Noromun komnaii Mepk

(MEPEKNAL)
CEPTUDIKAT BIAMOBIOHOCTI
Mepxk Xenckea KlaA, 64293 Hapmwranr
EyTupokc®, TaBnetku no 150 mkr Ne100 ®pankdgyprep Wrpacce 250, Himeuuuna
Hasea npoaykry, dopma BUMYCKY BupoGHuua ginsiHka

fo 25 Tabnetok B Gnicrepi;

1o 4 6nicTepy y kapToHHIi Kopobui 4 DE__HE_O1_MIA_2023_0046
PoaMip Ta Tun ynakosku PPIF / BoA Niuensisi BuUpoBHuka
Bepcis
Mepk Xenckea KI" aA, 64293 OQapmwragr
NeBoTUpOKCHH HaTtpito 150 mkr Ppankdyprep Whrpacce 250, Himevunna
Cwna pgiifakTuBHicrs iHrpeaieHTis ' KoHtpone skocti

Mepk Xenckea KraA, 64293 Dapmwranr

UA/8388/01/06 ®pankdyprep Litpacce 250, Himeuunna
Homep PeectpauiiiHoro NOCBIAYEeHHS Nakysaths

Ykpaina H/3 3.04578.0751

Kpaina-imnoprep NigpsiaHmi Homep matepiany BupoBruika

502921 19.008 ynakosok H/3 -

Homep cepfi Kinbkicte/ogmnngi Homep koay nigpsigHuKka

17.03.2024 02/2027 G025wWp

fara BupoSHUYTEA TepMiH npuaartHocTi Homep cepii 6anky

H/3 -

YmMoeu a6epirans KomenTapi

Ium HIATBEPIUKYIO, [0 BHILEBKa3aHa tHbOpMallis € TMOCTOBIPHOKW I TOYHOIO, Hana cepia BHITOTOBJICHA,
BRIIOYAIOYHM  yIIAKOBKY/MapKyBaHHI Ta KOHTPOJIE SIKOCTi, HA BHIICBKARAHII NIBHULI Y FOBHIi
BIANOBIHOCTI 3 BUMOramu GMP MICIIEBOTO PEryIIOIY0ro Oprany, a TakoX 3i chenucixamisMmu
Peecrpaniiinoro ocke Kpainu-iMmoprepa abo Jlocke MOCIIPKYBAHOTO JIKAPCHKOTO 3acoly. [potokomm
BHPOOHMHTBA, YIAKOBKY Ta aHAM3y cepii Bymu PO3IIAHYTI § BU3HaHI BinOOBinHMME GMP.

0  RokTop Tomac KipxHep

Hokrop Peto Taiic

1 ¥re EpeHcBeprep

[1 Bxennidpep rpasang 06.08.2024 Mianuc nevartka
YnoBHoBaxeHa oco6a A[AaTta nignmc

AinbHuyn, kotpa BUNyCKae
cepiro B 06ir

Mepk Xenckea KlaA,

Spankdyprep itpacce 250

64293 Mapmuragr

/%‘@W-AJWJH 69010,/4024/ %’/




floroTvn komnaii Mepk
(MEPEKNAL)

3.04578.0751 EYTUPOKC, TABJETKH ITO 150 MKT — (100) YKP

Cepisn - G0292LL

Hara sunycky: 23.07.2024
TepMiH npuaatHocTi: 28.02.2027

Honarkosa indopmanis:
Hasra npogyxry, 3aznavena B UBOMY CepTHdIKATI ananisy, expisaneHTHA Hassi MIPOOYKTY
EyTupoke®, Tabnetku no 150 mur Ne100 eigmosinmo 10 peecTpauiifnoro moceigueHns.

