Hopatox 1

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/I’)KeHHS CyTTEBUX ITONIPaBOK»
09.03.2026 Ne 299

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

«bBaraTouieHTpoBe, TOABiMHe ciine, TMIanieb0-KOHTPOIBOBaHe AocyipkeHHs da3u 1b/2a pns
oLiHKK Oe3reuHOCTi, eeKTMBHOCTI Ta (apMakokiHeTuku miperiapaty MB-001 y marjieHTiB i3
aKTMBHUM BUPAa3KOBHM KOJTITOM Bi/j TOMiPHOTO /10 Ba>KKOT'0 CTYTIeHS TSUKKOCTI», KOJ| JOC/iPKeHHS
MB-001-102, Bepcis 02 Big 21 nucronaga 2025 poky

3asiBHUK, KpaiHa

TOB «biomanac», YkpaiHa

CnoHcop, KpaiHa

«Metimk bartonomxkikc Ik./Mage Biologics Inc., CIIIA

[Tepetik AOCTIA)KYBaHUX JIiIKAPCHKUX
3acobiB nikapceKa ¢opma,
[103yBaHHSI, BUPOOHUK, KpaiHa

MB-001; karnicynu; 30 mr; Tillotts Pharma AG, [IBeiiuapis; Tillotts Pharma AG, [seiiuapisi; SGS
Analytics Switzerland AG, Igeiinapisi; Eurofins BioPharma Product Testing Switzerland AG,
[IBetitapisi; Almac Clinical Services (Ireland) Limited, Ipnangisi; Almac Clinical Services
Limited, Crioniyuene KoponiBcTBO;

[Tnate6o go MB-001; kamcymu; Tillotts Pharma AG, IlIBeiuapis; Tillotts Pharma AG,
[IBetitiapisi; SGS Analytics Switzerland AG, IIBetitjapis; Eurofins BioPharma Product Testing
Switzerland AG, IIBetitapisi; Almac Clinical Services (Ireland) Limited, Ipnangisi; Almac Clinical
Services Limited, CriosiyueHe KoposiBCTBO

Bianosiganeuuii (i) JocaigHuK (1)
Ta Micue (1) NpoBe/ieHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.M.H. [Terpuna B.O.

KomyHanbHe HeKoMepilitiHe mianpuemMcTBo «O6sacHa KiiHiuHa sikapHs IBaHO-®paHKiBChKOT
o6siacHOI pajiii», racTPOeHTepOJIOTiuHe BiifineHHs, M. IBaHO-PpaHKiBCBK

2) a.M.H., npodecop 3axapaiu FO.M.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEJICIH», Bigzain KaiHiYHUX JocaipKeHb MeIMuHOro eHTpy, M. Kui

[Tpenapaty MoOpiBHSIHHS, BUPOOHUK
Ta KpaiHa




2 MPOJOBXKeHHd AojaTka 1

CynyTHi MaTepiajiv/npenapaTi
CYNyTHBOI Teparii/fopuguuHa abo
¢i3nuHa ocoba, sika fi€ 3a
JIOBipeHICTIO, Ky HaZjaB CIIOHCOP YU
3asIBHUK Ha BBe3eHHS
JIOCTiIKYBaHUX JTiKapChKUX 3aCc00iB
Ta CyIyTHiX MaTepiasiB

- JTaboparopHi Habopu: ipobipKu Ayist 3a00py 3pa3KiB KpOBi, KOHTeHHepH /1/isi 300py 3pa3KiB KPOBi
Ta Kasty, o0/1aJHaHHS /11 BeHEIyHKIIii, TeCTU Ha BariTHiCTh;

- O6nagunanusi CIMS: HoyTOyK Ta BifmoBi#HiI akcecyapu, azantepu >kujeHHs, USB —
HaKOMWYYBayi, 30BHIllIHI J>XOPCTKi /WCKH, Bijeokozep 3 Kabenem (aHanoro-1udpoBUit
repeTBoproBay), Kabei (Bizeoagantep S-Video Ha kommno3utauii BNC, kabens HD - SDI, kabesnb
DVI), incTpykuii 3 ekcrutyarariii;

- IpykoBaHi mMaTepianu: aiiu gociigauipkoro eHTpy (Investigator Site Files; Pharmacy Site
Files);

KowmnaHis, sika fii€ 3a JOBIPEHICTIO, SIKy HaJjaB ClIOHCOP YU 3asiBHUK Ha BBE3eHHS [OC/IiKYBaHUX
JiKapchKUX 3aco0iB Ta cynyTHix MaTepianiB: TOB «Arenuis «C.M.O.-YkpaiHa»

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

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopartox 2

[Jlo Haka3y MiHicTepcTBa OXOPOHHU 3[0POB’s
Ykpainu «I1po npoBeseHHs KIiHIYHHUX
BUTTPOOYBaHb JIiIKapChKUX 3ac0o0iB Ta
3aTBep/pKeHHsI CyTTEBUX MOIPABOK»
09.03.2026 Ne 299

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

«®as3a III, pangomizoBaHe, 6araTorieHTPOBe, TIO/BiliHE CJIiTe AOC/TiIyKeHHS 3 OLiHKM e(eKTUBHOCTI
Ta Oe3reku mipemnapary ['etpombomnar osiamiH y ¢opmi Tab/meTok y TOpiBHsHHI 3 mianebo y
TaI[ieHTiB i3 TPOMOOI[UTOIIEeHi €10, BUK/TMKAHOIO XiMioTepartieto», Kog gocaimkenHss SHR8735-303,
Bepcis 2.0 Big 10 BepecHs1 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», Ykpaina

CnoHcop, KpaiHa

LizsHcy Xewkyi @apmackrotikan3 Ko. JIta., Kuraii/ Jiangsu Hengrui Pharmaceuticals Co. Ltd.,
China

[Tepenik foC/ipKyBaHUX JIIKAPCbKUX
3aco0iB JylikapcbKa hopma,
JI03yBaHHSI, BUPOOHUK, KpaiHa

Cetpombonar omnamin (rerpombormiar, Hetrombopag Olamine, Hetrombopag) (SHR8735;
3arporioHOBaHa MiXKHapO/iHa HerlaTeHTOBaHa Ha3Ba Rafutrombopag (PadyTpom6oriar)); Tabnetky,
BKDHTIi TITIBKOBOIO 000/I0HKOIO (24 TabneTku y rusmingi); 2.5 mr (Mizirpam); Jiangsu Hengrui
Pharmaceuticals Co., Ltd., China; Jiangsu Hengrui Pharmaceuticals Co., Ltd., China; Jiangsu
Hengrui Pharmaceuticals Co., Ltd., China; Almac Pharmaceutical Services Pte. Ltd., Singapore;
PharmaKorell GmbH, Germany;

