AEPXKABHA CJIIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIA OBJIACTI

npoB. CeitanuHoi Haail, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SKICTh BBE3€HOI0 B YKpaiHy JiKapcbKoro 3acody

30.04.2024 Ne 20795/24/10

MAT'HE-B6®

(HaliMeHyBaHHS JTiKapCLKOro 3acoGy 3rifHo 3 peecTpattiiiHuM ITOCBITUEHHSIM)
TabJeTKH, BKPUTi 000/10HK010; Ne 60 (20x3): mo 20 Tadjerok y 6aicTepi; no 3 6aicrepu y
KapTOHHiH KopoOui
(dopma BuIyCcKY, JO3YBaHHS, BUI NAKYBAHH JHiKapChKOTO 3aco0y)

Homep peectpauiitnoro nocsinuenns UA/5476/02/01 crpox aif peectpauitinoro nocsinuenus 01.01.2099
Cepis sikapcbkoro 3aco6y Ne HV071 KinekicTs BBe3eHOTO Mikapebkoro 3acoby 19629

Brpo6uuk Onenna Xenckea Xanrepi K., Yropumna
(nalimeHyBaHHs1 BUpOGHHKA JIiKapchKoro 3acoly, kpaiHa NoXOoMKeHHS)

BBeseno B Ykpainy ToBapucTBO 3 06MexeHo10 Bianmosiaaabuictio "OIEJUIA
XEJICKEA YKPAIHA", inenr. xox: 43726391
(naiimenyBanns ta kog 3a €J[PTIOY wpuamunoi ocobu abo ripizsue, im's, 1o 6arskosi ¢isuuHol
ocoGu - pianpueMus, il MicLie TPOXKMUBAHHS Ta peecTpauifiHui HoMep 06N1iKOBOT KapTKHU [IaTHUKa
rojarTkis abo cepist Ta HOMEP MacropTa)

Mporokon BizyansHoro konrposo sin 30.04.2024 Ne 1125/6.

3a pesy/dbTaTaMd JEPKABHOTO KOHTPOMIO BCTAHOBJIEHO, WO Jiikapcbkuit 3aci® BBeseHo B YkpaiHy 3

AOTPUMAHHAM BHMOT 3aKOHOAABCTBA W00 3a0e3MeUeHHs SKOCTi JikapCLKHX 3ac00iB.
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BATCH CERTIFICATE

Opella Healthcare Hungary Kft

Levai utca 5, Veresegyhaz, 2112, Hungary

sanofi

Phone: +36 28 585 600 / Fax: +36 28 585 939
CMIL ccce EeE44( Jten ccce NEE £€€£44(
Frcecrcet rene MZCDF F€ € ccetec tellets €(3 12(337)
Inrcat. ccurtay Tkrzire
Ic¢t rinkez V(D Cigtener lct AN
Lzie ¢f neridfectize: 2°-C22-20%4 Fapiiy czete [EC-2(C28
Strercil D¢ lzctezte citycrzte 47C ng, Fyriccaire FC] £ n¢
Icszge fcam ccztec taklet Felezse cty 1packs): 1C€l¢
teckecire tyre e €C (Z(3Z) dr Ylistexs
ftcrzce ccrciticr Lc ret stcre zkeve 3C°C,
{ Tests Specifications Results E
CHARACTERS
~ Appearance White, smooth, glossy, oval coated Complies
tablets.
IDENTIFICATICON
- Magnesium (By precipate) Positive Complies
-~ Magnesium lactate dihydrate (TLC) Complies with reference Complies
-~ Piridoxine hydrochloride (TLC) Complies with reference Complies
- Titanium dioxide (According to colour Positive Complies
reaction)
-~ Average mass 884 - 976 mg 929 mg
-~ Disintegration in water <= 60 minutes 38-44 min
ASSAY
- Magnesium-lactate dihydrate (with 446.5 - 493.5 mg / coated tablet 466.0 mg
complexometric titrations)
-~ Pyridoxine hydrochloride (UV) 4.75% - 5.25 mg / coated tablet 5.10 mg
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Opella Healthcare Hungary Kft

Levai utca 5, Veresegyhaz,
Phone: +36 28 585 600 / Fax:

