Hopatox 1

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
23.03.2026 Ne 385

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO[|, BepCis Ta fara

«Jocnimkennst ¢a3u 2 ans oriHkyd edekTHBHOCTI Ta Ge3reuHocti npernapaty SPY002-072 y
JIOPOC/IMX 3 aKTUBHUM PEBMAaTOJIOTiUHKMM 3aXBOPIOBAHHSIM BiJ IOMiPHOTO 10 BUCOKOTO CTYIIEHS»,
Koz nocaimpkeHHs SPY002-072-201, Bepcist 1.0 Big 20 yepBHs 2025 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

Spyre Therapeutics, Inc., USA (Cnaiiep TepanbtoTikc, IHK., CIITA)

[Tepenik foC/ipKyBaHUX JIIKAPCbKUX
3aco0iB slikapchKa Gopma,
JI03yBaHHSsI, BUPOOHUK, KpaiHa

SPY002-072 (SPY002-072; WBP2744 DS, PAL010-2072.1La, SPY072); Po3uun s iH'ekiili;
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 (rinaue6o) go SPY002-072 (L-rictuauH, nekcrpan 40, caxapo3a, efetaT JUHATPit0
nurigpar, nonokcamep 188, Boga st iH’ekuin); Po3uun ans in'ekuii; 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

BignosiganeHutii (i) gocnifgHuk (1)
Ta MicLe (s1) NpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. CranicnaBuyk M.A.

KomyHasibHe  HeKoMepIiiiHe —TANpUEMCTBO  «BiHHUWIIBKAa oOsacHa  KTiHIYHA  JIiKapHS
iMm. ML.L. IMuporoBa BinuuipKoi obsacHoi paau», BucokocreriianizoBanuii KiaiHiuHuii LleHTp
peBMaroJiorii, ocTeomopo3y Ta OionoriuHoi Teparii, BiHHUIBKWI Hal[iOHaTbHUN MeJUYHUN
yHiBepcureT im. M.IL. [Tuporosa, kadezpa BHyTpiliHb0I MeaAULIMHY Nel, M. Binauig

2) A.M.H., ipo@. [IeBuyk C.B.

«YHiBepcUTETCbKA  KJIiHiKa» BiHHMIBKOrO  Hal[iOHAJIbLHOTO  MEJUYHOTO  YHIBEPCUTETY
iM. M.I. TIuporoBa (JliKyBa/ibHO-HaBYa/IbHO-HAYKOBUM LIeHTP), PeBMATO/IOTiUHe BiJJi/IeHHS 3
TepareBTUYHUMM  JIDKKamMM,  BIiHHUIpbKWNA  HalliOHaTbHUKM ~ MeJWYHUM  YHiBepCuUTeT
im. ML.I. TIuporoga, kadeapa BHYTpilltHE0I MegUIIMHU No2, M. BiHHUIs
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3) A.M.H., ipod. Spemenko O.Bb.

KoMyHanbHe HeKkoMmepiiifiHe mianpueMcTBo «KuiBcbKa MicbKa KJ/IiHiuHa JtikapHsi Ne3»
BUKOHaBYOro opraHy KuiBcbkoi micekoi pagu (KuiBCbKOI MiCBKOI Jiep)KaBHOI aAMiHicTpariii),
BifzineHHs Teparmii, HaiioHaseHuld MeauuHuii yHiBepcureT iMmeHi O.0. Bboromonbiig,
Kaeapa BHyTpilIHBOI MeguLMHA Ne3, M. KuiB

4) nikap Kypunbuuk 1.B.

ToBapucTBO 3 00MeXXeHOIO BiAnoBizanbHicTIO «Memuunuii 11eHTp «KoHcumiym Megikan»,
K/TiHIKO-KOHCY/IbTaTUBHE BiJJi/leHHs MeauuHoro ueHTpy, M. Kuis

5) A.M.H., ipod. XimioH JI.B.

KomyHasibHe HeKoMepIjiiiHe ITigrprueMcTBo KuiBcbkoi o6macHoi pagu «KwuiBcbka obmacHa
K/IiHiuHa JiKapHs», KOHCY/IbTaTUBHO-/[iarHOCTUUHWI LIeHTpP, M. KuiB

6) k.M.H. Kneban f.1.

KuiBcbKa KiliHiYHa JlikapHs Ha 3a1i3HUYHOMY TpaHCIopTi Ne2 ¢isnii «LleHTp 0XOpoHU 370pOB’s1»
AKIIOHEpDHOI0 TOBapUCTBa «YKpalHCbKa 3a/1i3HULIs», LleHTp KiIiHIuHMX fociifKeHb, M. Kuis

7) 5.M.H., ipo¢. Hagaukesuy O.H.

ToBaprCTBO 3 0OMEXXEHOIO Bi/ITIOBiIaIbHICTIO «AKa/leMiuHa MeJUUHa rpyTia», M. JIbBiB

8) a.M.H., npod. Cwmisin C.I.

KomyHasibHe HeKOMepIiiiiHe MiANpueMCTBO «TepHomisibcbka o6sacHa KiiHIUHA JHiKapHSI»
TepHoribCbKOI 06/1aCHOT paji, PeBMaToJioriuHe BizineHHs, TepHOMiIbCbKUN HalliOHATbHUN
MeanuHui yHiBepcuteT iMeHi 1.§1. T'opbaueBcbkoro MiHicTepcTBa 0XOpPOHH 3[0POB'S YKpaiHH,
Kaeapa BHyTpilHbOI MeguLMHUA Ne2, M. TepHominb

9) 3agB. Big. Pomantok B.IT.

KomyHasibHe HeKOMepIjiiiHe TMianpreMcTBo «UepHiriBcbka obsiacHa fikapHsi» YepHiriBcbKoi
ob/1acHOI pajiy, peBMaToJioTiuHe BiagineHHs, M. UepHiriB

10) g.m.H. 'ocnogapcekwmit 1.41.

