JNEP/KABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM ¥ KHIBCBHKIN OBJACTI

npos. CBiTIMUHOT Hapnii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Koa €JIPTIOY 37078774

BHUCHOBOK
npo AKICTHL BBE3EHOr0 B Ykpainy JiKapcbKoro 3ac00y

04.01.2024 Ne 66496/24/10

EYTUPOKC

(HaiMeHyBaHHS JHiKapChbKOro 3acoBy 3rilHo 3 peecrpaLifinum FOCBIAYCHHSAM)
TabieTKH 10 25 MKT; 110 25 Ta0/IeTOR Y aicrepi; no 4 6jicTepu B KapToHHIH KopoOui
(opma BUIIyCKyY, [103yBaHHHA, BUIL naKyBaHs J1iKapchKoro 3aco0y)

Homep peecTpalliifHoro nocsieHHs UA/8388/01/01 crpok aii peecTpaliitoro nocsiguenns 01.01.2099
Cepis nikapcbioro 3acoby Ne G0202V KinbKicTh BBE3EHOrO JiKapchKkoro 3aco0y 17280

BupoGHHUK Mepk Xenckea KT'aA, Hivedunna

(HalMeHyBaHH BHpOOHHKA JTIKApPCHKOro 3aco0y, kpaina TIOXOKEHHSA)

Beeseno B YkpaiHy ToBapuCTBO 3 00MEKEHOI0 BiANOBIAATBHICTIO "ACIHO YKPAIHA",
inent. xon: 42274733

(HaiimeHyBanHs Ta KO/ 34 CJIPTIOY ropuauuHol ocobu abo TipisByLLe, iM's, 1O Barbioni Pizuanol
0coGH - TATPUEMIL, Ti MiCLe NPOXKUBAHHS Ta peecrpauiiitunii nomep 06iKOBOT KAPTKH MJIaTHHKA
r10aTKiB 200 cepis Ta HOMEp [acropra)

[poToKO Bi3yaNbHOr0 KOHTPOJIIO Bix 03.01.2024 Ne 4241/9.

3a pesyjibTaTamn  AEpAKaBHOTO KOHTPOJIIO ~ BCTAHOBJICHO, IO sikapceskui  3aci6  BBE3CHO B Vipainy 3

JOTPHMAHHSAM BHMOT 3aKOHOAABCTEA 100710 3a6e3neueH s AKOCT JIIKapChKUX 3aco0iB.

Jlepaproi cliysKGu 3 HiKapes
. R AN /
3ac0BiB Ta KOHTPOJI10+33 HAPKO

KuiBebKilt o6macT

(

7

Ipuna LWIATTAMAN

nocazosa ocoba opi‘aHy;_gepg}?,%gp‘uoroffkon'rpomo) (ininianm Ta Mpi3BRLER)




(MEPEKNAL)

Norotvn KomnaHii Mepk

CEPTUOIKAT BIANOBIAHOCTI

EyTUpoOKC, TabreTku no 25 mkr Ne100

Mepk Xerickea KraA, 64293 [lapMwranr
dpankdyprep WiTpacce 250, HimeyuuHa

Ha3ea npoaykTy, dopma Bunycky

no 25 TabneTtok B GnicTepi;

no 4 GnicTepy y KapTOHHIN kopooUi 3.0

B

npoBHuya ainsHka

DE_HE_01_MIA_2023_0046

Po3mip Ta Tn yNakoBKku

MeBOTUPOKCUH HATPit0 25 MKF

PPIF / BoA J1
Bepcis

iLleH3is BupobHuKa

Mepk Xernckea KraA, 64293 Qapmuitaar
®pankdyprep Wrpacce 250, HimeyuunHa

Cuna fii/akTMBHICTb IHTPEAIeHTIB

UA/8388/01/01

KoHTpOnb AKOCTI

Mepk Xerickea KIraA, 64293 JapmiuTtaAr

®dpaHkpypTep LTpacce 250, HimeuuuHa

Homep PeecTpalliiHoro noceigyeHHs MakyBaHHs

YKpaiHa H/3 3.04570.0751
KpaiHa-imnopTep MigpaaHnuK Homep maTepiarny BupoGHAKa
G0202V 19.200 ynakoBOK H/3

Homep cepii KinbkicTb/oanHNALI Homep Kkoay nigpaaHuka
22.07.2023 06/2026 G01W6M

[ata BupobHuuTBa

H/3

TepMiH npuaaTHoCTI

Homep cepii 6anky

Ymosu 36epiraHHs

KomeHTapi

[{M TIATBEPIKYIO, 10 BUIICBKA3AHA inpopmaris € JIOCTOBIP
BKJIOYAIOUH  yTAKOBKY/MapKyBaHHs Ta KOHTPOJE AKOCTI,
BiAMOBIAHOCTI 3 BUMOTaMH GMP MiICIEBOTO PETYJIOIOUOro Opramy, a TakoxX 3i criew(ikanisimMu
Peectpaniitnoro Jlocke kpainu-iMmoprepa abo Jlocke JOCTIKYBaHOTO JikapchKoro 3acoly. [TpoTokosu
BUPOOHHIITRA, YIIAKOBKY Ta aHaizy cepii Oyan PO3IISHYTI 1 su3Hani BiamoigHuMu GMP.

