Hoparok 1

[Jlo Haka3y MiHicTepcTBa OXOPOHHU 30pPOB’S
Yxpainu «IIpo rpoBezieHHs KJIIHIYUHOTO
BUIPOOYBaHHS JIIKapChKOTO 3aco0y Ta
3aTBep/I’)KeHHS CyTTEBUX MONPaBOK»
20.10.2026 Ne 1608

HasBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta fata

«bararorieHTpoBe, paH/0Mi30BaHe, TMO/BiliHe cJime, TUIalEeb0-KOHTPO/ILOBAHE MIOC/I/PKEHHS B
rapasie/lbHUX TpyTiax Jjisi OLiiHKY eeKTUBHOCTI Ta Ge3meku fariposiizymaly merony B yuaCHUKIB
JOC/TiI)KeHH 3 CHUCTeMHUM UEpBOHMM BOBYAaKOM 3 TOMIDHMM Ta BHCOKWM CTyleHeM
aKTUBHOCTI», Ko nocaigkeHas SL0044, norpaBka 4.0 Big 16 rpyans 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHCOop, KpaiHa

UCB BIOPHARMA SRL, Belgium (FOCibi BIOPAPMA EcApEn, benbris)

[Tepenik foc/ipyKyBaHUX JIIKAPCbKUX
3aco0biB sikapceKa opma,
JI03yBaHHSI, BUPOOHUK, KpaiHa

Mamiponizymab neron (DZP, CDP7657; Haniposizymab rerosn); miodinizoBaHui MOPOIIOK /s
PO3uUMHYy i BHYTPIllIHbOBeHHUX iHQYy3ik; 1200 mr/dnakoH (dh1akoH HOMiHaMbHUM 006’€eMOM
20 M, 3aroBHeHu# Ao 12 M 06’eMy, /151 HACTYITHOTO BiiHOBAeHHS 3 10 M Bofu AJis iH’ eK1liif);
100 mr/mn (minirpam/mininitp); Patheon Italia S.p.A. (Ferentino), Itanis; AGC Biologics GmbH,
Himeuurna; UCB Pharma, Benbris; UCB Farchim S.A., IlIBeiirjapis; Almac Clinical Services
Limited, Bemvika Bpuranisi; Almac Clinical Services LLC, Cnionyueni IlITat AMepuky;
[Tnae6o mo amipomizymab meron (0,9% po3uuH HATPilO XJIOPUAY); PO3UUH AJs iHQY3iM;
UCB Pharma, bensbrisi; Almac Clinical Services Limited, Benvka Bpuranis; Almac Clinical
Services LL.C, CnionyueHi [IItatu Amepuky; B. Braun Melsungen AG, HimeuunHa;
Hariponizymab neron (DZP, CDP7657; Hamiponizymab rerosn); miodinizoBaHuii MOPOIIOK /7St
PO3UMHYy [/ BHYTPIllIHbOBEHHUX iHQY3ii; 1000 mr/daakoH (dh1akoH HOMiHaMbHUM 06’€eMOM
20 ™, 3amoBHeHuMd 10 11,5 M 06’eMy, A7 HACTYIMHOTO BifJHOBIeHHs 3 15 My BOAW [ijist
in’ekuiit); 71 mr/mn (minirpam/mininitp); Patheon Italia S.p.A. (Monza), Itanisi; UCB Pharma,
Benbris; UCB Farchim S.A., llIseiijapis; Almac Clinical Services Limited, Benvika
bpuranis; Almac Clinical Services LLC, Crionyueni LlITaTi AMepuKy;

[Tnatebo mo Hamipomizymab meron (0,9% po3uuH HATpil0 XJIOpHAY); PO3UuH AJsi iHQY3ii;
UCB Pharma, Benbrisi; Almac Clinical Services Limited, Benuka Bbputanis; Almac Clinical
Services LL.C, CrionyueHni [lItatu Amepuku; B. Braun Melsungen AG, HiMmeuunHa




2 MPOJOBXKEeHHH Aojarka 1

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi;
Bi/IMoBila/ibHA 0coba
GioaHaniTuHOI labopatopii Ta
OioaHamiTuHa 1abopaTopis B
YxpaiHi

1) a.M.H., ipog. [IeBuyk C.B.

