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JEPXKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM YV KHIBCBHKI OBJIACTI

npos. Ceitnuranoi Hapnii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3eHOI'0 B YKpaiHy JiKapcbKoro 3acoly

14.04.2026 Ne 17076/26/10

E®EPOKC®

(nalfiMeHyBaHHA MIKAPCHKOT0 3ac00y 3rifHO 3 PEECTPALHHAM IIOCBI TIEHHIM)
TabaeTkn no 50 Mxr, o 25 Tabaerok y 6aicrepi; no 4 61icrepu B ynakopmi

(opma BHITyCKY, 103YBaHHA, BHJ MAKYBaHHA JTiKapceKoro 3acoby)

Homep peecrpaniiinoro mocsimuenns UA/19204/01/02 crpoxk aii peecrpauiiinoro noceizuenns 10.02.2027

Cepis nikapcekoro 3acoby Ne 2216952 KinekicTs BBE3€HOrO Nikapeskoro 3acoby 280
BHpo6HuK Jlinnodbapm I'm6X, HiMeuunna
(HaiiMeHyBaHHA BHPOOHHKA JIKapchKOTO 3aco0y, KpaiHa MOXOIKEHH)
Bgeseno B Ykpainy CuilbHe yKpaiHCbK0-eCTOHChKe MiINPpHEMCTRO Y opmi ToBapHCTBA
3 oOmexeH o010 BignositansuicTio "Onrima-®apm, JITHA", inent. xon:
21642228

(natiMenyBanns Ta xof 3a €JIPITOY opumiranoi ocobn abo npiseume, iM'a, mo GaTekoBi (iznanol
ocobu - mignpHemI, i Micie NpoXHBAHHA Ta PeecTpalliiHuil HoMep 061iKoBOI KAPTKH MIaTHHKA
MoJaTKiB abo cepis Ta HOMep MacropTa)

IIporoxoax Bizyansnoro kourpoaio six 06.04.2026 Ne 0965/8.

3a pesynbTaTamMH JIEPKABHOTO KOHTPOII0 BCTAHOBJIEHO, WI0 JiKapcbkWii 3aci6 BBeseHo B VYkpainy 3

JOTPHMAHHAM BUMOI 3aKOHO/IABCTBA 110/10 3a6€31e4eHHs SKOCTi JikapChKkuX 3ac06is.

Onera CPEOMEHKO

o O HT PO (e {iniiamy T2 npisnye)

of this POF for mare information.



|
.1 !
i NDO
! PHARM
CEE‘I;MIKAT AKOCTI
CERTIFICATE OF ANALYSIS
Hasga npomykty/name of product | | Edepoxe®, tabierku no 50 mxr No 100 (25x4) y
Grictepax/Eferox®, tablets 50 ug No 100 (25x4)
_ B in blisters
AxrusricTs/Activity ! 1 Tabietka MICTHTB NEBOTHPOKCHHY Hatpilo 50
: Mxr/ 1 tablet contains 50 pg of Levothyroxine
: Sodium
Kpaina noxomwxenns/Country of origif | Himeuanna/Germany
Peectpauituuii nomep/Reg.Cert.No | UA/19204/01/02 (mic ao/valid till 10.02.2027)
Homep cepii/Batch No 2216952
_Poawmip cepii/Batch size l 3988 ynakosok/packs
Jlara Bupo6unnrea/Manuf, date ] 11/2025
Tepmin npuparrocti/Exp.date | 1172027
Bupo6uux/Manufacturer | Jlinnogapm  I'm6X,  Himewumna/Lindopharm
1 GmbH, Germany
Anpeca/Address . Hoitmtpacce, 82, 40721 Tinbaen, Himeuunma/
Neustrasse, 82, 40721 Hilden, Germany
Bupo6uuua sinensis/Manuf, License N DE NW_03 MIA 2024 0011
Ceprudixar HBIT/GMP Certificate Nd DE NW_03_GMP 2025 0026
XAPAKTEPHCTUKH/ CITELHOIKALILSY PE3VJILTAT/
CHARACTERISTICS SPECIHICATION RESULT
3osHiwmii Barnsa/ Appearance | Binj - ‘kpyriii  Tabnerxs, yBirkyti 3 | Bianosigae/
gizyansno/ visually ondoro| 6oky, omykm 3 iwmoro, 3 | Conforms
Hagukolo 1A posnomy (Tabnerky
MOXHA [PO3INHTH HaTHCKAMHAM) Ta 3
rpafiloannsM aoaysanHs «50»/ White,
roupd, vaulted tabléts with break mark
' (snapitab) and dosage engraving “50” "
Poamipu (nepesipka y npoueci | [Tiaery/Diameter ' b
BUPOGHHLTRA)/ 7,0 My (mm) £0,2 MM (mm) 7.0 MM (mm)
Dimensions (tested as in-pracess | Budor: eight
control) 2,9 }£0,3 MM (mm) 3.0 MM (mm)
Cepenua maca TaGnerku/Tablet | 120 M (mg) £ 5% 122 mr (mg)
average mass 8
3gaxicysanns/ weighing K
Lnentudivanis/ Identity L ]
Jlesorupoxcun/Levothyroxine | Ha sunyer/Release: Y®-crextp ya Bianoginae/
Yo/uv, XpOMATQrpaMax cTaHgapTHOrO i Conforms
Ph. Eur.2.2,25 JNOCHUKY BAHOrO PO3YMHIB TOBKHHEH
OyTh noti6HuM 3a moBxuHE XBUm
20(3&30 M/ Sample and standard
solutionishould be similar at 200-400
i nm| |
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PHARM

