Horotun Komnarii Mepk

(MEPEKNALY
CEPTUDIKAT BiANOBIAHOCTI
Mepk Xenckea KraA, 64293 Dapmwraar
EyTtupoke, TabreTkn no 25 mkr Ne10g Pparkdiyprep Wtpacce 250, Himevuuna
Haasa npoayxry, Ddopma Bunycky BupobHuya ginanka

no 25 tabneTok B Briicrepi;

no 4 6nictepu y kapTouuii Kopobui 4 DE_HE_01_"MIA_2023__0046
Poamip ta Tun YNAKOBKiA PPIF / BoA Nivenaia BUpabHuka
Bepcin

Mepk Xenckea KraA, 64293 Hapmwranr .
JeBoTupokcun HaTpito 25 mkr ®pankdiyprep Wrpacce 250, Himeuymua
Cuna piifakrussicTs iHrpegieHTis KonTponb sikoct)

Mepk Xenckea KraA, 64293 HDapmwragr

UA/8388/01/01 ®pankdypTep Litpacce 250, Himeuumna
Homep Peecrpauiitoro NOCBIA4EHHS MakyBaHHa

/

YKkpaina H/3 3.04570.0751
Kpa]'Ha-iMnopTep HNigpsaHuk

Homep matepiany BUPOGHKKa
G02C8A 28.224 ynakosok H/3
Homep cepii Kinbkicte/oanHugi Homep koay nigpsgnuia

01.05.2024 04/2027 G028MT

fara supoBHuLTea TepMiH npunaThocTi Homep cepii Sanky
H/3 -
YMoBH 36epiranHs KomenTapi

L UiATREPIIKYIO, 1110 BUILEBKA3aHa IH(OpMatis e AOCTORIPHOIO | TOYHOLO, Hana cepin BHTOTOBICHA,
BIENOUAIOYI  yIAKOBKY/MAapKyBaHHS Ta KOHTpPONb  AKOCTI, Ha BHIIeBKasaHii AUILHULL Y TOBHIl
BIATIOBIZHOCTT 3 BUMOramMu GMP  wmicnesoro PETYIIOION0TO Oprasy, a Takox 3i CieUHQiKami g
Peecrpauiitnoro Jocre Kpainu-imnioprepa abo Jlocee AOCALKYBAHOTO JKapChKOro 3a¢00y. IpoToxonn
BHPOOIIMIITBA, YIAKOBKH Ta ananisy cepii 6yiu POSTIAHYTI | BUBHAHI BiANOBiTHIMH GMP,

L]  Roxrop Tomac KipxHep

i HAokrop Peto Tailic

L1 wre EpeHc6eprep

] HxceHHidep Mpabang 19.08.2024 Mignuc nevyarka
YrnoBHOBaXeHa ocoba aara nignnc

Hinenuus, kotpa BMNyCKkae
cepilo B 0o6ir

Mepk Xenckea KlaA,

GparkdbypTep Wrpacce 250

64293 Naparraar

Pou ourd 435% é?c& 14 MLy @)’/




Norotun kKomnasii Mepk
(HEPEHﬂAﬂ,)

3.04570.0751 EYTHPOKC, TABNETKH IO 25 MKI" — (100) YKP

Cepist G02C8A

flata sunycry: 15.08.2024
Tepmin npraaTrocTi: 30,04 2027

Honarkoea indopmanis:
Hasea npoxnykry, 3asnavena s UBOMY CepTHdhIxaTi aHaNI3Y, eKBIBANCHTHA HA3Ri MPOAYKTY
EyTipoke®, tabnerku no 25 mur Ne100 eignosinuo no0 PeeCTPalifHOro NMocki Tyenms.