ToBapucTBO 3 00Me)keHOI BifToBifambHiCcTI0O «Memuuanii HeHTp «KimiHika I'ocrioapchbKux»,
M. TepHorisib

11) k.mM.H. BumiHuBenpkuii L1

KomyHanbHe mignpueMcTBo «JlikapHs Nel» JKutoMupcbkoi MicbKoi pagu, KoHCynbTaTMBHO-
JiKyBasibHe BiffineHHs1 «HayKoBO-10CTi AHULIbKAN LIeHTP», M. JKUTOMUD

12) p.m.H. ['ooBuenko O.1.
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ToBapucTBO 3 O00OMeEXeHO  BifmnoBifanbHiCTIO «Meauunuii  1eHTp Xenc  KimiHik»,
MeauuHui KNiHIYHWM AOCTIAHULIBKUM LIeHTp, BiJ/in Kapionorii Ta peBMaTosiorii, M. BiHHuLs
13) k.m.H. Kapnienko O.O.

ToBaprCTBO 3 0OMEXXEHOI0 Bi/[TIOBiAa/IbHICTIO « Mi>KHaPOAHUM iHCTUTYT K/IiHIUHUX JOCTiIKEHB,
Biziis1 Tepartii, peBMaToOJIOT1 Ta KapZi0/0rii cTaljioHapHOro BigzaineHHs MeauuHoro 1eHTpy «Ok!
Kninik+», m. Kuis

[Tpenapaty MOpiBHSIHHS, BUDOOHUK
Ta KpaiHa

CynyTHi maTepianu/miperiapati
CyTyTHBOI Teparii/topuuuHa abo
¢isuuHa ocoba, siKa i€ 3a
[IOBIpeHICTIO, Ky Ha/JjaB CIIOHCOP 4y
3asiBHMK Ha BBe3eHHSI
JOCTiIKYBaHUX JTiKapChKUX 3aCc00iB
Ta CYIyTHIX MarTepiasiB

B.o. HayaibHNKa PapManeBTUYHOIO YIIPAaB/IiHHA

Onekcangp 'PINHEHKO

(mmigrmc) (Bnacse im’st TTPI3BULIE)



Hopartox 2

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/I’)KeHHS CyTTEBUX ITONIPaBOK»
23.03.2026 Ne 385

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO[|, BepCis Ta fara

«BbaratouientpoBe gocmimkenHss dasu  Ib/Il  gns  orfiHku  OGe3revyHOCTi, TMEePeHOCHUMOCTI,
(hapMakOKiHETHKHM i rorepeHbOI OL[iHKM K/iHiuyHOI akTuBHOCTI npernapaty TUB-040 mnipu fioro
3aCcTOCyBaHHI y KOMOiHallii 3i cTaHJapTHUMHU MperapataMy [/s JIKyBaHHS paKy sS€UHHWKIB Y
TAITiEHTIB 3 eriTe/lialbHAM CEPO3HUM ab0 eHJIOMEeTPIOITHUM eTTiTe/TiaTbHUM pakoM sieuHuKiB (P5)
BUCOKOrO cryrieHs 3/10sikicHocTi (NAPISTAR 1-02)», kog mocrimkernHss NAPISTAR 1-02, Bepcis
2.0 Bixg 19 rpyans 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», Ykpaina

CnoHcop, KpaiHa

Ty6ynic I'm6X, Himeuyuuna / Tubulis GmbH, Germany

[Tepetik AOCTIAKYBaHUX JIiIKAPCHKUX
3acobiB nikapceKa ¢opma,
[103yBaHHS1, BUPOOHUK, KpaiHa

TUB-040; TUB-040 BDP; (TUB-040 BDS; TUB-040 ADC; WBPX2020; WBPX2020 BDS;
WBPX2020 BDP; AV25 (TUB-040 mAb intermediate); DP03891003); Jliogini3ar g1 po3urHy
s indysiit (60 mr/daakon); 60 mr (minirpam); WuXi XDC Co., Ltd., China; WuXi Biologics,
WGQS (WuXi Bio Shanghai Waigaoqgiao Site), China; Fisher Clinical Services GmbH,
Switzerland

BignosiganeHutii (i) gocnifgHuk (1)
Ta MicLe (s1) NpoBeieHHs
BUIIPOOYBaHHs B YKpaiHi

1) nikap Joponina M.B.
TOBAPUCTBO 3 OBEMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIVIOPATOPI
MEJICIH», Bigain KaiHIYHUX JOoCaipkeHb MeIMYHOro LeHTpy, M. Kuis

[Tpenapaty MoOpiBHSIHHS, BUPOOHUK
Ta KpaiHa

CynyTHi maTepianuv/miperiapatu
CYIIyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa i€ 3a
JIOBIPEHICTIO, SIKYy HaJlaB ClIOHCOP YU
3asiBHMK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKAPCHKHX 3aco0iB
Ta CYIyTHIX MarepiasiB

KowmnaHig, sika i€ 3a JOBIpeHICTIO, SIKy HaZjaB CIIOHCOP YU 3asiBHUMK Ha BBe3eHHS [OC/IiPKyBaHUX
niKapchKUX 3acobiB Ta cymyTHiX MaTtepianiB: TOB «Arentisi «C.M.O.-YkpaiHa»

B.o. HauaibHNKa PapMaleBTUYHOI0 YIIPaB/IiHHA

Onekcangp I'PIHEHKO

(Bnacse iv’st TTPI3BUIIIE)

(mipgnmc)




Hopartok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
23.03.2026 Ne 385

InenTudikatiis CyTTEBOI MONpPaBKU

OHoBnene /[locke mAOCTiKyBaHOTO Jlikapchkoro 3acoby U3-1402 (MK-1022, TlatpiTyma0
nepykcrekaH), pezakuis 9.1, Bepcis 090TQ6 Bixg 09 ciuns 2026 p., aHIIMCHKOI MOBOLO;
3anyueHHs [JOJ]aTKOBOTO BHMPOOHMKA JIOCTi/PKYBaHOTO JiiKapcbkoro 3acoby MK-1022:
Simtra Deutschland GmbH, Kantstrale 2, 33790 Halle/Westfalen, Germany; 3pa30Kk MapKyBaHHS
nikapcekoro 3aco0y Ilaksmitakcen, 100 mr/ 16,7mm (6 Mr/mm), KOHI[EHTpAT AJisi PO3UMHY ISt
inys3iit/dnakon, Outer Package, Big 10 BepecHsi 2024 poKy, aHT/TiCEKOI Ta YKPaiHChKOIO MOBaMHU;
3pa30K MapKyBaHHs JTikapCbKOro 3acoby ITaksitakcesn, 100 mr/ 16,7Mm (6 Mr/mi), KOHIIEHTpAT AJist
po3uMHy s iHQy3ili/iakoH, Immediate Container, Big 10 BepecHst 2024 poKy, aHTJIiliCbKOIO Ta
YKpalHCBKO0 MOBaMH