[Tnaie6o mo TI'erpombomar osamin (retpombonar, Hetrombopag Olamine, Hetrombopag),
Tab/IeTKH, BKPUTI TIUTIBKOBOIO 000/10HKOIO; 2.5 Mr; Jiangsu Hengrui Pharmaceuticals Co., Ltd.,
China; Jiangsu Hengrui Pharmaceuticals Co., Ltd., China; Jiangsu Hengrui Pharmaceuticals Co.,
Ltd., China; Almac Pharmaceutical Services Pte. Ltd., Singapore; PharmaKorell GmbH, Germany

Bignosigansnuii (i) gocaigHuk (1)
Ta MicLe (s1) NpoBeJieHHs
BUIPOOYBaHHA B YKpaiHi

1) nikap JJopoHina M.B.
TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEJICIH», Bigzain KaiHiYHUX JocaipKeHb MeIMuHOro neHTpy, M. Kuis

[MpemnapaTy MOPiBHSHHS, BUPOOHUK
Ta KpaiHa




2 TPOJIOBXKEHHS o/jaTKa 2

CynyTHi MaTepianv/npenapaTi —
CyNyTHBOI Teparii/fopuguuHa abo
¢i3nuHa ocoba, sika fie 3a
JIOBIpPEHICTIO, Ky Ha/laB CIIOHCOP U
3asBHUK Ha BBe3eHHS
JOCTiIKYBaHUX JTIKapChKUX 3aCc00iB
Ta CYIyTHiX MaTepiasiB

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

(miprmc) (Bnacue im’st TTPI3BUIIIE)



Hopartok 3

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
09.03.2026 Ne 299

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

«Orninka kombGiHalii 6emHidocOyBip-py3acBip (BEM/RZR) y mnopiBHsSHHI 3 KoMmbiHalli€ro
codocbygip-Benmaraceip (SOF/VEL) anis sikyBaHHS XpoHiuHOi iH¢ekiii Bipycy rematuty C
(BI'C) y paMKax paH/i0Mi30BaHOI'0, KOHTPO/JIbOBAHOTO, BiIKDUTOTrO AOCTi/pKeHHsT (a3u 3», Kof
JocmigxenHs AT-01B-008, Bepcis 3.0, ITonpaBka 2, OCTATOYHA, 08 Bepecus 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», Ykpaina

CnoHcop, KpaiHa

ATtea ®apmachkioTikans, IHk., CIIIA [Atea Pharmaceuticals, Inc.], USA

[Tepetik AOCTIA)KYBaHUX JIiIKAPCHKUX
3acobiB nikapceKa ¢opma,
[103yBaHHSI, BUPOOHUK, KpaiHa

BemuidocOysip/ Py3acgip (AT-527/AT-038; AT-038/527; BEM/RZR) ¢ikcoBaHa koMbiHallisi 103
[Bemnifosbuvir/Ruzasvir (AT-527/AT-038) Fixed Dose Combination]; (AT-527/AT-038;
AT-511 — remicynbtaTHa Cisb; gitoua peyoBuHa O6eMHicbocOyBip, 6emHidocOyBipy cynbdar /
Py3acBip (AT-038, ASYM-129905, MK-8408); BEM/RZR; BemnidocOysip/ Py3acip
[Bemnifosbuvir/Ruzasvir]); TabneTtku, BKpUTi TTiBKOBOIO 000/0HKOMO; 275 / 90 wmr; Patheon
Pharmaceuticals, Inc., USA; ALMAC CLINICAL SERVICES LIMITED, UNITED KINGDOM;
Almac Clinical Services LLC, USA

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

1) nixap Jobpsincbka M.A.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEJICIH», Bigain KaiHiYHUX JOCTipKeHb MeIUuHOro LeHTpy, M. Kui

2) nikap TBepgoxni6 JI.E.

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «APEHCIA EKCITJIOPATOPI
MEICIH», Bif/ii/leHHsI HOBITHIX TeXHOJIOTiK MeIUUHOro 11eHTpY, M. IBaHO-PpaHKiBCBK

[Tpenapaty MoOpiBHSIHHS, BUPOOHUK
Ta KpaiHa

Codocbygip Ta Benmatacip (Codocoysip/ Benmaracsip; SOF/VEL) ¢dikcoBaHa kombiHatlist 103
[Sofosbuvir and Velpatasvir (Sofosbuvir/ Velpatasvir) Fixed Dose Combination]; (Codocbygip/
Benmaracsip [Sofosbuvir / Velpatasvir]; Codocoysip/ Benmaracsip [Sofosbuvir / Velpatasvir];
SOF/VEL; Codocbygip/ Benmnaracsip [Sofosbuvir / Velpatasvir]); TabseTku BKpUTi TUTiBKOBOIO
o6osonkoro; 400 / 100 mr; Almac Clinical Services LLC, USA; Gilead Sciences lreland Unlimited
Company, Ireland; AndersonBrecon Inc. sika Beze AisyibHicTb mif Ha3Boro PCI Pharma Services,
USA,; Asegua Therapeutics LLC, USA




2 TPOJIOBXKEHH 10JaTKa 3

CynyTHi MaTepianu/mperiapatu —
CYIIyTHBOI Tepartii/fopugudHa abo
¢ismuuHa ocoba, siKa i€ 3a
JIOBIPEHICTIO, SIKYy HaJlaB CIIOHCOP YU
3asiBHUK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKAPCHKHX 3aco0iB
Ta CYyIyTHIX MarTepiasiB

B.o. Haua/ibHNKa @apMalieBTUYHOT0 yIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
09.03.2026 Ne 299

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Bpomypa gocnigauka CNTO1959 (guselkumab), Bumanns 18 Big 17.12.2025 p.

Howmep Ta fatra Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 767 Big 02.04.2020

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«PanziomizoBane, OaraToljeHTpOBe, TIO/BiliHe cjiine, TUIAe00-KOHTPOJILOBAHE — KITiHiUHE
JocrimpkenHss 2b / 3 $a3u B mapasnesibHUX Tpyrax AJisl OLiHKM e(heKTUBHOCTI Ta Ge3meuHoCTi
rycenbkyMaOy B MAL[i€HTIB i3 cepeJHbOTO CTYTIEHIO TSHKKOCTI Ta TSDKKUM aKTUBHUM HecrieruiyHnm
BUpa3koBuM Kostitom», CNTO1959UCO3001, 3 nonpaskoro 4 Big 27.08.2024 p.

