JIEP’KABHA CJIYKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIiBCBKIN OBJIACTI

npos. Ceitiunoi Hazii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPIIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3EHOT0 B YKpaiHy JiKapchbKoro 3acody

22.04.2024 Ne 19066/24/10

MAT'HE-B6®

(HaiiMeHyRaHHA Jikapchkoro 3aco0y 3TifHO 3 PEECTPALIIHHUM MOCBIAYEHHIM)
TabaeTku, BKpUTI 060s10HK010; Ne 60 (20x3): mo 20 Tabuerox y Ouicrepi; mo 3 duicrepu y
KapTOHHIiiH KopoOui

(hopma BUIyCKY, l03yBaHHA, B TAKYBaHH: Jikapcekoro 3acoby)
Howmep peectpauiiinoro mocsiggenns UA/5476/02/01 crpox aii peectpaniiinoro nocsiguenns 01.01.2099
Cepis nikapcexoro zacoby Ne HV 064 KinbkicTs BBe3eHOTO Mikapchkoro sacody 19402

Bupobnuk Onenna Xenckea Xanrepi Kdr., Yropmuna
(HaiiMeHyBaHHA BUPOOHHKA JTikapchKoro 3acody, kpaiHa MOXO/IKEHHS)

Beesero B Ykpainy ToBapucTBO 3 00MEKEHOIO BilMOBIIAILHICTIO "OIIEJUIA
XEJICKEA YKPAIHA", inent. xox: 43726391

(HaiiMeHyBaHHS Ta Koft 32 €JIPTIOY ropuanuHoi ocobu abo npissuule, iv's, o 6aTbkosi disHHol
0co0H - TianpHeMILd, T Miclie NpoXKHBaHHA Ta peccTpallifHuit HoMep 06iKOBOT KapTKH [IATHHKA
nojaTkis abo cepis Ta HoOMep NnacropTa)

Tporokoa Bisyaasnoro kontpomo eix 19.04.2024 N 1025/8.

3a pesyabTaTaMM JIepXKABHOTO KOHTPOJNIO BCTAHOBJIEHO, IO  JIIKAPCHKHIA 3acib BeesenHo B Ykpainy 3

,IlOTpl/lMaHHﬂM BHMOT 3aKOHOJIABCTBA 100 3a0e3MeUeHHs AKOCTI IKapChKUX 3acoDiB.

TA KOy
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CEPTU®IKAT CEPIi Sano fi
Onenna Xesckea Xanrepi KoT.

By/1. JleBai 5, Bepeweabxas, 2112, Yropmunaa
Tes. + 36 28 585 600/ dakc +36 28 585 939

GMID kop: 868440 | Koa mpoaykry: | VER_868440
HasBa npenapary: MATHE-B6®, Ta6/IeTKH, BKPHTi 060/10HK010, N2 60 (20x3)
KpaiHa-imnoprtep YkpaiHa
Cepis Ne: HV064 KiienTchbka cepis Ne: HV064
JlaTa BUTOTOBJIEHHA: 26.01.2024 TpugaTHHIA 10: 12.2025
Cuaa aii: Marnirw aakTaty auriapaty 470 mr, [lipHAOKCHHY TriZipoxJopHiy 5 MT
JozosaHa ¢opMma: Ta6JIeTKH, BKPUTI 060JI0HKO10
Tun naKkyBaHHA: Ne60 (20x3) y 6nicTepax } BunyuieHa KiJibKicTb (yNnakoBokK): l 15402
YMoBH 36epiraHHs: 36epiratu npu TeMnepatypi Hikye +30°C

HaliMeHyBaHH: 10Ka3HUKIB Cnenudikanii Pe3yabTaTH BUNPOGYBaHb
XapakTepHCTHKA

Gini, rmagki 61Mckydi oBabHi

30BHIWIHIA BUTAAL rabiieTich, BT ARSI Bignogigae
InenTudikanis
MarHitw (yTBopeHHs ocaay) ) [TosuTHBHA Bignosigae
Marsito nakrary gurigpaty (TUIX) Bignogigae crangapTHOMY 3pasky Bignosigae
[lipupokcuny rigpoxnopuay (TIIX) Bignogizae craHapTHOMY 3pasKy Bignogsigae
TuTaHy AioKCHHY (KoJIbOpoBa peakiis) [TosuTHBHA Bignosigae
CepegHsa maca 884-976 mr 930 mr
PoanaganHa y Bodi He 6inbuie Hixk 60 XB 39-44 xB
KifbKicHe BUSHaYeHHs
MarHito nakTaty gurigpaty 446,5-493,5
466,7 Mr
(KOMIJIEKCOHOMETPHUYHE TUTPYBaHH:A) Mr / TabeTKy BKPUTY 060JI0HKOH
Mipugokcuny rigpoxnopus (YO) ansio 5,11 mr

Mr / TabJeTKy BKPHTY 060/I0HKOH
Jopatkosa iHnpopmaiis
Mikpo6Giosoriuna yucToTa*

3aranbHa KiJibKicTe aepo6Hux 6akTepik

(TAMC) - <10000 KYO/r

3arasbHa KibKICTb ApLKAMKOBHX Ta

icHaBUX rpubiB (TYMC) sHR0IR/
Cnenud¢ivyHi MiKpoopraHisMH:

FpaM—H.er‘aTHBHa YKOBY-TOJIEPAHTHA <100 KYO/r

GakTepis

Salmonella ) BigcytHiB 10T

Escherichia coli BigcytHiB 11

Staphylococcus aureus BigcyrHiB1r

*JloaaTkoBI A0C/iKeHHS , AKI He IPOBOAATLCS PU PYTHHHOMY KOHTpOJI i He IIPOBOJMJINCE /st AaHoi cepii