XAPAKTEPUCTHUKW/ Cr. LM OIKALLY PE3VJIBTAT/
CHARACTERISTICS QFECI "'ICATION RESULT
JlesoTupokcun/Levothyroxine | Yaf yrprmvysanns nixis Binnorinae/
BEPX/HPLC e o’fﬂ OKCHHY Harpito Ha Conforms

Ph. Eur.2.2.29 Xp@Matorpamax CTAHAPTHOrO i

J0¢N}/DKYBAHOT0 POIUMHIB MTOBUAEH
Oyt nonibuum/ The retention time of
th pg in the chromatogtam of the

8 p]e olution should corresponds to
pegk lin|the chromatogram of the
statidard solution. !

Brpara macu npu 5-3% 7.6%
BucyurysanHi/Loss on drying "
Ph. Eur.2.2.32 )
leuakicTs posunpenns/ > 8D % Q) Binnogsinae/
Dissolution rate ueped 16 xsumun/ after 15 minutes Conforms
Eur.Ph. 2.9.3 | .
OaHopimHicTs J030BaRKX Mag BifnosizaTu sBumoram/ Binnosinae/
oartuub/Uniformity of dosage | Shquld fomplies to Conforms
forms EugPh.| 2940,  (ommopizmicts
Eur.Ph. 2.9.40 BMIETY/CU), L1 =15, L2 =25
Kinbkicumit Bmict Ha bk«iﬂ}-cx/Release: 95,0-105,0% 104.0 %
NEBOTHPOKCHHY HATPIIO Ha | [47}5+52.5 Mxr (ug)] 52 MKr (pg)
Tabnetky/Assay of
Levothyroxine Sodium per tablet |
Eur.Ph, 2.2.29 .
Cynyrni nomimkw/ Related Substandes (Fur. Ph. 2.2,29)
Homimxa A / Impurity A <10% <0.1%
Homimka H / Impurity H <190% <0.1%
Homiwka D / Impurity D <19% <0.1%
3,5,3",5-rerpaiion <1P% <0.1%
THPOMHUrA&Nesa Kkuciora/ f
353 50 |
Tetraiodothyromandelic acid _‘
Hesinomi nomiuku, oxpemo/ <1.p% Bianoninac/
Unspecified impurities, each Conforms
Homimky, pazom/ Ha gupybr/Release: <2.5 % 0.2%
Impurities, total i,
Mikpo6ionorigua - Eur {zi 1.4 Tect e €
uucrora/Microbiological purity uee{a;{:i penapamu Ons nepopansiozo | HeobXiaHM Ans wiei
Eur.Ph. 2.6.12 2acocypanis/ Non-aqueous | cepii/Test is not
Eur.Ph. 26.13 pre;h)};ﬁam‘ Jor oral use necessary for this
KOMHB IECATA CepiR, npuHalimMui onna batch
cepis Ha pik/ 1 of each 10 batches, or at '
least once a year '
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IMinTeeprxenun sianosinnocTi/Con rmation of compliance:

I
[um s nixrsepmiyio, uio us napris jfikapeskux 3acobis BUFOTOBNeHa Ta npoina nepesipky
BIAMOBIAHO 1O iHCTPYKUil CTOCOBH _Tﬁ 'y nixapcekux 3aco6iB. [HCTpyKuii 3a10RONBHSIOT

BHMOraM 3akoHy npo nikapeeki 3aco@u| (AMG) ta [Toctanosn OPO BUFOTOBJIGHHS JTIKAPCHKAX
3acobis 1a aitounx peuosun (AMWH DA

|
Hereby I confirm that this medicinal product batch was manufactured and tested in accordance
with instructions on medicinal producfs tutnover. The instructions comply with requirements of
the Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products and
active Substances (AMWHYV).
Okpim usoro, 2 niaTeepwkylo, o Hageena iR(opMmallis € COPaBKHEOI0 TA MPABKITLHOI, Cepis
npomyxry 6yna BAroTosneua (BKioy ouu NMaKyBAHHS/MapKyBRHAS) Ta NEPEBIPEHa 3a3HACHUM
BHLIE NiANPHEMCTBOM-BHPOGHHKOM Tn BHIH BiAMOBiAHOCTI 3 BHMoramu wono Hanexwuoi
Bupo6uuioi paktnkn (GMP) siandsinansuoro opraHy iHCHEKUil, a TAKOX BiANOBIAHO 10
creuudixanii, mo MicTaThes y peccrpaitifinomy nocse. Bupoburua nokymentauis, nporokomm
N1aKyBaHHA Ta MPOTOKON KOHTPOIIO AKPEIri Mpokunin epesipKy Ta BignosinaoTs YCTaHOB/CHHM
napamerpaM GMP, |

|

Besides, I confirm that the informatio ‘presented is true and correct. The product batch has been
manufactured, packaged, labeled and festell 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 dossiet. Manufacturing documentation,
packaging protocols and quality contro protocol age tested and comply with requirements of Good
manufacturing Practice (GMP). i
|

YnorHosaxena ocoba/ Qualified persoh:.
(Signature, name, position)
|

HoreiPhati 0 4. DEZ. 2075 Dr. Michael Uhr

| |Lindopharm GmbH
| Neustrafle B2
! 40721 Hilden
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