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NEPXABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMMH Y KHIBCBHKIN OBJACTI

npos. Ceitnuunol Hanii, 3, M.Kuis, 02099, ten/dpakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPITOY 37078774

BUCHOBOK
Po AKICTH BBE3eHOro B YKpaiHy JiKapchKoro 3acooy
02.01.2024 Ne 66185/24/1011
EYTHUPOKC

(HaliMeHYBaHHA NikapchKOro 3acoly 3rifHO 3 peecTpalifHiM NOCBIAYEHHSIM)

Tabaerku no 50 mxr; no 25 TaGaerok y GJicrepi; mo 4 6jicTepH B KAPTOHHIA KopoOwi _

((opMa BUIYCKY, NO3YBAHHS, BUJ ITAaKyBaHHs JIKapChKOro 3acoly)
Homep peccrpauiiinoro nocsinuenns UA/8388/01/02 crpox aif peectpaniitioro nocsiguenns 01.01.2099
Cepis nirapcbioro 3aco6y Noe GO1Y80) KinbkicTh BBE3€HOrO fikapebkoro 3acoby 17280

BupoGHui Mepk Xenckea KI'aA, HimeyunHa

(naliMeHyBaHHs BUPOOHMKA AIKApCLKOro 3a006y Kpaiia noxonmenna)

‘Beeseno B YkparHy Tosapucreo 3 o6mekeHoro BixnosigaasuicTio ""ACIHO YKPAIHA”
_ifeHT. Kox; 42274733

(Haumenyaaﬁm Ta KOJ 34 CHPHOY iOpHﬂuqu 0co6H a6o rrplaﬂnme iM'sL, 110 6aTbKOB] dr3myHol
ocobu - mignpuemus, ii MicLie NposKHBaHHS Ta peecTpaliiftHuit Homep 0BTKoBOT KapTKH naaTHKrka
nosarkis abo cepis Ta HOMED nacnopra)

[Mporoxon BisyaabHoro kourpoo sig 25.12.2023 Ne 4221/3.

3a pe3y/AbTaTaMH [EPXKABHOTO KOHTPOJIO BCTAHOBJEHO, WO Jikapchkuit 3aci6  BBe3eHO B Ykpainy 3

JOTPHUMAHHSAM BrMOT 3aKOHOAABCTBA UIOA0 3a0e3MeHeHH KOCTI NiKapChKHX 3ac00iB.
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JEPKABHA CJIYKBA 3 IIKAPCBbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV KUIBCBKIA OBJIACTI

npos. CeiTnnunol Haxil, 3, Mm.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kog €EAPTIOY 37078774

BUCHOBOK
PO SIKICTh BBE3€HOr0 B Y KpaiHy JIIKapchbKOro 3acody

08.12.2023 Ne 60687/23/10

EYTHPOKC B 1

(HaliMEHYBaHHS JiKAPCLKOro 3aco0y 3rifHo 3 peecTpallifiHuM MOCBIAIEHHSIM)
TaGaerkn no 50 mkr; nmo 25 taduerok y 6Jicrepi; mo 4 GJicTepH B KAPTOHHINH Kopooui

((popMa BUITYCKY, HO3YBaHHS, BUI NaKyBaHHA JIIKapCLKOTO 3ac00Y)

Homep peecrpauiitioro mocsiguenus UA/8388/01/02 crpox aii peectpauitinoro nocsiguenns 01.01.2099
Cepis nikapcekoro zacoby Ne GO1Y80 Kinskicrs BBe3eHoro nikapebkoro sacofy 11400

BupoGHuK Mepk Xenckea KI'aA, HiMeyunHa -

(HaliMeHyBaHHsA BUpOOHHKA JlikapcbKkoro 3acoly, Kpaita MoXoMKeHHsl)

Bseseno B YkpaiHy ToBapuerBo 3 06MeskeH o0 BixnosigaabhicTio "TACIHO YKPAIHA",
inent. kon: 42274733

(naiiMeHyBaHHs Ta ko 3a EAPTIOY topuanuHoi ocobn abo npi3suule, iM'a, MO GaTLKOBI (PI3HUHOT
0co0H - migmpuemLy, if MiCue IpOXKUBaHHA Ta peecTpaulitHiit HoMep o61K0BOT KapTKH MiaTHKUKa
rosaTkis abo cepis Ta HOMEP NacnopTa)

Iporokon Bisyanmsnoro kontposio sin 08.12.2023 Ne 3878/3.

