JIEPKABHA CJYKBA 3 JIIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npos. Citanunoi Hagii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

npo fAIKicTH BBe3eHoro B Ykpainy JikapcbKoro 3acoGy

01.01.2024 Ne 65970/24/10

MAI'HE-B6 ® AHTHCTPEC

(Hanmeﬁyaamm JIKAPChKOTr0 3a006y 3TiHO 3 peecrpaummm nocachmmm)
Ta0JIETKM, BKPHUTI IUIIBKOB 010 000,10HK010; Ne 60 (20x3): o 20 Tadaerox y GJicrepi; o 3

0JIICTEPH B KAPTOHHIH KopoOui

((])OpMa'mnyCKy, JIO3YBaHH$, BUJ NaKyBaHHS JIIKAPCHKOTO 3ac00y)
Howmep peecrpatiitnoro nocsiguenns UA/4130/01/01 crpok xii peectpauiiinoro noceiguenns 01.01.2099
Cepis nixapcbkoro 3acoby Ne GV334 KinbkicTs BBe3eHOTO Nikapcbkoro 3acoby 12990

XIHOIH 3ason dapmarieBTHYHUX Ta XiMidHHX [Tponyxris IIpatisiT Ko.

Bupob6xuk .. .
Jra Thinnpuemcerso 2 (manpueMetso Bepemensxas), Yropiumuaa
(HalimeHyBaHHs BUPOOHHMKA JIIKAPCHKOTO 3acoly, KpaiHa IMoX0MKEHHS)
Beeseno B Ykpainy Tosapucrio 3 o6mexenoro Binnosizaasuicrio "OIMEJJIA

XEJICKEA YKPAIHA", inenr. kon: 43726391

(HakiMenyBanust Ta kol 3a CHAPTTOY 1opuanunoi ocobu abo npizsuiie, iM's, 1o 6aTLKOBI (i3HUHOT
0co0u - MUITIPUEMLIS, IT MiCLIE MPOKMBAHIHS TA peecTpalliMiHKui HoMep 0011KOBOT KAPTKH MIATHHKA
roaatkis abo cepis Ta HOMep racropra)

[poToko. BisyanbHoro kouTpomio Bin 28.12.2023 Ne 42107/2.

3a pe3yabTaTaMy  NEPKABHOTO  KOHTPONK BCTAHOBIEHO, 1i0 'n'ikap'CB'mﬁ 34¢10  BBE3€HO B Vkpé‘i‘ﬁy 3

AOTPHMAHHHAM BuMOT 3aKOHONIABCTBA IOI0 3a0€3MEeUEHHS AKOCTI JTiKapChbKUX 3ac00iB.
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BATCH CERTIFICATE <aAnO Fi

CHINCIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

Veresegyhaz site - 2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

gGMID code : 699096 Item code : VER 699096 E
gProduct name Magne-~B6 (R) Antistress g
g film—-coated tablets 60X ?
gImport country Ukraine !
%Lot-number GV334 Customer lot GV334 |
:Date of manufacture: 08-JUN=2023 Expiry date : MAY-2025 :
;Strength : Mg citrate anhydrous 618.43mg,Pyridoxine HC1l 10mg |
FDosage form : film-coated tablet#60 (20x3) Release gty (packs): 12990 ;
}Packaglng type #60(20x3) PVC/PE/PVDC-ALUblister g
g é
Tests Spemficatlons Results |
lgwﬁMﬂmwmwmmmmwmmmmmmmwmwmmmmMmmemmwmmmmwwmmmmmmmmMmmmmwmmmmmmmmmmmmmmmmmwmwmwmwmmmwﬁmmﬁmmmmmmﬁﬁM,u}hm_ MpﬁmwmmwwmmmwmmmwmmmwwmmmmmWE
i CHARACTERS

- Appearance Oval, white film-coated tablet. Complies |

IDENTIFICATION

~ Reaction of Magnesium {(Ph.Eur.) Positive Complies

(By precipitate)

- Reaction of Citrates (Ph.Eur) Positive Complies

B B e e A e AT D B 30

e D M o, o L A AT L, S P A Ly

(According to colour reaction)
- Pyridoxine hydrochloride (HPLC) Identification of Pyridoxine HCl: Peak’s Complies
Rt of testing solution~=Peak’s Rt of

standard solution

= Titanium dioxide (colour reaction) Positive Complies
. - Average mass 779 - 861 mg 825 myg
. - Uniformity of mass (Ph.Eur.) Average mass +/= 5%, from 20 film=coated Complies

el

T R T ) B el D T S B

tablets a discrepancy of average mass
+/- 10% 1s permitted at not more than
two film-coated tablets. More than
+/-10% discrepancy of average mass is

permitted none of film-coated tablet.

