NIEPFKABHA CJYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHiBCBKIN OBJIACTI

npoB. Caitnmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APTIOY 37078774

BHUCHOBOK
Tpo AKIiCTh BBE3EHOro B YKpaiHy JikapcbKoro 3acody

18.10.2024 Ne 52209/24/10

EYTUPOKC

(HalMEHYBaHHS JIKAPCBKOTO 3acoBy 3riflHo 3 peccTpauiinIM NOCBIAYEHHSM)
ra6aerku mo 100 Mxr; o 25 Tabxerok y 6aicrepi; mo 4 GricTepu B KapTOHHINH Kopoo6Ii

(dopMa BHTIyCKY, TO3yBaHHS, BHI NaKyBaHHA JiKapcbkoro 3acoly)
Howmep peectpamiiisoro nocsizaenns UA/8388/01/04 crpox aii peecTpaniisoro mocigues s 01.01.2099
Cepis nikapcekoro 3aco6y Ne GO2C8K KinbKicTh BBe3eHOTO Tikapcrkoro sacoby 27840

Bupo6nuk Mepk Xenckea KI'aA, HiMequnna
(HaitMesyBarHs BHpoGHHKa JiKapchKOTo 32c06y, KpaiHa TIOXOJKEHHS)

BreseHo B YkpaiHy ToBapucTEO 3 0GMeXKEHOI0 BiTNOBIAAIBHICTIO "ACIHO YKPATHA",
inenr. kog: 42274733

(HaitMenyBanma Ta kox 32 €JIPTIOY ropuuunoi ocobu abo mpissuie, iM's, 110 Garekosi dizuyHOL
0co6H - MIAIPHEMIL, ii MiCLie TPOKHBAHHA Ta PEECTPaLiHUN HoMep 06J1iKOBOT KapTKH IJIaTHHKA
nozaTkis aGo cepis Ta HOMeEp IacmopTa)

TpoTokon Bisyansuoro kourpomo sin 10.10.2024 Ne 3103/2.

3a  pe3yibTaTaMM JEPKABHOTO KOHTDOJIO BCTaHOBJIEHO, IO mikapcekuil  3aci6  BBeeHO B YKpaiHy 3

AOTPUMAHHSM BHMOT 32KOHO/RBCTBA OO 3a0€3MCHCHHA AKOCT] JIKAPChKUX 3aC00iB.
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Jorotun Komnanii Mepk

(NEPEKNAL)
CEPTU®IKAT BIANOBIAHOCTI
Mepk Xenckea KlaA, 64293 Nlapmwranr
EyTtupokc®, Tabnetku no 100 mxr Ne100 ®paxkdyprep LWrpacce 250, Hime4yuuHa
Hasea npoaykty, ®opma Bunycky Bupo6Huya ginsHka

no 25 tabneTtok B 6nicTepi;

no 4 6nicrepyu y KapTOHHIW kopooui 4 DE_HE_01_MIA_2023_0046
Poamip Ta T1n ynakosku PPIF / BoA NiueHsis BUpoBHUKa
Bepcis
Mepk Xenckea KlaA, 64293 QapMiiTtanT
NeBoTUpokcuH Hatpito 100 Mkr dpankdyprep Wrpacce 250, HimeuuuHa
Cwuna aii/akTUBHICTb iHTrpenieHTiB KoHTposib sKocTi

Mepk Xenckea KlaA, 64293 Napmwraar

UA/8388/01/04 dpankdypTep LUTpacce 250, HiMeuuuHa
Homep PeecTpauiiiHoro noceig4eHHs MakyBaHHA