Nokrop Tomac KipxHep
Noktop Peto Taiic

YT1e EpeHc6eprep

OooOX

Mxennicdep MpabaHn
YnosHoBa)xeHa ocoba
[linbHUURA, KOTPa BUNycKae

cepito B 06ir

Mepk Xenckea KlraA,
dpaHkgypTep Lrpacce 250
64293 lapMwtanr

(nevaTtka)

17.11.2023

Hoto i Tounoto. Jlana cepisi BATOTOBJICH,
Ha BUIIeBKasaHill IpHHLL Y MOBHIH

gniunnc)

Data




JNloroTun komnawii Mepk

(NEPEKNAL)
Ceprudikat Anamsy
3.04570.0751 EYTHUPOKC, TABJETKMH 110 25 MKI" - (100) YKP
Cepist G0202V
[ToxasHUK Creuudikauis npy BUMYCKY PesynbTaTy
Onuc Maibxe 6ini kpyrni, niocki 3 oGox Goxis, 3 Bignosinae
CKOLIEHHMY KpasiMU TabJIeTKH, 3 PHCKOIO V1A
nojny 3 060x 60KiB, 3 rpaBiloBaHHAM 3 oHi€l
cropoun «EM 25»
TiameTp: npubAnu3HO 7 MM
TosuMHA: NPUGIN3HO 2 MM
Ciitkicts 1o pospasiioBanus  €sp.DapM. *2.9.8./USP 49 -56 H
>30H Cepente 3Hadenns: 53 H
BMmicT BOIM €Bp.(DapM.*2.5.32/USP<921>*;
(KyJIOHOMETPHUHE TUTPYBAHH)
<5% 3%
Po3uuHEHHS €sp.Dapm.* (USP*) /BEPX 84 =91 %;
(in house-method); Cepen. 87 % wa npor. 45 xB.;
(nonaTeswii 3milyBa) | eTan BUKOHAHWH
> 70 % (Q) uepes 45 XB.
y Bigrosiaxocri ¢ USP, Tect 1)
PosiiseHns Tabnetok ** ToBuHHi BixnosinaTi Bumoram €sp.Papm. He ripoBoanBCs
[penTudixais Vasrpa-BEPX
MoBuuRi BiANoBiAaTH BUMOraMm €Bp.DapM. Binriosinae
OjiHopinnicTs 1030BAHAX Vnerpa-BEPX
ONMHKLB TlosuHHI BiAMOBiAAaTH BUMOTAM Bianosigae
€sp.Papm.*2.9.40 (USP <905>%)
KinbkicHe BU3HAUEHHS Vasrpa-BEPX
JIeBOTHPOKCHHY HATPilO 98.0 — 105.0 % Bin 3aaBNeHO KiNbKOCTI 104.6 %
BusHaueHHs YHCTOTH Vasrpa-BEPX
Creuuivai 1OMILIKK:
3-#on0-L-THupo3uH <0.5%
3,5-aifoao-L-THpo3nH <0.5%
3,5-niitono-L-tupoHin (T2) <0.5%
3,3’ 5'-rpuioaoTipoouToBa <0.5%
KHCOTa

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

Ctop.132



Norotvn kKomnaxii Mepk
(MEPEKNAL)

Ceprudixar Ananizy

3.04570.0751 EYTHUPOKC, TABJIETKH ITO 25 MKT" - (100) YKP
Cepis G0202V

3,3,5'-TpuiionoTiponponioHosa <0.5% 0.0 %
KHCI0Ta

3,3.5,5-TeTpaito0TipooUToBa <0.5% 0.0 %
KUCJI0Ta

3,3'5,5 -TeTpaiiogoTipomMypalinba - < 0.5% 0.0 %
KHCII0Ta

Jiorupotin (T3) <1.0% 0.1 %
MSC2568516A (npoaykT

KOHAeHcaLiT IMMOHHOT <0.2% 0.0%

kucnoTH)/ konuwHiin UDP 7

Byab-sika iHla <0.5% Bianosinae <0.5 %
HeineHTH(ikoBaHa AOMilIKa =SS

CyMa BCIiX 10MilLIOK <2.0% 0.4 %
MikpoGiooriuHa 4rucToTa ok TMosuHHI BIANOBIAATH BUMOTaM He Tectysajocs

€pp.Dapm. 5.1.4

* YHHHE BUIAHHS
** BunpoGyBaHHA NPOBOANTLCS Ha onHiit cepii B poui
*%% TecT NPOBOAMTHLCS HA KOXKHIA 10-H cepii a6o Ha ol cepii B poLti 32 METOIOM BHOIPKOBOrO KOHTPOIO

JlaTa BAPOOHHULITBA: 22.07.2023
JlaTa BUIYCKY: 09.11.2023
Tepmin NPUAATHOCTI: .30.06.2026

[luM s MigTBEpIKYO, WO U cepis Oyna npoTecrosaHa y BiaroBiAHOCTI 3 peecTpauidHim MOCBIAUEHHAM Ta
€BpoTIelicbKoI0 ANPEKTHBOIO «Jlikapchki 3acobu. Hanexna BUPOGHUYA NPAKTUKAY.