«YHIBepcUTeTCbKa  KJIiHIKa» BIiHHWIBKOrO  HAl[lOHAJBHOIO  MEJUYHOIO  YHIBepCUTeTYy
iMm. ML.I. TIuporoBa (JliKyBabHO-HaBYa/IbHO-HayKOBUM L|EHTP), TepaneBTHYHe BiazineHHs Ne2,
M. BiHHULIA

2) A.M.H., ipo@. CwmisiH C.I.

KomyHasibHe HeKOMepIliiiHe MiANpHUeEMCTBO «TepHomisibcbka oO6acHa KiTiHiuHA JHiKapHSI»
TepHoIibCbKOI 00/1aCHOT paji, peBMaToJIOTiuHe BifiseHHs, TepHOMiIbCbKUN Hal[iOHaTbHUH
MeauuHUN yHiBepcuTeT imeHi 1.51. 'opGaueBchkoro MiHicTepcTBa OXOPOHM 37I0POB'St YKpaiHH,
Kateapa BHyTpilHbOI MeAULMHA Ne 2, M. TepHomiib

3) A.M.H., ipod. Apemenko O.b.

KomyHanbHe HekoMmepLiiiHe miAnpuemMcTBo «KuiBcbka MicbKa KiiHIUHa JikapHs Ne3»
BUKOHaBUOro oprany KuiBcbkoi Mickkoi paau (KuiBcbkoi MicbKoi JeprkaBHOI azMiHicTpariii),
BigfinenHs Teparii, HatjionaneHuii Meguunuii yHiBepcuteT imeHi O.0. Boromornbiis, Kadezapa
BHYTPILIHbOI MeJULIMHU 3 KYPCOM KapzioJorii Ta peBmarosiorii, M. Kui

4) k.M.H. Marisamyk LT

ToBapucTBO 3 00Me)keHOI BifmnoBifanbHicTIO «Meguunuii 1eHTp «KoHcumiym Megikan»,
KJ/IiHIKO-KOHCY/IbTaTUBHE BifJiseHHs, M. KuiB

5) K.M.H., 3aB.BigzinenHs Kynmk A.B.

KomyHanbHe HekoMepliiliHe mianpuemMcTBo «Uepkacbka obsiacHa sikapHs YepkacbKoi 06s1acHOT
paau», KapJiopeBMaToJIoTiuHe BifmineHHs, M. Yepkacu

6) nikap Yymauenko I'.A.

ToBaprcTBO 3 00MeXKeHOI0 BiAmoBifanbHiCcTI0O «Menbya-KitiHik», miKyBa/ibHO-MPOdiTaKTUUHUH
nigpo3au1 MeauuHoro LeHTpy, M. Kuis

7) nikap 3ss6uenko M.T'.

[IpuBaTtHe Masne mignpuemctBo, Meauunuii LleHTp «IlynbCc», TepameBTHUUHe BiJfiseHHs,
M. BiHHUIA

[Tpenapaty MOPiBHSIHHS, BUDOOHUK
Ta KpaiHa




3 MPOJOBXKEeHHH Aojarka 1

IoromixHi JTiKapchKi 3aco0w, —
BUPOOHMK Ta KpaiHa /miKapchKi
3aco0u CymyTHBOI Tepartii, BADOOHUK
Ta KpaiHa / pO3UYMHHUKH, BUPOOHHUK
Ta KpaiHa / CyIyTHi MaTepianu /
ropyMuHa abo ¢isuuHa ocoba, sKa
Jli€ 3a ZIOBIpPeHICTIO, Ky Ha/laB
CIOHCOp ab0 3asiIBHUK Ha BBE3eHHS
JOCIIpKYBaHUX, JOTIOMDKHUAX
MiKapChbKUX 3aco0iB, TiKapChKUX
3aco0iB CyryTHBOI Tepartii,
PO3UMHHMUKIB Ta CYIIyTHIX
MaTepiasniB

