JEPKABHA CJTYXKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KAIBCHKIA OBJTACTI

npos. Ceitnuanoi Hanii, 3, M.Kuis, 02099, ten/(pakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €EPTIOY 37078774

BUCHOBOK
1o AKICTh BBE3eHOr0 B YKpaiHy JiKapcbKoro 3acody

22.10.2024 Ne 52783/24/10

EYTUPOKC
(HaiiMeHyBaHHA NKapCLKOro 3acoby 3riTHO 3 peecTpaLifHIM TIOCBiUCHHAM)
Ta6aeTin no 75 Mxr; mo 25 Ta6aerok y duictepi; mo 4 6aicTepu B KapTOHHIH Kopooui
(dpopma BHITYCKY, 03YBaHHA, BHI NaKyBaHHs MKapChKOTo 3acoby)

Howmep peectpaniitnoro nocsinuenns UA/8388/01/03 crpox nii peecTpaniitsoro nocsigues s 01.01.2099

Cepis mikapcskoro 3aco6y Ne G0292P KinbKicTs BBe3eHOTO nikapcskoro 3acoby 18385
Bupo6Huk Mepxk Xenckea KI'aA, HimeuunHa
(HaliMeRyBaHHA BUPOOHHKA JKapchKOTO 3ac00y, KpaiHa TIOXOKCHHSA)
Beesero B YkpaiHy ToBapucTBO 3 06MeKEHOI0 BiMOBIXANBLHICTIO "ACIHO YKPATHA",
inenT. on: 42274733

(naiiMenyBamHA Ta koz 32 EAPIIOY ropunuunol ocobu aBo mpisBuLe, imM'1, 1o GaTekoBi dizHuHOL
ocobu - mianpueMus, il Micle NPOXHUBAHHA Ta peecTpauiiuuii HoMep 06J1iK0BO] KapTKH IUIaTHUKA
TozaTkiB abo cepis Ta HOMep TTacropTa)

TTporokou Bizyansuoro kontpomo six 17.10.2024 Ne 3143/10.

3a pesynbTaTaMM Jep)KAaBHOTO KOHTDONIO BCTAHOBIEHO, IO nikapchkuil  3aci6 BBeseHo B YKpaiHy 3

AOTPUMAHHSM BIMOT 3aKOHONIABCTBA OO 3a0€3MCYCHHA AKOCTI JIKapCHKHX 32C06iB.
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Jlorotun KomnaHii Mepk

(NEPEKNAL)
CEPTU®IKAT BIANOBIAHOCTI
Mepk Xenckea KlraA, 64293 Dapmwtanr
EyTupokc, Tabnetkmn no 75 mkr Ne100 ®pankgypTep LWrpacce 250, HimeuunHa
Hazsa npoaykTy, opma BUnycKy Bupo6Huya ginsHka

no 25 tabneTtok B GnicTepi;

no 4 6nictepyn y KapToHHIH Kopobui 4 DE__HE__01_MIA_2023_0046
Po3amip Ta Tyn ynakoBku PPIF / BoA NiueHsia BupobHuKa
Bepcin
Mepk Xesickea KlaA, 64293 RAapmuwTtanr
JleBOTUPOKCUH HaTpilo 75 MKr ®pankdyprep WTpacce 250, Hime4uuHa
Cuna fii/akTuBHIiCTb iHrpeaieHTis KoHTponb AkocTi

Mepk Xenckea KlaA, 64293 [lapmwrant

UA/8388/01/03 ®pankdyprep WTpacce 250, HimeyuuHa
Homep PeecTpaUiitHoro noceig4eHHs MakyBaHHs