YkpaiHa H/3 3.04574.0751

Kpaina-imnoptep NMiapagHuk Homep maTepiany BupoGHuka

G02C8K 27.840 ynakoBoK H/3

Homep cepil KinbkicTb/oanHuui Howmep koay nigpsiaHuKa

03.05.2024 04/2027 G028PP

[ata BupoBHuyTBa TepmiH npuaaTHoOCTI Homep cepii 6anky

H/3 -

YmoBy 36epiraHHs KomeHTapi

IIuM MiATBEpIKYIO, IO BUIIEBKa3aHa iHdopMalis € JOCTOBIPHOIO i Toynoro. JlaHa cepis BUIOTOBJIEHA,
BKJTIOYAIOYN  YNAKOBKY/MapKyBaHHS Ta KOHTPONb SKOCTI, Ha BUIIEBKA3aHill AUIBHHLI Y TOBHIHA
BinmoigmHocti 3 BuMoramMu GMP MicleBOro perymmor4oro oprafy, a TaKoX 31 crequdikamisMu
Peecrpauiitnoro Jlocke kpainu-immoprepa abo Jlocke JOCHiKYBaHOTO JTiKapchKoro 3acoly. ITporokonu
BHPOOHUIITBA, YIIAKOBKHU Ta aHali3y cepii Oynu PO3TIAHYTI i Bu3HaHi BignosinauMu GMP.

[0 Hoxrop Tomac KipxHep

Aoxrop Perto Taiic

[0 ¥Yre Epenc6eprep

0 RDskennidep pabanpn 16.08.2024 Niannc nedarka
YnoBHOBaXeHa ocoba aAara nignuc

nianMuﬂ, KOTpPa BMNyCKae
cepito B 06ir

Mepk Xenckea Kl aA,

dparkdgyprep Wrpacce 250

64293 Hapmirrant



Norotun komnaHii MepK
(NEPEKNAL)

3.04574.0751 EVTHPOKC, TABJIETKH IO 100 MKI" — (100) YKP

Cepin G02C8K

[ata sunycky: 12.08.2024
Tepmin npuaatHocti: 30.04.2027

HonarkoBa iH(popMaLis:
Hasga mpoyKTy, 3a3Ha4eHa B I0MY cepTHdikaTi aHani3y, eKBIBalCHTHA Ha3Bi MPOAYKTY
Eytupokc®, Tabnetku no 100 mkr Ne100 BilITIOBiIHO [0 PEECTPALiHOTO TTOCBiIYEHHS.

Ha nepiuiit cTopiHmi poro ceprudikara aHali3y BkasaHi 1aTa BUITYCKY, laTa 3aKiHYECHHS TEPMIHY
i T MiAIHC YIIOBHOBAKEHOT OCOBH JUIs BAILYCKY TOTOBOTO TIpoAykTy. Llei mianuc BUTyCKy He €
exBiBaneHTOM cepTHdikamii cepii, ormcanoi B Jomatky 16 mo EU GMP EudralLex, Tom 4.
Ceprudikaunis cepii opopMIAETECA OKPEeMUM JOKYMEHTOM (Ceprudikar BimIIOBiIHOCTI).
TToYHHAIOUH 31 CTOPIHKH 2, BKA3yHOTHCS aHATITHYHI JaHi cepii 6alKy, [0 BUKOPHCTOBYETLCS I
IaKyBaHHs TOTOBOTO NPOIYKTY, i3 3a3Ha4Y€HHAM [aTH BUTOTOBJICHHS, JaTa BHIYCKY Ta JHaTy
KIiHLEBOTO TIaKyBaHHs (TepMiH TIPUAATHOCTI OCHOBHOI cepii Iis MaKyBaHH:) JaHOl cepii Oanky.
Cepist Ganka BUITYCKAETHCA MEHEIKEPOM 3 KOHTPOIIO SKOCTi BiANOBIAHOCTI Ta MEHEIKEPOM 3
KOHTPOJIIO AKOCTI.

IluM o miATBEPKYIO, IO I cepis 6yna MpoTecToBaHa y BiOBIHOCTI 3 peecTpaLlifHuM
TToCBixUeHHsIM Ta €BpoTeiicbKor0 HacTaHoBOK «MemuaHi Bupoby. Hanexna BHpOOHHYA
paKTHKAY.

