuduumpoBaHHas cucTema MeHemkmeHTa kadecTea B cooteTcTBum ¢ FTOCT P UCO 9001-2015

«OPTAT». Poccus, Ha KapTOHHOMN navke Ha
pycckom A3blke [OMNONMHUTENBHO yKa3biBaloT:
HaMMeHOBaHMue n cTpaHy ynakoBluka
(«YnakoBuwmk " BblNyCKatloLWui KOHTpONb
KayecTBa:»), MOroTMM KOMMaHWM ynakoBLUuKa.

XpaHeHue:

Mpu Temnepatype He Boiwe 30°C.

NHdopmaunsa Ana MOHWUTOpPUHTa ABUXeHua| npounssBoagunrtensd Ao
NneKapCTBEHHbIX npenapartosB oT I'IOTp86VIT8ﬂﬂ.
npon3soanTena 40 KOHEYHOro I'IOTpe6VITeJ'IFI. XpaHeHue:

B cnyvae ynakoBKu npenaparta Ha AO| Mpu TemnepaType He Bbiwe 30°C.

KOHe4YHOoro

4 | Cpok rogHoCTH 2ropa COOTBETCTBYET
3aknio4yeHue: PesynbTaThl ncnbiTaHni HaxoAATcs B npepenax HOpM, YCTaHOBMEHHbIX TpeboBaHnsaMuU HOPMaTUBHOTO
nokymenTa N N013203/01-130307, uam. Ne 1, 1, 3-11.
V|CI'IOJ'Ib3yeMbIe CcpeacTea n3MepeHnsa U ucnoltatesibHoe 060py[J,OBaHVIBZ
Mpumevanus:
1. ﬂaHHbIIZ npoToKon UCNbITaHWI KacaeTcs oGpasu,oa, npefocTaBfeHHbIX 3akasunkom u NOABEPrHyTbIX 3TUM UCMbITAHUAM.
2. 3anpeu4aeTc;| 4YaCTM4YHOE UnKn NosiHoe KonupoBaHue, nepeneyaTka npoTokona 6e3 paspeLieHus ucnbiTatTenbHoON naﬁopaTopMM.
3. VcnbiTaTenbHasi nabopaTopust He HECET OTBETCTBEHHOCTb 3@ MHAOPMaLIMIO, NPEAOCTaBNeHHYI0 3aka3umnkom, ykasaHHyto B nn 1-8.
4. Vicnonb3oBaHo NPOCTOE NPaBuIIO NPUHATUA peLleHns B COOTBETCTBUN C AOTOBOPOM.

KoHew, npoTtokona uncnbitannii Ne 95921/21 ot 13.10.2021 Ctp. 3u3 3
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