JNEPJKABHA CJOYKBA 3 JTIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV KHiBCHLKIN OBJIACTI

npoB. Caitimawoi Haxii, 3, m.Kuis, 02099, Tesi/daxc: (044} 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JPTIOY 37078774

BHUCHOBOK
PO AKICTH BBE3EHOr0 B YKpaiHy JIKapChKOro 3acoly

13.05.2024 Ne 22741/24/10

MAI'HE-B6 ® AHTUCTPEC

(uaifMenyBanus JTikapcbKoro 3acofy 3rio 3 PeccTpaLiifHitM TTOCBI T EHHAM)
Ta6JeTky, BKPUTI IIiBKOB0I0 06010HK0I0 Ne 60 (20%x3): no 20 TaGsierox y GJicrepi; mo 3
oicTepyu B KapTOHHIl Kopodui

(hopma BATTYCKY, IO3YBAHHS, BHI MAKyBaHHA JTiKapchkoro 3acoby)
Homep peccrpauiiinoro nocsimuenss UA/4130/01/01 erpo aii peectpauiitioro nocsienis 01.01.2099
Cepis nikapcskoro 3acoby Ne HV236 KinbKicTb BBE3EHOTO Mikapehkoro 3acoby 13058

Bupobuuk Onemna Xenckea Xanrepi Kdr., Yropuinaa

(naitMenyBanHs BUPOOGHHKA JIIKapCHKOTO 3acoby, KpaiHa TOXOJUKEHHS)

Baesero B Ypainy TosapucTBO 3 0GMEIKEHO10 pianosinaneHicrio "OIIEJIA
XEJICKEA YKPAITHA", inenr. xon: 43726391

(nafiMenypanns Ta ko 3a €JIPTIOY ropuaniHoi ocobu abo npizBHIIE, iM's, o 6aTEKOBI (iznHOT
0co6H - TIiIpHEMILS, ii Miclle HPOXHBAHKA TA peecTpaiiiiHuil HoMep 067iKOBOT KapTKH IIaTHHKA
IozaTkiB 260 cepis Ta HOMEP IacropTa)

Tiporoxon sisyansuoro konrpomo eix 08.05.2024 Ne 1268/2.

3a  pe3ymbTaTaMH  IEPXKABHOTO KOHTPONIO  BCTaHOBJIEHO, IO nikapchkuii  3aci® BBEzeHo B YKpaimy 3

JOTPUMAHHSIM BiMOT 3aKOHOAABCTBA W00 36e3MICYCHHS AKOCT] MKapChKUX 3ac00iB.
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Tlepexsaj

Onenna Xenckea Xaurepi KT,
sy, Jiesai 5, Bepeweabxas, 2112, YropuiuHa
TeJl, + 36 28 585 600/ dakc +36 28 585 939

GMID Kog: 699096 | Ko npoayxry: | VER_699096
Hasga npenapary: MATHE-B6® AHTHCTPEC
TabJeTKH, BKPHTI IUIIBKOBO10 06010HKO10, N2 60
Kpaina-iMnoprep Yxpaiga
Cepis Ne: HV236 KaienTchka cepis Ne; HV236
JlaTa BUTOTOBJIEHHS: 23.03.2024 TpugaTHui Jo: 32,2026
Cuna gii: Marnito yuTpat 6easoannit 618,43 mr, [lipuA0KCHHY TiAPOXIOPUA 10 mr
Jososana dopma: Ta6JeTkH, BKpUTI riskosolo 06osionkom N260 (20x3)
Tun nakyBaHus; I Ne60 (20x3) y [IBX/TIE/NBJX-astomMinieBUX 6nic7epax| BunymuieHa KibKicTb (ynaxosox]:l 13058
HaiiMeHyBaHHs NOKAa3HHUKIB Cnenudikanii PesysibTaTi
XAPAKTEPUCTHKH - . S . .
3oBHiWHiH BUTIA Bini, oBa/bHi TabJeTKH, BKPUTI NJIIBKOBOI) o6osioHkow | Bignosigae
A

IJEHTHOIKALLA

fxicHa peakuig Ha Marniii (Esp. PapM.) losuTHBHA Bignosigae
(3a ocaoM)

Axicua peaKuis Ha LMTpaT (Esp. Papm.) oswTHBHA Bianosizae
(koJibopoBa peakuis)
Tipuaokcuny rigpoxsiopudy (BEPX) Mo3uTHBHA Bignosinae
Cepesnda Maca 779 - 861 Mr 829 Mr

CepepHsi Maca £5% J03BOJISETLCA LA 20-TH BKPpUTHX
niBKOBOK 060JIOHKOI0 Tab/eToK, ale He Ginblte 2X
BKPUTHX IJIBKOBOIO 060JIOHKOK0 Tabaerok (10% sifg

OusopianicTs mack (€sp. Gapm.) Bigi6panyx 3pazkis). Blaxunennsa +10% Big cepesHLOl Bianosixae
MacH [03B0OJieHe A XOAHOT 3 IOKPUTHX ILTiBKOBOIO
060JI0HKO0 TabJIeTOK.

