JIEPKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIA OBJACTI

npos. CeiTinyHoi Hanaif, 3, m.Knis, 02099, tes/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPTI0Y 37078774

BUCHOBOK
Npo AKiCTh BBE3EHOr0 B YKpaiHy JAiKkapcbKoro 3aco0y

12.11.2024 Ne 57453/24/10

TUPO30.JI®

(HaliMeHyBaHHs JiKapChKOro 3aco0y 3MIAHO 3 PEECTPALLfiHUM MTOCBI/HCHHSM)
Ta6/eTKH, BKPHUTI I1iBKOBOI 000JI0HKOI0, 110 10 mr; mo 25 Tabserok y Gaicrepi; mo 2
aicTepn y KapTOHHii KopoGui

(opma BHIYCKY, HO3YBAHHS, BUI IAKYBAHHA AiKapceKoTo 3aco0y)
Homep peecTpaLliiiHoro nocsiueHHs UA/8848/01/02 crpok nii peecrpaliiinoro nocsinvueHHs 01.01.2099
Cepis nikapewkoro aco6y Ne G02649 KinskicTb BBeseHoro nikapebkoro 3acoby 13824

BupoGHuK Mepk Xenckea Kl'aA, Himeuunna
(HaitMeHyBarHHs BUpOOHHKA NiKapCLKkoro 3ac00y, KpaiHa [I0XO0LKEHH)

BeeseHo B Ykpainy ToBapHCTBO 3 06MEKEHOI0 BiINOBIAANBHICTIO "ACIHO YKPATHA",
inenr. kon: 42274733

(walimenyBanns Ta koA 3a EIPTIOY 1opumiHoi 0coOH abo Npi3BHLLE, iM's, 110 GaTbKOBi (isHuHOT
0co6u - mianpuemus, if Micte NpOXKMUBAHHA Ta peecTpaLifiHuit HomMep 001iKOBOI KAPTKH MIATHHKA
flomatkis a6o cepis Ta HOMEp [ACNOPTa)

TpoToKoa Bi3yaNbHOT0 KOHTPOIIO Bil 06.11.2024 Ne 3424/6.

3a  pesy/ibTaTaMM JEPXKABHOrO ~ KOHTPONO  BCTAHOBJIEHO, wo nikapchkuil 3aciG  BBE3CHO B Vkpainy 3
IlOTpl/lMaHHﬁM BUMOT 3aKOHOAABCTBA 00 3abe3neyeHHs AKOCTI JIIKapCbKHX 3acobiB.
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(NEPEKNAL)

Norotun komnawii Mepk

CEPTU®IKAT BIANOBIAHOCTI

TUPO30I®, TabneTkn, BKpUTI NNiBKOBOKO

oGonoHkowo, no 10 mr Ne50

Mepk Xenckea KlaA, 64293 Qapmuwitanr
®Ppankdyprep Wrpacce 250, Himeuyunna

Hassa npoaykry, ®opma Bunycky

no 25 Tabnetok y 6nicrepi;

BupobHuya pinaHka

no 2 6nictepu y KapTOHHIN Kopob6ui 5 DE_HE_01_MIA_2023_0046
Poamip Ta Tun ynakosku PPIF / BoA NiueHsia supobHuka
Bepcis

Tiamasony 10 mr

Mepk Xenckea KlMaA, 64293 Japmwraar
®pankdyprep Uirpacce 250, Himeyunna

Cwvna pji/akTUBHICTL iHrpeaieHTIB

KoHTponb sikocTi

Mepk Xenckea KlMaA, 64293 Japmwrtaar

UA/8848/01/02 ®pankdyprep Wrpacce 250, HimeuunHa
Homep PeecTtpadiitHoro noceigueHHs MakyeaHHA