Howmep Ta gata Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 513 Big 21.03.2025

Ha3Ba k/iHiuHOTO BUMPOOYBaHHS,
KO[J|, BepCid Ta fara

«KEYMAKER-UO1 — nigmocaimpkenns 01G: napacosibkoBe gociigkeHHs 11 a3y 3 nouepropumu
rpyraMy [ijii BUKOPHUCTaHHS AOC/iKyBaHMX 3acobiB y KombiHarjii 3 memOposizymabom i3
J0JlaBaHHsAM XiMioTepariii Ha OCHOBi TilaTMHU abo 6e3 Hel y paHillle He/IKOBaHHWX yYaCHUKIB i3
He/IpiOHOK/MITHHHUM pakoM jereHb IV crapgii», MK-3475-01G, 3 iHKOPIIOPOBaHOIO TOMPABKO)
01 Big 15 >x0BTHS 2025 pOKY

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBifanpHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauaibHNKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopatok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
23.03.2026 Ne 385

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Hocbe mocmimpKyBaHoro Jiikapcbkoro 3aco0y SPY002-091 (IMPD-Quality), pemakiis 3.0 Bix
03 »oBTHs1 2025 p.; Hocke mocmimkyBaHoro jikapcbkoro 3aco0y SPY002-091 (IMPD-Quality),
pepakuis 5.0 Big 20 ciuns 2026 p.

Howmep Ta fata Hakazy MO3 mipo
TpOBeleHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1659 Big 03.11.2025,
Ne 1832 Big 02.12.2025

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«[Tnatdopmue gocmimkenns II ¢as3u 3 oLiHKK eeKTUBHOCTI i Ge3MeYHOCTi aHTUTI/ TpUBasol Ail
TIIpY 3aCTOCYBaHHI B peXrMi MOHO- abo KoM6iHOBaHOI Tepamii 3 MPUBOAY CepefHbOTSHKKOro abo
TSDKKOTO TTepebiry BUpa3KOBOTO KOJITY B akTUBHiM dopmi», SPY123-201, OcHOBHMIA MPOTOKOJI
KiHiuHoro BunpoOyBaHHsi SPY123-201, pepakuis 1.2 Big 04 uepHs 2025 p.; [JomaTok g0
MPOTOKO/Ty KJiHiuHOrO BHrpoOyBanHsi SPY123-201, mjo ommcye KOHKpeTHe BTPYYaHHS i3
3actocyBaHHaM Tiperiapaty SPY002, pegakuist 1.0 Big 24 uepBHs 2025 p.;

«[Tnatdopmue pocmimxenns 11 ¢as3u 3 oriHky eeKTUBHOCTI i Oe3MeuHOCTi aHTUTI/T TpUBaIol Aii
TIIpY 3aCTOCYBaHHI B peXrMi MOHO- abo KoM6iHOBaHOI Tepamii 3 MPUBOAY CepefHbOTSHKKOro abo
TSDKKOTO Tepebiry BUpa3KOBOTO KOJITY B akKTUBHiM dopmi», SPY123-201, OcHOBHMIA MPOTOKOJ
KiHiuHoro BunpoOyBaHHsi SPY123-201, pepakuis 1.2 Big 04 uepHs 2025 p.; [JomaTok g0
MPOTOKO/Ty KJiHiuHOrO BHrpoOyBanHsi SPY123-201, mjo ommcye KOHKpeTHe BTPYYaHHS i3
3actocyBaHHsAM KoMOiHariil SPY 120, peaakiiist 1.0 Big 21 cepriast 2025 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AI1-YKPATHA»

CnoHcop, KpaiHa

«Crniaep Tepan’toTikc, IHK.» [Spyre Therapeutics, Inc.], CIIIA

B.o. HauaibHNKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BULLE)



JopaTok 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3[J0POB’ S
Ykpainu «IIpo npoBezieHHs K/IiHIYHHUX
BUTIPOOYBaHb JTiKapChbKHX 3ac00iB Ta
3aTBep/KeHHS CyTTEBUX ITONIPABOK»
23.03.2026 Ne 385

InenTudikallisi CyTTeBOI MOMPaBKU

bpornypa gocmiHuKa 1 ZOCTiPKyBaHOT O JliKapcbkoro 3aco0y Camizestrant; AZD9833, BujaHHsS
8.0 Big 14 mucromaga 2025 poky; bpomypa pocnigHuka i IperiapaTy  ITOPiBHSIHHS
DA3NIOAEKCT™M (dpynBectpant, Z2D9238), Bumanus 25 Big 21 nunHsg 2025 poky; OHoOBeHUM
Po3zgin 2.4 Ornsig, Jockbe mocmifKyBaHOTo iKapcbkoro 3aco0y Camizestrant, Bif 7 nmucTomnaza
2025 poky; OHoBneHi cekuii Po3giny 2.6 «Pesrome fok/iHIUHUX AaHUX» [JOCbe NOCTIKYBaHOIO
nikapceKoro 3acoby Camizestrant: Cekuisi 2.6.2. Pe3tome (apMakosoriyHuX JaHUX y TeKCTOBOMY
dopwmari, Big 7 nucromaza 2025 poky; Cekuis 2.6.4. Pestome (apMakOKiHETUUHMX [aHUX Yy
TeKCToBOMY (hopmari, Bif 28 sxkoBTHs1 2025 poky; Cekiiis 2.6.6. Pe3toMe TOKCUKOJIOTIUYHUX JaHUX Y
TeKCTOBOMY (hopMari, Bizi 7 mucronaga 2025 poky; Cekuisi 2.6.7. Pe3toMe TOKCUKO/IOTiUHUX [JaHUX Y
BUTJISAIi TabnulIb, Bif 14 mictomnaza 2025 poky; Marepianu s natjieHTiB: [neHTrdikaijitina kKapTka
yuacHuKa fgocmimpkeHas D8530C00002, matictep-Bepcisi 3.0, faTa HaOyTTs: YMHHOCTI MpoekTy 04
quniHsa 2025 p., nepeksiaj, yKpaiHCbKOI MOBOIO Bif 31 numHs 2025 p. (yKpaiHCbKORO MOBOR)); 3MiHa
Ha3BU MiClisg TIPOBe/IeHHs] BUMPOOYyBaHHsI; 3MiHa Bi/IMOBi1a/IbHOTO [IOCTiIHUKA:

