JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKOro 3acody

12.05.2026 Ne 22830/26/10

EOEPOKC®

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
Tabj1eTKH 10 25 MKT, 110 25 Tabjerok y O6.aicrepi; mo 4 6icTepu B ynakosui

(dhopma BHNyCKY, 103yBaHHA, BAJ| IAKYBaHHS JIIKapCHKOro 3aco0y)

Howmep peecrpauiitnoro nocsigaerns UA/19204/01/01 crpoxk mii peectpauiituoro nocsinuenns 10.02.2027

Cepis nikapcskoro 3acoby Ne 2216925 KisbKicTs BBe3eHOro Jikapcrkoro 3acoby 280
Bupo6HuK Jingodpapm I'm6X, Himeuunna
(naliMeHyBaHHA BHpOOHHKA JIiKapchKkoro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHChKO-€CTOHChKe MiPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BinnosinaasnicTio "OnriMa-®apm, JITA", inenr. xon:
21642228

(nalimenyBanns Ta koj 3a €JIPTIOY ropuananoi ocodu abo npissuime, iM'a, no 6aTekoBi (izHaHOT
ocobH - minpremns, i Miclle NpoKHUBaHHSA Ta peecTpaliiinuii Homep 001ikoBOT KapTKH MJIaTHHKA
nofarkis abo cepid Ta HOMep nacropra)

Iporoxoa Bisyansuoro kourposo Bix 05.05.2026 Ne 1293/7.

3a pe3ynbTaTaMH JIepKABHOTO KOHTPONIO BCTaHOBJIEHO, IO JiKapchkwii 3aci®6 BBeseHo B VYkpainy 3
AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA IO/10 3a0€3MEUCHHS AKOCTi JTIIKAPCHKHX 3aC00iB.

Onera CPROMEHEKO

fAHOHEPONIO) (minkc) {imigiany T NpianHiLe)
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NDO
PHARM
CEPTUPIKAT AKOCTI
CERTIICTTEOFANALY&S

Hassa npoayxty/name of product Edepoxe®, tabnerku no 25 mxr No 100 (25x4) y

Gnicrepax/Eferox®, tablets 25 pg No 100 (25x4)
A _ || [inblisters _
AxTuBHicTe/Activity | Tabnetka MICTHTBL JICBOTHPOKCHMHY HaTpito 25

mkr/ | tablet contains 25 pg of Levothyroxine

| | Sodium_ - ]

Kpaina noxomxenns/Country of origin| Himeyunna/Germany
| Peectpauiiinuit Homep/Reg.Cert.No UA/19204/01/01 (nie mo/valid till 10.02.2027)
 Homep cepii/BatchNo | | 2216925 |
 Poamip cepii/Batch size L | | 5951 yuauusuxfuks il i
| [lata BupobHuuTea/Manuf, dalc ' 10/2025 Iy |
Tepmin npunarnocti/Exp.date | | 1072027
Bupo6uuk/Manufacturer ' Jlinnodapm  I'm6X,  Himeuuuna/Lindopharm
. | | | GmbH, Germany i
Anpeca/Address | Hoiwrpacce, 82, 40721 Tiabaen, Himeuunna/

Neustrasse, 82, 40721 Hilden, Germany
Bupobuuua mueusm/Manuf License Np | | | DE NW_03 MIA_2024 0011
. Ceprudikatr HBI/GMP Cemﬁcate No DE _NW_03_GMP_2025 0026 e
XAPAKTEPUCTHUKH/ CHNBIAPIKALLSA/ PE3VJIbTAT/
CHARACTERISTICS CATION RESULT

rai gsoonykni tabnerku, 3 | Bignosimac/
ans  poanomy (tabnerky | Conforms

3oHiuHi# Burna/ Appearance
gizyanbno/ visually

Ited tablets with break mark
and dosage engraving “25”

I_Pm;ihpu (nepesipka y nporeci Jiameter
BupoGuuLTRa)/ (mm) £0,2 MM (mm) 7.0 MM (mm)
Dimensions (tested as in-process Height

control) - :
Cepennss Mmaca Ta6nerku/Tablet
average mass
3sa.)rcy6amm/ wefgh:’ng

m) £0,3 MM (mm) 3.0 MM (mm)
g)+ 5% 123 mr (mg)

Jle lesoTupokcun/Levothyroxine Ha e Eﬁ#Refem‘e: Y®-criexrp Ha Bianosinae/
Y®/UV, XpoM: TOrpamax CTAHAAPTHOLO i Conforms
Ph. Eur.2.2.25 JIOCHIJDKY BaHOTO PO3YUHIB NOBHHEH
OyTH 10/1IBHHM 3a IOBXKHHH XBHII
200- / Sample and standard
solutipn SE;““ be similar at 200-400
— - nm — — —=—————
Jlesornpokcun/Levothyroxine | Yac yypuMyBsanus nikin Bianoeinae/
BEPX/HPLC Neso tﬂcu HY HaTpiio Ha Conforms
| Ph. Eur.2.2.29 - xpon:!:*o amax CTaHAapTHOLO i _ _ =
~ Page 1 of 3
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NDC
, 5 PHARM
| XAPAKTEPUCTHKW/ CIELIY®IKALILSY/ PE3VJIbTAT/
CHARACTERISTICS | SPHCIFICATION RESULT
NOClliJURYBaNOro Po3uHHIB MOBHHCH
6yTh fnoni6um/ The retention time of
the peak in the chromatogram of the |
sample golution should corresponds to |
peak in the chromatogram of the '