e D, B O A

B L W L Sy

= Disintegration time (Ph.EuUr.) <= 30 minutes

o U R A

R e T L T

UNIFORMITY OF CONTENT (Ph.Eur.)
- Pyridoxine hydrochloride (HPLC) Complies

ASSAY
~ Magnesium (Complexometty) 95.0 = 105.0 mg / film=coated tablet

e N T Bl e, e e e Tl e M T AN S e e o, il Wmﬁmﬁm&eﬁ“\m&w G :-M WWW Wﬁ'ﬁ?’s’f;{fmﬁm mmmvmwmwwmr¢rw R T R o e e

.~ Pyridoxine hydrochloride (HPLC) 9.5 - 10.5 mg / film-coated tablet

r}{ (R Bt SR ) :-‘.‘-2"-5—'4-_-"-":-’ R I N DL e L bt

rap coa resultats v5 Page 1 / 2



BATCH CERTIFICATE SONoO fi

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a sanofili company

Veresegyhdz site -~ 2112 Veresegyhdz, Leval u.b5., Hungary
Phone: +36 28 58% 600 / Fax: +36 28 585 939

(GMID code : 699096 Item code : VER 699096 ,
gProdUct name Magne-B6 (R) Antistress :
film-coated tablets 60X

iImport. country : Ukraine

Lot number : GV334 Customer lot : GV334
Date of manufacture: 08-JUN-2023 Expiry date MAY~-2025
éstrength : Mg citrate anhydrous 618.43mg, Pyridoxine HCl 10mg

éDosage form : film-coated tablet#60 (20x3) Release gty (packs): 12990

iPackaging type : #60 (20x3) PVC/PE/PVDC~-ALUblister

ety
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. Tests Specifications Results

N A g B P T B TN 3y s B I e B R O I I T o T e B T P e e i e S T S b B b T RO e PR AST memmw

e R R R B A R A o e o e e A e
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iy

Microbioclogical quality *
- TAMC, CFU/g <=1000

- TYMC, CFU/g <=100

A e A e mm‘mwuﬁw

~ Escherichia coli, 1lg Absent

* ‘Additional tests are not performed for routineé inspection,; not conducted for this batch.

N T N B e e M U e A B S, 4'-'» 450

[

ADDITIONAIL INFORMATION
- Registration Certificate No in Ukraine UA/4130701/01

Lo

Ery

- Manufacturing Authorisation Number HU-M-CHIN
- GMP Certificate No. OGYETL/24970~5/2021

e e L e e e T S S

Site name and address

Hungary

including packaging/labelling and quality control at the above mentioned sites in full compliance with the GMP

requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the

e e e e e e BN e N N D ™ L e L e L e A T A T D T A B A D O T

E
%
i
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd. Site 2 (Veresegyhaz site) 2112 Veresegyhdz, Lévai u 5 é
E
|
|
. Importing country. The batch processing, packaging and analysis records were reviewed to be in compliance with GMPtif
¢ |
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. This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications

0f the relevant Marketing Authorization. || This Certificate of Analysis has been electronically signed from a
validated LIMS.
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sanofi

- KoMnaHia CaHodi

| _Ten. + 36 28 585 600/ dakc +36 28 585 939

XIHOIHSéBGﬁ G)a'fj'r?i-éﬁeshm;i‘nux Ta XiMiqHHX IIpoaykTin l'lpai?iai?f'.l{'o. fl"[‘,ﬂ, T

Brupobunua ginsHuis Bepeleabxas - 2112 Bepeweasxas Jlesal, y.5, YropiunHa

- GMID kop: 699096

VER_699(096

H MAT'HE-B6® AHTUCTPEC
a3pa npenapary:

Koa npoaykry:

TabJeTKH, BKPUTI NJIIBKOBOIO 060/10HKOK, N2 60
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(kosIbOpOBa peakuis)
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- OJHOPIZHICTb BMICTY (€Bp. dapm.)
. Ilipugokcuny rigpoxsopuay
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Kpaina-imnoprep YKpaiHa

Cepia Ne: GV334 K/l€EHTChbKa cepis Ne: (V334

Adata suroroBaenns: 08.06.2023 IIpnagaTHun po: 05.2025
{ Cu1a air: MarHito uuTpart 6e3sogHui 618,43 mr, [lipugokcuny rigpoxaopug 10 Mr

Jo3osana ¢popma: TabJsIeTKH, BKPUTI IJ1iBKOBO K 06010HK010 N260 (20%3)

Twun nakyBanus: Ne60 (20x3) y IBX/TIE/TIBAX-ajoMiHieBUX GsticTepax| Bumyniena Kisbkicrs (ynakosok):| 12990

...................................................................................................................................................................................................................................................................................................................................