BYJIO CTAJIO
nikap Kyns6a 5.M. K.M.H. Mamesceka O.B.
MeauuHui 1[eHTP TOBapHCTBa 3 obOMexxeHOO | ToBapuCTBO 3 0OMeKEHOI Bi/IOBiZA/IbHICTIO
Bi/ITIOBiZIA/IbHICTIO «ACK/IeMioH», JiKyBa/lbHO- | «ACK/IeMiOH»,  TepaneBTUUHUN  MiJgpO37ia
JiarHOCTHUHMM Tmigpo3ain, KuiBcbka 00671., | MeauuHoro LIeHTDY, KuiBcbka 0071.,
KueBo-CBATOMMHCBKUM P-H, C. XO[0CiBKa KueBo-CBATOMMHCHKUN P-H, C. X0[0CIBKa

Howmep Ta gata Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBAHHS

Ne 1636 Big 20.07.2020

Ha3Ba kiHiuHOrO BUMPOOYBaHHS,
KO[|, BepCis Ta fara

«SERENA-2: PaHngomi3oBaHe, BiKpuTe, y Tapajie/lbHUX IpyriaxX, 6araToLleHTPOBe AOCTiJKeHHs
¢dasm 2 mopiBHAHHS edeKTHBHOCTI Ta Oe3meuHOCTi mepopansHOro mpernapaty AZD9833 i
@dynBecTtpaHTta y XiHOK 3 mnomMpeHdM ER-nosutviBHiM HER2-HeraTUBHUM pakoM MOJIOYHOT
3as103u», D8530C00002, Bepcis 7.0 Big 27 mvcronazga 2024 poky

3asiBHUK, KpaiHa

TOB «[TAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Actpa3eneka AB, IllIBewisi / AstraZeneca AB, Sweden

B.o. HauasibHNKAa P@apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmignmc) (Bnacue im’s TIPI3BULIE)



Hopatok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
23.03.2026 Ne 385

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Bpomypa Jocnigavka JNJ-67896062 (macitentan), BuganHs 23 Big 04.12.2025 p.; [ToBigomieHHs
Ne 4 10710 po3’sicHeHHs NIPOTOKOUY Bif 16.12.2025, nepeksaz Ha yKpaiHCbKy MOBY Bif 21.01.2026

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1849 Big 11.08.2020

Ha3Ba k/iHiuHOTO BUMPOOYBaHHS,
KO[|, BepCid Ta fara

«[IpocriekTBHe, GaraToljeHTPOBe, TIO/BiliHe CJiile, 3 IMOABiIMHOIO iMiTalli€to, paHJOMi30BaHe, 3
aKTUBHUM KOHTpPOJIEM, B MapajefbHUX rpynax, 3 MOC/AiJOBHUM BK/IKOUYEHHSIM TPYII, aJalTUBHe,
KOHTpPOJIbOBaHe 3a MOJisIMU K/TiHiUHe [OC/i/i)KeHHsI TpeThol (a3u [jisi MOpiBHIHHS e(heKTUBHOCTI,
0e3MeyHOCTi Ta MepeHOCHMOCTI MalliTeHTaHa 75 Mr 3 MatjiTeHTaHoM 10 Mr y Malji€HTiB 3 JIeTeHeBOO
apTepiasbHOIO TirepTeH3i€r0 3 MOJa/IbLIKAM [1epioOM BiIKPUTOTO JIIKyBaHHS MaLiTEHTaHOM 75 MI'»,
AC-055-315, 3 monpaBkoro 4, Bepcid 5, Biz 04.04.2023 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbrig

CnoHcop, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», besnbris

B.o. Haua/ibHHMKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIE)



Hopatok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBeseHHs K/IiHIYHHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
23.03.2026 Ne 385

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OnopsieHHs1 po3AiiiB Jocke AOCTIHKYBaHOTO JiKapchKoro 3acoby LY3298176 Bim 18 BepecHs
2025 poky: S.1. «3aranbHa iHdopmarisi», S.4.1. «Cnetudikaiis», S. 4.4. «AHanmi3u cepiii»,
S. 4.5. «O6rpyuryBanHs criefjudikarii», S.5. «ErtanoHHi cTaHgapty abo MaTepiasiu»,
S.7. «CrabinpHicTb» (Jlikapchka peuoBuHa (L.Y3298176)), P.3.1. «Bupobnukm», P.3.2. «Ckiaz
cepii», P.3.3. «Omuc mporiecy BUPOOHUI[TBA Ta 3aXO/iB KOHTPO/IIO SIKOCTi», P.3.4. «KoHTponb
KPUTUUHUX CTafiili i mpoMixkHOT mpoaykiiii», P.5.1. «Crenudikariii», P.5.2. «MeToauka aHami3y»,
P.5.3. «Banmipauiss meromuku ananmizy», P.5.4. «AnHamizu cepii», P.5.6 «OOrpyHTYyBaHHS
cnenudikaniti», P.8. «CrabimpHicTb» (Jlikapchkuit 3aci6 (iH'ekijisi 1.Y3298176)); ITpomoBxeHHs
TepPMiHy MPHUAATHOCTI JiKapchKoro 3aco0y (iH'ekwii LY3298176) mo 36 MicALliB Aji MiATPUMKH
kiiHiyHoro pociuigpkeHHs I8F-MC-GPGN. Koxnenrpauii LY3298176 2.5mg, 5mg, 7.5mg, 10mg,
12.5mg, 15mg, uu 1.5mg DULA; BkroueHHs] BUPOOHHUYMX [[i/ITHOK, BiZITIOBi1a/TbHUX 3a IMaKyBaHHS
i MapKyBaHHSI ZIOC/Ti/PKyBaHOTO Jlikapchkoro 3acoly (iH'exmii LY3298176): Catalent (Shanghai)
Clinical Trial Supplies Co, Ltd., China Ta Catalent CTS Edinburgh Limited, United Kingdom

Howmep Ta fata Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 700 Big 24.03.2020

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«[JocnimkeHHa BruMBy Ipernapary Tipsenarif B MOpiBHAHHI 3 mpernaparoM [ynariaytuj Ha
PO3BUTOK 3HaUHUX HECHPUSTIMBUX CepLeBO-CYAVHHUX MOJiN y MallieHTiB 3 LIyKPOBUM JiabeToM
2 tunty (SURPASS-CVOT)», I8F-MC-GPGN, 3 inkopriopoBaHoto morpaBkoto (f) Big 16 kBiTHs
2024 poky

