NEP)KABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKII OBJIACTI

npog. Critnmnunoi Hagii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
MPO AKICTH BBE3€HOI0 B YKPaiHy JiKapcbKoro 3acody
19.07.2024 Ne 35345/24/1011
THPO30JI®

(HafiMeHyBaHHA JIKapChKOTO 3ac00y 3TiAHO 3 PEECTPALLIfHUM TTOCBIAUSHHIM)
Ta0JIeTKU, BKPHUTI IIIiBKOBOIO 00010HK010, 0 10 MT mo 25 TadaeTok y daicrepi; mo 2
OJ1icTepH Y KapTOHHIil Kopooui
(dopma BUMYCKY, A03yBaHHA, BH/ MaKyBaHHS Jikapcbkoro 3acoby)

Homep peectpauiiitoro mocsiguenna UA/8848/01/02 crpox nii peccrpamiiinoro mocsizgerma 01.01.2099
Cepis mikapeskoro 3acody Ne G0215U KinskicTs BBesenoro mikapeskoro 3acoby 23040

Bupo6uuk Mepk Xenckea KI'aA, Himeuunna
(naliMeHyBaHHA BHPOOHHKA JiKapchLKOro 3aco0y, KpalHa NOXOKEHHA)

Baeseno B Yipainy Tosapucrso 3 06Mexenoo Bixnosinansnictio "ACIHO
YKPAIHA", inent. xon: 42274733

(naiiMenyBanHs Ta kox 3a €APIIOY ropuauuHoi ocobH abo npissHiLe, iM'sa, Mo 6aTEKOBI
(izuyHOl 0coOM - mignpueML, 1T Miclle NPOXUBAaHHA Ta peecTpauiiiHuii HoMmep o0NiKoBOT
KapTKH IUIATHHKA TTOJIaTKIB abo cepis Ta HOMep macropra)

MpoTokoa Bisyansuoro xourpoo sig 11.07.2024 Ne 2052/13.

3a pe3ynmbTaTaAMH [epXaBHOrO KOHTPOII BCTAHOBICHO, IO Jikapchkuil 3acid BBeseHo B YkpaiHy 3
JAOTPUMAHHAM BuMOT 3aKOHOJIABCTBA 1010 3a0e3NedeHHA AKOCTI TiKapchKHX 3aco0iB.
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JEPKABHA CJIIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIH OBJIACTI

npoB. Ceitnuunoi Hagxii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €EAPIIOY 37078774

BUCHOBOK
PO SAKICTh BBE3€HOI'0 B YKpaiHy JIKapChKOro 3acody

26.06.2024 Ne 30879/24/10

THPO30.JI®

(HaliMeHYBaHHA JlikapchKoro 3acoQy 3TiJIHO 3 peecTpalifHHM MOCBITYEHHSM)
Ta0dJeTKH, BKPUTI IJIiIBKOBOI 000J10HKO0, 110 10 Mr mo 25 Tadserok y Osicrepi; no 2 duicrepu
y KapTOHHiH Kopo6ui

(hopMa BHIYCKY, T03yBaHHA, BRI MaKyBaHHA NTiKapchKoOro 3acofy)
Homep peectpauiitnoro noceinuenns UA/8848/01/02 crpok aii peectpauiitnoro nocsiguenns 01.01.2099
Cepis nikapcekoro 3acoby Ne G0215U KinekicTs BBe3€HOTO MiKaperkoro 3acoby 4608

Bupobnux Mepk Xenckea K['aA, HiMeuunna
(HalfiMeHyBaHHA BUpODHMKa JiKapChKOTO 3ac00y, KpaiHa MoXoKEHHs )

Beeseno B Ykpainy ToBapucTBo 3 00MexkeHO0 BiTmoBinaaenicTio "ACIHO VKPATHA",
inent. kom: 42274733

(HaliMeHyBaHHA Ta koA 3a E[IPTIOY ropuanuHoi ocobH abo npi3puile, iM'd, Mo 0aTEKOBI (i3HIHOI
0cobH - MmiANpHEMIIS, T Miclic IIPOKUBAHHA Ta peecTpaliliHnil HoMep 001iKOBOT KapTKH IJIaTHHKA
nojarkis abo cepid Ta HOMep MacIopTa)

IpoTokoa BisyaasHoro kourposo six 21.06.2024 Ne 1734/18.