3asgBHUK, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», besnbris

CnoHcop, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

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

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopatok 5

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBeseHHs K/IiHIYHHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
09.03.2026 Ne 299

InenTudikatiis CyTTEBOI MONpPaBKU

OHOBJIeHUH TIPOTOKOJ K/IiHiuHOTo BUnpoOyBanHs ID-064A301, dinameHa Bepcist 3 Bif 24 uepBHS
2025 p.; OHOBNeHMI TIPOTOKO/ KiiHiuHOro BUmpoOyBaHHs 1D-064A301, diHanbHa Bepcis 4 Bif
13 cepriusi 2025 p.; 3miHa crnoHcopa 3 Idorsia Pharmaceuticals Ltd, Switzerland na VIATRIS
Innovation GmbH, Switzerland; Bpoiirypa mocmigHuKa Ha [JOC/iIpKyBaHHM JIiKapChKUM 3acib
Cenerimod, Bepcist 16 Big cepriHsi 2025 p., aHI/iliCbKOI0 MOBO; IH(OpMaLliiiHKi TUCT yyacHUKa i
dopma iHdopmoBaHOi 3roau, ajaritoBaHa Asi Ykpainu Bepcisi 2.0 Big 04 BepecHs 2025 p.,
aHTJIIICBKOI0, YKPaiHChKOIO Ta POCilicbKoro mMoBamu; [HdopMaliilinuii ucT yuyacHuKa Ta dopma
iHopMOBaHOI 3roJy /1/1s1 >)KiHOK, sIKi 3aBariTHIJIM Mif yac [JOC/i/I)KeHHs, aflafToBaHa Ajsi YKpaiHu
Bepcis 2.0 Bix 04 BepecHs 2025 p., aHIVIIMCBKOIO, YKPaiHCBKOIO Ta POCIMCBKOK MOBaMuy;
Indopmariiiamii ucT Ta hopma iHdhopMoBaHOi 3roAu Ha 30ip JaHUX I[0/I0 BariTHOCTI Ta TOJIOTIB y
)KIHKM, TIapTHep sikoi Oepe yuacTb B /[OC/i/PKeHHi, ajfiamToBaHa Ais YKpainu Bepcis 2.0 Bif
04 BepecHst 2025 p., aHIVIIKMCHKOIO, YKPAaiHCHKOIO Ta POCIMCHKOIO MOBaMH; IHpopMalliiHui IuCT
yuacHUKa Ta (opma iHdopMOBaHOI 3rofu [/isi TIPOBeJieHHsT AOC/i/I)KeHHs Ha HasiBHICTb Bipycy
imyHozpediuuty mopunu (BIJT), aganroBaHa st Ykpainu Bepcisi 2.0 Big 04 Bepechs 2025 p.,
aHTJIIIChKOI0, YKPaiHCHKOIO Ta POCilicbKoro mMoBamu; [HdopMaljilinuii mucT ydyacHuKa Ta dopma
indopmoBaHoi 3rogu A 360py AogaTKOBUX (3a OakaHHSM) 3pa3KiB KpOBi, afZianToBaHa yis
Yxkpainu Bepcist 2.0 Bix 04 BepecHsi 2025 p., aHI/IiMCBKO, YKPaiHCBKOK Ta POCIMCHKOK MOBaMy;
IHdpopmariitiauii  iMcT yuyacHWMKa Ta ¢opMa iHdopMoBaHOI 3rogu i HeoOOB’SI3KOBOTO
BUKOPMCTaHHS [JaHUX i 3pasKiB [Jis JOJAaTKOBMX aHasli3iB, afjarroBaHa J/s1 YKpaiHu Bepcisa 2.0 Bif
04 BepecHst 2025 p., aHT/IiHCBKOI, YKPATHCHKOIO Ta POCiMChbKOI MOBaMU; [H(opMaLiiiHUil TUCTOK
Ta popma iHPOPMOBAHOI 3roJu [i/Isi OTPUMAaHHS Bi/IIIKOyBaHHS, I1]0 OT0 CIjlauyBaTUMe KOMIIaHist
Scout Clinical, aganToBaHa gjis Ykpainu Bepcis 2.0 Big 11 mucronaga 2025 p., aHIIiMCBKORO,
YKpaiHCBbKOIO Ta pociicbkoro MoBamy; Kaprtka Yuachuka KniniuHoro JlocmifpkeHHs, Bepcis AJis
Ykpainu 2.0 Big 02 BepecHst 2025, aHI/IiMCbKOIO, YKPaiHCHKO Ta pOCiHiCbKOI0 MoBamu; bpoiirypa




2 TPOJIOBXKEHH 10JaTKa 5

mjogo nocayr Bif Scout Clinical, Bepcist 2.0 Big 31 >xoBTHs 2025, aHI/iliCbKOIO, YKPaiHCHKOIO Ta

pociticbkoro MoBaMu; J0CkE OCTiIKYBaHOTO JIiKapchbKoro 3aco0y Cenerimod - sikicTb, Bepcist 2.1

Bi 01 >xoBTHs1 2025 p., aHIJIIMCBKOIO MOBOIO; 3pa30K eTHUKETOK AOC/iPKYBaHOrO JIiKapChbKOIO

3acoby Cenerimod abo BifmoBigHoro muiaie6o, Bepcist 2 Big 01 rpygust 2025p., yKpaiHCBKOIO Ta
OCifiCbKO0 MOBaMH; 3MiHa Ha3BH MiCLlb TIPOBeJIEHHsI K/IiHIUHOTO BUNTPOOYBAHHS:

BYJIO

CTAJIO

I.M.H., ipod. I'arnopubor A.M.

MeguuHul L[eHTP TOBApUCTBAa 3 0OMEXEHOH
BiZIMOBIJA/IbHICTIO «IHCTUTYT peBMAaTOJIOTii»,
Biamin KniHiyHuX paociaimkeds Nel, m. Kui

JI.M.H., Tipod. 'arnopu6os A.M.

ToBapHCTBO 3 0OMEXKEHOI0 BiZTIOBiJambHICTIO
«IHCTUTYT peBMaro/orii», MeJAUUHUN L|eHTD,
Biiia KiHIYHKUX gocmifkeHb Nel, M. KuiB

I.M.H., npod. Yornsik B.B. I.M.H., npod. Yornsik B.B.