YkpaiHa H/3 3.04572.0751

KpaiHa-imnoprep MippsgHuk Homep maTepiany BUpobHvka

G0292P 25.873 ynakoBoOK H/3

Howmep cepii KinbKicTe/oguHWui Howmep koay nigpanHuka

23.02.2024 01/2027 co025vQ

[Jara supobHuLTBa TepMiH NpuaaTHOCTI Homep cepii 6anky

H/3

YmoBu 36epiraHHs KomeHTapi

LluM migTBEpAXKYIO, IO BHIIEBKA3aHa indopmMalist € JOCTOBIPHOIO 1 TOYHOLO. Jlana cepis BUTOTOBJICHA,
BKITIOYAIOYH YIIAaKOBKY/MapKyBaHHsA Ta KOHTPOJb AKOCTi, Ha BUIIEBKasaHili JiTBHUUI Y TIOBHIN
pimmoBinmocti 3 Bumoramun GMP MiCIEBOrO PEryNIOKUOro Oprady, a TaKOX 31 crenudikaniamMu
Peectpaniitaoro Jocbe kpaiHu-iMroprepa aGo JIoche OCHIIKYBaHOTO JNiKAapCHKOro 3aco0y. ITpoTokonu

BUPOGHHITBA, YIIAKOBKH Ta aHATI3Y Cepii Gymu pOSTIAHYTI | BU3HAHI BifNOBIIHUMY GMP.

[1 Anokrop Tomac KipxHep

XI [Hokrop Peto Taiic

0 ¥rte Epenc6eprep

O Dskennicdhep MpabaHp 01.08.2024 Mignuc nevyatka
YnosHoBa)xeHa oco6a aarta ) nipnuc

nianMLISI, KOTpa BUNyCKaE
cepito B 06ir

Mepk Xenckea KlaA,

®dparxdyprep Wrpacce 250

64293 lapmMTagr



JNorotun komnaHii Mepk

(NEPEKNAL)
Ceprudixar Anajisy
3.04572.0751 EVTHPOKC, TABJETKH I10 75 MKT - (100) YKP
Cepin G0292P
TToxkasHuKk Crnenudikamis npy BUIYCKY PesyneTati
Onc Maiixe 6ini kpyrii, miocki 3 o6ox Gois, 3i  Bimrosinae
CKOLICHUMHM KpajiMH TaOIETKH, 3 PUCKOIO NI
noginy 3 0Gox Goxis, 3 IpaBitoBaHHAM 3 onHiel
croponn «EM 75»
Hiamerp: npuGnusHo 7 MM
ToBwuHa: NTPHEIUIHO 2 MM
CrifikicTs 0 po3faBmoBanns  €Bp.dapm. *2.9.8./USP 45-55H

Bwmicrt Bogu

Po3ynHEeHHA

Pozninenns Tabnerok **

Inentudixauis

OnHopinHicTh
ONIHHHI

J030BaHUX

KinbkicHe BU3HAYECHHA
JIeBOTUPOKCHHY HATPil0

BH3HaUEHHS YUCTOTH
Cneundiuni TOMIINKH:
3-itogo-L-tupo3uH
3,5-niftono-L-tupo3un
3,5-niftomo-L-tuponin (T2)
3,3.5'-TpuitoAoTipooLTORA
KHCJIOTA

>30H

€pp.Papm.*2.5.32/USP<921>%;
(KyTIOHOMETPHYHE THTPYBAHH)
<5%

€p.Papm.* (USP¥) /BEPX

(in house-method);

(IomareBui 3MilTyBay)

> 70 % (Q) uepes 45 xB.

y Biznosizuocri ¢ USP, Tect 1)

TosuuHi BigmoBinat BuMoram €sp.MPapm.

Viastpa-BEPX

Tlosuuyi Bignosigath BuMoram €sp.dapM.

Vnerpa-BEPX
HosunHi BimoBimaTH
€pp.Papm.*2.9.40 (USP <905>*)

Vistpa-BEPX

98.0 — 105.0 % Bix sasBueHOl KUILKOCTI

KiNBKOCTI
Vaerpa-BEPX
<0.5%
<05%
<05%

<0.5%

BAMOTaM

Cepenne 3nagensd: 50 H

2%

85 - 104 %;
Cepen. 93 % Ha nipoT. 45 XB.;
1 eTarn BUKOHaHUH

He npoBoauecs

Biamosinae

75.45 uq/Tabn

74.26 — 76.92 uq/rabn
RSD=1.22%

2.9

Pigenn 1 BiJTL. €Bp.
Papm.*2.9.40 / USP BUKOHAHO

100.8 %

0.0%
0.0%
0.0 %

0.0 %

Merck Healthcare KGaA, Frankfurter Strasse 250, 64293 Darmstadt {(Germany): +49 6151 72-0