3a pe3ynbTaraMM JEpXKaBHOIO KOHTPOJIKO BCTAHOBJIEHO, 1[0 Jlikapchkuii 3acib BBeseno B VYkpainy 3

JOTPUMAHHSAM BHMOr 3aKOHOZABCTRA I0JI0 3a0e3MeueHHs AKOCTI JIIKapChKUX 3acoBiB.
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Norotun komnawii Mepk
(MEPEKNAAL)

CEPTU®IKAT BIANOBIAHOCTI

TUPO30JI®, TabneTku, BKpUTI NNiBKOBOKO Mepk Xenckea KlaA, 64293 [lapmwTanT
o6onoHkoto, no 10 mr Ne50 ®pankdypTep LWtpacce 250, HimeuunHa

Hassa npoaykTy, Popma BUNYCKY Bupo6Huya ainsHka

no 25 tabneTtok y Gnictepi;

no 2 6nicrepy y KapTOHHIN Kopobui 5 DE_HE_01_MIA_2023_0046
Poamip Ta Tun ynakoBku PPIF / BoA NiueHsin BMpoGHUKa
Bepcis
Mepk Xenckea KlNaA, 64293 JapmwTtanr
Tiamazony 10 mr ®pankgypTep WTtpacce 250, HimeuuuHa
Cwuna gii/akTMBHICTb iHrpepdieHTiB KoHTponk skocTi

Mepk Xenckea KlMaA, 64293 lapMmwranTr

UA/8848/01/02 dpankdypTep WTtpacce 250, HimeyuunHa
Homep PeecTpauiiHoro nocsigyeHHs MakyBaHHA

YkpaiHa H/3 3.00839.0754

KpaiHa-imnopTep MiapsagHuk Homep maTepiany BUpoGHUKa

G0215U 29.760 ynakoBOK H/3

Homep cepii Kinekicte/oaunHu1Lj Homep koay nigpsaHuka

26.08.2023 07/2027 G01X9R

[Jata BupobHuuTBa TepMiH NpuaaTHOCTI Homep cepii 6anky

H/3

YMoBu 36epiraHHs KomeHTapi

[TuM migTBEpPIKYIO, IO BUIIEBKa3aHa iH(GOpMAIlis € TOCTOBIpHOO 1 TouHOIO. JaHa cepist BUTOTOBNIEHA,
BKIIIOYAIOYH YIIAKOBKY/MapKyBaHHS Ta KOHTPOJNL SKOCTi, Ha BHILNEBKa3aHiil JMUIBHHII y TIOBHIN
BignosigHocTi 3 BUMoramu GMP MiCHEBOTO pEryIHYOr0 OpraHy, a Takox 3i crmenudixaniamu
Peecrpauiiinoro Jocke kpainu-iMnoprepa a6o Jlocke QOCTIKYBaHOrO JlikapchKkoro 3acoby. IIpoTokonu
BUPOOHHULUTBA, YIAKOBKH Ta aHAJi3y cepii Oyiu po3risHyTi i Bu3HaHI Bignosigaumu GMP.

