Jomarox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta

3aTBEPAKEHHS CYTTEBUX ITOIIPABOK»
23.03.2026 Ne 385

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Jlocmimkennss $a3u 2 s OomiHKM e(eKTUBHOCTI Ta Oe3meuyHocti mpemnapary SPY(002-072 y
JOPOCJIMX 3 aKTUBHUM PEBMATOJIOTIYHUM 3aXBOPIOBAHHSAM BiJ] IOMIPHOTO JI0 BUCOKOTO CTYIICHS»,
ko gocaimxeHHs SPY002-072-201, sepcis 1.0 Bix 20 yepBHs 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

Spyre Therapeutics, Inc., USA (Cnaiiep Tepansiotike, [ak., CIIIA)

[lepemnik 1oCiKYyBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

SPY002-072 (SPY002-072; WBP2744 DS, PAL010-2072.1La, SPY072); Po3uun s iH'€KIiiif;
WuXi Biologics (Suzhou) Co., Ltd., China; WuXi Biologics (Shanghai) Co., Ltd., China;
WuXi Biologics (Shanghai FX) Co., Ltd., China; Fisher Clinical Services GmbH, Germany;
Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Switzerland; Fisher
Clinical Services U.K. Limited, United Kingdom;

SPYPBO-101 (mmane6o) 1o SPY002-072 (L-rictuaun, nexctpan 40, caxaposa, eeTaT JUHATPio
auriapat, monokcamep 188, Boga ans in’ekuiid); Po3unn mis in'exuii; WuXi Biologics (Suzhou)
Co., Ltd., China; WuXi Biologics (Shanghai) Co., Ltd., China; WuXi Biologics (Shanghai FX)
Co., Ltd., China; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services U.K. Limited, United
Kingdom

Bianosinanbawmii (1) AocaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHs B YKpaiHi

1) n.m.H., mpod. CranicnaBuyk M.A.

KomyHnaneHe HekoMepiiiiiHe mignpueMcTBO «BiHHMIIbKa oOJlacHa  KJIIHIYHA  JIIKapHS
iMm. M.I. TluporoBa Binnumekoi obnacHoi pamu», BucokocnemianizoBanuii kniHigyHHE LleHTp
peBMaroJorii, ocTeomnopo3dy Ta O10J0TiUHOI Tepamii, BIHHUIBKHI HAIIOHAIBHUN MEAUYHUIA
yHiBepcureT iM. M.I. [Tuporosa, kadenpa BHyTpimiHb0i MeauuuHu Nel, M. Binaums

2) n.M.H., ipod. IlleBuyk C.B.

«YHIBEepCUTETChbKA  KIIHIKa» BIHHUIBKOTO  HAI[IOHAIFHOTO MEIUYHOTO  YHIBEPCHUTETY
iMm. M.I. TluporoBa (JikyBajibHO-HAaBYAJIbHO-HAYKOBUN LEHTP), PEBMATOJIOTIYHE BIIJIIJICHHS 3
TEpaNeBTUYHUMHM  JDKKaMM,  BIHHUIBKUM ~ HallOHAJBbHMH  MEAWYHMHA  YHIBEpCHUTET
iM. MLI. TIuporosa, kapeapa BHYTpilIHbOI MeAUIIMHNA Ne2, M. BiHHUIIA
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3) n.m.H., mpod. Spemenko O.b.

KomyHnanene HekoMmepiiine mignpueMctBo «KwuiBcbka Michbka KIiHIYHA JTikapHsS Ne3»
BUKOHaBUOro oprany KwuiBcbkoi mickkoi pagu (KuiBcbkoi MichKoi AepikaBHOI anMiHiCTparii),
BianiieHHs tepamii, HamionaneHmit wmemmunuii  yHiBepcuteT imeHi 0.0. boromombis,
kadenpa BHyTpimHb01 Meaunuau Ne3, m. Kuis

4) nikap Kypunpuuk 1.B.

ToBapucTtBo 3 00MeXeHOIO BinmoBinanbHicTIO «Menuunuii nentp «Koucmiiym Menikamy,
KJIIHIKO-KOHCYJIbTaTUBHE BiJIUICHHS] MenuuHoro neHTpy, M. Kuis

5) n.m.H., ipod. Ximion JI.B.

Komynanene Hexomepuiiine mianpuemctBo KuiBcbkoi obOnacHoi paau «KuiBcbka o6nacHa
KITIiHI4HA JIiKapHs», KoHCynbTaTHBHO-AiarHOCTUYHUH 1eHTp, M. KuiB

6) x.m.H. KiteGan S1.1.

KuiBcbka KimiHiYHA JIiKapHS Ha 3aii3HUYHOMY TpaHcnopti Ne2 ¢imii «L{eHTp 0X0opoHH 310pOB’s»
AKIIIOHEpHOT'0 TOBapuCTBa «YKpaiHChKa 3ali3HULS, LIeHTp KIiHIYHUX A0ocHixKeHb, M. KuiB

7) n.m.H., npod. Hamamkeruu O.H.

ToBapucTBO 3 0OMEKEHOIO BINOBIIATBHICTIO «AKa/leMiYHa MeTUYHA Ipyna», M. JIbBiB

8) n.m.H., mpod. Cmisia C.1.

KomyHnanbHe HekomepliiiHe mianpueMcTBo «TepHomiabchbka oO0JIacCHA KIIHIYHA JIKApHSD»
TepHONUIBCHKOT 00J1ACHOT pajy, peBMATOJOTIYHE BiAAUICHHS, TEepHOMIBCHKUM HaIllOHATBHUI
MeanuHui yHiBepcuTeT imMeHi [.5I. ['opGaueBcrkoro MiHicTepcTBa OXOpOHM 370pOB's YKpaiHH,
kadenpa BHyTpilIHbOI MeauuuHu Ne2, M. TepHonib

9) 3as. Bix. Pomanrok B.II.

KomynanbHe HexomepliiiHe mianpueMcTBo «YepHiriBcbka obnacHa JikapHsS» UYepHIriBChbKOT
00JacHO1 pajid, peBMaTOJIOTTYHE BiIUICHHS, M. UepHIriB

10) a.m.1. T'ocriomapepkwmii 1.51.