3asgBHUK, KpaiHa

«Eni Jlinni Boctok CAw, ITIBeliapis

CnoHcop, KpaiHa

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

B.o. HauaibHMKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopartok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
23.03.2026 Ne 385

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OHoBeHu MPOTOKOJI KiiHiuHOro AochimkeHHs P3-IMU-838-RMS-02, octaTouHa pegakiiisi 5.0 Bif
8 rpymns 2025 poky, aHr/IiNCbKOK MOBOH; OHOBreHMM CHHOICUC NPOTOKOIY KIiHIYHOIrO
nocripkenas P3-IMU-838-RMS-02, ocrtatouHa pegakyis 5.0 Big 8 rpygHsa 2025 poky,
yKpaiHCbKOIO MOBO0; IH(opmaliis As maijieHTa Ta gopma iHdpopmMoBaHoi 3roau, Bepcis 6.1 A
Ykpainu Big 3 rpyans 2025 p., aHI/IiACBKOI Ta YKpaiHCbKOK MoBaMu; Popma MOBTOPHOI 3rou
y4aCHUKa [JOCTi[KeHHs, Bepcis 3.1 gns Ykpainu Big 3 rpysHs 2025 p., aHI/IMCBKOKO Ta
yKpaiHCbKOIO MoBaMu; J10Ck€ [OCIiKYBaHOTO JikKapcbkoro 3aco0y (IMPD): Tabnetku IMU-838
5wmr / 15 mr / 22,5 mr / 30 mr / 45 mr Jlikapceka cybcraniis: Bigodnyaimyc kaneiiti (IMU-838),
Bepcis 15 Biz »koBTHsI 2025p., aHI/TiMICbKOI0 MOBOIO

Howmep Ta fata Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«baraTolieHTpOBe paHZOMi30BaHe MOABiliHO ciiire gocsimkenHs 111 da3u, 1110 IpOBOAUTHCS 3 METOIO
OLIIHKK e(deKTUBHOCTI, Oe3reuyHocTi Ta mepeHocuMocTi mpernapary IMU-838 y mopiBHsIHHI 3
r1arebo TMpH JTiKyBaHHI OPOC/MX MAlli€HTIB i3 PeLANBYIOUMM DPO3CiSTHUM CK/epo3oM (KOZoBe
no3HaueHHss: ENSURE-2)», P3-IMU-838-RMS-02, ocratouHa pegakiiis 4.0 Big 18 OGepe3ns
2024 poky

3asiBHUK, KpaiHa

TOB «BOPJIIBAN/I KJITHIKAJI TPAITIC YKP»

CnoHcop, KpaiHa

«Immynik AT'» [Immunic AG], HimeuunHa

B.o. Haua/ibHHMKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIE)



Hopartok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
23.03.2026 Ne 385

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

ITporokon kniHiuHoro BunpoOyBanHsi LFD200A11, ITorpaBka 2, Bepcis 3.0 Big 17 rpyaHs
2025 poky, aHraincekor MoBow; bpouiypa gocnignvka LFD-200, Bepcis 3.0 Big 17 rpyaHs
2025 poky, aHriiMcekoro MoBoro; IHdopmariisi asisa maiiedHta Ta @opma iHbopmoBaHOI 3roau,
YacTuHa 2, Bepcis 2.0 Biz 29 ciuns 2026 poky, 415 YKpaiHy, Ha OCHOBi MaiicTep-Bepcii [Hpopmariii
JI7IsT y4acHUKa JociimkeHHs1 Ta @opmu iHpopmoBaHoi 3roau, YactuHa 2, Bepcis 2.0 Big 17 rpyans
2025 poKy, YKpaiHCBKOIO Ta aHIJIiCbKOK MOBaMU

Howmep Ta gata Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBAHHS

Nel123 Big 04.02.2026

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO[|, BepCid Ta jara

«PaHgomi3oBaHe, TofBiliHe cine gocsimkeHHs: da3u la/lb, 3 miare60-KOHTpPo/eM i aKTUBHUM
KOHTpOJIeM, 3 OJHOKDaTHMM i 0araTOKpaTHHUM 3aCTOCYBAaHHSIM [JOC/Ti/PKYBaHOTO TMperapary y
3pOCTalOUMX 7i03aX /s TOPiBHSU/IbHOI OI[iHKK 6e3reuHoCTi, mepeHoCUMOCTi, hapMaKOKiHEeTUKH i
¢apmakoguHamiku niperiapaty LFD-200 y mopociux y4yacHUKIB, siKi € 370poBHMU ocobamu abo
MaroTh peBMaTOITHUM apTPUT BiJi cepeiHLOBAXKKOTO /10 Ba)KKOT'O CTyTIeHs TshKKocTi», LFD200A11,
[ToripaBka 1, Bepcis 2.0 Bizg 16 BepecHs 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», YkpaiHa

CnoHcop, KpaiHa

Jligopai ImmyHoTepan'toTike, IHK., CIIIA [Lifordi Immunotherapeutics, Inc.], USA

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopartoxk 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta

3aTBep/yKeHHs CyTTEBUX MOMPABOK»
23.03.2026 Ne 385

ImenTudikallis cyTTeBoi ornpaBku | bpoinypa gocmigauka JNJ-54767414 (Japarymyma0), Bumanns 22 Big 17.12.2025 p.; Indopmaiiis
st maijienta tTa Popma iHdopmoBaHoi 3roau — IIporokon 54767414MMY 3030, Bepcis 6.0
YKpaiHCBbKOI MOBOIO /11 YKpainu Bif 04.02.2026 p.; KapTka yyacHUKAa K/IiHIYHOTO JOC/TiKEeHHS —
[Tporokon 54767414MMY 3030, Bepcist ykpaiHCbKOr0 MOBORO Bif 07.01.2026 p.; 3miHa Ha3BU MiCLis
TIPOBe/IeHHS K/TiHIYHOTO BUTIPOOYBaHHS:

bYJIO CTAJIO
Jiikap Ycenko I'.B. Jikap Yceunko I'.B.
KomMyHanbHe HekoMepliliHe TignpuemMcTBo | KoMyHanbHe HeKOMepljiliHe TiIIPUEMCTBO
«MicbKa KiiHiuHa JyiikapHs Ned» [THinpoBCcbKOI | «MicbkKa KiiHiuHa ikapHs Ned» JIHIPOBCHKON
MICBKOI pajd, TreMaroJIoTiyHe BiJJiJIeHHs], | MICbKOI pajud, reMaroJioriyHe BiJJileHHs 3
M. [Hinpo 0/J0OKOM  TpaHCIUIaHTaLlii  T'eMOIOeTUYHHUX
cTOBOYpOBHUX K/IiTHH, M. [IHITIpo