Ha nepmiii cropinmi nsoro CepTHMQIKaTa aHANI3Y BKa3aHi jaTa BHITYCKY, 1aTa 3aKiHYeHH TepMiHy
A Ta MATHAC YIOBHOBa)eHOT 0COdK AULL BHIYCKY TOTOROTO mpoxaykry. Ll ninmuc BUNIYCKY HE €
€KBIRAIIEHTOM cepTudikaiii cepii, omucanoi B Homatky 16 mo EU GMP EudraLex, Tom 4.
Ceprudikamis  cepii OPOPMIIAETECE  OKpEMUM AokyMmeHTOM  (CepTHdikar BLANOBIHOCTI ).
Hounnaroun 3i CTOPIHKH 2, BKA3YIOTHCS AHATITHYH] AaHi cepil 6anky, 1o BHKOPHUCTOBYETECA JILT
TIAKYBaHHA TOTOBOCO NPOAYKTY, i3 3a3HAYEHHAM AaTH BUFOTOBNICHHA, /4T BUITYCKY Ta NaTy
KIHICBOTO MaKyBaHHs (TepMiH 1pHAATHOCTI OCHOBHOT Cepii JULT MaKyBaHHs) Dauoi cepii Banky,
Cepis 6anka Brmyckaerscs MEHC/DKEPOM 3 KOHYPOIIO SKOCTI BifIOBiAHOCTI Ta MEHEIDKepOM 3
KOHTPOJI) SKOCTI, ' ’

Dum s minrsepaxyto, mo us cepia 6yia npoTecToBana ¥ BiAnoBiaHocTi 3 peecTpaniiinum
TOCBIXYEHAAM Ta EBponeiichkor HacTaHoBoI0 «Meauyuni Bupo6H, Hamexkua BHpOOHHYA
TIPAKTHKA,

Ilinmme kepipHuKa; VYuorHoBakena Ocoba
piserme, In's: Pero Tatic
Hata mignucy: 23.07.2024 17:39:53 CET

s cepis roromxena 3 BHKOPHCTAHHAM €NeKTPORHOIO HLUWINCY y BIONOB{HIA creTeMi.

Leti noxyment cxnazeHo s CHCKTPOHHOMY BHIVLNI T4 MiHCHHIE Ges TiAITHCY .

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

Crop.134




Norotun Komnaxii Mepk

(MEPEKNAN)
Ceprudikar Auanizy
3.04578.0751 EYTHPOKC, TABJIETKH IO 150 MKI — (160) YKP
Cepin G0292L

Haama npoaykty: Eytupoke 150 mr BTR NF - Bank

Koa npoaykry: 3045787773
Cepisa Banky: GO25WP

-

ITokazank

Crenudikauis mpu BHITYCKY

Pezyneraru

Criue

CrifikicTs 110 posnasmopanus

Bumict sogn

Pozunnenus

Posnineniis tabnetox ** -

[nentndixanis

OnHopigHieTs nozopanux
ONUHHMIE

KinekicHe Bosnavenns
JleroTHpOKCHAY HATpPir0

Busuasenns ancroTn
Creundivni gomimrn:
3-Hono-L-tuposun
3,5-niﬁono-L-mp03HH
3,5-pitiono-L-tapontn (T2)

Maibke Gimi kpyril, noocki 3 obox Goxkie, 3i
CROLICHUMH KPatMB TalIeTKH, 3 PHCKOK
MOAINY 3 060X BOKIB, 3 TPaBiloBaHHEAM 3 OJHiE]
cToponk «EM 150

Hiamerp: nprbimsno 7 v

Tormuma: mpuGruzto 2 MM

€ep.Papm. *2.9.8./USP
>30H

Cep. (DapM.*2.S.32/USP<921>*;
(kymoHOMeTpuyHe THTPYBaHHA)
=5%

Cop.Dapm.* (USP*} /BEPX

(in house-method);

{monarenuit 3MilyRat)

270 % (Q) uepes 45 xa.

¥ BignosiaHocTi ¢ USP, Tecr 1)

ToBuuHI BigDOBINATH BUMOraM Cep. dapm.

Vnerpa-BEPX
Horuuwi rignosigary samoram €ap. Dapwm.

Ynerpa-BEPX
Hozryni Bignosizat simvoram €ap.
Dapm.*2.9.40 (USP <905>*)

Varrpa-BEPX
98.0 — 105.0 % Bin 3asBrIcHO] KINBKOCTI

Vnetpa-BEPX

=05%
<0.5%
<0.5%
=05%

Maiiwe 6i1 xpyrmi, naocki 3
0box 6OKiE, 30 CrommeHHMM
KPLAMH TabNeTKH, 3 pHCKOW
I MOALTY 3 0Box Bokie, 3
IPABIIOBAKHAM 3 0fHiel
cTopons «EM 150»