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)



Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
20.10.2026 Ne 1608

InenTudikallis CyTTeBOI MONpaBKU

OHoB/NeHWI MPOTOKON KiiHiuHOrOo BUTpoOyBaHHs, Bepcisi 5.0 — IlompaBka 4 Bix 28 nwrHs
2026 poKy, aHITilCbKOI0 MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1268 Big 19.07.2024

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«[TopgiktHe ciiirte, Tiaie60-KOHTPOIBOBAHEe AOC/iKeHHs (a3 Ila aist oriHKK eeKTUBHOCTI Ta
6e3neku AZD7798 y naijieHTiB 3 XxBopo6oto KpoHa Bifi cepefHBOTO 10 TSDKKOTO CTYTEHsI BXKKOCTI
(AMAJITESA)», D9690C00005, Bepcist 3.0 — mompaBka 2 Bij 27 6epesHst 2026 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

Hauvanbauk ®apmaijeBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
20.10.2026 Ne 1608

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIlb MPOBe/IeHHsI BUTIPOOYBaHHS:

bBYJIO CTAJIO

K.M.H. Jleowmuk O.B. K.M.H. Jleowmuk O.B.

KomyHanbHe HekoMepLiiliHe TMiJNPUEMCTBO | YHiBepCHUTETChKa JIiKapHs Jlep>KaBHOT' O

JIbBiBCcbKOi ~ 0OsacHOi  pasyu  «JIBBiBChbKA | HEKOMEPIIIMHOTO TOBApUCTBA  «JIbBiBCHKUIA

obnacHa KiiHiyHa JliKapHsS», TIPOKTOJIOTiuHe | HalliOHaIbHUM MeJMUHUN yHiBepcuTeT

BifzineHHs, M. JIbBiB iMeHi [lanuna I'asvibKoOro», KjiHika Xipyprii,
MPOKTOJIOTiUuHe BifineHHs KaMIycy
imeni Map’gna [laHumimmHa, [lepkaBHe
HEKOMepLliiiHe  TOBapucTBO  «JIbBIBCbKUI
HalliOHa/TbHUH MeJUYHUI YHiBepCUTeT

imeHi Jlanuna I"anunpkoro», Kadeapa Xipyprii
Nel, M. JIbBiB

I.M.H., npod. Brosruuenko B.I.

Binokpemienunt nifposzin «Jlikapasa CBATOro
[TanTeneliMmoHa» KomyHansHOro
HEKOMEepLIIMHOro miAnpueMcTea «JIbBIBCbKe
TepuTOpiaabHe MeJuuHe 00’etHaHHS
«bararonpodinsHa KJIiHIYHa JIiKapHsA
IHTEHCMBHUX METOZIB JIIKyBaHHSI Ta LIBUIKOL
MeJW4YHOI  Jormomoru», LleHTp  Tepariii,
[epxaBHe  HeKOMepLiiiHe  MiJNPUEMCTBO
«JIbBiBCBKMI HalliOHa/TbHUM MeJUYHUM
yHiBepcuTeT imeHi /[lanuna ['anuipkoro»,
Kaeapa Tepamii Nel, MeAMUHOI [iarHOCTUKU
Ta reMarosiorii i TpaHcy3iosiorii dakynbTeTy

MiCISAUIITIOMHOI OCBITH, M. JIbBIB

I.M.H., npod. Bnosuuenko B.I.
Binokpemienunt nifposzin «Jlikapasa CBATOro
[TanTeneliMmoHa» KomyHansHOro
HEKOMEepLIIMHOTO MiJrpueMcTBa «JIbBIBCbKe
TepUTOopiabHe MeJuHe 00’eHaHHS
«bararonpodinsHa KJIiHiUHa JIiKapHA
IHTEHCMBHUX METO/IB JIIKyBaHHSI Ta ILIBUJKOI
MeJUuHOI  fgoriomMorw»,  LleHTp  Teparii,
[ep>xaBHe HeKOMepLliliHe TOBapUCTBO
«JIbBIBCBKMM HalliOHa/TbHUM MeJUYHUM
yHiBepcuTeT  iMeHi /[lanuna [aauubKoro»,
Kadenpa Teparii Nel, MeguUHOI AiarHOCTUKU
Ta remMaTosiorii i TpaHcdy3iosiorii dakynbTeTy
MiCISAUIIZIOMHOI OCBITH, M. JIbBIB




TIPOZOBYKEHHs 10JaTKa 3

3aB. Bifi. 360piBChKUit .M.