Iignuc xepisauka:  YrosHoBaxeHa Ocoba
IpizBumie, Im's: Pero Taiic
Hara mignucy: 12.08.2024 11:52:41 CET

L1 cepist MOroMKEHa 3 BUKOPUCTAHHAM CIIEKTPOHHOTO TIANHCY Y BiAMOBIAHIH cHCTEMI.

I{eit JOKYMEHT CKIa/IeHO B ENEKTPOHHOMY BUITIAI Ta AificHni Ges mianucy .

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

Ceprudikat Ananizy

Norotun komnaHii MepK

3.04574.0751

Cepisn

G02C8K

EYTHPOKC, TABJIETKH 110 100 MKI" — (100) YKP

Hasea nponykry: Eytupokc 100 mr BTR NF - bank

Kog npopykTy: 3045747773

Cepin banky: G028PP

TTokaznuxk

Crenudyikariis Ipy BUITYCKY

Pesynbrati

Ormuc

CrilikicTs 10 PO3AABIIOBARHES

BwuicT Bogu

Po3unHeHHs

PosninenHs Tabnerox **

Inentudixanis

OnHOPiAKICTb JO30BAHHX
OXHMHHIb

KinskicHe BU3HaUCHHA
JIeBOTHPOKCHHY HaTpito

Bu3HaycHHSI YUCTOTH
Crieundiuni JOMitIKu:
3-itono-L-THpo3uH
3,5-npiifono-L-THpo3uH

3,5-nittogo-L-ruponin (T2)

Maibxe 6ini kpyrai, miocki 3 060x 6oxis, 3i
CKOIICHUMH KpasMH TabJIeTKH, 3 PUCKOIO [UIA
nofiny 3 060x 60KiB, 3 rpaBilOBAHHAM 3 ONHi€]
croporu «EM 100»

HiaMerp: npubauzno 7 Mm

TosumHa: mpubauzno 2 MM

€sp.Dapns. *2.9.8./USP
>30H

€ep. Dapm.*2.5.32/USP<921>*;
(KyJIOHOMETPHYHE THTPYBAHHS)
<5%

€ep.Dapm.* (USP*) /BEPX

(in house-method);

(momaresuii 3MiImyBad)

> 70 % (Q) yepes 45 xz.

y signoeigrocti ¢ USP, Tect 1)

[TorunHI BignosinaTy BuMoram €rp. dapm.

Viptpa-BEPX
TlopunHi Bignosigaty BuMoraM €rp. ®apm.

Vaetpa-BEPX
IMosunHi BixTOBIAATH BUMOraM €sp.
dapm.*2.9.40 (USP <905>%)

Vavrpa-BEPX
98.0 — 105.0 % Big 3asBlEHOI KiJIbKOCTI

Vistpa-BEPX

<0.5%
<0.5%
<05%
<05%

Maitke Gini kpyryi, rurocki 3
obox OGoOKiB, 31 CKOIICHUMH
KpasMmu TableTKH, 3 pPUCKOIO
ans mojimy 3 o6ox OokiB, 3
rpaBiloBaHHsM 3 OjHi€l
cropoun «EM 100»

Hiamerp: npubauzno 7 MM
TosumHa: TpUOIU3HO 2 MM

53H
63 H
57H

2%

84 %

79 %

102 %

1 eTan BuKoHaHui

He Tecrysanock

JlesoTHpoKcUH-Na
HO3UTHBHUHI

Pisens | BUKOHaHO

101.2%

Hiokue mexi BuaBieHHA %o
Hixue Mexi Bussients %
Hixue Mexi BuABienns %
Hixue Mexi BusBiIeHHA %

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

Crop.234



Jlorotun Komnakii Mepk
(NEPEKNAL)