Howmep ta fara Hakazy MO3 mipo Ne 1732 Biz 04.10.2023
MPOBeIeHHS K/IIHIYHOTO

BUIIPOOYBaHHS

Hasga kniiniuHoro BUnpoOyBaHHs, | «bararouieHTpoBe BifKpuTe KiiHiuHe mocstimpkeHHs: 3b a3y TpUBasoro NpoAOBXKeHHS JTiKyBaHHS
KO/I, BepCisi Ta jjata IapaTymymabom», 54767414MMY 3030, 3 morpaBkoo 2 Bij 26.04.2023 p.

3asiBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», bensbris

CnoHcop, KpaiHa «HAHccen PapmaueBtrka HB», Benbris

B.o. HauanbHUKa PapMaLeBTUUHOT0 yNIPaB/IiHHS Onekcangp I'PIHEHKO

(miznmc) (Bnacne im’s TIPI3BUIIE)




Hopatok 11

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta

3aTBep/yKeHHs CyTTEBUX MOMPABOK»
23.03.2026 Ne 385

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Bk/toueHHs1 [J0/JaTKOBOTO MiCIsi TIPOBeZIeHHsS K/IiHIYHOTO BHUIIPOOYBaHHS; Marepiamu s
narfientiB: EFC18325/EFC18359. THcTpyKiist 3i 300py 3pa3KiB Kajty B [JOMaIlHiX yMOBax, pez. 1.0
Biz 19 ciuns 2026 p., ocTaTOYHMI MepeK/iaj, 3 aHITiMCbKOI MOBM Ha YKpaiHCBKY MOBY Bif 02 roTOro
2026 p., ykpaiHCbKOr MoBOI0; Bepcist 3.0 — ITociOHMK KopucTyBaua 3acTocyHKy myMedidata, /lata:
17 rpyans 2025p., Ykpaincbka (UK), yKpaiHCbKOK MOBOIO:

No [1.I.b. BiAgmoBifasbHOro AOC/IIIHUKA

/1 Ha3Ba Miclis TpoBe/ieHHS KTiHIYHOTO BUTIPOOYBaHHS

1. | nixap Ckubasno C.A.
ToBapucTBO 3 0OMEXeHOI BiAMOBiaMbHICTIO «MiDKHAPOAHUN IHCTUTYT KTiHIYHUX
JOCH/pKeHb», BIJAI/T TracTPOEHTepOJIorii Ta Ternarosiorii CTalioHapHOTO BiAJiIeHHS
MepnuuHoro 11eHTpy «OK!KJtiHiK+», M. KuiB

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 54 Biz; 15.01.2026

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, Bepcisi Ta faTa

«bararorieHTpoBe MiKHApOJHe PpaHZIOMi30BaHe TIOABIMHO cjiime TUIale00-KOHTPOJbOBAHE
nocrimkenns 111 dha3u 3 o1fiHku eeKTUBHOCTI Ta Oe3meyHOCTi iHAYKIiHOI Tepartii AyBaKiTyroMm B
YUYaCHUKIB i3 cepeJHbOTSHKKUM ab0 TsHKKMM TiepebiroMm BUpa3KoBOTO KOJIITY B aKTHUBHIiM (opmi»,
EFC18325, 3 nonpaBkoro 01, Bepcist 1 Big 01 BepecHst 2025 poKy

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABeHTic Pemiepiu e /leBesnonmMas,
PpaHiiis)

B.o. HauanbHUKa PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcangp I'PIHEHKO

(mizgnmc) (Bnacne im’s TIPI3BUIIE)



Hopatok 12

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta

3aTBep/yKeHHs CyTTEBUX MOMPABOK»
23.03.2026 Ne 385

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Bk/toueHHs1 [J0/JaTKOBOTO MiCIsi TIPOBeZIeHHsS K/IiHIYHOTO BHUIIPOOYBaHHS; Marepiamu s
narfientiB: EFC18326/EFC18327. THcTpyKuist 3i 300py 3pa3KiB Kajty B [JOMaIlIHiX yMOBaX, pez. 1.0
Biz 19 ciuns 2026 p., ocTaTOYHMI MepeK/iaj, 3 aHITiMCbKOI MOBM Ha YKpaiHCBKY MOBY Bif 02 roTOro
2026 p., ykpaiHCbKOr MoBOI0; Bepcist 3.0 — ITociOHMK KopucTyBaua 3acTocyHKy myMedidata, /lata:
17 rpyans 2025 p., YkpaiHcbka (UK), yKpaiHCbKOK MOBOHO:

No [1.I.b. BiAgmoOBiJaIbHOTO AOC/IITHUKA

/1 Ha3Ba Miclis TpoBe/ieHHS KTiHIYHOTO BUTIPOOYBaHHS

1. | nikap Ckubano C.A.
ToBapucTBO 3 00MEXeHOW BiAMOBiZambHICTIO «Mi>KHApOAHUN IHCTUTYT KITiHIUHKX
JOC/IipKeHb», BIAAI/T TracTPOEHTepOJIorii Ta TernaTosiorii CTalfioHapHOrO BiJJileHHS
MepauruHoro ueHTpy «OK!KiniHik+», M. KHiB

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 54 Biz; 15.01.2026

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, Bepcisi Ta faTa

«bararorieHTpoBe MiKHApOJHe PpaHZIOMi30BaHe TIOABIMHO cjiime TUIale00-KOHTPOJbOBAHE
nocrimkenns 111 dha3u 3 o1fiHku eeKTUBHOCTI Ta Oe3meyHOCTi iHAYKIiHOI Tepartii AyBaKiTyroMm B
YUYaCHUKIB i3 cepeHbOTSHKKMM abo TSDKKUM repebirom xBopodu KpoHa B akTuBHINM opmi»,
EFC18326, 3 nonpaBkoro 01, Bepcist 1 Big 01 BepecHst 2025 poKy

