JNEPXKABHA CJIY/KDBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIXO 3A

HAPKOTHKAMH Y KMiBCBKII OBJIACTI

npos. Ceitimaroi Hapif, 3, M.KuiB, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
po SIKiCTh BBE3eHOT0 B YKpaiHy JikapcsKoro 3acody

08.01.2024 Ne 66190/24/10

EYTHPOKC

(HaiiMeHyBaHHs 1iKapChKOTO 3aC00y 3TIZHO 3 peecTpauiiiHiM MOCBiA4EHHSM)
tabuericn mo 125 mxr; o 25 Tabxerok y Gaicrepi; mo 4 gaicTepy B KapTOHHIl KopoOui

(popMa BUITyCKY, 103yBaHHs, BUJ IAKyBaHHA nikapcekoro 3aco6y)
Homep peectpaniizoro noceinuenns UA/83 88/01/05 crpox xif peecrpaniitroro nocsinuenns 01.01 2099
Cepis nikapeskoro 3acoby Ne GO1KK1 KinskicTs BBesenoro pikapcskoro 3acoy 8640

Bupo6HHK Mepxk Xenckea Kl'aA, Himequnna

(HalMeHyBaHHA BUPOBHHKA NiKapCHKOTO 3ac06y, kpaiHa MOXOMKEHHS)

BaeseHo B YkpaiHy ToBapucTBo 3 00MEKEHOI0 pignosizansuicrio ""ACIHO YKPATHA",
inent. xon: 42274733

(naiimenysanns Ta xon 3a E[PTIOY fopuAn4HOT 0coGU abo mpisBHILE, iM's, o 6aTpKoBi (izuaHol
ocobu - nianpuemu, 1 Miclie TPOXKMUBAHHA Ta peecTpaLi¥Huii HoMep 061iKOBOT KAPTKH MNIATHUKA
ToaTkiB a6o cepis Ta HoMep HacropTa)

TIpOTOKOJ Bi3yaabHOr0 KOHTPOIO Bil 29.12.2023 N= 4221/8.

3a pesyabTarTaMH JEPKABHOTO KOHTPONO  BCTAHOBICHO, mo Jikapcekuif 3acié  BBe3eHO B Vkpainy 3
AOTPHUMAHHAM BHUMOT 32KOHOABCTBA LOAO 3a6e3redeHHs AKOCTi TiKapChKuX 3aC00iB.
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JNorotun kKomnawii MepK

(MEPEKNAL)
CEPTU®IKAT BIANOBIAHOCTI
Mepk Xenckea KlraA, 64293 [lapmwraar
EyTupokc, Tabnerku no 125 mkr Ne100 dpankdyprep Lrpacce 250, HimeuunHa
Hasea npogykty, Popma BUMYCKY BupobHuya ainsHka

no 25 TabneTok B GnicTepi;

o 4 6nicTepy y KapTOHHi| kopooui 2 DE_HE_01_MIA_2022_0018
Poamip Ta TN ynakoBkw PPIF / BoA NiueHsis supobHuka
Bepcis
Mepk Xenckea KlraA, 64293 [apmwtanr
JNleBOTMPOKCUH HaTpito 125 MKr dpankgypTep LLitpacce 250, HimeyuuHa
Cuna gji/akTuBHICTb iHrpesieHTiB - KoHTpOnb SKocTi

Mepk Xenckea KlraA, 64293 NapmwTraanr

UA/8388/01/05 ®dpankdyprep Wrpacce 250, HimeuunHa
Homep PeecTpalliiiHoro noceig4eHHs MakysaHHsA

YkpaiHa H/3 3.04576.0751

Kpaina-imnoprep MigpaaHuK Homep maTepiany BupobHuka

G01KK1 19.200 yrnakoBOK H/3

Howmep cepii KinbkicTb/ognHuui Homep kogy nigpssHuka

07.06.2022 05/2025 GO01FKA

[laTta BupobHMYTEa TepMiH NpUAaTHOCTI Homep cepii 6anky

H/3

YMmoBu 36epiraHHs KomeHTapi

LM migTBEpIKYIO, IO BHINEBKA3aHa inpopMmaris € JOCTOBIPHOIO i TouHO0. JlaHa cepist BUTOTOBJICHA,
BKJIFOYAIOYH YIIAKOBKY/MapKyBaHHS Ta KOHTPOJb SKOCTI, HA BHIIEBKA3aHiM MAUIBHHIN Y IOBHIMA
Bimmopignocti 3 BuMoramu GMP MicIEBOro perymorovoro Oprady, a TaKoX 31 cmenudikarisMu
Peecrpanitirnoro Jlocke kpaiHu-iMIoprepa a60 JIoche JOCIiIKYBaHOTO JIIKapCHKOro 3aco0y. [IpoTokoau
BHPOOHHIITBA, YIIAKOBKI Ta aHaTi3y cepii Oy POSCIIAHYTI i BUsHAHI BimoBinHuME GMP.