Ceptudikar Ananizy

3.04574.0751 EYTHPOKC, TABJIETKHU ITIO 100 MKT - (100) YKP

Cepin G02C8K

Hassa npoaykty: Eytupoke 100 mr BTR NF - bark
Kopa npoaykry: 3045747773
Cepia banky: G028PP

3,3,5'-rpuitogoripoourosa kucnota < 0.5 % Huxue Mexi BusBicHHS %
3,3,5'-TpuitoROTIPONIPOIIIOHOBE <0.5% Hinxwe Mexi BUABICHHSA %
KHCJIOTA
3,3)5,5~rerpaiionotipooyTosa <0.5% Hikue Mexi Buspierns %,
KHCIoTa
3,3,5,5 -rerpaiioporipomypamuna <05 % Huxue Mexi susasienss %
K¥CIoTa
JTioruponin (T3) <1.0%

Huxue mesxi BUsBIeHHa %
MSC2568516A (nponykr
KOHCHCALI] TMMOHHOT <02%
kucaorH)/xonumHii UDP 7 Hmxue mexi BusBiaeHHa %
UDP 48 <0.5% ; 0.18%
Ey.JIL-HK‘d irjnna ' <0.5% Binrosigae
HeizeHTH]ikoBaHa AOMIIIKA -
CyMa BCIX JOMILIOK <2.0% 0.18 %
MikpoGionoriuna gncrora ¥** MosnHHa BIATOBIIATH BEMOTEM He Tecrysanocs

¢ep.Gapm. 5.1.4

* qHHE BUIAHHA
*#* Bumpo6yBanus NPOBOAMILCS Ha OJHil cepii B powi
#%% TecT IPOBOJUTLCSA Ha KoXHil 10-if cepii abo na onuii cepil B poui 3a MeTooM BUGIPKOBOTO KOHTPOMIO

Jara BupoOHHLTBA: 03.05.2024
Jata BHITyCKY: 27.06.2024
KiHuesa narta makyBaHHd: 31.10.2024

Jomatkoba indopMauis:
*aKTyaJibHa BEPCis

UDP = »einentHdixoBanuii NPOIyKT po3nany
RL = Mexa BHABJIEHHA

Bume3a3HayeH] aHaTiTHYHI pesynbTaTH Gy OTPHMaHi LIISXOM TECTYBalHs BiANOBiTHOI cepii HeposdacoraHOrO
npoxykry. Homep cepii 6anka 3 HoMepoM cepii TOToBOTO IPOAYKTY BKA3aHO B Ceprudikari Binmosianocri.

IuM a1 migrsepiokylo, mo Ui cepis Oyma npoTecrosaHa y BifIIOBiAHOCTI 3 peEcTpalifiHUM TOCBITYEHHAM T2
€sponetcrkoio aupekTrBoto «Jlikapeeki 3acobn. Hanexna BupoGHra MpakTHKA».

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

Crop.334



Jlorotun komnaHii Mepk
(NEPEKNAL)

Ceprudikar Ananisy

3.04574.0751 EYTUPOKC, TABJIETKH 11O 100 MKT - (100) YKP

Cepin G02C8K

Hassa npo,quTy:EyTMpOKc 100 mr BTR NF - bank
Kop nponykry: 3045747773
Cepis Banky: G028PP

[liznuc kepisuuxa:  Ynoruosaxena Ocoba IMigmuc xepiBHHEKa: Menemxep Konrpono Skocti
MMpizsuiue, Im's: Jasin D6epne [Ipiseume, Im'a: Anexcannp Kpicrian Bebep
Hara migmicy: 27.06.2024 15:59:43 CET  Hara mianucy: 24.06.2024 14:29:07 CET

LI cepis nOrokeHa 3 BHKOPUCTAHHAM €IeKTPOHHOTO NiATHCY Y BifimoBigHiit cucTeMi.