3a  pes3yJpTaTaMH JAEPKABHOTO KOHTPOJIO BCTAHOBNEHO, W0 Jikapcekud 3acié BBe3eHO B Ykpaidy 3

JOTPHUMAHHSM BHMOT 3aKOHOJABCTBA 110/10 320€3MeUeHHS AKOCT fikapcbkuX 3acoBiB.
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Merck Healthcare KGaA, §4293 Darmstadt,

Euthyrox®,tablets 50 mcg Ne100 Frankfurter Strasse 250, Germany
Name of Product, Dosage Form o ~ Manufacturing Site
25 tablets in blister; | | o
4 blisters in carton box 3 DE_HE_01_MIA_2023_0046 -
Pack Size, Packaging Type PPIF / BoA Manufacturing Authorisation
Version |

Merck Healthcare KGaA, 64293 Darmstadt,
Levothyroxine sodium 50 ug  Frankfurter Strasse 250, Germany
Strength/Potency Active Ingredient(s) ~ Quality Control:

Merck Healthcare KGaA, 64293 Darmstadt,
UA/8388/01/02 | Frankfurter Strasse 250, Germany
‘Marketing Authorisation No. ) | Packaging Site
Ukraine - nha. 3.04571.0751
Importing Country Contractor ~ Material No. Manufacturer
G01Y80 28.680 folding boxes  n.a.
Batch No. — Quantity/Units ‘Code No. Contractor
26.05.2023 04/2026 _ GOTTY )
Date of Manufacture Expiry Date ~ Bulk Batch No. |
.38, | | /
Storage Conditions o ' Remarks

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quahty control at the above mentioned site (s) in full compliance with the GMP
requirements of the local Regulatory Authonty and with the specifications in the Marketing Authorization of the

importing country. The batch processmg packagmg and analysis records were reviewed and found to be in
compliance with GMP.

Dr. Thomas Kirchner
Dr. Reto Theif

[Q Ute Ehrensberger

g Jennifer Graband

Qualified Person
Releasing site:
Merck Healthcare KGaA
Frankfurter Str. 250
64293 Darmstadt
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3.04571.0751 EUTHYROX 50 MCG TABLETS NF - (100) UKR

Batch G01Y80
Parameter Release-Specification Results
Appearance Off white, round tablets, Conforms

flat on both sides; with a
beveled edge, dividing
score on both sides and
inscription on one side
<<EM 50>>

Diameter approx. 7 mm
Thickness approx. 2 mm

Resistance to Ph. Eur.* 2.9.8/U08P 43 -~ 49 N
crushing >/= 30 N Mean value: 46 N
Water content Ph. FBur.* 2.5,32/US8P
<921>; {coulometic
titration)
</= 5 % 2 %
Dissolution Ph. Eur.* (USP*) HPLC 84 - 102 %
(inhouse method) ; Mean value: 93 %
(paddle apparatus) in 45 min
>/= 70 % (Q) in 45 min stage 1 fulfilled

(acc. to USP Test 1)

Subdivision Must conform to Ph. Eur. not tested
of tablets**

Identification UHPLC Conforms
Must conform to Ph. EBEur.

Uniformity "UHPLC Conforms

of dosage units Must conform to Ph.

. cBur.*2.9.40
'T;(USP.<905>*0

Assay - . _-Y'{f  ;UHPLC

'*:Levothyrox1ne-7j_fi98 0 - 105.0 % relative  104.4 %
‘Sodium S e the declared content |

Chemical purity" UHPLC

(relative to the

declared content)

Specified

degradation product
3-=iodo~ . Y AE e F |
L-tyrosine </= 0.5 % | - 0.0 %

3,%-diiodo s S
L-tyrosine </= 0.5 % | 0.0 %

Merck Healthcare KGaA, Frankfurter Strafie 250, 64293 ‘D;arms_tadft (Germany): +49 6151 72-0 Page 1 of 3
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3.04571.0751 EUTHYROX 50 MCG TABLETS NF - (100) UKR

Batch - G01Y80
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3, 5~diiodo-

L-thyronine |

(T2) </= 0.5 % 0.0 %
3,3',5~-tri

lodothyroacetic

acid </= 0.5 % 0.0 %
3,3',5-tri-

iodothyro-

proplonic acid </= 0.5 % 0.0 3%
3';'3'-;5’5'_

tetralodothyro-

acetic acid </= 0.5 % 0.0 %
J;3'ph;0" =

tetraiodothyro-

formic acid </= 0.5 % 0.0 %
Liothyronine

(T3) </= 1.0 % 0.1 %
MSC2568516A </= 0.2 % 0.0 %
(citric acid

condensation

product/former

upp 7

Each </= 0.5 % | conforms <= 0.5 %
unidentified

degradation

product

Total </= 2.0 % | 0.4 %
degradation

products
Microbial Must conform to Ph. Eur. not tested
purity*** - o

* current version
** Test is performed for one batch per year
*%* Test ist performed for every 1l0th batch or for one batcl