,Mu/oéww*& W1300

Xl Hokrop Tomac KipxHep

[0 poxrop Peto Taiic éq vl 2.2 C,( %_

0  Yre Epenc6eprep \S

[0 capa Xeksonbd

OO0 Rwxennidep Mronnep 17.10.2022 Nianuc nevarka
YnosHoBaeHa ocoba paara nignuc

ﬂianMuﬂ, KOTpa BUNyCKaEe
cepito B 06ir

Mepk Xenckea KraA,

®dpaHkpypTep Wrpacce 250

64293 apmiuTagr




(NEPEKNAL)

Ceprudikat AHaJI3Y

JNiorotun komnaHii Mepk

3.04576.0751 EYTHUPOKC, TABJIETKH ITO 125 MKI" - (100) YKP
Cepisn G01KK1

[ToxasHuk Criénugixalis npy BUIYCKY Pesynerati

Ornic Maitxe 6imi kpyrni, miocki 3 060x 6okis, 3i BixmoBinae

CTiMKiCTH 10 PO3NaBIIOBaHHSA

Bwmict Boau

PosunteHHs

Pozpinesas Tadnetox **

InenTtudikanis

OnHOpinHICT HO30BAHUX
OIUHHIb

KinesxicHe BU3HaYeHHS
JIeBOTUPOKCUHY HATpit0

BusHaueHHA YUCTOTH
Crenmdiuni Jomilku:
3-tiono-L-Tupo3nH
3,5-niitono-L-Tupo3uH
3,5-niitono-L-rupoHin (T2)
3,3,5"-tpuitogoTipoonrosa
KHCIIOTa

CKOLIEHHAMM KpasMu TabJETKH, 3 PUCKOIO s
noginy 3 060X GOKiB, 3 rPaBilOBaHHAM 3 onHiel
croponu «kEM 125»

TiameTp: NpHOAM3HO 7 MM

ToBwyHa: npudIU3HO 2 MM

€ep.dapu. *2.9.8./USP 56 — 64 H

>30H Cepente 3Hagqenns: 61 H
€np.Dapm.*2.5.32/USP<921>%;

(KyMOHOMETPHYHE THTPYBAHHS) 2%

<5%

82-103 %
Cepen. 93 % Ha 1poT. 45 XB.;
1 eTan BUKOHaHUH

€ap.®apm.* (USP*) /BEPX
(in house-method);

(nomareBuit 3MilryBay)

>70% (Q) uepes 45 xB.

y BizmosigHocti ¢ USP, Tect 1)

[MosuuHi BignOBinaTH BuMoram €sp.PapM. He npoBoauscs

Vasrpa-BEPX
IMosurHi Bignosizatu BuMoram €sp.dapM. Binmosinae
Vaptpa-BEPX
TloBuHHI BiQMOBiAaTH BUMOTaM Binnosinae

€3p.dapm.*2.9.40 (USP <905>*)

Vnsrpa-BEPX

98.0 — 105.0 % Bij 3a9BNERS] 101.4 %
Vnerpa-BEPX

<0.5% 0.0 %
<0:5% 0.0 %
<0.5% 0.0 %
<0.5% 0.1%

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

Crop.132



NoroTtun komnaHii Mepk
(MEPEKNAL)

Ceprudikat AHaJXIzy

3.04576.0751 EYTHUPOKC, TABJIETKH I10 125 MKT - (100) YKP
Cepis G01KK1

3,3,5"-TpuitoaoTipoNponioHoBa <05% 0.0%
KHCJIOTa

3,3’5,5-TerpaitogoripoolToBa <0.5% 0.0%
KHCIIOTa

3,3,5,5 -terpaiionotipoMmypamssa < 0.5 % 0.0%
KUCIIOTA

Jiotupowin (T3) <1.0% 0.0%
MSC2568516A (nponykr

KOHZieHCaLiT TUMOHHOT <02% 0.0%

kucaory)/komuusiit UDP 7

Bynp-sika iHa <05% Bianosinae < 0.5 %
HeigeHTHdikoBaHa HOMIlIKa =He R

Cyma Beix IoMilIok <2.0% 0.0 %
Mikpo6ionoriusa yucrora *** TIoB¥HHI BiANOBIZATH BUMOIaM He npoBoayscH