Ilcit IOKYMEHT CKIEHO B ENCKTPOHHOMY BUITLAAI Ta JidicHuit 6e3 mianucy.

(neuarka) (Minuc)
Anexcangep Kpicrian Bebep

Kepisuuxk naGopatopii (LdQ)
Mepk Xenckea KT'aA

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

Crop.434



CERTIFICATE OF COMPLIANCE

Euthyrox®,tablets 100 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

L.evothyroxine sodium 100 yg

Manufacturing Authorisation

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

Strength/Potency Active Ingredient(s)

UA/8388/01/04

Quality Control: A
Merck Healthcare KGaA, 64293 Darms"t'adt;
Frankfurter Strasse 250, Germany

Marketing Authorisation No.

Packaging Site

Ukraine n.a. 3.04574.0751
Importing Country Contractor Material No. Manufacturer
G02C8K 27.840 folding boxes n.a.
Batch No. Quantity/tnits Cade No. Contractor
03.05.2024 04/2027 G028PP

Expiry Date Bulk Batch No.

Date of Manufacture

f1.a.

e

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.

[J. Dr. Thomas Kirchner
‘N\’ Dr. Reto Theif}

[} Ute Ehrensberger R
(] Jennifer Graband

AB.CS. Z.(.!Z}{"

A

-~
H
ks

Qualified Person Date
Releasing site:

Merck Healthcare KGaA

Frankfurter Str. 250

64293 Darmstadt

v
i
v




CERTIFICATE OF ANALYSIS

3.04574,0751 EUTHYROX 100 MCG TABLETS NF - (100) UKR
Batch GO2C8K
Release date: 12.08.2024
Expiry date: 30.04.2027

Additional info:
The product name indicated in this Certificate of Analysis is equivalent to the product name
Euthyrox® tablets 100 mog No.100 according to the marketing authorization.

The first page of this Certificate of Analysis indicates release date, expiry date and release signature

of Qualified Person for the finished product. This release signature is not an equivalent for batch
certification described in Annex 16 to EU GMP Eudralex Volume 4. Batch certification is captured in
a separate document (Certificate of Compliance). :
From page 2 onwards the analytical data of the bulk batch used for packaging of the finished product
is indicated with manufacturing date, release data and Packaging Limit date (expiry date of the bulk
batch for packaging) of this bulk batch.

The bulk batch is released by QC manager and QA manager.

Hereby it is certified, that this batch has been tested in accordance with the marketing authorization
and the European guide to good manufacturing practice for medicinal products.

Signatory title: Qualified Person
Signatory name: * Reto Theiss
Signatory date: 12-AUG-2024 11:52:41 CET

The batch was approved using electronic signature in the related system.

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

Merck Healthcare KGaA, Frankfurter Str. 250, 84293 Darmstadt (Germany) Tel. (+49) 6151 72 - 0
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CERTIFICATE OF ANALYSIS

3.04574.0751 EUTHYROX 100 MCG TABLETS NF - (100) UKR
Batch G02C8K

Product name: EUTHYROX 150 BTR NF - BULK

Product code: 3045747773

Bulk Batch: GO28PP

Parameter Specification limits Resuilt

Appearance

Appearance off white, round, flat on both sides, with a off white, round, flat on both .

beveled edge, dividing score on both sides and sides, with a beveled edge,
inscription EM 100 on one side, diameter dividing score on both sides.
approx. 7 mm, thickness approx. 2 mm and inscription EM 100 on oné

side, diameter approx. 7. mm, -
thickness approx. 2 mm

Resistance to crushing

Minimum value . 230 N/Ph. Eur*2.9.8/USP* 53N
Maximum value ' 63N
Mean value 57N

Water content (Karl Fischer method) i

Water content ' <5%/Ph. Eur* 25,32 /USP <@21>*, 2%

(coulometric titration)