ToBapucTBO 3 00OMExeHOIO BiamoBiganbHICTIO «Meanunuii nieHTp «Kiminika ['ocriogapcbkux»,
M. TepHominb

11) k.m.H. Bumnusenskwuii 1.1.

Komynansne mignpuemctBo «Jlikapus Nel» JXKutomupcerkoi mickkoi panu, KoncynbratuBHO-
JKyBaJIbHE BiIUIeHHS «HaykoBO-A0CTITHUTIBKUH TIEHTP», M. JKutomup

12) n.m.H. [ostoBuenko O.1.
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ToBapuctBo 3 oOMexeHO0 BiAmoBiganpHiCTIO «Meanunmii nentp Xenc  KuiHiky,
MenuyHuii KIHIYHUN JOCTITHUIIBKUHN [ISHTP, BIIILI KapAioJIoTii Ta peBMartosiorii, M. BiHHHIS
13) x.m.H. Kaprienko O.0.

ToBapHuCTBO 3 0OMEKEHOIO BIIMOBIIATBbHICTIO « MI>KHAPOIHHMA IHCTUTYT KITHIYHUX JTOCTIKCHDY,
BITUT Teparii, peBMATOJIOTIi Ta KapHaioJiorii CTaliOHApHOTO BIAUICHHS MEIUYHOrO HEHTPY
«Ok!Kninix+», M. Kui

[IpenapaTy MOPiBHAHHS, BUPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamii/topuandaa abo
¢izngna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJlaB CIIOHCOD YU
3assBHUK HA BBE3CHHS
JOCTII)KyBaHUX JIIKApChKUX 3aC00iB
Ta CYMyTHIX MaTepiaiiB

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Oaexcanap I'PINEHKO

(migmic) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta

3aTBEPAKEHHS CYTTEBUX ITOIIPABOK»
23.03.2026 Ne 385

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«bararouentpoBe gociimkeHHs ¢asu Ib/Il g omiHKKM  G€3MeYHOCTi, TEPEHOCUMOCTI,
(apMakOKIHETHKH 1 TMONEepEeIHbOI OLIHKM KJIiHIUYHOi akTuBHOCTI mpenapaty TUB-040 mpu ioro
3aCTOCYBaHHI y KOMOiHaIii 31 CTaHAAPTHUMHM Ipenaparamu JUIs JIIKYBaHHS PaKy SE€YHUKIB Y
MAIIEHTIB 3 CMiTEeNIaTbHUM CEPO3HUM 200 €HOMETPIOITHNM eIiTeNlialbHIM pakoM sieyHuKiB (PT)
Bucokoro crymens 3noskicHocti (NAPISTAR 1-02)», kon nocmimkerns NAPISTAR 1-02, Bepcis
2.0 Bix 19 rpyans 2025 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHncop, kpaiHa

Ty6ymnic 'm6X, Himeuunna / Tubulis GmbH, Germany

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHS, BUPOOHHUK, KpaiHa

TUB-040; TUB-040 BDP; (TUB-040 BDS; TUB-040 ADC; WBPX2020; WBPX2020 BDS;
WBPX2020 BDP; AV25 (TUB-040 mAb intermediate); DP03891003); Jliodimizar mis po3unHy
s iHGy3ii (60 mr/duaakon); 60 mr (migirpam); WuXi XDC Co., Ltd., China; WuXi Biologics,
WGQS (WuXi Bio Shanghai Waigaogiao Site), China; Fisher Clinical Services GmbH,
Switzerland

Bianosinanbauii (1) 1oCaigHUK (1)
Ta MicIie (s1) IpOBEACHHS
BUIIpoOyBaHHs B YKpaiHi

1) nikap Joponina M.B.
TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEIICIH», BiiIi1 KJIIHIYHUX JocipkeHb MeauuHoro neHtpy, M. Kuis

[TpenapaTy MoOpiBHAHHS, BUPOOHUK
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu
CYNyTHBOI Tepamnii/topuindHa abo
¢biznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y1
3asBHUK Ha BBE3EHHS
JOCTIPKyBaHUX JIIKapChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

Kommanis, sika Jie 3a TOBIpEHICTIO, IKY HaJaB CIIOHCOP UM 3asBHHUK Ha BBE3CHHS JTOCIIKYBaHUX
JKapCchKUX 3ac00iB Ta cymyTHiX MaTepianiB: TOB «Arenris «C.M.O.-Ykpaina»

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(Bnacue im’st [TIPI3BUILE)

(mignuc)




Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.03.2026 Ne 385

InenTudikaist CyTTEBOI MOMPABKU

Onoaiiene Jlocke nocmipKkyBaHoro Jiikapckkoro 3acody U3-1402 (MK-1022, Ilarpitymad
nepykcrekan), pemakuis 9.1, Bepcis 090TQ6 Big 09 ciuns 2026 p., aHITHCBKOIO MOBOIO;
3anmydyeHHS JI0IaTKOBOTO  BHPOOHWKA  JOCIIKYBAaHOTO JiKapchkoro 3aco0y MK-1022:
Simtra Deutschland GmbH, Kantstra3e 2, 33790 Halle/Westfalen, Germany; 3pa3ok MapKyBaHHS
nikapepkoro 3aco0y Ilakmitakcen, 100 mr/ 16,7mn (6 Mr/mi), KOHLIEHTpAT UIS PO3YUHY IS
iHGy3iii/pnakon, Outer Package, Bix 10 BepecHst 2024 poky, aHTIIHCHKOIO Ta YKPaTHCHKOIO MOBaMH;
3pa3ok MapKyBaHHs JTikapcbkoro 3aco0y [lakmitakcen, 100 mr/ 16,71 (6 Mr/mit), KOHIIGHTPAT TSI
po3unHy amns iH}y3iit/dnakon, Immediate Container, Bix 10 BepecHst 2024 poky, aHTIIIHCHKOIO Ta
YKpPalHCBKOK MOBamMu