€ep.Dapm. 5.1.4

* Y HHE BUNAHHA
** BUrpoGyBaHHs POBOXUTHECA Ha ONHIH cepii B poui
%% TecT NPOBONKMTHCS Ha KOXKHiM 10-# cepii a6o Ha oxHilt cepil B poui 3a MeT0I0M BUGIPKOBOTO KOHTPOJIIO

JlaTa BUpOOHMIITBA: 07.06.2022
IlaTa BUNYCKY: 07.10.2022
TepMiH IPUAATHOCTI: 31.05.2025

[um s TiATBEpIKY0, WO 1A cepis Oyna mpoTecToBaHa y BiAMOBIZHOCTI 3 peecTpalifiHUM MOCBIXYEHHAM Ta
€pponeichKOor0 JUPEKTUBOKO «JTixapcrki 3aco6u. Hanesxsa BUpoOGHHYa NPAKTAKAY. ppes

HazBa MpoAyKTy, 3a3HayeHa B LbOMY cepruodikari aHanisy, BiAnosigae Ha3Bi poxy i
Eyrupokc, Tabnetku 125 mxr Ne 100, BiTIOBIHO JIO peecTpalLiifHoro NOCBiAYCHHA Jf oy

Farschad Djavaheri \ )
Kepisuuk mabopatopii W&/
Mepxk Xenckea KI'aA

Mr. Djavaheri (Meremxep JlaGoparopii) (meuarxa)

et
e W

Lle# TOKYMEHT CKNANEHO B €AEKTPOHHOMY BUCTAI Ta AiHCHUHN 6e3 mamucy.

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

Crop.232



CERTIFICATE OF COMPLIANCE

Euthyrox®,tablets 125 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 2

Manufacturing Site

DE_HE_01i_MIA_2022_0018

Pack Size, Packaging Type PPIF / BoA
Version

Levothyroxine sodium 125 g

Manufacturing Authorisation

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

Strength/Potency Active Ingredient(s)

UA/8388/01/05

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

Marketing Authorisation No.

Packaging Site

Ukraine n.a. 3.04576.0751

Importing Country Contractor Material No. Manufacturer
GO1KK1 19.200 folding boxes n.a.

Batch No. Quantity/Units Code No. Contractor
07.06.2022 05/ 2025 GO1FKA

Date of Manufacture ~ Expiry Date Bulk Batch No.

n.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.

e

X Dr: Thomas Kirchner
™ Dr. Reto Theil3

[0 Ute Ehrensherger’ -
[ Sarah Heckwolf ( PO

-
g

O] Jennifer Miiller 17, 0K, 2022

s

Qualified Person " Date ‘Signature
Releasing site:
Merck Heaithcare KGaA
Frankfurter Str. 250

64293 Darmstadt.

ey »“\‘



Cemﬁca’te of Aﬁaéyg

3 04576 0751

Batch

Parameter

Appearance

Resistance to
crushing

Water content

Dissolution

Subdivision
of tablets**

Identification

Uniformity
of dosage units

Assay
Levothyroxine
Sodium

Chemical purity”
(relative to the
declared content)
Specified

GO1KK1

Release-Specification

Off white, round tablets,
flat on both sides, with a
beveled edge, dividing
score on both sides and
inscription on one .side
<<EM 125>>

Diameter approx. 7 mm
Thickness approx. 2 mm.

Ph. Eur.* 2.9.8/USP
>/= 30 N

Ph. Bur.* 2.5.32/USP
<921>; (coulometic
titration)

<f= 5 %

Ph. Eur.* (USP*) HPLC
{(inhouse method) ;
(paddle apparatus)

>/= 70 % (Q) in 45 min
(ace. to USP Test 1)

Must conform to Ph. Eur.

UHPLC
Must conform to Ph. Eur.