YKpaiHa H/3 3.00839.0754

Kpaina-imnoprep MiapsgHuk Homep matepiany BupobHuka

G02649 30.144 ynakoBok H/3

Homep cepii KinbkicTb/oguHunui Homep koay nigpsgHuka

21.12.2023 11/2027 G02352

[arta BupobHuurea TepmiH npuaaTHoCTi Homep cepii 6anky

H/3

Ymosu 36epiraHHs

KomeHTapi

Llum miaTBEpIIKYIO, 11O BHLIEBKa3aHa iHpopMaLlid € JOCTOBIPHOW i TouHO. JlaHa cepis BUrOTOB/EHA,
BKJIIOYAIOYM YTAaKOBKY/MapKyBaHHS Ta KOHTPOJb SKOCTi, HAa BHUILEBKaszaHili HiNeHHLI Yy TOBHIN
BianosinHocTi 3 BUMoraMu GMP MiCLIEBOro peryi4oro opramy, a Takok 3i crneuudikaiismu
PeectpauiitHoro Jlocke kpainu-imnoprepa abo Jlocke nocaimkysanoro sikapeskoro 3acoby. IlpoTokosnu
BMPOOHMUTBA, YNIAKOBKM Ta aHallizy cepii Oyau po3risHyTi i Bu3HaHi Bianosiauumu GMP.

DokTop Tomac KipxHep

0 Anoxkrop Pero Taiic

[] V¥re Epenc6eprep

[1 Rxennicdep Mpabana 04.03.2024 (nianuc)
YnosHoBsaxeHa ocoba Nara Mianuc (nevaTka)

AinbHuuA, KOTpa BUNYCKAE
cepito B 06ir:
Mepk Xenckea KlMaA,

®pankcyprep ttpacce 250
64293 Japmuwraar



(NEPEKNAAN)

Ceprudikar Anatizy

NoroTtun KomnaHii Mepk

3.00839.0754 TUPO30JI 10 MI' — (50) YKP
Cepisn G02649
[Toxa3HUK Cneuudikaliis BUITyCKy PesynbraTi
Ornuc Cipo-rnoMapaHueBoro  KoJibopy, kpyrii, Binnosinae
ABOOIYKJi TaGNETKH, BKPHUTI MIIIBKOBOIO
0BONIOHKOKO, 3 PUCKOIO [UTst MOy 3 060X
GokiB
TosmuHa: ~ 3,7 MM
Iiamerp: ~ 9,1 MM
CepenHsa maca 248 — 263 mr 253,5 mMr
OnHopiaxicTb MacK [ToBrHHI BifMOBiOaTH BUMOIaM Biarnosinae
€pp.Dapm.*
Criikictb 10 40-140H 78 —94 H
pO31aBIIOBAHHA Cepenne 3Hauennsa 85 H
Bwmict Boau <5% 4%
Po3umnHeHHA He menue 80 % uepes 15 x8 (Q=75 %) 95 - 98 %;

Inenrudikawis:
Tiamazon

KinbkicHe BU3HAUEHHS
Tiamazon

BEPX:

Yac yTpUMYBaHHA OCHOBHOTO TMika Ha
xpomatorpami BUMpPOOYBaHOro poO34MHY
TIOBHHEH BiANOBIZATH 4acCy YyTPUMYBAHHA
nmiky  Tiamasony  Ha XpomaTorpami
CTAaHIAApTHOTO PO3YUHY

IU-criekrpodoromerpis:  Bmwkniit Y-
CrieKTp MoBHHEH GyTH B iana3oHi 10000-
5800 cm™!

BEPX: 95 — 105 % Bin 3adBneHOro
BMICTY

Cepen. 97 % Ha mpoT. 15
xB; | eTan BUkOHaHHH

Binnosinae

Binrnosigae

100 %

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

Crop.132



JNlorotun komnaHii Mepk
(NEPEKNAL)

CepTudikar Anajizy

3.00839.0754 TUPO30JI 10 MTI" - (50) YKP

Cepis G02649

BusHaueHHs YUCTOTH

BEPX

Bynb-axuii npopykt posnany <02 % Binnosinae < 0.2 %

3arasbHa KijbKicTb NPOMYKTiB

po3nany <0.5% 0.00 %
Mikpo6ionoriuna yucrora**  [loBuHHA BinmoBinaTH BUMOraM He TectyBanu
€sp.Dapm.