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 513 Bix 21.03.2025

Ha3Ba kniHiuHOTO BUIIPOOYBaHHH,
KOJI, Bepcis Ta Jara

«KEYMAKER-UO01 — mignocnimkennas 01G: mapaconskoBe nociimpkenns 11 pa3u 3 moueproBumu
rpynaMu Ui BHUKOPHUCTaHHS JOCHIIPKyBaHMX 3aco0iB y KomOiHamii 3 memOpoiizymadoM i3
JOJJaBaHHSAM XIMIOTeparii Ha OCHOBI IUIaTUHU a0o 0e3 Hel y paHillle HEJTIKOBaHUX YYaCHHUKIB 13
HEeIPIOHOKIITUHHUM pakoM JereHb IV cranii», MK-3475-01G, 3 iHKOpHIOpPOBaHOIO MOMPABKOIO
01 Bix 15 sxoBTHs 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHO00 BianoBiganbHicTIO «MC/] Ykpaina»

Cnoncop, kpaiHa

TOB Mepk Illapn ena loym, CIHA (Merck Sharp & Dohme LLC, USA)

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexkcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jonatok 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOK»
23.03.2026 Ne 385

Inentudikariist CyTTEBOI MOMPaBKU

Jlocse mocmimKyBaHoOro Jjikapcbkoro 3acody SPY002-091 (IMPD-Quality), pemaxiisi 3.0 Bix
03 »oBtHs 2025 p.; Jocke mocmimkyBaHoro jikapcbkoro 3acody SPY002-091 (IMPD-Quality),
penaxiis 5.0 Big 20 ciuns 2026 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1659 Big 03.11.2025,
Ne 1832 Big 02.12.2025

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«ITnmarpopmue nocaimkerns Il ¢ha3u 3 oninku eHeKTUBHOCTI i OE3MIEYHOCTI AHTUTLI TPUBAJIOL il
TP 3aCTOCYBaHHI B peXHMiI MOHO- a00 KOMOIHOBaHOI Teparlii 3 IPUBOAY CEPEIHBOTSHKKOr0o abo
TSOKKOTO Iepediry BUpPa3KOBOTO KOJITY B akTuBHIiN ¢dopmi», SPY123-201, OcHOBHHII MPOTOKOI
kiiHiyHOro BUmpoOyBaHHs SPY123-201, pemakmis 1.2 Bim 04 uepBus 2025 p.; Homarok mo
IIPOTOKONIY KiIiHIYHOro BunpoOyBaHHa SPY123-201, mo onucye KOHKpeTHE BTpy4YaHHs 13
3acrocyBaHHAM npenapaty SPY002, penakuist 1.0 Big 24 uepsns 2025 p.;

«[Inardopmue nocaimxenns Il ¢as3u 3 ouiHkK ePeKTUBHOCTI i 6€3MEYHOCTI aHTUTII TPUBAJIOI Jii
MPU 3aCTOCYBaHHI B PEXUMI MOHO- 200 KOMOIHOBAHOI Teparlii 3 MPUBOY CEPEIHBbOTSIKKOTO abo
TSDKKOTO Tepeliry BHpa3KoBOro KOJITY B akTuBHIM (opmi», SPY123-201, OcHOBHMI MPOTOKOI
KJIiHIYHOrOo BUNpoOyBaHHd SPY123-201, penmakuis 1.2 Bim 04 uyepBHsa 2025 p.; Homatok no
INPOTOKONIY KiIiHIYHOro BunpoOyBaHHa SPY123-201, mo omnmcye KOHKpeTHE BTpydYaHHS i3
3acrocyBaHHAM KoMOiHaii SPY 120, pempakuis 1.0 Big 21 cepnnst 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBITAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Cnaep Tepan’rotike, [Hk.» [Spyre Therapeutics, Inc.], CIIIA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexkcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jonatok 5

10 Haka3zy MiHicTepcTBa OXOPOHU 30POB’ s
VYkpaiau «IIpo npoBeneHHs KITIHIYHIX
BUIIPOOYBaHb JIIKaPCHKHX 3aC00IB Ta

3aTBEPKCHHS CYTTEBHX ITOTPABOK»
23.03.2026 Ne 385

Inentudikariist CyTTEBOT MOMPaBKU

Bpomypa mocaigHuka Uit 1OCTiKYBaHOTO JJikapchkoro 3aco0y Camizestrant; AZD9833, Bunanus
8.0 Bim 14 mwmcromama 2025 poky; bpomrypa npocmigHuMka ans mpenapaty MOPIBHSIHHS
OA3JIOJEKCT™ (pynBectpant, ZD9238), Bumanns 25 Big 21 aunus 2025 poky; OHOBICHHI
Poznin 2.4 Ornsn, Jocke mociimkyBaHOTO JikKapchbkoro 3aco0y Camizestrant, Bix 7 JmucTomana
2025 poky; Onosneni cekiii Po3niny 2.6 «Pe3tome nokiiHiuHUX AaHUX» J0ChE TOCIHIIKYBaHOTO
nikapcpkoro 3aco0y Camizestrant: Cekuis 2.6.2. Pe3tome papMakoiIoriyHuX JaHUX Y TEKCTOBOMY
¢dopmari, Big 7 muctomama 2025 poky; Cekuis 2.6.4. Pestome dapMakOKIHETUYHHX HaHHUX Y
TeKCTOBOMY (opmari, Bif 28 sx0oBTHA 2025 poky; Cekiist 2.6.6. Pe3toMe TOKCUKOIOTIYHUX JaHUX Y
TekcToBoMY (hopmari, Bif 7 nuctomnana 2025 poky; Cekirist 2.6.7. Pe3toMe TOKCUKOJIOTTYHUX JaHUX
y Burisiai tabnunp, Bix 14 mucromama 2025 poky; Matepianu ans nanientiB: [nentudikamiiina
KapTka yuyacHuka aociimkeHHs D8530C00002, maiicrep-epcis 3.0, mata HaOyTTS YHHHOCTI
npoexty 04 mumas 2025 p., mepexnaj ykpaiHcbkor MoBoIO Bia 31 mumust 2025 p. (yKpaiHCBKOO
MOBOI0); 3MiHa Ha3BU MICIIS IPOBEJCHHS BUIPOOYyBaHHs; 3MiHa BiAMOBIIATBHOTO JOCIIIHUKA!
BYJIO CTAJIO
nikap Kynsa6a .M. K.M.H. Mamesceka O.B.
MeauuHuii LIEHTp TOBapUCTBa 3 0OMekeHOw | ToBapuUCTBO 3 OOMEKEHOIO BiAMOBINATBHICTIO
BIJIMOBIIAJIBHICTIO «ACKJIEMIOH», JIKYBAJIbHO- | «ACKJIEMIOH»,  TEPaneBTUYHUN  MMIAPO3/ILIT
TiarHOCTHYHUK migpo3nin, KwuiBcbka o00:1., | Meauunoro — meHTtpy,  KuiBcbka — 00,
KueBo-CBaTOmMHCHKHM p-H, ¢. X0J0CIBKa KueBo-CasiTommHCchbkHil p-H, ¢. X0J0CIBKa