Crop.132



(NEPEKNAL)

CeprudikaTt Anajmizy

Norotun Komnarii MepK

3.04572.0751 EYTUPOKC, TABJIETKH 10O 75 MKT — (100) YKP

Cepin G0292P

3,3.5'-TpuitonoTiponporioHoBa
KHCIIOTA

3,35,5  -rerpaifogoTipoonuToBa
KHCIIOTA

3,3,5,5 -rerpaliogoTipoMypalintaa
KHCTOTa

Jliotnponin (T3)
MSC2568516A (npopyKT
KoHJeHcallil JIMMOHHOT

xucnotn)/xonnumHi# UDP 7

Byap-sxa inma neigentudixosana
JoMiIKa

CymMa BCiX JIOMIHIOK

Mixpo6ionoriyna qucrora ***

*  ypHiHe BUAAHHA

% BumpoGyBaHHs IIPOBOIWTRCS Ha OJ(HIM cepil B poui

<05%
<05%
<05%

<1.0%

<02%

<05%

<2.0%

TToBuHHI BIANOBIAATH BHMOIaM
€ap.Papm. 2.6.12,2.6.13

0.0 %
0.0 %
0.0 %

0.1%

0.0 %

Binnosigae <

0.5%

He npoBojuecs

05 %

*#* TecT POBOIMTECA Ha KOXHiM 10-# cepii abo Ha omwilt cepii B poli 3a MeTOROM BUGIPKOBOro KOHTPOIHO

Jara BupoOHMIITBA:
TepMiH OpUAATHOCTL:

Ium 5 MiATBEpIKYIO, WO LA cepia Oyna mporecrosana y BiAMOBiAHOCTI 3 peecTp

23.02.2024
31.01.2027

€Bporieiichkoro ARpeKTHBOI0 «JIiKapehKi 2aco6u. Hanexna sBupoOHHYA IIPAKTHKAM.

Hazga npoJyxTy, 3a3HaueHa B LIbLOMY cepTudikati aHai3y, BifNOBiNaE Ha3Bi IPOAYKTY

Eyrupoxke, Ta6reTkn 75 mir Ne 100, BixnosinHo 10 peecTpailiffHoro MocBiYeHH .

Mr. Djavaheri (Meuemxep Jlaboparopii)

Mary Zare

Kepisunk naGoparopii (LdQ)
Mepk Xenckea KI'aA

(mimmic)

Lieit JOKYMEHT CKIAfEHO B IEKTPOHHOMY BUCIAAL Ta aificHuit 6e3 miMmKCY.

ALHHAM TOCBIIYCHHAM Ta

Merck Healthcare KGaA, Frankfurter Strasse 250, 64293 Darmstadt (Germany): +49 6151 72-0

Crtop.232



CERTIFICATE OF COMPLIANCE

Euthyrox®,tablets 75 mcg Ne100

Merck Healthcare KGaA, 64293 Darmstadt,
Frankfurter Strasse 250, Germany

Name of Product, Dosage Form

25 tablets in blister;
4 blisters in carton box 4

Manufacturing Site

DE_HE_01_MIA_2023_0046

Pack Size, Packaging Type PPIF / BoA
Version

Levothyroxine sodium 75 ug

Manufacturing Authorisation

Merck Healthcare KGaA, 64293 Darmstadt,

Strength/Potency Active Ingredient(s)

UA/8388/01/03

Frankfurter Strasse 250, Germany
Quality Control: e .
Merck Healthcare KGaA, 64293 Darmstadt,

Frankfurter Strasse 250, Germany

Marketing Authorisation No.

Packaging Site

Ukraine n.a. 3.04572.0751
Importing Country Contractor Material No. Manufacturer
G0292P 25.873 folding boxes n.a.

Batch No. Quantity/Units Code No. Contractor
23.02.2024 01/2027 G025vVQ

Date of Manufacture Expiry Date Bulk Batch No.

n.a. /

Storage Conditions Remarks

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site (s) 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 reviewed and found to be in
compliance with GMP.