Hiamerp: mpr6mnsuo 7 mm
Tormuna: nputnmane 2 Mm

46 H
55H
50H

2%

91 %

85%

100 %

1 eran BuKOHARMIG

VYMoBH BrKOHaH]

JleBoTHpOKCHE-Na
TO3UTHRHHI

Pirenn 1 Bukouano

102.8 %

Humxue Mexi sussienns %
Husxae Mexi Bustanenns %
Huxue mexi Buasnenns %
Huxvie Mexi BusBnenus %

Merck Healthcare KGaA, Frankfurter Strasse 230, 64293 Darmstadt {Germany): +49 6151 72-0

Crop.234




Norotun Komnawii Mepk
(MEPEKAAA)

Ceprudikar Ananizy

3.04578.0751 EYTHPOKC, TABJETKH ITO 150 MKT - (100) VKP

Cepin G0292L

Haasa npoaykTty: EyTupokc 150 mr BTR NF - Bank
Kon npogyxry: 3045787773
Cepia Banky: GO25WP

3,35"-TpHitooTipooUToRa KHCIOTA <05% Hickae mexi enaprenns %
3,3.5"tpuionoriponpomionosa <05% Huxue Mexi suanienna %
KHCJIOTA
3,3;5,51TeTpai0ﬂ0TipoouTOBa =0.5% Hinxge Mexi susenenns %
KHMCIOTa
3,355 -TeTpaiiogotipoMypamuna < 0.5 % Humxue Mexi Buseaenns %
KHCIOTA
JlioTupowin (T3) =1.0%

. Hesxde Mexi russnenng %
MSC2568516A (npomyxr
KOHAeHCcALT THMOHRKO] <02%
KHCAOTH) /Kol UDP 7 Hixue Mexi BusBienns %
Byae-axa inma <059 . Bianosinac
neifenTHDiKOBAHA HOMiNIKA R

<2.0% 0.20%

Cyma Beix momimox
Mixkpo6ionoriuna ynctora *** Tlosunnt vinmorizath suMoray Bianosigac

E€Bp.DapM. 26.12,2.6.13

* YHHHE BHAAHHS
** Bunipobypanns LPOBOAKMTECA Ha OAHIi cepif B porj
*** TecT IPOBOANTLCS Ha KoMl 10-if cepii ao ra oamiit cepii B poti 3a MeTomom BHOIPKOBOTO KOHTpPONII0

Jata supobHMITES: 17.03.2024
Hata sunycky: 27.06.2024
Kinuera gata TIaKyBaHHA; 14.09.2024

Homatrora ingopmaris:
*AKTYaNbHa Bepein
RL = Mexa pusencuns

Hum s nigrsepaxyro, mo g cepia Gyna nipoTecTosana Y BIANOBIZHOCTI 3 peecrpariiinmm TIOCBITYEHHAM Ta
€rporneiicrkoo AuperTHBoro «Jlikaperki s3aco6u, Haexna BHPOBHHYA ApaxTHKAY,

Merck Healthcare KGaA, Frankfurter Strasse 250, 64293 Darmstadt {Germany): +49 6151 720

Crop.334




Jlorotun Komnawii Mepk
(MEPEKNAZ)

Cepradikar Ananizy

3.04578.0751 EYTHPOKC, TABJETKH IO 150 MKI — (100) YKP

Cepis G0292L

Hassa npoaykry: Eytupokc 150 mr BTR NF - Bank
Koa npopykry: 3045787773
Cepis banky: G025WP

Hinmue xepibanka:  Yrosnosaskena OcoGa Mianuce xepisrmxa:” Menemxep Konrporo Sxocti
Ipissnue, In's: Hasig D6epne [pisenmme, In's: Anexcaunp Kpicrian BeGep
Hata mpoucy: 27.06.2024 12:24:04 CET  [lara FAIHCY 24.062024 13:22:17 CET

s cepis noromxena 3 BHKOPHCTAHEAM SICKTPOHHOTO [iTHGY ¥ BiMIoBimuili creremi,

LleH mokymenT crianeno B CACKTPOHHOMY BMIISAL Ta AifCHHI Be3 niameCy.

(nevaika) (niamic)

Hp. Kpictina Bond
Kepisnuk naGoparopii (LdQ)
Mepx Xemcxea Kl aA

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

Crop. 434