KomyHaneHe HeKOMepIjiiHe TiJIPUEMCTBO | YHiBepCHUTeTChbKa JIIKapHs Jlep>kaBHOro
JIeBiBCbKOi ~ oOsiacHOi  pagu  «JIbBiBChbKa | HEKOMEPLIIMHOTO TiAnprUeMcTBa «JIbBiBChbKUi
obmacHa KJIiHiUHA JiKapHs», PeBMATOJIOTiuHe | HalliOHaTbHUN MeJUYHUI yHiBepcuTeT
BifineHHs, JIbBiBCBKMI HallioHa/bHUM | iMeHi Hanuna ["anuupKoro»,
MeJUYHUN yHiBepCcuTeT IMeHl | peBMaTo/IOTiuHe BiJJji/IeHHS KaMIlyCy IMeHi
HNanuna Tamuupkoro, kadegpa kiiHiuHOI | Map’siHa [TaHunmuHa, [epxaBHe
iMyHoJ10ril Ta aneproJorii, M. JIbBiB HeKOMepLiiiHe TMiANpUEMCTBO  «JIbBiBChKMM

Hal[iOHA/IbLHUM MeJUYHUM YHIBepCUTeT iMeHi
Hanuna Tanuipkoro», kadenpa KiaiHiuHOT
iMyHou1oril Ta aneproJorii, M. JIbBiB

Howmep Ta fara Hakazy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1598 Big 17.09.2024

Has3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO[|, BepCisd Ta fara

«®a3a 3, OaraTolleHTpPOBe, paHAOMi30BaHe, TOJBIMHO 3acjiruieHe, Tareb0- KOHTPOJ/LOBaHe, B
rapase/lbHUX Tpymax JOCTiKeHHS [/ OLiHKA e(eKTUBHOCTi, Oe3reKd Ta MepeHOCHMMOCTi
LlenepyuMof, y AOpPOC/IMX TIAL[iEHTIB 3 CUCTEMHUM 4epBoHMM BoBuakoMm (CUB) cepeanboro Ta
TSDKKOTO CTyrieHss Ha (oni 6a3oBoi Tepamii», ID-064A301, ¢dinampHa Bepcis 2 Big 04 rpyaHs
2023 p.
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3asiBHUK, KpaiHa

TOB «CanaKiiic», YkpaiHa

CnoHcop, KpaiHa

Idorsia Pharmaceuticals Ltd, Switzerland

B.o. HauaibHNKA PapManeBTUYHOI0 YIIPaB/IiHHA

Onexkcanap I'PINEHKO

(migrmc)

(Bnacse im’st ITPI3BULIE)




Hopatok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBeseHHs K/IiHIYHHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
09.03.2026 Ne 299

InenTudikatiis CyTTEBOI MONpPaBKU

OnHoBieHuM NIPOTOKOJ KiaiHiYHOrO gociaifxkeHHss CONE-02, Bepcis 6.0 Big 02 numnusa 2025 poky,
aHTJIilCbKOH MOBOMO; [ToZI0BXKeHHsT TPMBAJIOCTi KJIiHIYHOTO [JOC/TiI)KeHHs B YKpaiHi 70 31 rpyaHs
2027 poky; OHoBreHe [Jocke JoCTipKyBaHOTO TiKapchKoro 3acoly, BuganHas 05 Big 10 sucromnazga
2025 poky, aHrJilicbkoro MoBoo; [TogorxxeHHs1 TepMiHy npugatHocTi [JI13 OCTA C1-INH 500 MO
3 36 micauiB g0 48 Mmicauis; [Hpopmailinmil MCTOK i opma iHpopMOBaHOI 3rofu Ji/ist OPOCIUX
nawieHTiB, Bepcis gns Ykpainu 3.0 Big 17 mucromaga 2025 poKy, YKpaiHCBKOK MOBOIO;
Indopmariiinuii muctok i ¢dopma 3roau Ass Aited BikoM 2-5 pokiB, Bepcis Aas Ykpainu 3.0 Bif
17 nuctomnaga 2025 poky, yKpaiHCbKOH MOBOIO; ITH(popMalliiiHuil TUCTOK i hopma 3roau /s JiTel
BikOoM 6-11 pokiB, Bepcis ang Ykpainu 3.0 Big 17 ymcronaza 2025 poky, YKpaiHCbKOI MOBORO;
[HdopmatiitiHui UCTOK i hopma 3rogu fs fiTeld Bikom 12-14 pokiB, Bepcis Ayist Ykpainu 3.0 Big 17
muctonazia 2025 poky, yKpaiHChbKOI MOBOO; IHdopmaliiiiHuii McTok i gopma 3roau Jjis AiTeid
BikOoM 15-17 pokiB, Bepcis ajis Ykpainu 3.0 Big 17 nucronaga 2025 poky, yKpaiHCbKOK MOBORO;
Indopmaniiiauii muctok i ¢opma iHpopmoBaHoi 3roau OaTbkiB, Bepcisi g Ykpaiau 3.0 Bif
17 mucronaza 2025 poky, yKpaiHCBKOK MOBOR; opma 3roiv BariTHOI MapTHEPKW Ha HaJaHHS
indopmariii, Bepcis gyst Ykpainu 3.0 Big 17 nuctomnaza 2025 poky, ykpaiHcbKoro MoBoto; CONE-02
[[lopenHuK marjieHTa 3 iHCTpyKLisiMu, Bepcis 2.0 Big 14 mucronaza 2025 poky, YKpaiHCHKORO
MoBorwo; IloBifoMreHi marjieHTOM pe3ynbTaTé - [HCTPyKUis AJisi MarjieHTa/0aTbKiB/3aKOHHOTO
omikyHa, Bepcis 2.0, dbiHanbHa, Bif 14 nmuctonazaa 2025 poky, yKpaiHCbKOI MoBowo; I11kana o1jiHKu
TNOJIETIIIeHHsl CUMNTOMIB - [letanbHa iHCTPyKLisi, Bepcisi 2.0, ¢iHanbHa, Big 14 nucromaza
2025 poky, ykpaiHCbKOr0 MOBOK; CONE-02, SRRS IHcTpyKUis ajs guTsavol nonysyii, Bepcis 1.0
Bif 21 ciunsa 2025 poky, ¢iHambHa, yKpaiHCcbKor MoBo; CONE-02 Jluct f1o0 sikaps 3arajibHoi
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NpakTUKY, (iHanbHa Bepcis 2.0 Big 31 >xoBTHS 2025 pOKy, YKpaiHCbKOIO MOBO; 3MiHa MicCLis
MPOBE/IEHHS KJIIHIYHOTO AOC/IIIP)KeHHSI B YKpaiHi:

bYJIO CTAJIO

jikap Capuak I.4. sikap Capuak ..