Dissolution
Evaluation 270 % (Q) in 45 min (acc. to USP test 1) stage 1 fulfilled
/ Ph. Eur.* (USP*) HPLC (in-house method);
{paddle apparatus) _ o ‘
Levothyroxine-Na average (rel.) 84 %
Levothyroxine-Na min. (rel.) 79 %
Levothyroxine-Na max. (rel.) 102 %
Subdivision of tablets » i
Evaluation must conform to Ph. Eur.* (Test is performed  not tested
. for one batch per year)
ldentity UHPLC
Identity . must conform to Ph. Eur* Levothyroxine-Na positive

Uniformity of content by UHPLGC

Evaluation UHPLC / Must conform to Ph. Eur.* 2.9.40 level 1 fuffiled
(USP <905>")

Merck Healthcare KGah, Frankfurter Str. 250, 64293 Darmstadt (Germany) Tel. (+49) 6151 72-0 Page 2 of 4




CERTIFICATE OF ANALYSIS

3.04574.0751 EUTHYROX 100 MCG TABLETS NF - (100) UKR
Batch G02C8K
Product name: EUTHYROX 150 BTR NF - BULK
Product code: 3045747773
Bulk Batch: G028PP
Parameter Specification limits Result
Assay and chemical purity by UHPLG
Levothyroxine-Na. (rel.) 98.0 — 105.0 % (relative to the declared 1012 % -
content) c
3-lodo-L-tyrosine (rel.) | <05% <RL%
3,5 Diiodo-L-tyrosine (rel.) . 505% <RL %
3,5 Diicdo-L-thyronine (T2) (rel.) £05% <RL %
3,3',5-Triiodothyroacetic acid (rel.) $05% <RL %
3,3' 5-Triiodothyropropionic acid (rel.) =05% <RL %
3,3",5,5'-Tetraiodothyroacetic acid £05% <RL %
(rel.) : '
3,3',5,5'-Tetraiodothyroformic acid $05% <RL %
{rel.)
Liothyronine (T3) (rel.) £1.0% <RL %
~ Levothyroxine-citric-acid-adduct £0.2 % (former UDP 7) <RL%
(LCAA/MSC2568516A) (rel.)
UDP 48 <05% 0.18%
Fach unidentified degradation product <0.5% conforms
Totai.degradation products <20% 0.18 %
Microbial purity
. not tested

 Microbial purity . must conform fo Ph. Eur.” 5.1.4 (Test is
: performed for every 10th - batch or for one
batch in a year)

Merck Healthcare KGaA, Frankfurter Str. 250, 64293 Darmstadt (Germany) Tel. (+49) 6151 72 -0
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CERTIFICATE OF ANALYSIS

3.04574.0751 EUTHYROX 100 MCG TABLETS NF - (100) UKR
Batch Go2C8K
Product name. EUTHYROX 100 BTR NF - BULK
Product code: 3045747773
Bulk Batch: GQ28PP

Manufacturing date: 03.05.2024
Release date: 27.06.2024
Packaging Limit date:  31.10.2024

Additional info:
*current version

ULP = ynidentified degradation product
RL= reporting limit

The above issued analytical results were obtained by testing the respective bulk product batch. The link

between bulk batch number and finished preduct batch number is given on the Certificate of Compliance

Hefeby it is certifiad, that this batch has been tested in accordance with the marketing authorization
and the Furopean guide to good manufacturing practice for medicinal products.

Signatory title: Qualified Person Delegate Signatory title: Quality Control Manager
Signatory name: “David Eberle Signatory name: Alexander Christian Weber
Signatory date: - 27-JUN-2024 15:59:43 CET  Signatory date: 24-JUN-2024 14:28:07 CET

The batch was approved using electronic signature in the related system.

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

Alexander Christian Weber
LDQ
Merck Healthecare KGaA

s A el
0
oAl

Merck Healthcare KGaA, Frankfurter Str, 250, 64283 Darmstadt (Germany) Tel. (+_49) 6151720 Page 4 of 4



