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NoroTun kKomnauii Mepx

(MEPEKNAL)
CEPTU®DIKAT BIANOBIAHOCTI
Mepk Xenckea K['aA, 64293 flapMwTagr
EyTupokc, Tadnetku no 100 mkr Ne100 ®pankdypTep LWrpacce 250, Himewuuna
Hasea npoaykry, ®opma BUNYCKY Bupo6Huua ainaHka

no 25 tTabnetok B Gnicrepi;

no 4 6nictepu y KapToHHiN Kopobui 2.0 DE_HE_01_MIA_2022_0018
Posmip Ta TMN yNakosku PPIF / BoA NiueHsia enpobHuka
Bepcis -
‘Mepk Xenckea KlMaA, 64293 fapmwtanT.
FleBoTMpPOKCUH HaTpRio 100 MKr _ _ Mpankdyprep LTpacce 250, Himeuunna
Cvina AiifakTUBHICTb iHrpeflieHTis KoHTponke AKkocTi

Mepk Xenckea KlaA, 64293 QapMmwtanT

UA/8388/01/04 _ - pankdgyprep Ltpacce 250, HimeyunHa
Homep PeecTpaudiliHOro noceigqeHHs NakyBaHHA
YkpaiHa _ H/3 3.04574.0751
KpatHa-imnopTep MiapagHuk Homep maTepiany BupobHuka
GO1KKA 28.440 ynakoBoK _ HI3
Homep cepii KinbKicTb/oauHmLI Homep koay nigpsaaHuka
02.06.2022 05/2025 . GO1FHA
OaTa eupobHuLTBa TepmiH npuaaTHoCTI Homep cepii Ganky
i3 . _
Ymoeu 36epiraHHsA KomeHTapi

1M MiITBEPIKYIO, IO BHINCBKa3aHa iHpopMallis € JOCTOBIPHOO 1 TOUHOKO. JlaHa cepisi BATOTOBICHA,
BK/IIOYAKOYH YIIAKOBKY/MapKyBaHHs Ta KOHTPOJb AKOCTI, Ha BHILCBKA3aHIH JIILHAL Y DOBHIH
pimosigmHocTi 3 BuMoraMu GMP MicHEBOrO PErYNIOIOTIOro OpraHy, a TakoxK 3t coenudikaniamMy
Peccrpartiiioro Jlocke KpaiHH-iMIIopTepa a6o Jlocke NOCTIDKYBAHOTO nikapcbKoro 3aco0y. lIporoxonn
BHPOGHUITBA, YIIAKOBKH Ta aHALI3y cepil GyNH POSTILHYTI i BH3HaH] BijmosixauMu GMP.

X Bowrop Tomac Kipxwep  (neuarxa)
[ Doxtop Peto Tailic
L1 Yre Epencbeprep
[l capa Xexksonbd
. H._Awehnihap Mionngp 17.102022 . _(nianue)
YnosHoBaxeHa ocoba TaTa

AinbHUUA, KOTPA BUNYCKaE

‘cepiro B 06ir

Mepk Xenckea KlraA,
dpaHxchypTep Wrpacce 250
64293 Japsminrant

vy S 1088 up 08 O 14 (A




(NEPEKNAL)

Ceprudirkar Anaizy

Norotun komnawii Mepk

3.04574.0751

Cepin

EYTHPOKC, TABJIETKH 110 100 MKI - (100) YKP

GO1KKA

IMokainuk

Onue

Critikicis 4o posIaBiiOBANS

BMicT BoaM

Posuuuenns

Posninentis rabierok™

[nerTudixaitis

OqHOpIIHICTE A0SOBAHKY
"OJOHMHHLL

Kinpkichié BU3HaweHHS,
Jeporupokcuny HaTpio

Buznavenus uwcrory (B
JAEKHOCTI BiJl 3aABICHOT
KINBKOCTI):

-Cneyudivdi noMimxm:
3-fopo-L-Tuposun
3,5-pillogo-L-Tupo3un
3,5-ailiono-L-Tuponiu (T2)
3.3,5'-rpuiiogoripoourosa
KHCIIOTA