UHPLC

Must conform to Phu
Eur.* 2.9.40

(USP <905>%)

UHPLC
98.0 - 105.0 % relative
to the declared content

UHPLC

degradation product

3-iodo=
L-tyrosine

3,5=diiodo
L-tyrosine

EUTHYROX 125 MCG TABLETS NF (100) UKR

Results

Conforms

56 = 64 N
Medn values 61 N

2%

82 = 103 %

Mean value: 93 %
in 45 min

stage 1 fulfilled

not tested

Conforms

Conforms

101.4 %

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

Page 1 of 3




Certificate of Analysis

3.04576.0751 EUTHYROX 125 MCG TABLETS NF - (100) UKR

Batch

3, 5-diitodo-
L-thyronine
(T2)

3,3',5-tri
iodothyroacetic
acid

3,3",5=tri-
iodothyro-
propionic acid

3,3',5,5"-
tetraiodothyro=
acetic acid

3,3',5,5%-
tetraiodothyro-
formic acid

Liothyronine
(T3)

MSC2568516A
(citric acid
condensation
product/former
upp 7

Each
unidentified
degradation
product

Total
degradation
products

Microbial
purity* *.k.

* current version
*% Test is performe

</

GO1KK1

</

fl
o
»
o

= 0.5 %
/= 0.5 %
/= 1.0 %
</= 0.2 %
</= 0.5 %
/= 2.0 %

Must conform to Ph. Eur.
5.1.4

d. for one batch per year
*** Test ist performed for every 10th batch or

Manufacturing date:
Release date:

Expiry date:

conforms <= 0.5 %

07.06.2022
07.10.2022
31.05.2025

Hereby 1 certify that this lot has peen tested in accordance
with the marketing authorisation and the European guide
to good manufacturing practice for medical products.

The product name indicated in this Certificate of Analysis is equivalent

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

Page 20f 3



Certlflcate of Analysus | -

3.04576.0751 EUTHYROX 125 MCG TABLETS NF - (100) UKR

Batch GO1KK1

to the product name Euthyrox® tablets 125 mcg No. 100 according to
the marketing authorization.

Mr. Djavaheri (Laboratory Manager)

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

/ ;

Farschad Djavaheri 4 /
Head of Laboratory (LdQ) / el

Merck Healthcare KGaA ‘[

Merck Healthcare KGaA, Frankfurter StraRe 250, 64293 Darmstadt (Germany): +49 61 51 72-0 Page 3 of 3

PHAP// V. Date:10.10.2022
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Jtorotun komnawii Mepk

(MEPEKNAL)
CEPTUDIKAT BIOMNOBIAHOCTI
Mepk Xenckea KlaA, 64293 Aapmuwraar
EyTupokc®, TabneTtku no 125 mxr Ne100 ®pankdypTep Wrpacce 250, Himeuynka
Hassa npoaykty, ®opma Bunycky BupobHuua ginsHka

no 25 rabnerok B 6nicrepi;

no 4 GnicTepu y KapTOHHIN Kopobui 5 DE“HE_01“_MIA_2024_004'1
Poamip Ta Tun ynakosxu PPIF / BoA NiueHsia BUpobHUKa
Bepcis
Mepk Xenckea KI'aa, 64293 Hapmuwtangr
IleBOTUPOKCUH HaTpito 125 mkr Ppankdyprep Wrpacce 250, Himeuunna
Cuna piifaktuehicTs iHrpegieHTin KoHTpons akocTi

Mepk Xenckea KFaA, 64293 Hapmwranr

UA/8388/01/05 Dpankdyprep Wrpacce 250, HimeyumHa
Howmep PeccTpaljiikoro nocsigyens MaxkyeaHHs

Ykpaiua H/3 3.04576.0751

Kpaina-imnopTep MigpasHuk Homep matepiany supoBHuka

GO2HFW 15.936 ynakoeok Hi3

Homep cepir KinskicTs/oquHnu Homep kogy niapsiaauka

29.10.2024 09/2027 GO2ETV

fara eupoBHuuTEa TepmiH npyaaTroCT Homep cepii 6anxy

H/3 -

Ymosu 3GepiranHs KomerTapi

Lnv rigreepmryio, wo sumesxazana ipopmailis € HOCTORIPHOIO | TOYHOIO, Haua cepis surotopicua,
BRJIOYAIONN  yITAKOBKY/MABPKYBAHHA Ta KOHTPOL AKOCTI, HA BHINEBKA3ZAHIH AlibHHIL Y TIOBHIH
BIZUOBIHOCTI 3 BHMoramu GMP MICLIEBOTO PEryIOKTOr0 OpraHy, a Takox 3i cnenudikanismu
Peecrpauiiinoro Jlocke KpalHu-iMniopTepa abo Jocke AOCIIJEKY BAHOTO JIIKAPCHKOro zacoby. ITpoTokonu
BHPOOHHUUTBA, YIIAKOBKM Ta anaisy cepii Oymu posrmsinyTi i BusHani signosi v GMP.