KomyHanbHe HekoMepljiliHe mignpueMcTBo | KoMyHanbHe HeKOMepILjiliHe TiAIpUEMCTBO

JIbBiBCHKOI obacHoi paau | JIeBiBCbKOiI 006/1acHOi paay «KuTiHiuHMM LIeHTp

«3axiHOyKpaiHCbKUH crierjia/li3oBaHUM | AUTSYOI MeAULIMHW», CTPYKTYPHUU MiApO3[ia

JUTSUAA  MeJWYHUM LeHTp», TMefiaTpuuHe | «3axiJAHOYyKpaiHChKUM crieljia/li3oBaHUM

BigminenHs, M. JIbBiB ueHTtp», KiiHika guatgyoi iMyHoJorii  Ta
PeBMaToJIOrii 3i CTalioHapoM Crielfiaii30BaHol
negiarpii, M. JIbBIiB

Howmep ta gara Hakazy MO3 mipo
TNpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1844 Bip 04.11.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«[TpocriekTrBHe, OaraTol|eHTPOBe, paHJOMi30BaHe, MO/BiliHe cJiine, TuIare00-KOHTPOILOBaHEe
JOCTiKeHHs1 3 Tapajie/lbHUMH TpyrnamMu (a3u 3 A1s OmiHKM edeKTUBHOCTI Ta Oe3neuHoCTi
BHYTPIIIIHLOBEHHOTO BBeZIeHHsSI KOHIleHTpaty iHribitopa Cl-ectepa3u (C1 INH), BuzineHoro 3
JIIOZICBKOI TI/1a3MM, B Yy4YaCHHUKIB i3 BpokeHor HezmocraTHicTio C1-INH gaa nikyBaHHA Ta
JIOTIPOLIeAYPHOI  TIPOQi/NIaKTUKK TOCTPUX HaMaJiB CIaJKOBOTO AHTiOHEBPOTHUHOTO HAOPSKY»,
CONE-02, Bepcist 5.0 Big 11 rpyans 2023 poky

3asgBHUK, KpaiHa

TOB «IIpem’ep Pecepu YkpaiHa»

CnoHcop, KpaiHa

«Okragapma  @apmanestnka  Ilpogykrionclec  m.6.X»  (Octapharma  Pharmazeutika
Produktionsges.m.b.H.), ABcTpis

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopatok 7

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3J0pPOB’S
Ykpainu «I1po npoBefieHHsT KIiHIYHHAX
BUIIPOOYBaHb JIiIKAPCHKKX 3acO0iB Ta
3aTBep/KeHHsI CyTTEBUX IONPABOK»
09.03.2026 Ne 299

InenTudikatiis CyTTEBOI MOMpPaBKU

3MiHa Ha3BM MiCIlb TIPOBe/IEHHSI KJIIHIYHOTO BUITPOOYBaHHS:

BYJIO CTAJIO
I.M.H., ipo¢. Herpuu T.I. J.M.H., ipo¢. Herpuu T.I.
KomyHaneHe HeKOMepLjiiHe TiJIPUEMCTBO | YHiBepCHUTeTChbKa JIIKapHs Jlep>kaBHOro
JIeBiBCbKOi ~ oOsiacHOi  pagu  «JIbBiBChbKa | HEKOMEPLIIMHOTO TiAnpueMcTBa «JIbBiBChbKUi
obmacHa KJTiHiYHA JIiKapHs», HEBPOJIOTiuHe | HalliOHaTbHUN MeJUYHUI yHiBepcuTeT
BigginenHs, m. JIbBiB, cMT. Bemkuii JTro0iHb imMeHi Hanuna INanuibKOro»,
K/IiHIKa  HEeBpOJIOTii Ta  HeWpoXipyprii,
HEBPOJIOTiYHe BiJJi/IeHHS KaMIlyCy iMeHi
Map’siHa [TanuninHa, [epxxaBHe
HeKOMepLliiiHe TMiANpUEMCTBO  «JIbBiBCbKMIA
HaLliOHa/IbHUH MeJUYHUI yHiBepCUTeT
imeni  [Jlanuna  Tlamuipkoro»,  kKadezpa
HeBpoJiorii, M. JIbBiB
3aB. Bifi. CaHoibKui f.€. K.(inoc.H. CaHoupbkuii f.€.
KomMyHaneHe HeKOMepLjiiHe TMiAIPUEMCTBO | YHiBepCHUTeTChbKa JIIKapHs Jlep>kaBHOr'o
JIeBiBCbKOi ~ oOsacHOi  pagu  «JIbBiBChbKa | HEKOMEPILIIMHOTO TiANprUeMcTBa «JIbBiBCHKHU
obmacHa KJTiHiYHA JIiKapHs», HEBPOJIOTiUuHe | HalliOHaTbHUN MeJUYHUI yHiBepcuTeT
Bigminenus, M. JIbBiB iMmeni  [Hanwna  TajvubKOro», KJ/TiHiKa

HeBpOJIOTil Ta HeUpOXipyprii, HeBpO/OTriuHe
Bifii/IeHHs KaMITyCy iMeHi
Map’sina IlaHuyuiivza, M. JIbBIiB

Howmep Ta fata Hakasy MO3 mipo
MpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019




2 TIPOZIOBXKEHHS loJaTKa 7

Ha3sga kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«BaraTorjeHTpOBe, paHAOMi30BaHe, TIO/BiliHe CJIire, Myiale60-KOHTPOIbOBaHEe AOC/iHKeHHs (a3u
IIIb pnst onjinku ehekTHBHOCTI Ta Ge3meuHocTi rpernapaty OkpesizymMab y I0pPOCIHMX TAIiEHTIB 3
TIePBUHHO-TIPOIPeCYOUKUM pPO3CistHUM cKiepo3oM», WA40404, sepcis 6 Big 04 yunug 2024 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHORO BIATIOBITAJIBHICTIO «Tilli/li OKPEMH», Ykpaina

CnoHcop, KpaiHa

@. Xodbdmanu-JIa Pom JIta, [Isetitjapis (F. Hoffmann-La Roche Ltd, Switzerland)

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

(mipnmc) (Bnacse im’st TTPI3BULIE)



Hopartok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
09.03.2026 Ne 299

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Bpotiypa gocnignvka (em0opostizymab), Buganss 26 Big 28 sxoTHs 2025 p., aHI/IiICEKOI0 MOBOIO

Howmep Ta fatra Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 833 Big 28.04.2021