3aB. Bizi. 360piBChKUit S1.M.

KomyHanbHe HekoMepLiiiHe MiJANPUEMCTBO | YHiBepCHUTETChKa JIiKapHs Jlep>KaBHOr 0

JIbBiBcbKOi ~ oOsacHOi  pagu  «JIbBiBCBbKa | HEKOMEpI[IMHOTO TOBApUCTBA  «JIbBiBCHKHI

obsacHa KJiHiYHA JTiKapHs», XipypriuHe | Hal[iOHA/JLHUMA MeJUYHNN yHiBepcuTeT

BiamineHHsa Nel, m. JIbBiB iMeHi [lanuna I'anvibKoro», KiiHika Xipyprii,
BififileHHs1 HeBifgKIaAHOI Xipyprii Kammycy
iMeHi Map’siHa IlaHuuiivHa, M. JIbBIiB

nikap Ckubaino C.A. nikap Ckubaino C.A.

KomyHaneHe HekoMepLjiliHe mignpueMcTBO | KOMyHanbHe HeKOMepLjiliHe TiJIIPUEMCTBO

«KuiBcbka MicbKa KiaiHiyHa JikapHs Nel»
BUKOHABYOro opraHy KuiBCbKOi MiCBKOI pazu
(KuiBcpKoOl MicbKOi Ziep>kaBHOI afMiHicTpariil),
BiJJiJIeHH ~ K/IIHIYHMX  JOCJIPKeHb  Ha
crietioHAi, M. KuiB

«KuiBcbka MicbKa KiliHiyHa JikapHs Nel»
BUKOHABYOro opraHy KuiBcbKOiI MiCBKOI paau
(KuiBcbKoi MicbKOl fiep)kaBHOI aAMiHicTpaliii),
Lentp K/IIHIYHUX JOCIiKeHb Ha
crietjiatbHOMY (oHzi, M. KuiB

J.M.H., 1pog., 3aB. Ka. Pezis O.1.

Ob6uacHe KOMYHaJlbHe HeKoMeplliliHe
TiATIPUEMCTBO «UYepHiBerbKa obsiacHa
KJIiHiYHa JIIKapHs», Tipo3Aia
racTpoeHTepoJIorii, BykoBUHCBKMI

Jlep>kKaBHUM MeJJUUHUI yHiBepcuTeT, Kadezpa
BHYTPILLIHbOI MeJULIMHU, M. YepHiBLi

J.M.H., 1pog., 3aB. Kad. Pezis O.1.

Ob6sacHe KOMYHaJ/lbHe HeKoMeplliliHe
i ATIPUEMCTBO «YepHiBerpka obsacHa
KJ/IiHIYHa JIIKapH$», Bi/ili/IeHHS
racTpoeHTepoJIorii, BykoBUHCBEKUI

Jlep>KaBHUN MeJUUHUM yHiBepcuTeT, Kadezapa
BHYTPILIIHbOI MeJULIMHU, M. YepHiBL{i

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

Ne 641 Big 16.04.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe, mozBiMiHe cuine, OararoiieHTpoBe gocimkeHHs (asu I ans  oniHKK
JIOBFOCTPOKOBOI eheKTUBHOCTI Ta Ge3neuHocti rperapaty ABX464 npu 3acTocyBaHHi B 1031 25
mr abo 50 Mr oziuH pa3 Ha 100y SIK MiJTPUMYBaIBHOI Tepartii B Malli€HTiB i3 akTUBHUM BUPa3KOBUM
KOJIITOM BiJi cepeiHbOro [0 TSDKKOIO CTYIeHs TsKKOCTi», ABX464-107, Bepcis 5.0 Bix 10 kBiTHS
2024 poky