— stanflard| solution. __J
Brtpara macu npu 59% 7.4%
sucyuyBatHi/Loss on drying |
Ph. Eur.2.2.32
IIBuaxicTb po3unHEHHSA/ >80% (Q) Bianosinae/
Dissolution rate yepds | 5/ xeunnn/ afier 15 minutes Conforms

EwrPh293 | _ : B
OnHopiaHiCTb 1030BaHKX Mae|siinosinaru sBumoram/ Binnosinae/
onvuuup/Uniformity of dosage | Shogld complies to Conforms
forms Eur.Ph. 2.9.40, (oanopiauicTs
e Ph 5,940 smiclry/CU), L1 =15, L2 = 25
Kinskicnu# smict Ha eunydr/Release: 95,0-105,0% 100.1% o
NEBOTUPOKCHHY HATPIFO Ha | [23,75-26,25 mxr (pg)] 25.03 mxr (ug)
Tabnetky/Assay of
Levothyroxine Sodium per tablet
Eur.Ph. 2.2.29

Cynytni aomimicu/ Related Substances (Eir. Ph. 2. 2.29)

Jlomiuika A / Impurity A <1,00% <0.1%
Jomimxka H / Impurity H |2 1,0% _ 0.1%

Jlomiwka D / Impurity D <1,0% | 0% o
3,5.3",5 -terpaiion <1,01% | 0.1%
THpOMHT/JasieBa kucnora/ |
3,5,3°.5"% :

Tetraiodothyromandelic acid

?eniuomi JIOMilIKH, oKpeMo/ <1,01% Binnosinae/
Unspecified impurities, each r . Conforms
Jlomiwku, pazom/ Ha ednycﬂ'/ﬂefease: <2.5% 0.6%

Impurities, total

MixpoGionoriuna | Eur. P, 14 ' Bianosiznac/ =
uncrota/Microbiological purity | nesodui n%enapamu ons nepopanerozo | Conforms

Eur Ph. 2.6.12 3acmaqcyaquus/ Non-aqueous

Eur.Ph. 2.6.13 preparations for oral use

KOXKHa JlecATa cepis, npuHaliMHi oana

cepis ua pik/ | of each 10 batches, or at

least once a year SR [ BT S —
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| NDO

' PHARM

[liarsepoxenns sianosianocti/Confirmation of compliance:

Lium s niaTBepKYIO, IO LA NapTis N
BIAMOBIAHO JIO IHCTpYKUi# cTOCOBHO
BHMOTaM 3a1cony npo nikapcbki 3acoby

3acoBiB Ta Ailouux pedosun (AMWHYV),

| M b ¥
KapChKuX 3acobiB BUrOTOBNEHA Ta Npoiiuuia neperipky
ofiry nikapewkux 3acobis, Incrpykuil 3a10BoNBLHAIOTH

(AMG) 1a IocranoBy Mpo BUTOTOBNEHHS NIKAPCHKHX

|
Hereby I confirm that this medicinal product batch was manufactured and tested in accordance

with instructions on medicinal products
the Medicinal Products Act (AMG) and
active Substances (AMWHYV).

Oxkpim ubOro, 4 NiATBEPAXKYIO, 1O HAB
nponyxry Oyna BuroToscHa (BKIOUal
BULIE MiANPHEMCTBOM-BUPOGHUKOM Y
Bupo6uuuoi IMpakruxu (GMP) siano
creundikanid, mo MicTaTecs y pecctp
NaKyBaHHA Ta MPOTOKON KOHTPOJIIO AKOA
napamerpam GMP.

turnover, The instructions comply with requirements of

Drdirlance for the Manufacture of Medicinal Products and

fj:eua_ inopmaltig € cnparxHBOIO Ta MpasuaLHo0. Cepis

W [aKyBaHHa/MapKyBaHHi) Ta nepesipena 3a3sHaueHUM
nnu]hiti BitoBi/inOCTI 3 BUMoramu ulogo Hanexuoi
i/a/thHOTO OpraHy iHCheKMHil, a TAKOX BiANMOBIAHO 1O
iitomy aocke, BupoBiH4a A0KyMeHTaLid, NPOTOKOAH
Tl npolimin nepesipKy Ta BIANOBIAAIOTL YCTAHOBNEHAM

Besides, I confirm that the information
manufactured, packaged, labeled and te
requirements of Good manufacturing Pr;
compliance with specification in the

packaging protocols and quality control p

manufacturing Practice (GMP).

YnosHosaxeHna ocoba/ Qualified person:

Hara/Date: QL. DEZ, 2075

—

resented is true and correct. The product batch has been
ted by the above manufacturer in full compliance with
tlcc (GMP) of the relevant inspecting authority and in

rcglstratlon dossier. Manufacturing documentation,
rototol are tested and comply with requirements of Good

L

4

e, posilion)

?f‘gnq:rureynd@
|Dr. Michael Uhr

Lindopharm GmbH
' Neustralle 82

i 40721 Hilden
|
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