Nokrop Tomac KipxHep
[0 Aokrop Peto Taiic

[0 ¥Yve Epenc6eprep

OJ

H»eHHicdep MNpabaHg 20.11.2023 (nignuc)
YnoBHOBaXxeHa ocoba Aara Mipnuc (neyaTtka)
AinbHUUSA, KOTpa BUNYCKaE
cepito B 06ir:

Mepk Xenckea KlraA,
®pankdypTep Wrpacce 250
64293 [apmwTtaar




(NEPEKNAL)

Ceprudikar Ananizy

JNlorotun komnaHii Mepk

3.00839.0754 THAPO30JI 10 MTI" - (50) YKP
Cepin G0215U
IToxazuuk Crermdikarlist BHIYCKY PesynwraTtu
Omnuc Cipo-moMapaHyeBoro KoOnsopy, Kpyrii, Binmosigae
IBOOITYKJIi TabIeTKH, BKPHUTI IUIIBKOBOIO
060TOHKOF0, 3 PHCKOIO AU TTOAITY 3 060X
BoKiR
Torummna: ~ 3,7 MM
Hiamerp: ~ 9,1 MM
Cepenns maca 248 — 263 mr 254,9 mr
OnHopijHicTs Macu IToBHHHI BIMOBIIATH BUMOTaM Binnosigae
€pp.Dapm. *
CrilikicTs g0 40-140H 73-93H
PO31aBIIOBaHHA Cepenne 3nauenns 84 H
BwicT Bomn <5% 5%
PozurHeHHA He menme 80 % yepes 15 xB (Q=75 %) 95 -101 %;

[nenTHikamis:
Tiamazon

KinekicHe BH3Ha4YeHHS
Tiamasoi

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

BEPX:

Yac yTpuMyBaHHS OCHOBHOTO Iika Ha
XpomarorpamMi BHIPOOYBaHOTO PO3YHHY
TTOBHHEH Bi/INIOBI/IaTH Yacy YTPUMYBaHHS
MKy TiaMa3ody Ha  XpoMarorpami
CTaHJIAPTHOT O PO3YHUHY

IY-criextpodoromerpis:  bmoknidn Y-
CIIEKTp MOBHMHEH OyTH B AiamasoHi 10000-
5800 cm!

BEPX: 95 — 105 % Bix 3agaBieHOro
BMiCTY

Cepen. 98 % Ha npoT. 15
xB; 1 eTan BUKOHaHWH

Bigmnoginae

Bignosigae

100 %

Crop.132



Jlorotun Komnasii Mepk
(MEPEKNAL)

Ceprudikar Anaizy

3.00839.0754 THPO30JI 10 MT" - (50) YKP

Cepis G0215U

Busnauenns guctoTH

BEPX

Byae-sxuii nponykt posnaxy < 0.2 % Bianogigac < 0.2 %

3arajgbHa KiTBKiCTE IPOIYKTIB

posmnaxy <0.5% 0.00 %
MixkpoGionoriuna yucrota **  TloBMHHA BiJMOBIZIATH BUMOTAM He recryBanu
€ep.Dapm.

* IHirove BuAanHa hapMakomel
** Tect He pyTHHHHIT, IPOBOIMTELCS METOZIOM BUOIPKOBOIO KOHTPOJIIO

Jara BHpoOHUIITBA: 26.08.2023
Jara BuImycky: 14.11.2023
TepMiH NpUIATHOCTI: 31.07.2027

[Mum s MiATBEpIKYIO, 10 1A cepist Gyna NPOTECTOBaHa Y BiIMOBIIHOCTI 3 peeCTPalliitHUM MOCBiTYEHHAM
Ta €Bponeichkor0 THpekTHBOo «Jlikapchki 3acobu. HanexHa BUpo6GHHYA IPaKTHKAY,

Haspa npoxykTy, 3a3HaueHa B LbOMy cepTH]iKaTi aHanisy, Bigmosigae Hassi npogykry THPO30JI®,
TabaeTkH, BKPHTI mNiBkoBol o6oioHkoro, mo 10 mr NeS0, BignosimHo n0 peccTpaniiinoro
TIOCBITUEHHS.
Dr. Tagliazucca (Menemxkep naGoparopii) (meuarka)
Daniel Krebs
Head of laboratory (LdQ)
Merck Healthcare KGaA

(mignuc)

Llefi oKyMeHT CKJTa/IeHO B eIEKTPOHHOMY BHIUIAAI Ta AiHCcHHMI Oe3 mignucy.