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1636 Bix 20.07.2020

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta jara

«SERENA-2: PannomizoBaHe, BiIKpUTE, Yy MapalelbHUX TPyIax, 0araTOIeHTPOBE JOCIIIKEHHS
¢azu 2 mopiBHAHHA e(eKTUBHOCTI Ta Oe3MmeyHOCTI mepopaiibHoro mnpenapary AZD9833 i
dynBectpanTa y kiHOK 3 mommpeHuM ER-nosutnBHuM HER2-HEraTHBHMM pakoM MOJOYHOI
3ano3u», D8530C00002, Bepcis 7.0 Bix 27 mucronana 2024 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

Actpa3eneka Ab, llIBemist / AstraZeneca AB, Sweden

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



JlomaTok 6

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
23.03.2026 Ne 385

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa Jocminauka JNJ-67896062 (macitentan), Bunanus 23 Big 04.12.2025 p.; [ToBimomneHHs
Ne 4 mono po3’sicnenHs mpoTokomy Bix 16.12.2025, nepexian Ha ykpaiHcbKy MoBy Big 21.01.2026

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1849 Bix 11.08.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«[IpocriekTrBHE, OaraTONEHTPOBE, MOABIMHHE CIile, 3 MOJBIMHOIO IMITaIli€l0, paHIOMIi30BaHE, 3
AKTUBHHM KOHTPOJIEM, B MapajelibHUX TpyIax, 3 MOCIiJOBHUM BKJIKOUYEHHSIM TPYI, aJalnTUBHE,
KOHTPOJILOBAHE 32 IMOJAISMHU KITIHIYHE JOCITIKCHHS TPEThOi (Ga3u UIis NOPIBHAHHS e(EeKTUBHOCTI,
0e3MevHOCTI Ta MEPEHOCUMOCTI MalliTeHTaHa 75 Mr 3 MaiiTeHTaHoM 10 Mr y malli€HTiB 3 JIETEHEBOIO
apTepialbHOIO TINEPTEH3IE0 3 TOAAIBIINM IIEPI0AOM BiIKPUTOTO JIKYBaHHS MAIlITECHTAHOM 75 MT'»,
AC-055-315, 3 monpaBkoro 4, Bepcis 5, Big 04.04.2023 p.

3asiBHUK, KpaiHa

«SJHCCEH ®APMAIIEBTHUKA HB», benbris

CnoHcop, kpaiHa

«SIHCCEH ®APMANEBTHUKA HB», benbris

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jonarox 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOK»
23.03.2026 Ne 385

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnenHst po3niniB Jlocke mocmimkyBaHoro Jikapcbkoro 3acody LY3298176 Big 18 BepecHs
2025 poky: S.1. «3aranpHa indopmarnisn», S.4.1. «Cneumdikamis», S. 4.4. «AHami3u cepiit»,
S. 45. «O0rpynryBanusa crnemudikamii», S.5. «EtamonHi craHmapta abo Marepianm,
S.7. «CrabinpHicTe» (Jlikapcbka peuoBuna (LY3298176)), P.3.1. «BupoOuuku», P.3.2. «Cxmag
cepii», P.3.3. «Onuc mporecy BUpOOHHUIITBA Ta 3aXOMAiB KOHTposto sKocTi», P.3.4. «KonTpomnb
KPUTHYHHX CTafdii 1 mpoMixkHOI npoaykmii», P.5.1. «Cneuundikarii», P.5.2. «Meroauka anamizy»,
P.5.3. «Banmigamis wmeroauku anamizy», P.5.4. «Amnanmizu cepii», P.5.6 «OOrpyHTyBaHHs
cnenudikanin», P.8. «CrabimpHicTe» (Jlikapcekuit 3aci® (iH'exuis LY3298176)); IIpomoBkeHHs
TEPMiHY MPUIATHOCTI JiKapchbkoro 3aco0y (iH'ekmii LY3298176) no 36 micsmiB s MiATPUMKH
kiiHiynoro nocmimxkenns ISF-MC-GPGN. Konnenrtpamii LY3298176 2.5mg, 5mg, 7.5mg, 10mg,
12.5mg, 15mg, un 1.5mg DULA; BxiitoueHHs BUpOOHUYMX AUISHOK, BIANOBIIaIbHUX 32 [TAKYBaHHS
1 MapKyBaHHSI JTOCIIJPKYBaHOTO Jlikapchkoro 3aco0y (iH'ekmii LY3298176): Catalent (Shanghai)
Clinical Trial Supplies Co, Ltd., China ta Catalent CTS Edinburgh Limited, United Kingdom

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 700 Bix 24.03.2020

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«/locmipkeHHs BIUIMBY Ipenapary Tip3emarisy B MOpiBHSAHHI 3 mpemaparoMm JlynariyTuj Ha
PO3BUTOK 3HAYHUX HECHPUSITIMBUX CEPLEBO-CYAMHHHUX IMOJAIA y MAIIEHTIB 3 I[YKPOBUM J[1a0€TOM
2 tuny (SURPASS-CVOT)», I8F-MC-GPGN, 3 inkoprnopoBanoto monpaBkoio (f) Bix 16 kBiTHs
2024 poky

