JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

16.05.2025 Ne 20475/25/10

ECIHA-JIIITOH® 600

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Ta0J1eTKH, BKPHTI 000.10HK 010, 10 600 Mr, no 10 Tabjerok y 6aicrepi, no 3 Guicrepu B
KAPTOHHIH ynakoBui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)
Howmep peecrpariitoro nocsiguenns UA/4179/01/02 crpox nii peecrpauiitnoro nocsinuenns 01.01.2099
Cepis mikapcebkoro 3aco6y Ne 20173T1 KinskicTs BBe3eHOTO Jikapcskoro 3acoby 252

BupoGuux Jlaboparopioc Menikamentoc Inrepuacsonaiec, C.A, Icnanis

(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )

Baesero B Vipainy CrijbHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0MexeHo10 BiqnosinanabnicTio "Onriva-®apm, JITA", inenr. xox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sisyaasnoro koutposo six 01.05.2025 Ne 1338/9.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

B.o. Ilgﬁifzﬂzfguﬁxﬁ L'_‘__J'I_\.-')i{.ﬁ'ﬂ -_:"'f'* \ %} Onsra EPBLOMEHKO

(nianuc) (iniuiank Ta npissnue)
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@ Medinsa

Homep cepii/Batch No: 201737T1

CEPTHDIKAT AKOCTI
CERTIFICATE OF ANALYSIS

Hazpa npoayxry/Name of product

| mr/coated tablets 600 mg

Hena-ninor®600/Bspa-lipon®600,
Tabnercn, Brpurl  obonouxolo, no 600

Axrasaicrs/Activity

1 rabsrerxa sicturs Tiowrosol xmenory 600
mr/1 tablet contains thioctic acid 600 mg

Yraxosxa/Pack

10 rabnerox y Omicrepi, 3 Guictepw vy
KapToHuiit Kopubni/ ‘ '
10tablets in blister, 3 blisters in carton

Kpaina noxozokents/Country of origin Ienamis/Spain

Peccrpauiitunit nomep/Reg.Cert.No UA/4179/01/02

Homep cepii/Batch No 2017371

Poamip cepii/Baich size 7.854 ynaxopox/packs -

Hara papobrpursa/Manuf, date 10/2024

Tepmin mpuparnocri/Bxp.date 10/2026 , ,

Bupobunx/Manufacturer Laboratorios Medicamentos Internacionales,
S.AatGopamopioc Medikamenmoc

| Inmepnacvonanes, C.A.

Anpeca/Address

C/Salana, 26, Torrejon de Ardoz, 28850,
Madrid, Spain/ eyn. Conana, 26, Toppexon e
Apooc, 28850, Madpud, Ienanin

BHIOBKEHOT HOPMH, WOBTOTO
KOMBOPY 3 HACIYKOIO UL
poanomy/Film-coated scored tablets,
oblong, vellow

BupoGruya nivensia/Manuf, License No 10305
Ceprudixar HBII/GMP Certificate No [S/027HV1/23

Japamerpn/Parameters | Jimiru/Limits ( PesyanTaT/Results
Baraieni xapawrepuernky/General characteristics e
Omue/Description Tabnerka, BrprTa 0HOIOHKOIO, Bimmosinac/Complies

BKPUTOT 0BONOHKORO,MI/

The average weight of coated
tablet,mg

Fur.Ph. 2,9.5

Cepepmst Maca TabIETH, 1107,745 + 5% 1143,478 mr/ mg

No more than two separate masses
may deviate from the average weight
of more than 5%, and no one must

Onuopinaicts macu/ He 6inniue nBoX OKXPEMUX Mac Bixnosigae/Complies
Uniformity of mass MOYCYTH BIIXWIATHCH Bill Cepenunol
Bur.Ph. 2.9.5 Glrsure miK Ha 5%, xonHa He

MOBKMEHA BIIXHILITHCE GUIbLIe DK

Ha 10%/°

..... AEDICAMENTOS not deviate by more than 10%
M‘fféﬁw}%@m\% Sraion, < 30 xpramr/minutes 8 xpsnu/minules
EnSBlhod, 961

Teléfono: 91-655 B8G 10
Fax: 91-635 86 20
28850 TORREJON DE ARDOZ (Madrid)
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Howmep cepii/Batch No: 2017371

Inewrudrixawis/Identification

Tioxropa xuernora, (BEPX)/
Tioctic acid (HPLC)

Onnaxosuii yac yrpumants
XapaKrepHux IKis Ha
XPOMATOIPAMEX CTAHIRPTHOTO Ta
BUIPOOYBAHOTO posuunin/ Same
retention time of character peaks on
chromatograms obtained with
standard and test solutions