Ha neprmiit cropinni uporo ceprudikaTa ananizy prazani JaTa BUITYCKY, ATA SAKIHUCHH S TEPMIiHY
JUi T2 NiANAC yNOBHOBAKEHOT 0COBH UL BRILYCKY TOTOBOTO IpoayxTy. Ll nimunc BHIIYCKY HE €
CKBIBANEHTOM CcepTH(IKaTi] cepii, onwcanoi g Honatxy 16 g0 EU GMP EudraLex, Towm 4.
Ceprudiramia  cepii obopMIseTECs  ORpeMEM Aoxymentom  (Ceprudikar BIANOBiHOCTI),
Hounnaroun 3 CTOPIHKH 2, BKA3YIOTECA AHAITHYL] AaHi cepii Ganky, uo BHKOPUCTOBYETRCA JUTS
ITAKYBAHHS rOTOBOTO NMPOAYKTY, i3 3a3HaYCHHIM AaTH BUIOTOBNICHHA, JATA BHIYCKY Ta aary.
KIUIERBOr0 MaKyBamHmy (TepMiH NPUAATHOCTI ocHoBIIOT cepii s IIaKyBalHa) nanol cepii Banky.
Cepis Ganka BrumyckaeTses MCHC/KEPOM 3 KOHTPOIIO AKOCTI BiANOBiNHOCTI T4 MEHEIIKEPOM 3
KOHTPOIO AKQCTI,

Lym g MATBEPIKYIO, 1O 111 cepis 6ysa mpoTecTosana ¥ BiAnoBinHOCTI 3 peecTpaiiinmm
HoCBinyeHmAM Ta CBponeitchkoro HacTaHoBo10 «Menuuni Bupo6u. Hanesxua BHPOOHWU A

MPAKTHKAY.

Minnse xepipayka: YrooeHosaxena Ocoba
[piseue, Im's: Pero Taiic
Hata mianmcy: 15.08.2024 16:39:55 CET

Us cepist moromxena 3 BHKOPHCTAHHAM eNEKTPOHHOTO MAHCY Y BIATOBIHI croTeMi,

Ueit noxymenr cknageno i CIACKTPOHHOMY BUIISIL Ta AifcHUE Ges TLATHCY .

Merck Healtheare KGaA, Frankfurter Strasse 250, 64293 Darmstadt {Germany): +48 6151 72.0

Crop.134




Norotun komnanii Mepk

(MEPEKNAS)
Ceprudixar Auaizy
3.04570.0751 EYTHPOKC, TABJIETKH 1O 25 MKI — (100) YKP
Cepin G02C3A

Hasea npoaykry: EyTupoxc 25 mr BTR NF - bank

Koa npoayiay: 3045707773

Cepis banky: GO28MT

Hokasuik

Creundrikanis npu BHITYCKY

Orine

CTiKICTs 10 po3pasmosang

Buict romu

Posusnenn

Posgisenas Tabnerox **

Inenradixais

Omeropimicrs nozoramix
ONHMHHIIE

Kisekiche Bu3Hauenya
Jlesarupokenty natpiro

BHsHadenns wneroTy
Crenndiami noimn:
3-Hon0-L-rupozuy
3,5-miftomo-L-ruposun
3,S-ﬂiiiozlo-L—TupoHiH (T2)

Pesyubrary

Maiixe 6ini kpyrai, mrocki 3 06ox Soxis, 1
CROIMEHHMH KpaAMHi TabNeTKH, 3 PHCKOIO g
noztinty 3 o6ox GoKie, 3 rpaBLORAHEIM 3 oaHIel
CTOpOHH «EM 255

Hiasterp: mpubnnzano 7 au

Tormema: npuGinsno 2 mm

Cep.Dapm. ¥2.9.8./USP
=301

Cap. CDapM.*2.5.32/USP<921>*;
{xynouomeTpuyHe THTPYBAHH:)
<5%

Cop.Dapa. * (USP*) /BEPX

(in house-method);

(nomaresnit sminrysay)

2 70 % (Q) vepes 45 xa,

¥ Bianowianocri ¢ USP, Tecr 1

Tozunni signorigatk Brvoran €rp. Dapm,

YneTpa-BEPX
HMornuni BiancrizaTn BEMoranm €np. Dapum.

Ympa-BEPX
Horurri Biguosinary susoram E€ep.
Dapm,*2.9.40 (USP <905>%)

Ynbrpa-BEPX
98.0 — 105.0 % aix saspnemnol KITEKOCTI

Yusrpa-BEPX

<0.5%
=0.5%
=0.5%
<0.5%

Mafixe Gini «pyrai, miocki 3 °
obox Gokis, 31 ckowcHIMY
KPAZMM TablNeTkh, 3 PHCKOIO
A mominy 3 oBox Gokie, 3
TpaBioBaHHIM 3 opmie]
CTOpoHu «EM 255