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABeHTic Pemiepiu e /leBesnonmMas,
PpaHiiis)

B.o. HauanbHUKa PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcangp I'PIHEHKO

(mizgnmc) (Bnacne im’s TIPI3BUIIE)



Hopartok 13

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
23.03.2026 Ne 385

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OHoBneHul MPOTOKOJ KiaiHiuHoro pochimkeHHs P3-IMU-838-RMS-01, ¢inansHa Bepcis 5.0 Bij
8 rpymns 2025 poky, aHr/IiNCbKOK MOBOH; OHOBreHMM CHHOICUC NPOTOKOIY KIiHIYHOIrO
nocnigkenHs P3-IMU-838-RMS-01, dinansHa Bepcist 5.0 Big 8 rpygHsa 2025 poky, yKpaiHCbKOHO
MoBoto; [HdopmMaliisi gs maijieHTa Ta dopma iHpopmoBaHOi 3roau, Bepcis 6.1 A YkpaiHu Bij
9 rpyanst 2025 p., aHIVIIMCBKOIO Ta YKpaiHChKOK MoBamu; PopMa MOBTOPHOI 3roiM yuaCHHKa
JocuipkeHHs, Bepcist 3.1 s Ykpainu Bif 9 rpyans 2025 p., aHI/IIMCBKOR0 Ta YKPalHCBbKOK MOBaMy;
Iocbe moctipKyBaHOTo JiiKapchKoro 3aco0y (IMPD): Tabsietku IMU-838 5 mr/ 15 mr /22,5 mr/ 30
mr / 45 mr Jlikapcbka cyocraniis: Bigodnyaimyc kanbiii (IMU-838), Bepcist 15 Bij koBTHS 2025p.,
aHTJIiICbKOK MOBOIO

Howmep Ta fata Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 2947 Bip 30.12.2021

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«baraTolieHTpOBe paHZOMi30BaHe MOABiliHO ciiire gocsimkenHs 111 da3u, 1110 IpOBOAUTHCS 3 METOIO
OLIIHKK e(deKTUBHOCTI, Oe3reuyHocTi Ta mepeHocuMocTi mpernapary IMU-838 y mopiBHsIHHI 3
r1arebo TMpH JTiKyBaHHI OPOC/MX MAlli€HTIB i3 PeLANBYIOUMM DPO3CiSTHUM CK/epo3oM (KOZoBe
rno3HaueHHs1: ENSURE-1)», P3-IMU-838-RMS-01 (ENSURE-1), dinanbHa Bepcisi 4.0 Bif
18 6epe3nsi 2024 poky

3asiBHUK, KpaiHa

TOB «BOPJIIBAN/I KJITHIKAJI TPAITIC YKP»

CnoHcop, KpaiHa

«Immynik AT'» [Immunic AG], HimeuunHa

B.o. Haua/ibHHMKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIE)



Hopartok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
23.03.2026 Ne 385

InenTudikatiis CyTTEBOI MONpPaBKU

IIpoToko/ K/IIHIYHOTO LOC/IiJKeHHs, ronpaska 6, Bepcig 5.0 Bif 2 xotHa 2025 p.; CT-P51 1.1
[Hdbopmatiist a1s natjieHTa Ta ¢dopma iHdbopmoBaHoi 3roau, Bepcis gns Ykpainu 5.1.0 Big 09 ciuns
2026 p. ykKpalHCbKOIO MOBOM; [locke mOCTi/pKyBaHOTO Jlikapchkoro 3acoby: CT-P51
(TTembposizyma6) Bepcis 3.0 Big 23 >koBTHs 2025 p.

Howmep Ta fata Hakazy MO3 mipo
TpOBeleHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1397 Big 08.08.2024

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«[TopBiliHe ciine, paHAoOMi30BaHe, KOHTPO/JIbOBaHE aKTUBHUM MpernapaToM AocmifpkeHHs (a3u 1y
TPbOX TlapaJie/lbHUX IpyTiax AJis OLiHKK (hapMaKOKiHeTHUHOI MOoAi6HOCTI TPbOX iKapChbKuX hopM
nemOpostisyma0y (riperapaty CT-P51, mperapary Kitpyza, cxBaneHoro B €C, i mpenapaty Kitpyza,
niten3oBaHoro B CIIIA) B sKoCTi aj’toBaHTHOI Teparii y MallieHTIB i3 TOBHICTIO BUZA/IEHOIO
MesiaHoMmoro cragii I1IB, I1C Ta I1I», CT-P51 1.1, nonpaska 5, Bepcis 4.0 Bizg 29 kBiTHg 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xejc YKpaiHa»

CnoHcop, KpaiHa

«CEJIJITPIOH, Isak.» Pecniy6sika Kopesi (CELLTRION, Inc. Republic of Korea)

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIIE)



Hopartok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBeseHHs K/IiHIYHHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
23.03.2026 Ne 385