3asiBHUK, KpaiHa

«Emi Jlimm Bocrok CA», llIBeitmapis

CnoHcop, kpaiHa

Emi Jlinni eng Komnani, CIIA / Eli Lilly and Company, USA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



JonaTtok 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOK»

23.03.2026 Ne 385

Inentudikariist CyTTEBOI MOMPaBKU

OnHoBieHUH MPOTOKOJ KimiHIYHOTO AocaimkeHHs P3-IMU-838-RMS-02, octarouna penakitis 5.0 Bix
8 rpyans 2025 poky, aHTIiKdchko0 MOBOIO; OHOBiIeHMI CHHOMCHC MPOTOKONY KIIHIYHOTO
nocimikenas P3-IMU-838-RMS-02, ocrarouna pepakmiss 5.0 Bim 8 rpymas 2025 poky,
YKpaTHChKOI0 MOBOIO; [H(oOpMarris s mamiedTa Ta ¢popma iHdhopMoBaHoi 3roau, Bepeis 6.1 s
VYkpainu Big 3 rpynns 2025 p., aHTTHCHKOIO Ta YKpaiHChKOI0 MoBamu; dopma MoOBTOPHOT 3roau
ydacHHMKa Jocii/pkeHHs, Bepcis 3.1 mns Ykpainum Big 3 rpyaas 2025 p., aHIIHCHEKOIO Ta
yKpaiHChbKO0 MoBaMu; Jlocke mocmimkyBaHoro jgikapcbkoro 3aco0y (IMPD): Tabnetku IMU-838
5wmr/ 15 mr /22,5 mr/ 30 mr /45 mr Jlikapcbka cyocraniis: Bigodayaimyc kanbiriit (IMU-838),
Bepcis 15 Big sxoBTHs 2025p., aHITIHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1326 Big 02.07.2021

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«bararorieHTpoBe paH10Mi30BaHe MOABIHHO ciine nociiakeHHs I pasu, mo npoBoAUTECS 3 METOIO
OLIIHKK e(eKTUBHOCTI, Oe3neyHocTi Ta mnepeHocumocti npenapary IMU-838 y mnopiBHSHHI 3
1anebo Mpu JiKyBaHHI JOPOCIUX MALli€HTIB 13 PELUIUBYIOUUM PO3CISIHUM CKIIEPO30M (KOJIOBE
no3HaueHHs: ENSURE-2)», P3-IMU-838-RMS-02, ocrarouna penakimis 4.0 Big 18 Oepesns
2024 poky

3asiBHUK, KpaiHa

TOB «BOPJIJIBAM/] KJITHIKAJI TPALIC YKP»

CnoHcop, KpaiHa

«ImmyHik AI'» [Immunic AG], Himeuunna

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLE)



Jonatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOK»

23.03.2026 Ne 385

Inentudikariist CyTTEBOI MOMPaBKU

[Ipotokon xminiunoro BumnpoOyBanHs LFD200A11, IlompaBka 2, Bepcis 3.0 Bim 17 rpyasHs
2025 poky, aHMTHChKOK MOBOIO; bpomrypa mocmimuuka LFD-200, Bepcis 3.0 Bim 17 rpymaHs
2025 poky, aHrmiilicekor0 MoBorw; IHdopmaris mas marienta Ta @opma iHPOPMOBAHOI 3r0/H,
Yacruna 2, Bepcis 2.0 Bix 29 ciunst 2026 poky, st YKpainu, Ha 0cHOBI Maiictep-Bepcii [ndopmarii
JUIs ydacHUKa pociuixeHHs Ta @opmu iHpopmoBanoi 3roau, Yactuna 2, Bepcis 2.0 Big 17 rpyaus
2025 poky, YKpaiHCBKOIO Ta aHTIIHCHKOI0 MOBAMHU

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne123 Bin 04.02.2026

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanyomizoBane, mojaBiiiHe ciine mocmikeHHs ¢a3u la/lb, 3 miame6o-KOHTPOJIEM 1 aKTHBHUM
KOHTpOJIEM, 3 OJHOKPaTHUM 1 0araTOKpaTHUM 3aCTOCYBAaHHSAM JOCIHIJ)KYBaHOIO Ipernapary y
3pOCTalOUMX J03aX JJIsl MOPIBHSUIBHOI OLIHKM OE3MEeYHOCTI, IePEHOCUMOCTI, (hapMaKOKIHETHKH 1
¢dapmakonuHamiku npenapatry LFD-200 y nopocnux y4acHUKIB, SKi € 3J0pOBUMH ocobaMu abo
MaloTh PEBMATOITHUI apTPUT BiJ CEPEIHBOBAXKKOTO JI0 BAKKOTO CTyIeHs TsbkkocTi», LFD200A11,
ITonpaska 1, Bepcist 2.0 Big 16 BepecHst 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHcop, KpaiHa

Jlibopai IMmmyHoTepan'toTike, IHk., CIIIA [Lifordi Immunotherapeutics, Inc.], USA

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Honatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOK»

23.03.2026 Ne 385

Inentudikaris cyrreBoi nmonpaBku | bpomrypa gocmigauka JNJ-54767414 ([dapatymyma0), Bunanns 22 Big 17.12.2025 p.; Inpopmarrist
s nanienta ta ®@opma iHpopmoBanoi 3rogu — Ilportokon 54767414MMY3030, Bepcis 6.0
YKpaiHCbKOI0 MOBOIO it YKpainu Bix 04.02.2026 p.; KapTka yyacHUKa KJIIHIYHOTO AOCTIHKCHHS —
[Iporokoin 54767414MMY 3030, Bepcis ykpaincbkoro MoBoro Bif 07.01.2026 p.; 3miHa Ha3BH MicIs
MIPOBEICHHS KIIHIYHOTO BUIPOOYBAHHS