* Jlitoue BumanHus papmakornel
** TecT HE PYTHHHHMi, MPOBOAMTLCA METOOM BHOIPKOBOIO KOHTPOJIIO

Jara BupoOHMLTBA: 21.12.2023
Harta Bunycky: 21.02.2024
TepMiH npuoaTHOCTI: 30.11.2027

Llum 51 nigrBepaxyro, WO us cepis Oysa npoTecToBaHa y BiAMOBIAHOCTI 3 peecTpalifiHUM NMOCBIAUEHHAM
Ta €BponeicbKkoio AnpekTHBo «Jlikapcbki 3acobu. HanexHa BupoOGHUYa npakTHKay.

Ha3Ba npoaykTty, 3a3HaueHa B LUbOMY cepTudikari aHanizy, Binnosigae Hassi npogykry TUPO30JI®,
TabJeTKH, BKPHMTI NJiBKOBOK 060J0HKOW, mo 10 mr Ne50, BiamoBigHo [0 peecTpauiiiHoro
FIOCBIJUEHHS.
Dr. Tagliazucca (Menemxkep naboparopii) (neuarka)
Dr.Valeria Tagliazucca
Head of laboratory (LdQ)
Merck Healthcare KGaA

(nianuc)

Lleit noKyMEHT CKNaaeHo B eleKTPOHHOMY BHIJIAAI Ta AilicHuil Ge3 mianucy.

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
G02649 30.144 folding boxes n.a.

Batch No. Quantity/Units Code No. Contractor
21.12.2023 11/2027 G02352

Date of Manufacture Expiry Date

n.a.

Bulk Batch No.

Storage Conditions

| 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

Remarks

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.

% Dr. Thomas Kirchner
[]" Dr. Reto Theil3

[] Ute Ehrensberger

[ Jennifer Graband

Qualified Person Date
Releasing site:

Merck Healthcare KGaA

Frankfurter Str. 250

64293 Darmstadt




Certificate of Analysis

3.00839.0754 THYROZOL 10 MG - (50) UKR

Batch G02649

Parameter Ralease-Specification Fesults
Appearance grey-orange round, Conforms

bicenvex film-coated
tablet, with dividing
scora on both sides
Thickness approx. 3.7 mu
Diameter approx. 9.1 mn

Mean mass 248 - 263 ng 253.5 mg

Uniformity of Must conform to Ph. Bur.* Conforms

mass
Resistance to 40 - 140 N 78 ~ 94 W
crushing Mean value: 85 N
Water content max. 5 % 4 %
Dissolution Not less than 80 % after 95 - 98 %

15 min. (Q = 75 %) Mean value: 97 % in 13 min

Stage 1 fulfilled

Tdentity by HPLC: Conforms
Thiamazole The retention time ¢f main

peak in the chromatcgram

of tesk solution must

conform to the retention

time of the main peak of

the standard solution of

thiamazole

by WIR: Conforms

Front IR-spectrum muslt be

in 10 000 - 5 800 cm=-1

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

content.
Chemical purity
by HPLC
Each max. 0.2 % conforms <=0.2%
degradation
procuct
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




Cer‘uflcate of Analysns

3. 00839 0754 THYROZOL 10 MG (50) UKR

Batch G02649

Microbial" must conform not tested
purity** to Ph. Buxr.¥

% current version
sk The Lest is not routine, and is cdone by sampling method

Manufacturing date: 21.12.2023

Release date: 21.02.2024

Expiry date: 30.11.2027
Hereby I certify that this lot has been tested in accordance

with the marketing aULhOll“d' ion anc the european guide
Lo good manufacturing practice for medicinal products.

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

vy Tagliazucca (Labcratory Mana 2 aleri i
br. Tagliazucca (Laboratory Manager: Dr. Valeria Tagliazucca
o of Laboratory (LdQ)

/.
This document has been produced electronically and is valid without a signature, kf L0 TN Z)
L/L'L_,y C‘C:QN*

Merck Healthcare KGaA, Frankfurter Stralte 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 2 of 2
PHAP /I V. Datel 22,02.2024
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