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Onogenuii TTpotokon kiaiHiuHoro BunpobyBanHs TARA-002-101-Ph2, Bepcis 5.0 Big 20 ceprius
2025 poky, aHrJinCbKOK MOBOR; JIucT-po3’scHenHs Big 20 mucronaga 2025 poky o [Ipotokosny
KiiHiuHoro BurnpoOyBanas TARA-002-101-Ph2, Bepcis 5.0 Big 20 cepritst 2025 poKy, aHTJTiiCEKOIO
MoBoto; bpomypa pocniganka TARA-002, Buganus Ne 8 Big 10 smmnusg 2025 poky, aHT/TiMCBKORO
MoBoto; [Hbopmatiisi g/1s1 naijieHTa i ®opma iHpopmoBaHoi 3roau, TARA-002-101-Ph2, OcHoBHa,
ana Ykpainy, Bepcist 5.0 Bifg 27 xoBTHA 2025 pOKy, aHIVIIMCBKOIO Ta YKPAlHCBKOK) MOBaMU;
®opmMa iHpopMoBaHOI 3rojau AJs BariTHoi napTHepku, TARA-002-101-Ph2, ais Ykpainu, Bepcis
3.0 Big 27 xoBTHA 2025 pOKy, aHIVIIMCHKOI Ta YKpPalHCBKOK MoBaMm; JIMCT 70 jiKapsi 3arajbHOI
nipaktuku, TARA-002-101-Ph2, nns Ykpainu, Bepcisi 3.0 Big 28 cepriHa 2025 poky, Ha OCHOBI
Maricrep-Bepcii 03 (octarouHoi) Bif 06 ceprias 2025 poKy, aHIVIIMCBHKOO Ta YKPaiHCHKOI0 MOBaMU;
Jlvct Bij nikaps g0 mikapsi, Bepcis 2.0 Big 06 ceprmiHsi 2025 poKy, aHI/TiMCBKOI Ta YKPaiHCBKOIO
MoBamuy; Inentudikarjitina (IH) kapTka yuyacHMKa [OC/i/pKeHHs, A7s YKpainu, Bepcis 3.0 Bif
28 cepriHsa 2025 poOKy, aHIVIIMCBKOIO Ta YKpalHCbKOK MoOBaMH; 3MiHa Ha3BM KJIiHiUHOTO
BUTIPOOyBaHHs Ha «®Pa3a 2, BiIKpUTe AOCTi/PKEHHS 3 OL[iHKK Oe3reku Ta e)eKTUBHOCTI iHCTUISILIIN
ceyoBoro Mixypa rnpernapatoM TARA-002 y 1opoc/iux MaLji€HTiB i3 M'd30BO-HeiHBa3MBHUM PaKOM
CeY0OBOr0 MiXypa BUCOKOI'O CTYIeHs 3/I09KICHOCTI»:

IHCTUISILIA  CeyoBOro Mixypa TpernapaToM
TARA-002 y nopocivx mayji€HTiB i3 M'30BO-
HeiHBa3MBHMM pakOM  CeuyoBOr0  Mixypa
BHUCOKOI'O CTYIIEeHS 3/105KiCHOCTI»

BYJIO CTAJIO
«®aza 2, BigKpuTe JOCHiKeHHS 3 OLIHKY | «Pa3a 2, BiJKpUTe [AOCIII)KeHHS 3 OL[IHKU
Oe3rekM Ta TPOTUIYXJWHHOI aKTUBHOCTI | Ge3reku Ta e(eKTUBHOCTI iHCTH/ISILII CEYOBOTO

Mixypa mnpernapatom TARA-002 y mopociux

MalfieHTiB i3 M'SI30BO-HEIHBAa3UBHUM DPakOM
CeyoBOro MiXypa  BHCOKOI'O CTyIIeHs
3JI0SIKICHOCTI»

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 1223 Bip 05.07.2023
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Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta fjata

«®a3a 2, BiIKpUTe JOCIi/PKEHHS 3 OI[iIHKM 0e3MeKM Ta MPOTUMYX/JIUHHOI aKTUBHOCTI iHCTHJIALIiN
ceyoBoro Mixypa rnpernapatoM TARA-002 y 1opoc/iux MaLji€HTiB i3 M'd30BO-HeiHBa3MBHUM PaKOM
CeuoBOr0 Mixypa BUCOKOTO CTyTeHst 3/10sikicHOCTi», TARA-002-101-Ph2, Bepcis 4.0 Big 05 ciuns
2024 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CrioHCOp, KpaiHa

ITpotapa Tepan'toTikc, IHK. [Protara Therapeutics, Inc.], CIITA

B.o. HauaibHMKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmignuc) (Bnacue im’s TIPI3BUIIE)
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Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/I’)KeHHS CyTTEBUX ITONIPaBOK»
23.03.2026 Ne 385

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO[|, BepCis Ta fara

«[lopiBHsiibHa oOI1jiHKa edeKTUBHOCTI Ta mepeHocumocTi mnpernapatry TPUIEPMAJI, wma3sb
BupobOHuuTBa AT «JlybHupapm» i mpernapaty TPUJEPM®, ma3bp BUpOOHHWLITBA KOMMaHii
«Organon Heist bv» y maijieHTiB 3 arTomiyHUM JepMaTUTOM, 1[0 YCKJ/aJHeHUN
nioziepMi€r0/MiKOTHUHOIO iHdeKieto», Kog aociaimkennss LF —TDM /U -1/25, Bepcis Ne 2 Bif
19.12.2025

3asgBHUK, KpaiHa

AT «JlyObHudapm», Ykpaina

CrioHCOp, KpaiHa

AT «Jlybuudapm», Ykpaina

[Tepenik foC/ipKyBaHUX JIIKAPCbKUX
3aco0iB slikapckKa Gopma,
[I03yBaHHsI, BUPOOHUK, KpaiHa

TPUOEPMAJI (6eTameta3ony gunporioHat (Betamethasone), 0.643 mr, 110 ekBiBasieHTHO 0,5 M
betameTa3ony, kinotpumasos (Clotrimazole) 10 mr, rerraminua (Gentamicin) y popmi cynsdaTy
1 mr, ma3b 1o 151 B Ty6i; AT «JIy6Hubapm», YKpaina;

Bianosigansuuii (i) JocaigHuK (1)
Ta MicLe (1) NpoBe/ieHHs
BUTIPOOYBaHHS B YKpaiHi

1) K.M.H., I01IeHT, 3aB. BigzineHHs Kagurpoob 1.B.
KomyHanbHe HeKoMepLiikiHe MignpueMcTBO «MicbKa K/iHiuHa jlikapHs Ne27» XapKiBCbKOI MiCbKOI
paju, aucriaicepHe BigaiseHHs Ne2, M. XapkKiB

[Tpenapaty MoOpiBHSIHHS, BUPOOHUK
Ta KpaiHa

TPUOEPM® (6etameTta3zoHy aunporioHat (Betamethasone), 0.643 mr, 1110 ekBiBasieHTHO 0,5 Mr
berameTtasony, knorpumMasos (Clotrimazole) 10 mr, renramiuus (Gentamicin) y ¢opmi cynsdary
1 mr, ma3b o 151 B Ty6i; Organon Heist bv, Belgium;

CynyTHi maTepianu/miperiapatu
CYIIyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa i€ 3a
JIOBIPEHICTIO, SIKYy HaJlaB ClIOHCOP YU
3asiBHMK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKAPCHKHX 3aco0iB
Ta CYIyTHIX MarTepiasiB

B.o. HauabHNKa PapManeBTUYHOI0 YIIPaB/IiHHA

Onekcangp I'PIHEHKO

(Bnacse iv’st TTPI3BUIIIE)

(mignmc)