PeecTpaliliHe NocBiJiteHHA B YKpaiHi UA/5476/02/01 B
JlineHsist Ha BHpoGHULTBO No HU-M-OPHH
Ceptudikat GMP Ne 0GYEI/35307-3/2022

HasBa Ta ajpeca BUpo6HUYOI AiNTLHULI
Onenaa Xesckea Xanrepi Kdr. Bysi. JleBai 5, Bepemeabxas, 2112, YropujyHa

JlanuM 3aceiguylo, o HaBejeHa BHIle iHdopMallid € AOCTOBIPHOW Ta TOYHOM. Jana cepia 6ysna BupoéeHa,
BKJITOYal04H MaKyBaHHs/MapKyBaHHA Ta KOHTPOJb fKOCTI Ha BHIIe3a3HaveHill AinbHULi ¥ noBHIH BignosiatocTi 3
puMoraMd GMP, BcTaHOBJIEHUMM MIiCLeBUM peryJsaTOPHHM OpraHoM, a TaKOX BignosigHo Jgo crnenudikauiid, mo -
MicTAThCH ¥ peecTpauiiiHoMy Aocke Kpainu-immoprepa. IpoTokon BHpOGHMIITEA, NaKyBaHHA Ta aHanisis Gyan
neperJsiHyTi Ta BCTaHOBJEHO BignoBianicTs GMP.

JlaHa cepis GyJ1a BUTOTOBJIEHA Y BignoeiHocTi fo BuMor cGMP Ta y BignoBigHoCTI Ao cneundikayiit o BigmosigHOTO
PeecrpauiiiHoro nocpiayenns. Len cepTUdiKaT MiCTHTE eJIeKTPOHHMI NifNuc 3 Ba/lil0BaHOI CUCTEMH LIMS.

PimeHHs: JO3BOJIEHO
Jara: 20.02.2024 15:15
VnoBHOBaKeHa ocoba: JlokTop Conti Monika Mapisn [dr. Solti Ménika Maria]




BATCH CERTIFICATE

Opella Healthcare Hungary Kft

Levai utca 5, Veresegyhaz,

2112, Hungary

sanofi

Phone: +36 28 585 600 / Fax: +36 28 585 939
GMID code 868440 Item code VER 868440
Product name MAGNE B6 ® coated tablets 60x (20x3)
Inport. country Ukraine
Lot number HV064 Customer lot HV064
Date of manufacture: 26-JAN-2024 Expiry date DEC-2025
Strength Mg lactate dihydrate 470 mg, Pyridoxine HCl 5 mg
Dosage form coated tablet Release gty (packs): 19402
Packaging type No 60 (20x3) in blisters
Storage condition Do not store above 30°C.
[ Tests Specifications Results
CHARACTERS
- Appearance White, smooth, glossy, oval coated Complies
tablets.
IDENTIFICATION
- 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 930 mg
- Disintegration in water <= 60 minutes 39-44 min
ASSAY
- Magnesium-lactate dihydrate (with 446.5 - 492.5 mg / coated tablet 466.7 mg
complexometric titrations)
- Pyridoxine hydrochloride (UV) 4.75 - 5.25 mg / coated tablet 5.11 mg
rap_coa_resultats v5 Page 1/ 3




BATCH CERTIFICATE

Opella Healthcare Hungary Kft

Levai utca 5, Veresegyhaz, 2112, Hungary

sanofi

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

GMID code 868440 Item code VER 868440
Product name MAGNE B6 ® coated tablets 60x (20x3)

Import. country Ukraine

Lot number HV064 Customer lot HV064
Date of manufacture: 26-JAN-2024 Expiry date DEC-2025
Strength : Mg lactate dihydrate 470 mg, Pyridoxine HCl 5 mg

Dosage form : coated tablet Release gty (packs): 19402
Packaging type No 60 (20x3) in blisters

Storage condition Do not store above 30°C.

Tests Specifications Results

ADDITIONAL INFORMATION

Microbiological quality*

- Total aerobical count (TAMC)

- Total combined yeasts and molds count
(TYMC)

Specific microorganisms

- Bile-resistant gram-negative bacteria
- Salmonella

- Escherichia coli

- Staphylococcus aureus

* Additional tests are not performed for
routine inspection, not conducted for

this batch.

- Registration Certificate No in Ukraine
- Manufacturing Authorisation Number

- GMP Certificate No.

Absent

<= 10000 CFU/g

<= 100 CFU/g

<= 100
Absent

CFU/g
in 10 g
Absent in 1 g

inlg

UA/5476/02/01
HU-M-OPHH
OGYEI/35307-3/2022
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BATCH CERTIFICATE <G nNOFI

Opella Healthcare Hungary Kft
Levai utca 5, Veresegyhaz, 2112, Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 868440 Item code : VER 868440
Product name : MAGNE B6 ® coated tablets 60x (20x3)

Import. country : Ukraine

Lot number : HV064 Customer lot : HV064

Date of manufacture: 26-JAN-2024 Expiry date : DEC-2025
Strength : Mg lactate dihydrate 470 mg, Pyridoxine HCl 5 mg

Dosage form : coated tablet Release gty (packs): 19402
Packaging type : No 60 (20x3) in blisters

Storage condition : Do not store above 30°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 gquality 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.

’

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 : 20-FEB-2024 15:15
Qualified person dr. Solti Ménika Maria
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