3asiBHUK, KpaiHa TTizmpremcTBo 3 100% iHo3emHoto iHBecTHIjieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa ABIVAX, ®panuis

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
20.10.2026 Ne 1608

InenTudikallis CyTTeBOI MONpaBKU

3miHa CrioHCOpa K/TiHIYHOTO BUNIPOOYBaHHS Ha Tineas CaeHcis, Ink., CIIIA / Gilead Sciences, Inc.,
USA:

bYJIO CTAJIO

Ty6ynic Tm6X, Himeuuuna / Tubulis GmbH, | T'ineas CaeHcis, Ink., CIIIA / Gilead Sciences,

Germany Inc., USA

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

Ne 854 Big 22.05.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«baraTolieHTpoBe, 3 MepIIMM 3aCTOCYBaHHSIM TpernapaTy y aroAuHu AoctimpkeHHs I/Ila da3u 3
MiZBUILEHHSAM Ta OITUMi3alli€el0 [03yBaHHS /il OLIHKA 0e3rmeuHoCTi, TepeHOCHUMOCTi,
dapMakoKiHeTUKM Ta e(deKTMBHOCTI KOH’toraty aHTHWTiia Ao NaPi2b 3 sjikapcekum 3acobom
TUB-040 y naijieHTiB 3 pe3UCTEeHTHMM /[I0 TIperapaTiB MaaThuHy pakoM sieuHukiB (PTTPS) Bucokoro
CTymeHss  3/70sIKiCHOCTI  abo  peluiMBYrHOUOrO/pepakTepHOI0  a/IeHOKAPIMHOMOI — —
HezipibHOKMiTHHHMM pakoM jeredb (HIKPJT) (NAPISTAR 1-01)», NAPISTAR 1-01, rno6anbHa
Bepcid 6.0 Big 03 uepBHs 2026 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEICIH», YKpaiHa

CnoHcop, KpaiHa

Ty6ysnic I'm6X, Himeuyuuna / Tubulis GmbH, Germany

Hauanbauk ®apManeBTUYHOr0 yNpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTtok 5

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
20.10.2026 Ne 1608

InenTudikallis CyTTeBOI MONpaBKU

ITpotokon KmiHiyHOro BUMpoOyBaHHs MB11-C-01-25, TlorpaBka 4, Bepcis 3.0 Bijg 24 nurHs
2026 p., aHrJiiicbkoro MoBORO; bpornypa gocnigauka MB11 (biocuminsgp HiBosyma0y), Bepcis 2.0
Big 29 TpaBHs 2026 poky, aHrmiiicbkoro moBor; MB11-C-01-25_IndopmMarisi A/ mnaiieHTa Ta
dopma iHpopmoBaHOI 3roAu AJisi YKpaiHu, aHIJIiiicbkolo MoBoOro, Bepcisi 2.1 Bix 07 BepecHs
2026 poky; MB11-C-01-25_Indopmauis gis maiieHta tTa Popma iHbopMoBaHOI 3roau AJis
YKpainu, yKpaiHCbKOIO MOBOIO, Bepcis 2.1 Big 07 BepecHs 2026 poky; [11abs0H esleKTpOHHOTO
nucta Ass iHGOopMyBaHHS JliKapiB-/1epMaTosoriB 1100 MOK/IMBOCTI HarpaB/ieHHsS] MOTeHL[iiHUX
yuaCHUKIB K/iHiuHOrO AocmifpkeHHsi, Bepcis 1.0 Big 06 kBiTHs 2026 poky; 36inblieHHs KiTbKOCTI
TMAaIjieHTiB, SKi MPUUMaTUMYyTh y4acTb y K/IiHIYUHOMY AoC/ifpKeHHI B YKpaiHi 3 350 mo 600 ocib;
Iocwe pocmimpKyBaHoro Jlikapcbkoro 3acooy MB11, Bepcis 04 Big BepecHst 2026 p., aHTJTiHCBKOIO
MoBoto;  IIpofioB)KeHHsI ~ TepMiHy TIPUAATHOCTI  ZOCTIPKYBaHOTO  JIiKapChKOTO  3aco0y
MB11 (Nivolumab) 3 24 no 30 micsuis