BATCH CERTIFICATE

2112, Hungary

+36 28 585 939

sanofi

CMIL ccce E€E44(
Frcciet rene M2CME EE€ €
IJpyrcat. ccirtay Tkieire
I¢t rinker : V(]

Tete ¢f narvdectizre: 2°-C22-2(024

ccztec teklets €(3 12(32)

VEE £€844¢(

ENCR]
TEC-2(2¢

ftrercgtlt dM¢ Jzctezte ciltycrzte 47( n¢, Fyricczire EC]

Lcsece fcan ccetec teklet JCezt
Teackagirg type e €0 (2(32) dr klistens

Stcrzce ccrciticr ¢ Ic rect stcze ekeve 3C°C,

Tests Specifications Results

ADDITIONAL INFORMATION

Microbiological quality*

- Total aerobical count

(TAMC)

<= 10000 CFU/g

- Total combined yeasts and molds count

(TYMC)

Specific microorganisms

<= 100 CFU/g

- Bile-resistant gram-negative bacteria <= 100 CFU/g

- Salmonella
-~ Escherichia coli

-~ Staphylococcus aureus

Absent in 10 g
Absent in 1 g
Absent in 1 g

* Additional tests are not performed for

routine inspection, not conducted for

this batch.

- Registration Certificate No in Ukraine UA/5476/02/01

- Manufacturing Authorisation Number

~ GMP Certificate No.

HU-M~OPHH

OGYEI/35307-3/2022
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BATCH CERTIFICATE

Opella Healthcare Hungary Kft

Levai utca 5, Veresegyhaz,

2112, Hungary

sanofi

Phone: +36 28 585 600 / Fax: +36 28 585 939
CMIL ccce £e844( Jien ccce NEE E€EL4(
Trccicet rzne MZCME F¢ 6 ccztec tzllets €C3 12(21)

IJnrcat. ccrrtry Tkrzire

Ic¢t rinken AN Cistcener Jct V(0]

I:te ¢4 neridectize: 2°-022-2024 Earizy cete IEC-2(CZ¢

Strercttl b¢ Jectete cilycaate 4°C ng, Iy1iccadre EC) § ng¢

Ic¢szce fcrn ccetec telklet Felezee cty (packs): 1¢€L¢

Teckzcire tyxe Pe €C 12(32) dr klistexcs

ftcrzce ccrciticr ¢ ret stcae zkeve 2C°C,

Tests Specifications Results §

Site name and address

Opella Healthcare Hungary Kft Levai utca 5, Veresegyhaz, 2112, Hungary

I hereby certify that the above information is authentic and accurate.This batch of product has been manufactured,
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

importing country.The batch processing, packaging and analysis records were rewiewed to be in compliance with GMP.

validated LIMS.

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

Lecisicr
Lzte

(relifiec perscr

ACCEPTED
20-FEB-2024 15:39

dr.

Solti Ménika Maria
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@
CEPTU®IKAT CEPII SO n 0 fl

Marsito nakraty aurigpaty (TLX)
Mipugoxcuny riapoxiopuay (TIIX)
TuTany AiokcHHY (KOJILOPOBA peaKulis)
Cepenus Maca
PosmnasasHA y BOA]
KisibKicHe BU3HaYeHHSA
Marsit JaKTaTy Aurigpary
(xoMIIEKCOHOMETPHYHE THTPYBaHHA)

Tipugoxcuny riapoxaopus (YP)

Joparkosa iHdpopmanis
Mikpo6ionoriuna yucrora*
3arasibHa KiJbKiCTb aepoGHUX 6akTepii
(TAMC)
3arasbHa KiJIbKiCTh ApDKIKOBHX Ta
nnicuasux rpu6is (TYMC)
Crnenudivai mikpoopraniamu:
['paM-HeraTHBHa ¥OBY-TOJIEPAHTHA
6axTepis
Salmonella
Escherichia coli
Staphylococcus aureus