B R e L LRk kb r R o B BB BB B2 e S b e b r et ke b B RN R e e ddnrarmr m e L ER 14 %5 %242 12 ] P12t E L Am rr e B RN RN e T

.......................................................................................

i,
FAldlddadddadddnnnnngn e b e R e L L L T L T T L T L I o e U S e e e L e T P B T Y S P T T B PP |

e R T L L LTy T S UL P e T S

L L e e L e T T B, T P T

bini oBanbHIi Tab/EeTKH, BKPUTI NJIIBKOBOIO 060/I0HKOKO. Bignosigae
[Tlo3auTHBHA Bianosigae
e
" TlosnTHBHA Bianosinace
- Inentudikauis [ipugokcuny rigpoxaopuay:
. Rt miky A0CAiZKYBaHOrO PO3YHHY ~= BignoBsifae
CRUIIKY posauHy CTaRmApTY
HosuThBHa | Bignosipae i
...... P79 280 ML e b B2 MD
Cepepns maca +5% go03BosisgeThes ang 20-TH BKPUTHX
! NAiBKOBOIO 060JI0HKO10 Tab/IeTOK, asie He Bible 2X
BKPHUTHX IIJIIBKOBOIO 000/10HKOI0 TabeTok (10% Bif Bixnosizae
BiZibpanux 3paskis). Biaxunenus +10% Biz cepeaHboi ‘
MacCH J03BOJIEHE A5 MO HOI 3 TOKPUTUX IJIIBKOBOIO
..... OBOMOHKOIO TAONCTOK, e
..... S B0 KB st 13 LA XB
Binnoginae Bianosinae |
95,0 - 105,0 99 4 w1
...... Mr/ IOKPUTY NJiBKOBOI 060/10HKOK0 Taberky ¢ """ "
9,5-10,5 | 10.0 Mr
Mr/ IOKpUTY MIIBKOBOI0 060/10HKOI0 Taberky & "7 " ]
1
< 1000
< 100
.............................. O USSR .
...... BIACYTHI oo M A mJOTGN

..........................................................................................................................................................................................................................
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i Ceprudikar GMP Ne.

.................................................................................................................................................................................

: Haspa rta agpeca BUpoOHUYOT AiNbHU L

- XIHOIH 3aBog dapmauesTuunnx Ta ximiunux [poaykris Mpaiisit Ko. 14, MlignpuemcTBo 2 (mignp AeRe ».,. e

__Bepewepabxas Jlesai, y.5, Yropmuza
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. Janum 3acBigvyo, W0 HaBeJeHa Hxue iHpopMaLlis € TOUHOK Ta A0CcToBipHOW. Cepia MPoAYKTY Gy.a BUPOOGJIEHa, BKJIKYAY
- TTaKyBaHHA Ta KOHTPOJIb AKOCTI Ha BHLIE3a3HaYeHiH BUPOOHUYIN AibHULI y MOBHIN BignmoBigHOCTI Ao BuMor GMP Ta MicLeBuMH
. PeryJisiTOpHHMHM BWUMOraMy Ta Bifgnosigae suMoram creuudikauiit y PeecrpayifiHOMy nocBigueHH]

M- e e RN e e g e B P P e m R PR AP LF L. LN EaRLLLI R LLLI ol ke p b bk pmemirErrr AT L L L L L e e L L e R PR TE T AT T 3 B

HU-M-CHIN
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OGYEI/24970-5/2021

------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------ X

et

BHUPOOHUITBO, MaKyBaHHA Ta PE3Y/AbTATH aHa/i3y BUSHAYEHO TAKUMH, o BiagnosinawTe GMP |
- Cepianpoayxry 6yna Bupo6/ieHa BiANoBigHO 40 BuMor GMP Ta BiAnosigae BuMoram cneuMoikayii y Peecrpaniiinomy nocsigueHHi. |
| Llei cepTudikaT MICTUTL. eJIeKTPOHHUE nifnuc, sanigosasunit LIMS |
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KpaiHHu-imMnopTepa. |
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