[l Aokrop Tomac KipxHep

X Aoxrop Pero Taiic

0 ¥re EpeHcGeprep

M Axkennicdrep MpaGang 23.12.2024 Mignuc nevyaTea
YNoBHOBaMmeHa ocoba para niznnc

AinbHuus, kotpa BUNycKace
cepiro B obir

Mepk Xenckea KaA.

Spanipyprep Wrpacce 250

64293 Jlapsiuranr

/% ant 01/“()(/
17.0025




JNlorotun komnanii Mepk
(MEPEKAAL

3.04576.0751 EYTHUPOKC, TABJETKH 110 125 MKT (100) YKP

Cepis GO2HFW

Hara sunycky: 18.12.2024
TepMmiH npraatHocT: 30.09.2027

Homarkosa indopmaris:
Haspa nposiykry, 3a3HaucHa B HboMy ceprudikari aHanisy, ekpiBajieHTHa Hazpi MPOAYKTY
Eyrupoke®, Tabnerku no 125 mxr Ne100 BUINOBIHO R0 peecTpaLifHoro nocsiuenns,

Ha mepmiii cropinni usoro ceprudikara aHanisy sxazaui nata BHITYCKY, 1aT2 3aKiHUEHIS TepMiny
il Ta MiAnMe ynosHoBakeHoT ocofy ais BHIYCKY FOTOBOTO UponykTy. Lleit nignuce sumycky we ¢
eKBiBamenTOM ceprudikauil cepii, onucanoi B Hoaatky 16 go EU GMP EudraLex, Tom 4.
Ceprudianis cepti odopmaserscs OKpeMUM  tokymentom  (Ceprudikar  signosigHocti).
HMouunaioun 3i cropinkm 2, BKA3YIOTbCA aHamiTHIRI fani cepii Banky, 1o BHKOPHCTOBYETLCH 1150
NaKyBathis roT0BOro NPOAYKTY, i3 3a3HAYCHHAM AaTH BHIOTOBJICHHA, 1aTa BUIYCKY Ta JaTy
KIHLCBOTO T@AKYBAMHA (TepMiH MPUIATHOCTI OCHOBHOT cepii s NaKyBanHa) aanol cepii Hanxy.
Cepis baiika BUnyCcKacThes MCHEIDKCPOM 3 KOHTPOJIKO SKOCTI BIAMOBIAHOCT] Ta MEHEKEPOM 3
KOMTPOIIIO SIKOCTI,

Luwm g nigrsepmkyio, mo s cepis Oynma npoTecToBaHa y BiANOBIAHOCT] 3 peecTpaliiinm
UOCBIAYCHHAM Ta CBPONEHCEKOK HACTANOROK «Mepamuni Bupo6u. Hanexua BUPOOHKUA
PaKTUKaY.,

Iignne kepisnika:  YmosHosakena OcoGa
[pizenine, Im's: Pero Taitce
Hara niamucy: 18.12.2024 16:47:08 CET

Lla cepis noromuena 3 BAKOPUCTAHHAM €/ICKTPOHHOTO MIANKCY Y BIAMOBIAHIH crcTemi.

Lleit nokyMeHT exaaeHo 8 CJICKTPOHHOMY BUIIIAA Ta Hiitcuuii Ges MAMUCy .