Manufacturing date: 26.05.2023

Release date: 19.09.2023
Expiry date: 30.04.202¢6

Hereby I certify that this lot has been tested in accordance
with the marketing authorisation and the European guide
to good manufacturlng practlce fcr medlcal products

The product name indicated in this Certificate of Analysis 1is equlvalent

Merck Healthcare KGaA, Frankfurter Strafle 250, 64293 Darmstadt (Germany): +49 6151 720
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3..04571.0?51 EUTHYROX 50 MCG TABLETS NF - (100) UKR

Batch G01Y80
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to the product name Euthyrox® tablets 50 mcg No. 100 according to
the marketing authorization.

Mrs. Zare (Laboratory Manager)

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

Fapiesentative

Le Van Nguyen
L.dQ
Merck Healthcare KGaA
o Q

. Y &Z*@%.W

Wl il B el I

Merck Healthcare KGaA, Frankfurter Strafle 250, 64293 Darmstadt (Germany) +49 6151 72-0
PHAP ! V. Dale: 20,09.2023
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Jlorotun KomnaHil Mepk

(MEPEK/AL)
CEPTUODIKAT BIANOBIAHOCTI
Mepk Xenckea KlaA, 64293 Japmwitagr
EyTupokc, Tabnetkn no 50 mkr Ne100 ®patkdyprep LTpacce 250, Himeuunha
Hasea npoaykry, dopma BUNycky BupobHuya ainaHka

no 25 radbnertok B osicrepi;

no 4 onicTepu y KAPTOHHIN KOpoOLi 3 DE_HE_01_MIA_2023_0046
Po3mip Ta TMnN ynakoBKu PPIF / BoA NiueHsia BupobHKKa
Bepcis
Mepk Xenckea KlaA, 64293 Japmwraar
JleBOTUPOKCUH HaTpio 50 MKr ®padkdyprep Wrpacce 250, HimeuunHa
Cuna Aii/akTUBHICTL IHrpeLieHTIB KOHTpOI1b AKOCTI

Mepk Xenckea KlaA, 64293 apmuitanry

UA/8388/01/02 PpaHkdypTep LTpacce 250, HimeyunHa
Howmep PeecTpaliiHoro nocsigyeHHA [lakyBaHHA

YKpalHa H/3 3.04571.0751

KpalHa-imropTep MliapagHnK Homep maTepiany BupobHUKa

G01Y80 28.680 ynakoBoOK H/3

Homep cepii KinekicTb/ognHuLi Homep ko4y nigpaaHuka

26.05.2023 04/2026 GOITTY

[ata supobHuurea TepmiH NpyuaaTHOCTI Homep cepii danky

H/3

YmoBK 30epiraHHa KomeHTapi

LluM MigTBEpAXKYIO, 1O BUIIEBKa3aHa iHhopMallis € JOCTOBIpHOIO i TOUHOK. [laHa cepis BUTOTOBIICHA,
BIJTIOHAIOUM YMAKOBKY/MapKyBaHHA Ta KOHTPOJb SKOCTi, Ha BHILEBKa3aHild JiNbHWLI Y TOBHIM
BimmoBigHocTi 3 BuUMoramu GMP MicLieBOro perysroro4yoro oprasy, a TakoX 31 creuu@ikalisaMu
Peectpauiiinoro Jfocke kpainu-iMmnoprepa abo Jocke H0CTiAKyBaHOTO JIiKapchkoro 3acoby. IlpoTokou
BUPOOHULITEA, YIIAKOBKY Ta aHaJlizy cepii Oy po3risHyTi i BU3HaHi BianosigHuMu GMP.

Aoktop ToMmac KipxHep

AokTop Peto Taicc

Y1e EpeHcbeprep

X Pxennidep Fpabana 28.09.2023 (nignuc) neyarxa

YnosHoBax@eHa ocoba hdaTta
OinbHUUR, KOTPA BUNYCKAaE

cepito B 06ir:

Mepk Xenckea KlhaA
®paHkpypTep WWTpacce 2560,
64293 dapmiutaar




Nlorotun KomnaHil Mepk
(MEPEK/IAL)

Ceprudikar AHadizy

3.04571.0751 EYTHPOKC, TABJIETKM I10 50 MKT - (100) YKP
Cepis GO01Y80

[Toxasuuk Crieundpikallis npy BUIyCKY PesyabTaTy
Ornuc Maibke 6ini xpyrni, niocki 3 obox 6Gokie, 3i Bianosinae