Binnoninae/Complies

Torrany pioxewyy Titanium
dioxide

Koneoposa peakitis 3 po3qauinom
nepexucy sonuo/Color reaction with
hydrogen peroxide

Bigropinae/Complies

Xinoninoswit xoprnit (TIIX)/
Quinoline yellow (TLC)

Ha xpomarorpamax surpoGynasoro
TA CTARJAPTHOTO PO3UMHIB Ipy
BHOMMOMY CBITIH CIIOCTEPIraroThes
2-3 TIISIMH HKOBTOIO KONLOPY 3
QJIHAKOBAMH 3HAUYCSHHIMYE Ry

2-3 yellow spots with same Ry values
should be observed on
chromatograms obtained with test
and standard solutions

Bingnoninae/Complics

Kinpkicnni nmicr/Assay

TiokroBa xucioTa,
(uepumerpryne
tuTpyBanHs/BEPX), mr/
Tioctic acid (cerimetric titration
or HPLC), mg

570,0 - 630,0 (95 - 105%)
Ha panycr/at release

590 mr/mg (98,4%)

Poayunnicts/Dissolution
Eur.Ph. 2,9.3

> T0% 3a 60 xsfin 60 min

impurities

Cynyrai gomimun/Concomitant impurities

6,8-emirtpitiookrasosa xuenora/ | <0,2% Not detected/ne
6,8-epitrithyooctanoic acid BHSBJICHO

[Hu mominrky, oxpemi/Other <0,2% na sunyck/at release <RL (0,1%)
impurities, separate

Saransui gomimgu/Total <0,5% na sunyc/at release 0,00%

Bimonigae/Complies

Microbiological purity/
MikpoGionorivia wucrora
Bur.Ph. 5.1.4
TAMC:

TYMC:
Escherichia coli:

<10%n 1 rrabaerox/in 1g of tablets

1 <10% 8 1 v rabretoxr/in 1g of tablets

Bigcyras b 1r rabnerox/

Absence in 1g of tablets

0 CFUin lg
0 CFUJinlg

Absentinl g

AeReIes TOS
INTESMACIONALES s.a.
of . Solana, 28

Telétong: 91-655 86 10

Fax: 81-655 86 20

78850 TORREJON DE ARDOZ (Madrid)
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Homep cepii/Batch No: 2017371

Tigrsepmoxenns sipnosipnoeri/Confirmation of compliance:

IlaM st nigrsepIpKYIo, WO 1 NAPTIS MikapeskuX 3aco0iB BHIOTORAEHA Ta NPOHIITA repesipky
BIATOBIAHO KO iHeTpyKuii cTocosno 06iry nikapepkux 3acobis. [HCTPpYKUil 3a0BOALHTIOTH BUMOIaM
3axony npo Jixapeski s3acobu (AMG) ra Hocranosw npo BAroToBReHHs JiKapeskux 3acofis Ta
alounx pegosun (AMWHV).

Hereby I confirm that this medicinal product batch was manufactured and tested in accordance with
instructions on medicinal products turnover. The instructions comply with requirements of the
Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products and active
Substances (AMWHV),

OxpiM 1BOTO, S NIATEEPIDKYIO, WO HaBerend IdopMalis ¢ CrpakHboIo T4 npasuibHow. Cepis
Nponyxry Oyira BHIOTOBICHA (BIIOYAIONWA NAKYBAHHA/MAPKYBAHHA) Ta HEPeBipeHa 3a3HAUCHIM
BHINE DHAIPAEMCTBOM-BUpOOHNKOM y TOBHIM BinnosianocTi 3 sumoramu wono Hamexmol
Bupobuuuol [lpaxrukr (GMP) sinopinamsioro opramy iscmexuil, a Takox BIZNOBMO 1o
criermdikanii, mo Mictarses y peecrpauiitiomy nocse. Bupobuumaa yoxyMentanis, mporoxorn
MAKYBAHHA T4 TPOTOKOI KOHTPOIDO SKOCTI TPOKIINK MEPEBIPKY T4 BIANOBLAIOTE YCTAHOBICHAM
nmapamerpam GMP.

Besides, | confirm that the information presented is true and correct. The product batch has been
manufactuted, packaged, labeled and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in
compliance with specification in the registration dossier. Manufacturing documentation, packaging
protocols and quality contrel protocol are tested and comply with requirements of Good
manufacturing Practice (GMP),

YriopHosaxena ocoba/ Qualified person: : Javier Sénchez Asurmendi

Hara/Date: 19/12/2024

LABDRATORIOS .
MEDICAMENTOS
!M’F’S?‘S»E&%&;“M?,EQM‘&L%@ b
of Sohan, 26

wistona 91-656 86 10

416565 86 26 »

55850 TORREJON OF ARDOZ-{Madrid)
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