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

Crop.134




NoroTun komnaii Mepk
(MEPEKNAR)

Ceprudikar Ananisy

3.04576.0751 EYTHPOKC, TABJETKH [0 125 MKT — (100) YKP

Cepin GOZHTW

Hassa npoayxty: Eytupoxc 125 mr BTR NF - Bark
Kon apoaykry: 3045767773
Cepist Banky: GU2ETY

IMokaznmk Crieupdikanis npu Bunycky Pezyrnerarn

Cuuc Maitze Gini kpyrni, nnocki 3 o6ox bokis, 31
CKOLICHHWMH KpasMH TAONETKH, 3 PUCKOIO UIA

ey 3 060x 6oKiE, 3 rpaBilOBaHHAM 2 OHIE]

Mait:xe 6ini kpyrni, mnocki 3
obox GokiB, 31 ckolwenmMu
KPAAMH TAGNETKH, 3 pHCKOIO

Crifikicrs 5o poznasmosanms

BwumicT BoAu

Posuunenn

Pospinenns radnerox *#

lnenrudrikatis

OniropingicTs 11030BaHHX
OJHINIL

Kinbkicne suznauenys
Tesotupexkcuy natpio

Buzuavienns wncrorn
Craenudiuni nomiwky:
3-fono-L-rupozun
3.5-nittogo-L-Tupozm
3.5-niltono-L-Tupotin (T2)

croponu «EM 125y
Hiamerp: npuéauzno 7 mm
Tosrmua: OpHGIHIHO 2 MM

€ep.Qapm. *2.9.8 /USP
>30H

€ap. G)apM.*2.5.32/USP<921>*;
{KyJI0HOMETpPH1HE THTpY BAHH )
<5%

Epp.Dapm.* (USP*) /BEPX

(in house-method);

(nonaTermit 3MilzyBay)

= 70 % (Q) uepes 45 xs.

¥ BiInosinHoCoT: © USP, Teer 1)

[Moennni Bianosizaty sumoranm Crp. Dapm.

Yavtpa-BEPX
TlozmuHi Bignorinatu sumoram €np.Dapwm,

Ynerpa-BEPX
Tlosuuni RignoBizaTy BUMOranm
Cap.Dapm.*2.9.40 (USP <G05>#)

Ynerpa-BEPX
98.0 - 105.0 % Bin sasenewol KinbkooT

Yabrpa-BEPX
=0.5%

<0.5 %
<0.5%

A nofdiny 3 ofox Gokis, 3
IpaBitCBAHHAM 3 onHiel
CropoHH «EM 125%»

Hiametp: npubmizno 7 Mu
ToBmMHA: IPHEANZHG 2 MM

42 H

S7TH

32 H

2%

69 %

92 %

81 %

2 eTat BUKoHARNS

He Tectysanocs

Jlerorupoxcui-Na
MO3UTHBHEH

Pieentn 1 BukoHauo

100.6 %

Huseae Mesxi BHABNEHHS %
Husicue mMesxd susanenns %
Hisxue mesxi Bunsnenns %

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

Crop. 234




MNorotun komnaHii Mepk
(MEPEKNAA)

Ceprudirxar Ananisy

3.04576.0751 EYTHPOKC, TABJETKHY IO 125 MKT — (100) YKP

Cepin GO2ZHTW

Hassa npoayxry: Eytupoke 125 mr BTR NF - Bank
Koa npoaykry: 3045767773

Cepis Banky: GO2ETV

3,3,5"-tpuftonotipooutoesa kuciota < 0.5 % Hisxue sesxi suapnenns %
3,35 rpuiiogoTiponiponionora <03 % Hucie meki suasnenss %
KHCNoTa

3,3',5,5'—Te‘1‘paﬁ0ﬂ0'ripoouTOBa <0.5% Hiokae mexi Busprenty %
KUCToTA

3.3.5,5 -TerpaitonotipoMypata < 0.5 % Huaxue Mesxi susnenns %
KHcnoTa

TMoTkponin (T3) <1.0% Hikde mesxi suasneinin %
MSC2568516A (mpoaygr Huacue mexd pusasnenns %
KORAEHCANI] TUMOHHOT =02%

KHCIOTH Yxonuumniin UDP 7

Bynn-sxa inma =0.5% Bianoginae
HeiZeHTHikoRaHa NoMiurka <20

. . . (i}
Cyma aeix nomimok - 0.0 %
Mikpodionoriyna uncrora *** [osmina siarosinatu srasorasm He tecryranccs

€pp.dapm, 5.1.4

* YUHHE BUAAHHA
#* BunpoSysanis npoBoauTLCT Ha OOHIH cepil B poni
FEE TecT NpoROAMTBEH HA KOKHIH 1 0-§ cepii abo wa oaniil cepii B powi 3a MeTosom BubipKoBOTC KOKTPOTIO

Hara supobuHLTEa: 29.10.2024
Hata sunycky: 12.12.2024
Kinuesa nata naxysavas: 28.04.2025