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

Crop.232



CERTIFICATE OF COMPLIANCE

THYROZOL®, film-coated tablets 10 mg Ne50

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

Name of Product, Dosage Form

25 tablets in blister;
2 blisters in carton box 5

Manufacturing Site

DE_HE_01_MIA_2023_0046

Pack Size, Packaging Type PPIF / BoA
Version

Thiamazole 10 mg

Manufacturing Authorisation

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

Strength/Potency Active Ingredient(s)

UA/8848/01/02

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

Marketing Authorisation No.

Packaging Site

Ukraine n.a. 3.00839.0754

Importing Country Contractor Material No. Manufacturer
G0215U 29.760 folding boxes n.a.

Batch No. Quantity/Units Code No. Contractor
26.08.2023 0712027 GO1X9R

Date of Manufacture Expiry Date

n.a.

Bulk Batch No.

Storage Conditions

Remarks

I 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 rewewed and found to be in
compliance with GMP.

}j/ Dr. Thomas Kirchner \ A N2
[]' Dr. Reto Theif8 ;
[0 Ute Ehrensberger W, "
[0 Jennifer Graband = , ( ) Nh

Qualified Person Date Signature
Releasing site:

Merck Healthcare KGaA

Frankfurter Str. 250

64293 Darmstadt



Certificate of Analysis

3.00839.0754 THYROZOL 10 MG - (50) UKR

Batch G0215U
Parameter Release-Specification Results
Appearance grey=-orange round, Conforms

biconvex film-coated
tablet, with dividing
score on both sides
Thickness approx. 3.7 mm
Diameter approx. 9.1 mm

Mean mass . 248 - 263 mg 254.9 mg
Uniformity of Must conform to Ph. Eur.* Conforms
mass
Resistance to 40 - 140 N 73 - 93 N
crushing Mean value: 84 N
Water content max. 5 % 5 %
Dissolution Not less than 80 % after 95 - 101 %

15 min. (Q = 75 %) Mean value: 98 % in 15 min

Stage 1 fulfilled

Identity by HPLC: Conforms
Thiamazole The retention time of main

peak in the chromatogram

of test solution must

conform to the retention

time of the main peak of

the standard solution of

thiamazole

by NIR: Conforms

Front IR-spectrum must be

in 10 000 - 5 800 cm-1

diapason
Assay by HPLC: 95 - 105 % 100 %
Thiamazole relative to the declared

content

Chemical purity
by HPLC

Each max. 0.2 % conforms <=0.2%
degradation
product

Total max. 0.5 % 0.00 %
degradation
products

Merck Healthcare KGaA, Frankfurter StraRe 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 1 of 2



Certificate of Analysis
3.00839.0754 THYROZOL 10 MG - (50) UKR

Batch G0215U
Microbial" must conform not tested
purity*¥* to Ph. Eur,*

* current version
** The test is not routine, and is done by sampling method

Manufacturing date: 26.08.2023
Release date: 14.11.2023
Expiry date: 31.07.2027

Hereby I certify that this lot has been tested in accordance
with the marketing authorisation and the european guide
to good manufacturing practice for medicinal products.

The product name indicated in this Certificate of Analysis is equivalent
to the product Name THYROZOL® film-coated tablets 10 mg No. 50 according
Lo the marketing authorization.

Dr. Tagliazucca (Laboratory Manager)

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

i“n rep részn-‘f‘& L U Qun

Daniel Krebs
Head of Laboratory {LdQ)
Merck Healthcare KGaA

Merck Healthcare KGaA, Frankfurter StraRe 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 2 of 2
PHAP /I V. Date: 15.11.2023