BYJIO CTAJIO
nikap Ycenko ['.B. nikap Ycenko ['.B.
KomyHnaneHe HekomepiiiiHe mignpuemMcTtBo | KomyHanmpHe HEKOMEpIiiHE —IMiJIPUEMCTBO
«Micbka kiiHiyHa JgikapHs Nedy J[HinpoBchKkoi | «Micbka kiaiHiuHa JikapHs Nedy J[HIMpoBCHKOT
MICBKOI pajy, TEeMaToJOTiyHe BIIJIJICHHS, | MICBKOI pajH, TeMaToJIOTIYHE BIATUICHHS 3
M. JIHInpo OJIOKOM  TpaHCIUIAHTAIlli  IFeMOMOCTHYHUX
CTOBOYpPOBUX KJIITHH, M. JIHITIPO

Howmep Ta nata nakazy MO3 npo Ne 1732 Big 04.10.2023
MIPOBECHHS KJIIHIYHOTO

BUIIPOOYBaHHS

Ha3Ba kniniuHOrO BUnpoOyBaHHs, | «baraToueHTpoBe BiAKpUTE KIIIHIYHE JOCHIIXKEHHS 3b (a3u TpuBagoro NpojoBXKEHHS JIIKYBaHHS
KOJI, Bepcis Ta jara Haparymymabom», 54767414MMY 3030, 3 monpaskoro 2 Bijx 26.04.2023 p.

3asBHUK, KpaiHa «SIHCCEH ®APMAILIEBTUKA HB», benbris

CnoHcop, KpaiHa «SHccen @apmanetuka HB», benbris

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’st [TIPI3BULLLE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOK»

23.03.2026 Ne 385

Inentudikariist CyTTEBOI MOMPaBKU

BxiroueHHs 1OJaTKOBOTO MICISl TPOBEACHHS KIIIHIYHOTO BUIPOOyBaHHs;, Matepianu s
narienTiB: EFC18325/EFC18359. Inctpyxkitis 31 300py 3pa3kiB Kajiay B JIOMaIIHIX yMOBax, pen. 1.0
Bix 19 ciunst 2026 p., ocTaTOYHUH MEpeKIIaj] 3 aHTITIHCHKOI MOBH Ha YKPaiHChKY MOBY Bif 02 JH0TOTO
2026 p., ykpaiacbkoro MoBor0; Bepcist 3.0 — [TociOruk koprcTyBada 3actocynky myMedidata, [laTa:
17 rpyans 2025p., Ykpaincbka (UK), ykpaiHCbKOIO MOBOIO!

No I1.1.B. BiAMOBIMAIEHOTO JOCTITHUKA

/11 HasBa Miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | mixap Cxubano C.A.
ToBapucTBO 3 OOMEXKEHOIO BIAMOBIJANBHICTIO «MDKHAPOAHUM I1HCTUTYT KIIIHIYHUX
JOCTIDKeHb», BIJUIUI TaCTPOCHTEPOJIOTIi Ta TEMaToJIorii CTAiOHAPHOTO BiIIIJICHHS
Menununoro nenTpy «Ox!Kiinik+», M. Kui

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

No 54 81 15.01.2026

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«baraTtorieHTpoBe MIKHapOJHE paHJIOMI30BaHE IMOJABIHHO cline Mianed0-KOHTPOJIbOBAaHE
nocaimxenns 11 gas3u 3 oniHku epexTUBHOCTI Ta 6€3MEeYHOCT] IHAYKIIIHOI Teparii JyBaKiTyroM B
YUaCHHMKIB 13 CEpEHbOTSDKKUM ab0 TSXKKUM IepebiroM BUPA3KOBOIO KOJITY B aKTUBHIN Gopmi»
EFC18325, 3 nonpaskoto 01, Bepcist 1 Big 01 BepecHst 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

Cnoncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenric Perepin e JleBenonma,
@DpaHniis)

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOK»

23.03.2026 Ne 385

Inentudikariist CyTTEBOI MOMPaBKU

BxiroueHHs 1OJaTKOBOTO MICISl TPOBEACHHS KIIIHIYHOTO BUIPOOyBaHHs;, Matepianu s
narienTiB: EFC18326/EFC18327. Inctpyxkitis 31 300py 3pa3kiB Kajay B JOMaIIHIX yMOBax, pea. 1.0
Bix 19 ciunst 2026 p., ocTaTOYHUH MEpeKIIaj] 3 aHTITIHCHKOI MOBH Ha YKPaiHChKY MOBY Bif 02 JH0TOTO
2026 p., ykpaiacbkoro MoBor0; Bepcist 3.0 — [TociOruk koprcTyBada 3actocynky myMedidata, [laTa:
17 rpyans 2025 p., Ykpaincbka (UK), ykpaiHCbKOIO MOBOIO!

No I1.1.B. BiAMOBIMAIEHOTO JOCITITHUKA

/11 HasBa Miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | nmixap Ckubano C.A.
ToBapuctBo 3 0OMEXKEHOIO BiAMOBIAANBHICTIO «MiKHAPOAHUNA 1HCTUTYT KIIHIYHUX
JOCTIDKeHbY», BIJJIUT TaCTPOCHTEPOJIOTii Ta TemaToyiorii CTaI[iOHAPHOTO BIIIIICHHS
Mennunoro nentpy «OK!Kiminik+», M. Kui

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

No 54 81 15.01.2026

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«baraTtorieHTpoBe MIKHapOJHE paHJIOMI30BaHE IMOJABIHHO cline Mianed0-KOHTPOJIbOBAaHE
nocaimxenns 11 gas3u 3 oniHku epexTUBHOCTI Ta 6€3MEeYHOCT] IHAYKIIIHOI Teparii JyBaKiTyroM B
YUaCHMKIB 13 CEpelHbOTSKKUM a0 TsHKKUM repebirom xBopoOu Kpona B akTuBHIN ¢opmi»
EFC18326, 3 nonpaskoto 01, Bepcist 1 Big 01 BepecHst 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

Cnoncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenTic Perrepur e JleBenonman,
@DpaHniis)

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)



Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOK»

23.03.2026 Ne 385

Inentudikariist CyTTEBOI MOMPaBKU

OnoBneHu#t npoTokoi KirHiYHOro gociimkeHHs P3-IMU-838-RMS-01, ¢inansna Bepcis 5.0 Big
8 rpyans 2025 poky, aHTIiKdchko0 MOBOIO; OHOBiIeHMI CHHOMCHC MPOTOKONY KIIHIYHOTO
nociikenus P3-IMU-838-RMS-01, dinanbna Bepcisa 5.0 Bix 8 rpyans 2025 poxy, yKpaiHCHKOIO
MoBOI0; [HhopMmamis ans mamienta Ta ¢opma iHGopMoBaHOiI 3roau, Bepeis 6.1 st Ykpainu Big
9 rpynns 2025 p., aHTIIHCEKOIO Ta YKpaiHChKOI MoBamu; dopma MOBTOPHOI 3rOAM y4acHUKA
nocmikeHns, Bepeis 3.1 s Ykpainu Big 9 rpyans 2025 p., aHTIIIHCHKOIO Ta YKPaTHCHKOI0 MOBaMH;
Hocke nocmimxyBanoro jgikapcbkoro 3aco0y (IMPD): Tabnerku IMU-838 5 mr / 15 mr / 22,5 mr /
30 mr / 45 mr Jlikapceeka cyoOcranmis: Bigodmynimyc kampemiin (IMU-838), Bepcist 15 Bix ®KOBTHS
2025p., aHTIIIICHKOIO MOBOO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2947 Big 30.12.2021

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«bararorieHTpoBe paH10Mi30BaHe NO/BIIHO ciine pociikenHs [ pa3u, mo npoBoANTHCS 3 METOIO
OLIIHKK e(eKTUBHOCTI, Oe3neyHocTi Ta mnepeHocumocti npenapary IMU-838 y mnopiBHSHHI 3
1anebo Mpu JiKyBaHHI JOPOCIUX MALli€HTIB 13 PELUIUBYIOUUM PO3CISIHUM CKIIEPO30M (KOJIOBE
no3HaueHHs: ENSURE-1)», P3-IMU-838-RMS-01 (ENSURE-1), ¢inanena Bepcis 4.0 Big
18 Gepesns 2024 poky

3asiBHUK, KpaiHa

TOB «BOPJIJIBAM] KJITHIKAJI TPALIC YKP»

CnoHcop, KpaiHa

«ImmyHik AI'» [Immunic AG], Himeuunna

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLE)



Honatok 14

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOK»

23.03.2026 Ne 385

InenTudikaist CyTTEBOI MOMPABKU

[IpoToKOM KIIIHIYHOTO JOCTiIKEHHS, monpaBka 6, Bepcis 5.0 Bix 2 sxoBTHA 2025 p.; CT-P51 1.1
Indopmaris qis namienta Ta gpopma iHGopMoBaHOi 3roau, Bepeis A Ykpainu 5.1.0 Big 09 ciuas
2026 p. ykpaiHCBKOIO MOBOK0; Jlocke mocmipKyBaHOro Jikapchkoro 3aco0y: CT-P51
(ITembpomizymab) Bepcist 3.0 Bix 23 skoBTHs 2025 p.

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1397 Big 08.08.2024

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«ITogBiiiHe ciine, paHJOMi30BaHe, KOHTPOJIbOBAHE aKTUBHUM IpenapaToM AOCiiKeHHs dazu 1y
TPHOX MapaJieIbHUX TPYIax sl OMIHKH (PapMaKOKIHETHYHOI MOAI0HOCTI TPhOX JIIKAPCHKUX (OpM
nemOpounizymaly (npenapary CT-P51, mpenapaty Kitpyaa, cxBanenoro B €C, i npenapary Kitpyna,
minen3zoBaHoro B CIIIA) B sKoCTI aJ1’tOBaHTHOI Tepamii y MAalli€eHTIB 13 MOBHICTIO BUJAJIEHOIO
menanomoro crafii [IB, TIC Ta I1I», CT-P51 1.1, monpaska 5, Bepcis 4.0 Big 29 kBitHa 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, KpaiHa

«CEJUJITPIOH, Ink.» Pecniybaika Kopest (CELLTRION, Inc. Republic of Korea)

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jonatok 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOK»

23.03.2026 Ne 385

Inentudikariist CyTTEBOI MOMPaBKU

Omnosnenuii [Iporokon kiminiunoro BunpodyBanus TARA-002-101-Ph2, Bepcist 5.0 Bix 20 cepmas
2025 poky, aHTTiHCHKOI0 MOBOIO; JIncT-po3’sicaenns Bia 20 mucronana 2025 poky go [Iporokory
kiiHigHOTO BUnpoOyBanHs TARA-002-101-Ph2, Bepcis 5.0 Bix 20 ceprias 2025 poky, aHTIIIHCHKOIO
MoBoto; bpomrypa nocniganka TARA-002, Buganus Ne 8 Bing 10 mumas 2025 poky, aHTIIIHCHKOO
MoBo10; [HhopMmarttisa ans manienta i @opma indopmosanoi 3ronu, TARA-002-101-Ph2, OcHoBHa,
s Ykpainu, Bepeis 5.0 Big 27 xoBTHS 2025 poKy, aHTIIHCHKOIO Ta YKpaiHCHKOIO MOBaMHU;
®opma iHpopmoBaHOi 3roau ams BaritHoi maptHepku, TARA-002-101-Ph2, nns Ykpainu, Bepcis
3.0 Bix 27 xoBTHA 2025 pOKy, aHIITIHCHKOIO Ta YKpaiHCbKOIO MoBaMm; JIMCT 1o Jikaps 3araibHOL
npaktukd, TARA-002-101-Ph2, nns Vkpaiau, Bepcis 3.0 Big 28 cepnusa 2025 poky, Ha OCHOBI
Maiictep-Bepcii 03 (ocraTounoi) Bix 06 ceprast 2025 poKy, aHTIIIHCHEKOO Ta YKPaiHCHKOI0 MOBaMH;
Jluct Bix mikapst o mikaps, Bepcia 2.0 Bix 06 cepmHs 2025 poky, aHTIIHCHKOIO Ta YKPaiHCHKOIO
moBamu; Inentudikaniiina (IH) kapTka ydacHuka mociimkeHHs, Uit YKpainu, Bepcis 3.0 Big
28 cepnHs 2025 poky, aHINIIMCBKOIO Ta YKpaiHCbKOIO MOBaMM; 3MiHa Ha3BH KJIIHIYHOTO
BUNpoOyBaHHs Ha «Da3a 2, BIAKPUTE TOCTIKEHHS 3 OI[IHKKA 0e3MeKu Ta e()eKTUBHOCTI 1HCTUIIALIN
cedoBoro Mixypa npemnapatom TARA-002 y gopociux maiieHTiB i3 M'sI30BO-HEIHBa3UBHUM PaKkOM
CEYOBOI'0 MiXypa BUCOKOTO CTYMEHS 3JIOSKICHOCTI!