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«Pangomi3zoBaHe rogBiliHe citine gocstizpkeHHs Ga3u 3 eHkopadeHiOy Ta 6iHiMeTiHiOy B moeaHaHHI
3 nemMbpoJtizymMmaboM y TIOpiBHsIHHI /10 Ti/alie60 B 1oegHaHHi 3 membposiisymaboM y TalfieHTiB i3
MeTacTaTHUHOI0 abo HeomnepabeTbHOI0 MiCIIeBO TIOIIHMPEHOI0 MeIaHOMOIO, TIO3UTUBHOIO /10 MyTaLliit
BRAF V600E/K», C4221016, octaTouyHa Bepcis npoTokosy, [Tonpaska 5 Bif 09 koBTHs1 2023 poKy

3asgBHUK, KpaiHa

[aiizep Iuk., CIITA

CnoHcop, KpaiHa

Iaiizep Iuk., CIITA

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

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopartok 9

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

3aTBep/yKeHHs CyTTEBUX MOMPABOK»
09.03.2026 Ne 299

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

30inbIIIeHHsT 3aryIaHOBAHOI KiIbKOCTI Cy0’€KTiB AOC/iIKeHHST [jIsi BK/IIOUEHHS Yy K/IiHIUHe
BUNPOOYBaHHS B YKpaiHi 3 162 0 212 y4yacHUKIB

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 970 Big 13.06.2025

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

«PanzomizoBane Bigkpute OaraToreHTpoBe fociimkeHHs III ¢a3u, 10 MPOBOAWUTHCS 3aAJsist
[l0BeJleHHsI He MeHILO] e)eKTHBHOCTI, a TAKOXX OLIiHKM (papMaKOKiHeTUUHUX i (papMaKoJMHAMiuHMX
rapaMmeTpiB, 6e3MevyHOCTi, pafio/oriyHMX i KIMiHIUHUX edeKTiB yO/IiTyKcumMaby AJis ITiJIIKipHOTO
BBe/IeHHSI MOPiBHSHO 3 yOJTITYKCUMabOoM /1jisi BHY TPIIlTHbOBEHHOTO BBE/IEHHS B Tlapasie/IbHUX TPyIax
TMALIEHTIB i3 po3cisHUM cKiaepo3om», TG1101-RMS-SC301, pegakuis 3.0 Big 08 BepecHs 2025 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZINIOBIJAJIBHICTIO «ITI EC AI1-YKPATHA»

CnoHcop, KpaiHa

«Tilxu Tepan’toTikc, IHK.» [TG Therapeutics, Inc.], CHIA

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

(mignmc) (Bnacue im’s TIPI3BUILE)



Hopartoxk 10

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

3aTBep/yKeHHs CyTTEBUX MOMPABOK»
09.03.2026 Ne 299

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

3MiHa BiJIMOBiZA/ILHOTO [JOC/TiJHUKA B MICI[i TIpOBeZieHHs] BUMPOOyBaHHS Ta 3MiHa Ha3BH MicCIis

TIPOBe/IeHHs BUTTPOOyBaHHSI:

CTAJIO

bBYJIO
nikap Kyns6a 5.M.
MeauuHUR 1EHTP TOBApHCTBA 3 0OMEKEHOM0
BiZITIOBIa/IbHICTIO «AcCK/enion»,
CTarfioHapHWM  migpo3ais, KwuiBcbka 00U,

KuneBo-CBATOIMHCHKUM P-H, €. X0[0CIBKa

K.M.H. Mamesceka O.B.

ToBapHCTBO 3 0OMEXKEHOI0 BiZTIOBiambHICTIO
«ACK/emnioH»,  TeparneBTUYHUM  MiApO3Zin
MeguuHoro neHTtpy, KuiBceka 06:51., Kuepo-
CBATOIMHCHKUM palioH, €. X0[40CiBKa

Howmep Ta fara Hakazy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1468 Biz 26.06.2020

Has3ga kiHiyHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PanioMi3oBaHe, ToZiBiliHe ciiine Aoc/impKkeHHsT Ga3u 3 /i OL[iHKY XimioTepariii rpernapataMu Ha
OCHOBI ryIaTHHU y KOMOiHariii 3 mperapatom INCMGAO00012 a6o 6e3 HbOTO B SIKOCTi Tepartii rmepioi
JiHIT TPY MeTaCTaTUUHOMY TJIOCKOK/TITHHHOMY i HETJIOCKOK/TITUHHOMY HeZIpiOHOK/TITUHHOMY paKky
nereHiB (POD1UM-304)», INCMGA 0012-304, Bepcis 4 3 iHKOPIIOPOBAHOIO TOMNPaBKOI 3 Bif

18 >xoBTHsA 2022 pOKYy

3asgBHUK, KpaiHa

ITignpremcTso 3 100% inosemHoro iHBecTuiielo «AVK’FOBIA PIIC YkpaiHa»

CrioHCOp, KpaiHa

Incyte Corporation, United States

B.o. HauaibHHKa PapMaLeBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmignuc)

(Bnacse im’st TTPI3BUIIE)




Hopatok 11

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
09.03.2026 Ne 299

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

JlucT-yTouHeHHs1 0 TipoTtokony Bifg 10 rpyans 2025 poky, aHr/ilicbkoro MoBoro; [lepeksnaf
YKpalHCBKOI0 MOBOIO Bif 23 rpyaHs 2025 poky JIucra-yTouHeHHs [0 NpoToKosay Bif 10 rpyans
2025 poky; Indopmatiiiinuii 6rosieTeHb /111 MeIMYHHUX TIpalliBHUKIB, 28 mictomnaza 2025 poky [VO1
UKR(uk)], ykpaincekoro MmoBoto; Bporitypa a5 atjieHTa, 28 nucromnazga 2025 poky [VO1 UKR(uk)],
yKpaiHCbKOIO MOBOIO; KapTka KoHTakTHOi iHdopmallii maijieHTa Jjsi eKCTpeHUX BHIIa[IKiB,
28 muctronaza 2025 poky [VO1 UKR(uk)], ykpaiHcbkoro MoBoro; Ilnakatr psisi matlieHTa,
28 mucronaza 2025 poky [VO1 UKR(uk)], ykpaiHcbKoto MoBot0; TToCiOHMK i3 mocumipKeHHS /s
naijienTa, 12 ciuns 2026 poky [VO1 UKR(uk)], ykpaiHcbkoro MOBOO; JIMCT A0 JiiKapsi 100
HaripaBJ/ieHHs1 TmaljieHTiB, 14 ciuns 2026 poky [VO1 UKR(uk)01], ykpaiHcbkoro MoBoro; Craiiau 3
iHdopmatiiero nipo gocnigpkeHHs, 28 nucronaga 2025poky [VO1 UKR(uk)], yKpaiHCbKOIO MOBOIO;
Bpoirypa mnipo knminiudi BunpobyBanHs, 24 mucromnaza 2025 poky [VO01 UKR(uk)], ykpaiHcekoro
MOBOR; Onrc rpeZiMeTiB [/l yYaCHUKIB J0C/igKeHHs, Bepcisa 01 Big 23 ciuns 2026 poky, repeknaz,
YKpaiHCbKOK0 MOBOKO 28 ciuHs 2026 poKy; BK/IOUEHHSI [OJAaTKOBHUX MIiCLb MPOBEAEHHS
BUTIPOOYBaHHSI:

Ne I1.I.b. BigmoBifanLHOr0O AOC/IiTHMKA
/1 Ha3Ba Miciist mpoBe/ieHHs1 KJIiHIYHOTO BUTIPOOYBaHHSI

1. | mikap CimoHoBa M.I.