=0.5%

Coeundixanis BURYCKY

Maibke Oini kpyrii, maocki 3 oGox. Boxis, 31
‘CKOUIGHHMH KpasMH TaOIeTKH, 3 PHUCKOK I -
noaity 3 obox 6okip, 3 rpaBifoBaHHAM 3 OHIET

cTopoHu «EM 100»
Hiamerp: nputiinzao 7 MM
ToBiLMHA: OPHOAMIHO 2 MM

Cep.Dapm. *2.9.8./USP
>30H

Cap.apyi *2.5.32/USP<92(>;
(KymOHOMETPHYHE THTPYBAHHA)
<5%

‘Esp.Papm.* (USP*) /BEPX

(in house~-method);

(sromateruii 3miutysaq)

> 70 % (Q) uepes 45 xs.

y BignosipsocTi ¢ USP, Tecr 1)

TloBuAHI BiANOBinaTH BUMOTaM €Bp.Dapm.

YreTpa-BEPX

TToBMHHI BiAMOBITATH BHMOTaM €Bp.DapM.

Yastpa-BEPX

[MTosuuni BignoBigaTd
CBp.DapM.*2.9.40 (USP <905>%)

YneTpa-BEPX

98.0 — 105.0 % Bin 3asBreHOT KINBROCTL.

Ynbrpa-BEPX.

<0.5%
<0.5%

<05%

BHMOTEM

PesyabraTn

Bimnosigae

58-70 H.
Cepenne sHayedHs: 65 H.

2%

90— 101 %
Cepent. 96 % Ha oporT. 45 XB.;.
1 eTan BAKOHAHUWI

He mposoxysca
Binnosinae

Binnonigae

101.5%

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

Crop.132




Nororrn komnaHii Mepk
{NMEPEKANAL)

Ceprudikar Anamisy

3.04574.0751 EYTHPOKC, TABJIETKH I1O 100 MKI" ~ (100) YKP
Cepin GO1KKA

3,375 <0.5% 0.0 %
“TPHI0 AOTIPOHPOTNIOHORE '

KHCNOTA

-3,3.5,5 -Tretpaifonoripoourosa.  <0.5% 0.0 %
KHCNOTa

3,35,5-

TeTpafionoTipoMypaiuHHa =0.5% 0.0%
KUCI0Ta

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

KOHNgHCALT THMOHHOY <0.2% 0.0 %

KMCIOTH)} / komuikiit UDP-7
byne-ska inma

‘HeineHTH(hKOBAHA NOMIlTKA <0.5% Binosizac <0.5 %

CyMa BCiX aoMilIox <2.0% 0.0%

MikpoGionoriuna yucrota™  TlopWHHA BIZMOBITATH BuMoran Enp.dapy. He nposonnses
514

* YHHHE BHIAHHA
** BunpoByBanns MPOBOIUTLCA Ha OHIA cepil B pori
*** Tect mpoBoAUTHECA Ha koxkuili 10-if cepii a6o Ha opniit.cepil B poni 3a MeTOOM BUGIPKOBOTO KOHTPOIEO

Hara BupoSHuITEA: 02.06.2022
Hara Bunycky: 12.10.2022
TepMiH NPHAATHOCTI: 31.05.2025

um A ninTeepmxywo, mo 1 cepis Oyna NpoiecTOBANA Y RIAMOBIAHOCTI 3 PECETPAIIHANM NOCEITHeHASM Ta
€BponeiiceKor THPeKTHREOI0 «JIikapehki 3acobu. Hanesxua Rupo6HHYa IpaKTHEA».

Hasga npoaiykty; 3asHadeHa B [150MY ceprudikari analisy, pianosinac vasei npomykry
EyTapoxe, Tabnerkn 100 mer Ne 100, Bignosigno- 1o peecTpaniiiHoro nocriguenHs.

Mr. Djavaheti (mianuc) (newaTka)
Farschad Djavaheri 18
Head of laboratory (L.d(be
Merck Healthcare KGaA\%

et MOKYMeHT CKIANEHO B eNEKTPORNOMY BUIIIAAL Ta AilicHsl fe3 nianvcy.

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

Crop. 232
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