[0 Dr. Thomas Kirchner
1 Dr. Reto Theil3

[ Ute Ehrensherger

[ Jennifer Graband
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Qualified Person Date Signatur/ep
Releasing site: nsy
Merck Healthcare KGaA /

Frankfurter Str. 250
64293 Darmstaat




Certificate of Analysis

Batch

Parameter

Appearance

Hardness
(acc. to
Ph. Eur.
2.9.8%/USP*)

Water content
(Karl Fischer
method acc. to
Ph. Eur.
2.5.32%/
USP section
<921>*)

Identity
URPLC

Assay
(relative to
the declared
content)
UHPLC

Chemical purity
(relative to
the declared
content of the
drug substance)
UHPLC

3-iodo~
L-tyrosine

3,5-diiodo
L-tyrosine

3,5~diiodo~

Merck Healthcare KGaA, Frankfurter StraBe 250, 64293 Darmstadt (Germany): +48 6151 72-0

G0292P

Release~Specification Results

off white, round tablets, conforms
flat on both sides,

with beveled edge,

dividing score on

both sides and inscription

EM 75 on one side

Diameter approx.
Thickness approx

min. 30 W

max. 5 %

Levothyroxine~Na
positive

98.0 - 105.0 %
Levothyroxine-Na

7 mm
. 2 mm

45 - 55 N
mean value: 50 N

Levothyroxine-Na
positive

100.8 %
Levothyroxine-Na

0.0 %

Page 1 of 3



Certiﬂcate of AnalyS|s

3. 04572 0751

Batch G0292P

L-thyronine
(T2) max.

3,3,5~tri
iodothyroacetic
acid max.

3,3,5-tri-
iodothyro-
propionic acid nax.

3,3,5,5-
tetraiodothyro-
acetic acid max.

3,3,5,5-
tetraiodothyro-
formic acid max.

Liothyronine
(T3) max.

Levothyroxin-
Citric-acid-

adduct (LCAA)
MSC2568516A max.

unknown
decomposition
products

singly rel. nax.

sum of known

and unknown
decomposition
products rel. max.

Uniformity, must
of content
URPLC
(acc. to
Ph.Eur.
2.9.40*/
USp section
<905>%)

Dissolution
Paddle
apparatus acc.
to Ph. Eur.*
(usp*) /HPLC
(In-house
methode)

accep
(acc.

N.L.T.

[}
8]
it

conform

70% (Q), in 45 min
tance criterion
to USP Test 1)

EUTHYROX 75 MCG TABL. ETS NF (100) UKR

(e}
o
0

.o
o
a0

conforms <= 0.5 %

75.45  pg/Tabl

74.26 - 76.92 pg/Tabl

RSD = 1.22 %
2.9
Level 1 acc.

85 - 104 %
mean value:
in 45 min

stage 1 fulfilled

93 %

Merck Healthcare KGaA, Frankfurter Strafle 250, 64293 Darmstadt (Germany): +49 6151 72-0

Ph.Bur./USP fulfilled

Page 2 of 3



Certnﬂoate of Analysis

3.04572.0751 EUTHYROX 75 MCG TABLETS NF (100) UKR

Batch GOZQZP

Subdivision must conform not tested
of tablets acc. Ph.Eur.*

{one batch

a year)
Microbial
purity must conform not tested
(the test is acc. to Ph. Bur. 2.6.12,

carried out 2.6.13% (USP <61>, <62>%*)

by random

sampling)

* current version

** pased on the summary of all known and unknown peaks from an area of > 0.1 %

(reporting threshold) related to the peak area of API

The above issued analytical results were obtained by testing the respective bulk
product batch. The link between bulk batch number and finished product bhatch

number
is glven on the Certificate of Compliance.

Manufacturing date: 23.02.2024

Expiry date: 31.01.2027
Hereby I certify that this lot has been tested in accordance
with the marketing authorisation and the european guide

to good manufacturing practice for medical products.

Mrs. Zare

This document has been produced electronically and is valid without a signature.

Merck Healthcare KGaA, Frankfurter Strate 250, 64293 Darmstadt (Germany): +49 6151 72-0
PHAP I/ V. Date: 25.07.2024
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