KomyHa/ibHe HeKoMepIiiliHe TiAnpueMcTBo JIbBiBCbKOI 06/acHOi paay «JIbBiBChKMIA
OHKOJIOTIYHMM  perioHasbHUM  JIiKyBa/bHO-AiarHOCTUUHUM  LIeHTP»,  BiJJiNeHHs
OHKOTeMaToJIoTii Ta [iiarHOCTUYHO-/TiKyBa/IbHOI poO0TH, M. JIbBiB

2. | 3aB. Bii. MenbHUK Y.I.

KomyHanbHe HekoMepijiliHe mignpueMcTBO «KHUiBCbKa MiChbKa K/liHiuHa JiKapHs Ne7»,
BUKOHaBUoro opraHy KuiBcbkoi Micbkoi pagu (KuiBcbkoi MickKoi —JeprkaBHOL
aamiHicTpatlii), digisi Ne2, remaTosioriute BiagisieHHs Nel, M. Kuis

3. | K.M.H. Ypcon I"M.
[MpuBaTHe TMiANPUEMCTBO TIpMBaTHa BHUpOOHMYa ¢ipMa «AuuHyC», JIiKyBanbHO-

[iarHOCTUYHUN LIeHTP, M. KpONMMBHULbKUI
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4. | K.M.H., 3aB. Bif. ['nymko H.JI.

KomyHasmeHe HekoMmepiliiHe TianpueMcTBO «O6macHa KiiHiuHa JikapHsa IBaHO-
dpaHKiBChKOI 06/1aCHOT pajiv», TeMaToJ/IoTiuHe BifgineHHs, M. IBaHO-®PpaHKiBCHK

5. 3aB. BigauieHHsaM MeynbHUUyK H.M.

KomyHanbHe HekoMepljiiHe MiANpueMCTBO «llofiibCbKUM  perioHalbHUN  L[€HTP
oHKoJ10Tii BiHHMIIbKOI 06/1aCHOI pajiv», BijiliIeHHs: OHKOreMaToJIorii, M. BiHHUIS

6. | A.M.H., npod., 3aB. Big. Hsarins 1.C.

HepxxaBHa ycTtaHoBa «HarjioHanbHMM HAayKOBUM LeHTP PpafialiiiHOI MeJuLMHY,
remMaroJIorii Ta oHKoJ1ori1 HarjioHa/nibHOT akazieMii MeIMUHUX HayK YKpaiHw», BiagiieHHs
pafianiiHol reMarosorii, BiJiiiJieHHs paZialiiHOI OHKOreMaTtosIoril Ta TpaHCIIaHTaLil
CcTOBOYPOBUX KJITHH BiAZiy remarosiorii Ta TpaHCIUIaHTOJIOTIT THCTUTYTY KiiHiuHOT
pagionorii, M. Kuis

7. | 3aB. Big. Pextman I'.B.

KomyHasibHe HeKOMepIiiiHe TANMPUEMCTBO «XMe/bHUIIbKa O0slacHa  JIiKapHSI»
XMenbHULILKOT 06/1aCHOT pajiv, BiffiiieHHsI reMaToJ/iorii, M. XMe/TbHUI[bKUN

Howmep Ta fara Hakazy MO3 mipo
MPOBeIeHHS K/TIHIYHOTO
BUINIPOOYBaHHS

Ne123 Big 04.02.2026

Ha3Ba k/iHiyHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«Panzomi3oBaHe, mozBiiiHe ciirne, HaraToleHTPOBe, M1arie00-KOHTPO/IbOBaHe JOC/TiKeHHs (ha3u 3
3 OLIiHKM OpesiabpyTHHIOy B KoMOiHallii 3 puTykcumabom Ta 6engamyctudom (BP) B mopiBHSHHI 3
nikyBaHHsM BP y natjieHTiB i3 MaHTiliHOKniTUHHOMO /liMpomoro (MKJT), siki paHillie He OTpUMYBaIx
sikyBaHHs», ICP-CL-00128, Bepcis 4.0 Big 06 nucronazga 2025 poky

3asiBHUK, KpaiHa

ITigmpuemctso 3 100% iHo3emHoI0 iHBecTuiielo «AMK’TOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

InnoCare Pharma Inc., USA

B.o. Haua/lbHUKA PapMaLeBTHUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignmc) (Bnacue im’s TTIPI3BULLE)




Hopatok 12

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
09.03.2026 Ne 299

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

BK/ItOUeHHs1 I0AaTKOBOTO MiCIsi POBeieHHsI BUTIPOOYBaHHS:

Ne [1.1.b. BigmoBia/IbHOrO AOC/IIIHUKA
n/n Ha3Ba Miclis 1TpoBe/ieHHs K/TiHIYHOTO BUTTPOOYBaHHS

1. | km.H. ['nyiko H.JI.
TOBAPUCTBO 3 OBMEXEHOK  BIAIIOBIOAJIBHICTIO «APEHCIA
EKCITJIOPATOPI MEJICIH», BigaisieHHs HOBITHIX TeXHOJIOTiM MeJUUYHOrO LIEHTpY,
M. IBaHO-®PpaHKIBCBK

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 216 Big 07.02.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«OnopHe,  OaraTolleHTpOBe, paHZOMi30BaHe, TOABiMHe cjiine, TUIAIE00-KOHTPOJ/ILOBAHE
JocyipkeHHsT pasu 2/3 3 afjanTUBHUM [AW3aiiHOM [/ MOPiBHSIHHS L-aHHaMilMHY A7s1 iH’eKLiil y
KOMOiHarfii 3 iH’ek1lisMu 1uTapabiHy Ta mianebo B KOMOiHarlii 3 iH’eKijisiMu 1fuTapabiHy B SKOCTi
Teparii Apyroi fiHil A/ iHAYKUiT peMicii y J0poc/iuX nalieHTiB 3 pe)pakTepHUM/peLiiJUBYHOUUM
rOCTPUM Mi€IoiAHUM Jiekiko3om», MB-108, Bepcis 10 Big 24 nuctonaga 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YKpaiHa