IHCTWJIALIIM  CEYOBOTO MiXypa TMpernapaTom
TARA-002 y nopociux Maui€eHTiB i3 M'I30BO-
HEIHBa3UBHUM  PAKOM  CEYOBOTO  MiXypa
BHCOKOTO CTYIEHS 310KICHOCTI»

BYJIO CTAJIO
«®aza 2, BiAKpUTE MOCHIKEHHS 3 OIHKM | «Da3a 2, BIAKPUTE OCHIHKEHHS 3 OI[IHKU
Oe3nmexkn Ta TPOTUIMYXJIMHHOI AaKTUBHOCTI | Oe3meku Ta eeKTUBHOCTI IHCTHIIALINA CEYOBOTO

Mmixypa npenapatom TARA-002 y mopocnux
MAIliEHTIB 13 M'I30BO-HEIHBa3WBHUM PaKOM
CEYOBOIO  MiXypa  BHCOKOTO CTYIEHS
370SIKICHOCTI»

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1223 Bix 05.07.2023




2 MPOJIOBXKEHHA foAaTka 15

Ha3ga xiiniuHOro BUNpoOyBaHHS,
KOJI, Bepcis Ta aara

«®a3a 2, BIAKPHUTE IOCIIKCHHS 3 OLIHKH OC3MEKHU Ta MPOTHITYXJIMHHOT aKTUBHOCTI 1HCTHIISIIINA
cedyoBoro Mixypa npernaparom TARA-002 y mopociux Mami€eHTiB i3 M'sI30BO-HEIHBAa3UBHUM PaKOM
CEYOBOT0 MiXypa BHCOKOTO CcTymeHs 3noskicHocTi», TARA-002-101-Ph2, Bepcis 4.0 Big 05 ciuns
2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, KkpaiHa

IIporapa Tepan'totikc, IHK. [Protara Therapeutics, Inc.], CIIIA

B.o. HayanbHuKka PapManeBTHYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Honatoxk 16

110 Haka3zy MiHICTepCTBa OXOPOHU 37I0POB’ s
VYkpainu «IIpo npoBeneHHs KITHIYHIX
BHUIIPOOYBaHb JIKAPChKHUX 3aC001B Ta

3aTBEPAKEHHS CYTTEBUX ITOIIPABOK»
23.03.2026 Ne 385

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«IlopiBHsIbHA oOIliHKa e(EeKTUBHOCTI Ta mepeHocumocti mpenapary TPUIAEPMAIJI, ma3b
BupobuuuTBa AT «JlyOonudapm» i1 mpemapary TPUJIEPM®, ma3p BUpOOHMIITBA KOMIIaHii
«Organon Heist bv» y mamieHTiB 3 aTOMIYHUM  JEPMATHTOM, IO  YCKJIaJHCHHI
0IEpMi€I0/MIKOTHYHOO iH(eKITieo», koa mociimkends LF —TDM /U -1/25, Bepcis Ne 2 Bin
19.12.2025

3asiBHUK, KpaiHa

AT «Jlyouudapm», Ykpaina

CnoHcop, kpaiHa

AT «JlyGuudapm», Ykpaina

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
JI03yBaHHsI, BUPOOHHUK, KpaiHa

TPUJIEPMAUJI (6eramerazony nunpomionar (Betamethasone), 0.643 mr, mo exBiBanentHo 0,5 Mr
6eramerasony, kinotpumason (Clotrimazole) 10 mr, rearaminun (Gentamicin) y ¢opmi cynbdarty
1 mr, ma3p o 151 B 1y0i; AT «Jlybuudapmy», Ykpaina;

Bianosinanbawmii (1) gocaiqHuK (1)
Ta Micue () MPOBEICHHS
BUNIPOOyBaHHs B YKpaiHi

1) k.M.H., IOLEHT, 3aB. Bixgitenus Kaaurpob 1.B.
KomynanbHe HexomepiiiiHe mianmpueMcTBo «Micbka KiiHiuHA JsikapHs Ne27» XapkiBChKOT
MICBKOI pajiu, AucnancepHe BiamineHHs Ne2, m. XapkiB

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

TPUAEPM® (6eramerazony aunpomionatr (Betamethasone), 0.643 mr, mo exBiBasieHTHO 0,5 Mr
6eramerasony, kiaorpumasoin (Clotrimazole) 10 mr, rentaminus (Gentamicin) y ¢popmi cynbdary
1 mr, ma3p no 15t B Ty61; Organon Heist bv, Belgium;

CynyTHI MaTepianu/npenapaTu
CYITyTHBOI Teparlii/fopuindHa abo
¢biznyHa oco0a, sKa Jie 3a
JIOBIPEHICTIO, IKY HAJIaB CIIOHCOP YU
3asBHUK Ha BBE3CHHS
JOCTIKYBaHUX JIIKapChKUX 3ac001B
Ta CYMyTHIX MaTepiajiB

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(Bnacue im’st [TIPI3BUILLE)

(mignuc)