CKOLUEHHMH Kpasmu TabJIeTKH, 3 PUCKOIO A
noaisty 3 060ox 60KiB, 3 rpaBilOBaHHAM 3 OJHI€l
croponu «EM 50»

Hiamerp: ripubausHo 7 MM

TosumHa: NpubIU3HO 2 MM

Crilikictb oo posnasmoBanHs  €sp. @apm. *2.9.8/USP 43 - 49 H
>30H CepenHe 3uauecHHs: 46 [
BmicT Boau ~ Esp. ®apm.*2.5.32/USP<921>%;
(KyJIOHOMETPHYHE TUTPYBaHHS)
<5% 2 %
PozuuHeHHs Cep.Papm.* (USP*) /BEPX 84-102 %.
(in house-method); Cepen. 93 % ua npot. 45 x8.;
(JlonateBui 3MiLyBay) | eTan BUKOHAHUH

> 70 % (Q) uepes 45 xB.
y BianosigHocTi ¢ USP, Tect 1)

PosaincHHs TabneTok ** [ToBuHHI BiAnoBigaTy BUMoram CBp. Papm. He nposoauecs

[menTrdixauis Yaerpa-BEPX Bianosinae
[Toeuuni BignosiaaTu BuMoraM €ap. Mapm.

OIHOPIAHICT JO30BAHUX Yaerpa-BEPX Binnoginae

OJMHULE [ToBuHHI BianosigaTy BuMoram €Bp.
Mapm.*2.9.40 (USP <905>%*)

KinexicHe BUBHAYEHHS Yinerpa-BEPX

JIeBOTUPOKCUHY HATPIiIO 98.0 — 105.0 % Bix 3a89BNCHOT KiBKOCTI
BusnaueHHs YUCTOTH YneTpa-BEPX

Cneundyivusi AOMILIKK;

3-Hopo-L-THpo3uH <05%

3,5-giftono-L-THpo3un <0.5%

3,5-nitiono-L-THpoHiH (T2) <0.5%

3,3,5'-TpuionoTipoouToBa <0.5%

KMCJIOTA

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

Crop.132




Jlorotun KomnaHil Mepk
(MEPEKNAL)

Ceprudikat Agaaizy

3.04571.0751 EYTUPOKC, TABJETKMH I10O 50 MKI — (100) YKP
Cepis G01Y&0

3,3,5'-TpuitonoTiponponioHoBa <0.5% 0.0 %
KMCJIOTA

3,3,5,5-TerpationoTtipoourora <0.5% 0.0 %
KUCJI0Ta

3,3.5,5-rerpaionoTipoMypaluna <0.5% 0.0 %
KMCJIOTa

JliotuporiH (T3) <1.0% 0.1 %
MSC2568516A (npoaykTt <0.2% 0.0 %

KOHOEeHCaLl JUMOHHOI
kucnoTh)/ koaumHii UDP 7

. ] [l < 015 % * [
bynb-sika iHlIa HelAeHTH(IKOBaHa Bignosinae < 0.5 %
AOMiLIKa
<2.0% 0.4 %
CyMa BCIX AOMILLOK
MikpobiosioriyHa ynucrora *** [MTosuHHiI BiANOBIAATH BUMOTaM He npoBouBes

€sp. Papm. 5.1.4

* YyYHHE BUOAHHSA
** Bunpo6ysanHs NpoOBOAUTHCS HA OAHIH cepil B pou
¥%% TecT NpoBOAUTHLCH Ha kKOXHiM 10-# cepii abo Ha onHili cepii B poui 32 METOAOM BHOIPKOBOTO KOHTPOJIO

Hara BUpoOHULITBA: 26.05.2023
JlaTa BUITy CKY: 19.09.2023
TepMiH npuaaTHOCTI: 30.04.2026

[lum s migTBepaXyo, WO Lg cepis Oyna nportecToBaHa y BIAMOBIAHOCTI 3 peecTpallifiHUM TMOCBIAMCHHSM Ta
Eaporeiicekoio nupekTnBoio «Jlikapeski 3acobu. Hanexna supobHuua npakTHKay.

Hasea npoayxry, 3a3HaueHa B LsoMY cepTH(ikari aHanizy, BiArnosinac Ha3si npoxykty Ey RGeS
Ne 100, BinnosinHo no peecTpauiiHOrO MOCBIAYEHHS.

@

Mrs .Zare (Menemxep naboparopil)

Lle# ZOKYMEHT CKJIAJIEHO B EJIEKTPOHHOMY BUIJISLAL Ta AificHUH 6e3 mianucy.

Le Van Nquyen
Kepisnuk Jlabopatopii(LDQ)
Mepk Xenckea KI'aA

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

Crop.232
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