CnoHcop, KpaiHa

MonekysniH biotex, Ink. (MBI), CIIIA / Moleculin Biotech, Inc. (MBI), USA

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

(miznmc) (Bnacne im’s TIPI3BUIIE)



Hopartok 13

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
09.03.2026 Ne 299

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

36inbIIeHHs KiTBKOCTI MaifieHTiB B YKpaini 3 20 mo 40 ocib

Howmep Ta fatra Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 854 Big 22.05.2025

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«bararorieHTpoBe, 3 mepHIMM 3aCTOCYBaHHSM IIperapary y JoAWHU AociifpkeHHs I/1la ¢asu 3
MiBUIIEHHSAM Ta OITHUMIi3alli€l0 [103yBaHHS [JjisI OLIHKM 0e3MeuHoCTi, MepeHOCUMOCTI,
(apmMakoKiHeTHKH Ta egeKTUBHOCTI KOH’toraty aHTutina no NaPi2b 3 sjikapcekum 3acobom
TUB-040 y mnaiji€HTiB 3 pe3uCTeHTHHUM [I0 TperaparTiB MylaTUHUA pakoM sieuHuKiB (PITPS) Brcokoro
CTyIeHd  3JI0KiCHOCTi abo peLuIMBY0U0r/pedpakTepHOI0 aJleHOKapIIUHOMOK ~ —
HezipibHOKMiTHHHUM pakoM jeredb (HKPJT) (NAPISTAR 1-01)», NAPISTAR 1-01, rno6ansHa
Bepcis 3.0 Big 22 BepecHst 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», YkpaiHa

CnoHcop, KpaiHa

Ty6ynic I'm6X, Himeyunna / Tubulis GmbH, Germany

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»
09.03.2026 Ne 299

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Indopmaryis a1 yuacHuka focaifkeHHs Ta @opma iH(pOpMOBaHOI 3roj Ha y4acTb B OCHOBHOMY
JOC/i/pKeHH], nnsg Ykpainu, Bepcis 2.0 Big 04 mororo 2026 poky, Ha OCHOBiI MaricTep-Bepcil
ocHoBHOi ®opmu iHpopmoBaHoi 3rogu, Bepcis 3.0 Big 30 ciuns 2026 poky, aHI/iMCBKOK Ta
YKpalHCBKO0 MOBaMH

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

Ne 1910 Big 18.12.2025

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

«Bigkpure, 6araTolLieHTpoBe AocmifkeHHs Ga3u 1 3 eckanalji€ro 034, 1[0 TIPOBOJUTHCS 3 METOHO
OL[iHKM 0e311eYHOCTi, TepeHOCUMOCTi, hapMaKOKiHeTHKH, (hapMaKOJAMHAMIKH i IorepeHbO1 OLiHKH
edeKTUBHOCTI AocmifKyBaHoro rmnpemnapary EXS73565 B yuacHUKIiB 3 peIUAUBYIOUUMH abo
pedpakTepHUMH B-K/TiTHHHUMH 3/108KiCHUMH HOBOYTBOpeHHsIMU», EXS73565-001, Bepcis 2.0 Bif
08 cepriast 2025 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

«Ekccavtenmia En-A# JIta», otnanzis (CronyueHe KoponiBCcTBO) (Z04ipHS KOMMaHisi, II0
3HaXOAUTHCS y TIOBHIM BjacHOCTI KoMnaHil «Pikepriiien ®@apmackroTikans, IHK.») / Exscientia Al Ltd,
Scotland (United Kingdom) (a wholly owned subsidiary of Recursion Pharmaceuticals, Inc.)

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

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopartok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
09.03.2026 Ne 299

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Ononenuit npotokon RT51KRIO03, Bepcist 7.0 Big 01 BepecHsi 2025 poky

Howmep Ta fatra Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«MixHapoziHe, 6araTolieHTpOBe, BiJKpUTe AOCTIMHKEeHHSI a3y 3 3 OJHI€I0 T'PYMOI0 /I OL[iHKA
edeKTUBHOCTI Ta 6e3MeuHOoCTi paJoTHHIOy B TAI[ieHTIB i3 Ph-MO3UTUBHUM XPOHIUHUM Mi€I0iTHUM
NIeiK030M y XPOHiuHii a3i, B SKMX TornepeaHs Tepartis iHribiTopamu THPO3WHKIHA3U, BKTFOUHO 3
iMaTuHiOOM, Oy/1a HeedeKTHBHOIO UM BUK/THKasIa HeriepeHOocuMicTb», RT51KRI03, Bepcis 6.0 Bif 22
sotoro 2022 poky

3asiBHUK, KpaiHa

ITignpuemctro 3 100% iHozemHol0 iHBecTuiiero «AMK’TOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

IL-YANG PHARM. Co., Ltd., Kopes

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

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopartok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
09.03.2026 Ne 299

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Onognenwutii [TpoTokos kniHiyHOro AocaimkenHs BJT-778-301, Bepcis 4.0 Big 02 rpyans 2025 poky,
aHrJiickkoro MoBotO; Bporiypa mocnigHvka Bpenosityr (Brelovitug), Buganus 4 Big 04 rpyHs
2025 poky, aHIJIiIKCbKOIO MOBOI; IH(opMalliiHUi JMCTOK yuyacHHWKa/PopMa 3rojd, OCHOBHe
pocimkennst, Bepcis 3.0 Big 15 rpyans 2025 poky, A1 YKpaiHH, Ha OCHOBI T/100a/bHOT MalicTep-
Bepcii [HdopmarjitiHoro mucTka yuacHuka/®@opmu 3rogu, Bepcisi 4.0 Big 02 rpyansi 2025 poky,
aHIJIIMCBKOK0 Ta YKPAIHCBbKOK MOBaMHU

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

Ne 854 Big 22.05.2025

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

«['nobanpHe, paHOMi30BaHe, BigKpuTe, OaraTolleHTpOBe AoCikeHHS da3u 2b/3, 1m0 oljiHioe
BJT-778 y nopiBHAHHI i3 BiK/Ia/JeHOX0 Teparie€ro s JiKyBaHHA XPOHIUHOro renatury [esnbra
(AZURE-1)», BJT-778-301, Bepcis 3.0 Biz 26 uepBHsi 2025 poKy

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

bmomxkeii TepanbioTike, IHK., CIIIA / Bluejay Therapeutics, Inc., USA

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

(mignmc) (Bnacue im’s TIPI3BULLE)