HasBa npoayKkry, 3a3HaueHa B UbOMY cepTudikati aHanisy, sinnosinac Hassi npoaykry EyTHpoxc, rabaerku 25
mir Ne 100, BianoBiaHo 10 peecTpauifHoro TIOCBiAYEHHS.

Mr. Djavaheri (Menekep Ja6oparopif)

Kepisnunk 1a0\\fg
Mepk XencKkea\Gg

[leit HOKYMEHT CKJIAIEHO B €JIEKTPOHHOMY BUrAs Ta pificinid 6e3 nmianucy.

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

Euthyrox®,tablets 25 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 3

Manufacturing Site

DE_HE_01_MIA_2023_0046

Pack Size, Packaging Type PPIF / BoA
Version

Levothyroxine sodium 25 ug

Manufacturing Authorisation

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

Strength/Potency Active Ingredient(s)

UA/8388/01/01

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

Marketing Authorisation No.

Packaging Site

Ukraine n.a. 3.04570.0751

Importing Country Contractor Material No. Manufacturer
Go202vV 19.200 folding boxes n.a.

Batch No. Quantity/Units Code No. Contractor
22.07.2023 06/ 2026 Go1WeM

Date of Manufacture Expiry Date

.d.

Bulk Batch No.

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.

Ej Dr. Thomas Kirchner
/[~ Dr. Reto Theil8

(0 Ute Ehrensberger

[0 Jennifer Graband

v
(S |

4

—— )
[ it

Qualified Person Date
Releasing site:

Merck Healthcare KGaA

Frankfurter Str. 250

64293 Darmstadt

Signature



Batch G0202V

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 25>>
Diameter approx. 7 mm
Thickness approx. 2 mm

Resistance to Ph. Eur.* 2.9.8/UsP 49 - 56 N
crushing >/= 30 N Mean value: 53 N
Water content Ph. Eur.* 2.5.32/USP
<921>; (coulometic
titration)
</= 5% 3 %
Dissolution Ph. Bur.* {(USP*) HPLC 84 - 91 %
{(inhouse method) Mean value: 87 %
(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. Eur.

Uniformity UHPLC Conforms
of dosage units Must conform to Ph-

Eur.* 2.9.40

(USP <905>%*)

Assay UHPLC

Levothyroxine 98.0 - 105.0 % relative 104.6 %
Sodium to the declared content

Chemical purity" UHPLC

(relative to the
declared content)
Specified
degradation product
3-iodo-
L-tyrosine </= 0.5 % 0.0 %

3,5-diiodo
L-tyrosine </= 0.5 % 0.0 %

Metck Healthcare KGaA, Frankfurter Stralie 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page1of3



Certificate of Analysis

3.04570.0751 EUTHYROX 25 MCG TABLETS NF - (100) UKR

Batch G0202V

3;5=diiodo~
L-thyronine
(T2) </= 0.5 % 0.0 %

3,3",5~tri
iodothyroacetic
acid </= 0.5 % 0.0 %

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

3,37:5,5"-

tetraiodothyro=

acetic acid </= 0.5 % 0.0 %
3,3',5,5'~

tetralodothyro-

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*** 5.1.4

* current version
** Test is performed for one batch per year
xx% Test ist performed for every 10th batch or for one bat

Manufacturing date: 22.07.2023
Release date: 09.11.2023
Expiry date: 30.06.2026

Hereby I certify that this lot has been tested in accordance
with Lhe marketing authorisaticn 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 StraBe 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 20f 3



Cemflcate of Analysns

3 04570 0751 EUTHYROX 25 MCG TABLETS NF (100) UKR

Batch G0202V

toé the product name Euthyrox® tablets 25 meg No. 100 according to

the marketing authorization.

Mr. Djavaheri (Laboratory Manager)

This document has been produced electronically and is valid withoul a signature.

Dr. Joern Frasch o, .
, ¥ ; Head of Laboratory (LdQ) VA
Qi vl L AR (pevt=
K Bkt Merck Healthcare KGaA | v

Merck Healthcare KGaA, Frankfurter StraBe 250, 64293 Darmstadt (Germany): +49 6151 7240 Page 3of 3

PHAP/ V. Date: 10.11.2023
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