Honatkosa indopmariis:
*aKTyansHa pepeis

UDP = neinentudikopanuii NPOAYKT pozrnamy
RL = Mewxa nussrenus

Buniesasnadeni ananiteaui Pe3YNLTATH OYNM OTPUMAH] mngxoM TeCTyBaHH: Bianosigual cepii Heposdacosanoro
upoaykTy. Homep cepii Ganxa 3 HOMEpPOM Cepii rOTOBOIO MPOZYKTY BKA3ZHO B Ceprudikari Binnosizaocti.

v 2 minreepmxyio, wo wa cepin Syna nporecToBaHa Y Bianoeianocti 3 peccrpaniftnnyM nocsindenimnm Ta
CBponcHebK0I0 TUPERTHEOID «Jlikapeski 3acobu. Hanewna BHPOOHHYE NMPAKTHKay,

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

Crop. 334




Norotun komnanii Mepk
(MEPEKAAL)

Ceprudikar Ananisy

3.04576.0751 EYTUPOKC, TABJETKH IO 125 MKT — (100) YKP

Cepisn GOZHTW

Hassa npogykry: Eytupokc 125 mr BTR NF - Bank
Koa npoaykry: 3045767773
Cepia banky: GOZETV

Minmue kepipnuka:  Ynosrosamena Ocoba Ilignvc kepisnuxa; Meneamep Kowrpono Skocti
Tlpizeuwre, [M's: [BonH Kaiizep [pizenme, In's: Kpicrin Bonsg
Hara nianucy: 12.12.2024 12:02:05 CET  Jlara aianmey: 06.12.2024 17:28:39 CET

L cepis norojokena 3 sukopreTanmam €NEKTPOHHOIO NiAnvCy ¥ BiANORiANIH cHeTem,

Iieh nokysmenr cknaneno s CIACKTPORNOMY BUrnanl Ta niticiinil 6e3 nignucy.

(mewarka) (mianuc)

KpicTin Boand
Kepisuux naoparopii (LdQ))
Mepk Xenckea KI"aA

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

Crop. 434
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HEPXKABHA CJIYIKFBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJACTI

mpos. Ceitnmunol Haxii, 3, m. Kuis, 02099, ten/darc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
PO sIKICTE BBE3eHOro B Yikpainy mikapenkoro 3acoby

10.02.2025 No 4184/25/10

EYTHPOKC

{HaliMeRyBanHg Nixapchkoro 3acoby 3rinEo 3 peceTpanifumm HOCBLAREH HANM)
Tabaerku no 125 mxr, mo 25 tabrerox y Gaicrepi; no 4 Gaicrepu B KAPTOHHIH Kopobui

(dopma sumycxy, AO3YBEHIA, BHA HAKYBALHA JIKAPCEKOTO 3ac0y)
Howmep peecrpaniitnoro noceinuerns UA/8388/01/05 eTpok aif peectpatiiinero mocsiguenns 01.01.2090
Cepia nikapebkoro sacody Ne GO2HFW Kinbricts sse3enora nikapeskoro sacody 15936

BupoSumk Mepk Xenckea KI"aA, Himeuunna

(naiMeHyBanus BUpoGHEKA NIKApCLKOro sacoby, kpaita NOXOGKEHHS)

Breseno e Yipainy Torapucrro 3 06mexeHoI0 BigOBINATLHICTIO "ACIHO YKPAIHA",
inenr, xom: 42274733

(iafiMenysanus 1a ko 3a CHPITOY ropuammoi ocobn a6o HPI3BUINE, IM'A, 110 BaThKOR (znunoy
0CcObM - Nijnpuemus, ¥ Micie HPOAKUBAHEA TA peecTpauilftiwil oMep oBnikosoi KADTKH 1GIaTHH KA
Noaatkin abo cepit 12 noMep nacnopra)

ITporoxon Bisyassuoro kontpomo sig 04.02.2025 Ne 0293/4.

3a  pezyabraramMu ACPIKABHOIO  KOHTPOMC  BCTAHOBMEHO, [0 nikapcekuii  3aci6  Beezeno s Yxpainy 2

JAOTPHMAHHAM sumor 3AKOHOAABCTBA 00 3a0€3NEUEHHS IKOCTI nixapchkHx 3acobin,

Omera CPELOMEHKO

{Timuc} (fainians ta Apizanue)
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