Tlepexnan
Onesuna Xesnckea Xaurepi KoT.
Byx.Jlesai 5, Bepewegbxas, 2112, Yropuina
Tes1. + 36 28 585 600/ dakc +36 28 585 939
GMID koa: 868440 | Koa mpoaykry: | VER_ 868440
Hassa npenapary: MATHE-B6®, Taé/1eTKH, BKpHTI 060/10HKO10, N2 60 (20x3)
Kpaina-imnoprep Yxpaida
Cepis No: HV071 KsieHTCchKA cepisa No: HV071
Jarta BUrOTOBJIEHHS: 27.01.2024 TepMiH npUAATHOCTI: 12.2025
Cuaa aii: Margito nakrary gurigpary 470 mr, [TipHZ0KCHHY TiAPOXJIOPHAY 5 MT
Jo3osana ¢popma: TaJIeTKH, BKPHTI 060/10HKOIO
Tun nakyBaHHA: Ne60 (20x3) y 6aticTepax | Bunymena KizbKicTb (yIaKOBOK): | 19629
YMoBHM 36epiraHHs: 36epiraTu npu TeMoepatypi Himkde +30°C
HaiiMeHyBaHHS NOKa3HMKIB Cnenudikanii Pe3yIbTaTu BUNPOGYBAaHbL
XapakTepHMCTHKA
3oBHilmHiIA BUrAAL Bini, ri1azKki 6ﬂHC¥(y‘ll OpasbHl Bianosizae
TabJIeTKH, BKPUTI 060/I0HKOI0

InenTndikaunis

Marmiio (yTBOpeHHs ocaay) [TosuTuBHa Bignosinae

Bianosigae craHAapTHOMY 3pasKy Biagnosigae
Bianosigae craHfapTHOMY 3paskKy Bignogigae

[MosuTHBHA Bianosinae
884-976 mr 929 mr

He 6inbe Hixx 60 xB 38-44 xB
446,5-493,5 £66,0 Mr
Mr / TabJ1eTKy BKPHTY 060/I0HKOH0

4,75-5,25 5,10 Mr

Mr / TaBJIeTKy BKpUTY 000JIOHKO10

<10000 KYO/r

<100 KYO/r

<100 KYO/r
BigcytniB 10T
BigcytiB 11
BigcytHiBlr

*JloaaTKoBi AoCHiPKEHHS , AKI He TPOBOAATECA NPYU Py THHHOMY KOHTPOJIi | He IPOBOAHIIHCE ANA Aanoi cepii

Peectpauifine NOCBi[ueHHA B YKpaiHi

UA/5476/02/01

Jlitiensia Ha BUPOGHUUTBO N2

HU-M-OPHH

Ceptudikat GMP No

OGYE1/35307-3/2022

Hassa Bupo6HHKa Ta ajpeca:

Onena Xesckea Xaurepi KOT. By Jlesai 5, Bepemegrxas, 2112, Yropmusa

LliM # 3acBiAdylo, W0 HaBe/eHa BHIe iHpopmMallid € JOCTOBIPHO Ta TOYHOIO. Lro cepiro npoaykuil 6yJ0 BUpoBGJIeHO,
BKJIIOYAIOYH TAKyBaHHA/MapKyBaHHsl Ta KOHTPOJIb AKOCTI Ha BHILe3a3HaYeHil AiIbHALI V NOBHIA BiAnoBiAHOCTI 3
puMoramy GMP, BcTaHoBAeHUMM MicueeuMm Perynstopuum OpraHoM, a TakKoX BignosigHo mo cneymdikauii, mwo
micTatbe y Peectpaniiinomy [locke kpainu-immoprepa. flpoToxony BUPOGHUILTBA, MAaKyBaHHsl Ta aHanisis oynu
Neper/AHyTI Ta BCTAHOBJIEHO BiAnoBiAHICT GMP.

Lo cepito 6yno Bupobaero y eianoiguocti go sumor ¢cGMP Ta y BignosigHocTi Ao cnenndikauifl 4o BiANOBIAHOTO
Peecrpauiitnoro [locsiguenns. Leit ceprudikat MicTHTD e/IeKTPOHHMH MiANHC 3 BaioBaHOl CHCTEMH LIMS.

PimeHHs:
Jara:

JO3BOJIEHO

20.02.2024 15:39

YnoeHOBaXeHa ocoba:

Jloxrop Conti Monixa Mapis [dr. Solti Monika Maria]