HiaMeTp: npuGInaie 7 M
Tosuua: npubntmmo 2 v

61 H
69 H
65 H

2%

88 %

77 %

97 %

1 eran Bukouanmti
He tectypanocs

JleorupoxcHn-Ng
TIO3HTHBHH

Pirenr 1 Bukonano

102.3 %

Hrewe Mesxi BusBien s %
Hioxye mexi nussmenms %
Hinicue Mexi Bussnchny %
Huwxae mesxi susaneng %

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

Crop. 234




SloroTun komnawii Mepk
(NEPEK/IAA)

Ceprudikar Awanizy

3.04570.07751 EYTHPOKC, TABJIETKH IO 25 MKT — (100) YKP

Cepin G02C8A

Haasa npogyxry: EyTtupokc 25 mr BTR NF - Bank
Kon npoaykry: 3045707773

Cepia Banky: G028MT

3,3,5"-1puitonoTipooutosa xucToTa <0.5% Huxue Mok Buspicong %
3,3;5'-T})HﬁOAG‘l‘ipOIIpOIIiOHOBa <06.5% Hingue mexi sussnenns %
KHCIIOTA

3,3',S,SLTCTpaiiOL:OTipoouToBa <0.5% Huxwe Mesxi srssmemms %
KHCHOTA

3,3.5,5 -rerpatiootipomypanmima <05% Huae Mexi puseicims %
KHCAOTA

Jliotrponin (T3) <1.0% 0.17%

MSC2568516A {nponykr

KORJIeHcanIl MUMOonIro] <0.2% Hioxue mexd suasners %
KuCI0TH )Y koumugiit UDP 7

UDP 4§ =0.5% 0.18%

Byns-sika inma <05 Binnorinae
HeiACHTH I KOBAA oMiTTKa - e

Cyma Beix nomMimok <2.0% 0.35 9%

Mikpobionoriuna sneroTa *** TloriHua rignosinaTH suastoram Binnosinac

Cep.Dapn. 5.1.4

* UMHHE BumANHs
** Bunpedyranmnsa NPOROJIATEGA HA O cepii B poui
#** TeeT npoBoaANTECS Ha KovHilt 10+t cepii abo ua ouiii cepli B poud 3a MeTOxOM BUOIPKOROIO KOHTPOIIO

Aata Bupobuumirea: 01.05.2024
Hara sunycxy: 12.08.2024
Kinuera mata MAKYBAHHA 29.10.2024

HonaTkoBa indopmais:
*aKTyansua sepein

UDP = sreinenrudikoparsii OpOIYKT posnaiy
RL = Mexa Bustsienms

Buntesasgaueni anamitmuni PedysbTaTH DYNU OTPHMAi NUIIXOM TeCTyBaHIA BIANOBIAHO] cepil Hepo3pacosanoro
nponykty. Homep cepii Ganka 3 HOMEPOM cepil roTeRoro TpoayKty rasamo g Ceprudikari Biznosinpocs,

B3 YR IATRERTKYIO, [0 1g cepis Oynma mpotecrosana y BUINOBiHOCTI 3 PeECTpanifinuM 1IoCBIIYCHIEM Ta
Crponeiichkon MUpeKTHRO0 «/lixaperxi sacobu. Hanemaa BEPODHUA MpakTHEA».

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

Crop.334




(MEPEKAAA

Ceprudirar Anasnizy

Norotin Komnawii Mepk

3.04570.0751 EYTUPOKC, TABJIETKH YIO 25 MKI — (100) YKP

Cepin G02C8A

Hazga npoAyKTy: EyTipokc 25 mr BTR NF - Bank
Koa npoaykry: 3045707773
Cepia banky: GO28MT

Hinmae xepismmka:  Viopmoraxcna Ocofa Hinnue xepipumka:
Tpisamme, Ta's: Hasiy D6cpne Ipizeuine, I's;
HaTa nigmucy: 12.08.2024 16:14:27 CET Hara minrmey:

Menenmxep Kourpormnao Slxocri
Mapi Bisian Ayop

24.06.2024 16:11:25 CET

Iz cepis noromskena 3 FUKCPHCTANEIIM €NCKTPONHOTG Miiuey ¥ BiATOBIAHiH creTen:,

Lledt slokymenr cromamcno B CACKTROHHOMY BHI A1 Ta qilicuuii Geg minmeCcy.

{(nevarxa) (nimguc)

Anekcannep Kpictian Bebep
Kepisnux nadopatopiy {LdQ)

Mepk Xenckea KlaA

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

Crop. 434