Poznajanus (Esp. Papm.) <30xB 14 xB

OJHOPIZHICTDL BMICTY (€sp. ®apm.) Bignosigae Bignosinae

Nipuaokcuny rigpoxaopusy (BEPX)

KIILKICHUH BMICT

Maruilo (KoMnIekcoMeTpis) 95,0 - 1050 . 102,6 mr
Mr/ TaBieTKy, BKPUTY [J1iBKOBOK 060JI0HKOI0

Mipugokcuny rigpoxaopug (BEPX) 95-105 10,2 mr

Mr/ Ta6JeTKy, BKPUTY I/IiBKOBOIO 060/10HKO0

Mikpo6ionoriyaa yucrora”
3ara/ibHe YHCI0 aepoBHUX MiKpoopraHiaMis

(TAMC), KYO/r <1000
3arasibHe YHC/I0 APDKIKOBUX Ta ICHABMX | _ 404
rpu6is (TYMC), KVYO/r

Escherichia coli,y 1 1 BigcyTHi

*lolaTKOBI JOCJiZAXeHHH, fAKi He NPOBOAATHCA NPH 3BMYaRHOMY KOHTPOJI, He MpoBOAMANCA AN uiel cepil
JOJATKOBA IHOOPMALIIA:

PeecTpauifine nocsifiueHns B Ykpaini UA/4130/01/01
JlitieH3ig Ha BUPOBHULTBO N2 HU-M-OPHH
Ceprudixat GMP Ne 0GYEI/35307-3/2022

Hassa Bupo6HHKa Ta ajipeca:
Onenna Xenckea Xaurepi KT, sya1. Jlesai 5, Bepeweapxaz, 2112, Yropuuna

MM 5 3acRiAuyI0, Wo HaBedeHa BUIIe iHdopMaLis € 40CTOBIpHOIO Ta TOWHOID. Lo cepito pogyKuil 6y0 BUPOBIEHO, BRIKOHAIOYH
MakyBaHHA/MapKyBaHHAd Ta KOHTpOJL AKOCTI Ha BHLlesazHavyeHill AiAbHMUI y TNOBHIH BignomifgHocTi 3 BUMOTaMU GMP,
BCTAHOBAEHHMH MicteBHM PeryjsaTopium OpraHowm, a TaKOXK BIANOBIAHO RO criegudikaniil, mo micraTses y PeecTpaliitnomy Joche
kpainu-imnoprepa. [[poToKoaH BUPOBHNUTBA, NaKyBaHHA T4 aHani3iB ByJIHM HeperaHyTi Ta BCTaHOBJIEHO BIATOBIAHICTE GMP.

Lo cepito 6yJio BUpoGieHO y BignosigHocri go sBumor cGMP Tay BignosigHocti fo cneyudikauin 1o BignosigHoro Peecrpanitinoro
Mocriguenns. et cepTudikaT MiCTHTb eNleKTPOHHWH NiANUC 3 Basijosanoi cucremu LIMS.

PimenHs: JI03BOJIEHO

Jara: 08.04.2024 10:04

YnosHoBaXkeHa oco6a: Jlowtop Coati Monika Mapin [dr. Solti Monika Maria]







BATCH CERTIFICATE <aAnoOFi

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

GMID code : 699096 Item code : VER 699096
Product name : Magne-B6 (R) Antistress

film-coated tablets 60X
Import. country : Ukraine
Lot number : HV236 Customer lot : HV236
Date of manufacture: 23-MAR-2024 Expiry date : FEB-2026
Strength : Mg citrate anhydrous 618.43mg,Pyridoxine HCl 10mg
Dosage form : film~coated tablet#60 (20x3) Release gty (packs): 13058
Packaging type : #60(20x3) PVC/PE/PVDC-ALUblister

- Tests Specifications Results
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

{According to colour reaction)

{ - Pyridoxine hydrochloride (HPLC) Positive Complies
- Average mass 779 - 861 mg 8238 mg
- Uniformity of mass (Ph.Eur.) Average mass +/- 5%, from 20 film-coated Complies

tablets a discrepancy of average mass
+/- 10% 1is permitted at not more than
two film-coated tablets. More than
+/=10% discrepancy of average mass is
permitted none of film-coated tablet.

~ Disintegration time (Ph.Eur.) <= 30 minutes 14 min

UNIFORMITY OF CONTENT (Ph.Eur.)

~ Pyridoxine hydrochloride (HPLC) Complies Complies
ASSAY

- Magnesium (Complexometry) 95.0 - 105.0 mg / film-coated tablet 102.6 mg
-~ Pyridoxine hydrochloride (HPLC) 9.5 - 10.5 mg / film-coated tablet 10.2 mg
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BATCH CERTIFICATE <amnoFfi

Opella Healthcare Hungary Kft
Leval utca 5, Veresegvhaz, 2112, Hungary
phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 699096 Item code : VER_ 699096
Product name : Magne~B6 (R) Antistress

film-coated tablets 60X ‘
Import. country : Ukraine %
Lot number : HV236 Customer lot : HV236 §
Date of manufacture: 23-MAR-2024 Expiry date : FEB-2026
Strength : Mg citrate anhydrous 618.43mg, Pyridoxine HC1l 10mg
Dosage form : film-coated tablet#60 (20x3) Release gty (packs): 13058
Packaging type : #60 (20x3) PVC/PE/PVDC-ALUblister
- Tests Specifications Results

Microbiological quality *

- TAMC, CFU/g <=1000
-~ TYMC, CFU/g <=100
- Escherichia coli, 1lg Absent

+ hdditional tests are not performed for routine inspection, not conducted for this batch.

ADDITIONAL INFORMATION
- Registration Certificate No in Ukraine UA/4130/01/01

; - Manufacturing Authorisation Number HU~-M-OPHH
- GMP Certificate No. OGYEI/35307-3/2022

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 countxry. The batch processing,packaging and analysis records were reviewed 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.

1

' Decision : ACCEPTED

Date : 8-APR-2024 10:04
%Qualified person dr. Solti Moénika Méaria %
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