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1433 Bif 16.09.2025

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgoMmi3oBaHe, OaraToLeHTPOBe, Mi’KHApOZHe, MO/ABiliHe CjIille KOMITJIEKCHe JOC/iPKeHHS /1S
TOPiBHSAHHS (papMaKOKiHeTHKH, e)eKTUBHOCTI, Oe3reuHoCTi Ta iMyHoreHHOCTI Tiperiapaty MB11
(3amporioHoBaHMi GiocuMminisip HiBosiymaOy) B TopiBHSIHHI i3 3apeectpoBanuM y €C Ta CIIA
nikapceKuM 3acobom Omngio (Opdivo®) B mallieHTiB 3 paHillle HeTiKOBAHOK TPOTrPeCyU0i0
(Hepe3ekTabenbHOIO ab0 MeTacTaTHUHOIO) MeyaHoMoro (pocmimpkeHHs LEON)», MB11-C-01-25,
2.0 (monpaBka 3) Bif 25 motoro 2026 p.

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

MAOKkcaiieHc Pecepu C.J1., Icnanis (mAbxience Research S.L., Spain)

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)



HonaTtok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
20.10.2026 Ne 1608

InenTudikallis CyTTeBOI MONpaBKU

[TpoTtokon KiiHiuHOTO BUIPOOYBaHHS, Bepcis 3 Bix 27 cepriHs 2026 p.; ®opma iHpopmoBaHOi
3roay OateKiB, Bepcis 2.0 Ayt YKpaiHM yKpaiHCbKOF MOBORO Bif 28 ceprHsi 2026 p. Ha ocHoBsi
MaticTep-Bepcii ®@I3 a1s 6aThKiB i mopocaux aas gocimkeHHss BA45841, Bepcist 3 Big 27 cepriHs
2026 p.; ®opma iHbOpMOBaHOI 3roAu /iJisi yUaCHUKIB, IKUM BUITOBHUIOCS 18 poKiB mij uac yuacTi
B Jl0C/IipKeHHI, Bepcis 2.0 ana YKpaiHy, YKpaiHCBbKO MOBORO, Bif 28 cepnns 2026 p. Ha ocHoBi
Matiictep-Bepcii ®I3 as 6aTeKiB i gopocux ans gocmimkenHss BA45841, Bepcist 3 Big 27 cepriHs
2026 p.; ®opma 3rogm, Bik 10 - 11 pokiB, Bepcis 2.0 ana YKpaiHHM, YKpailHCBbKOKO MOBORO, Bif
28 cepriHsi 2026 p. Ha ocHoBi macrtep-Bepcii dopmu 3rogu ans pocmigkeHHs BA45841, Bik
10-11 pokis, Bepcis 2, Big 27 cepriHsa 2026 p.; ®opma 3rogm, Bik 12-13 pokis, Bepcis 2.0 s
YKpainy, yKpaiHCbKOIO MOBOIO, Bifi 28 cepriHsi 2026 p. Ha ocHoBi MacTep-Bepcii ¢dopmu 3roau Asist
nocnimpkenHs BA45841, Bik 12—17 pokiB, Bepcis 3, Bix 27 cepnHsi 2026 p.; ®opma 3rogu: Bik
14 - 17 pokis, Bepcis 2.0 g1 YKpaiHU yKpalHCbKOXO MOBOIO Bif 28 ceprHs 2026 p. Ha ocHOBI
MacTtep-Bepcii dopmu 3rogu ans gocrigkeHHss BA45841, Bik 12—17 pokiB, Bepcis 3, Bif 27 cepriHs
2026 p.; Popma [103BO/TY Ha BUKOPUCTaHHS Ta 0OMiH iH(hOpMalli€lo TIPO CTaH 3/10pPOB’ sl HEMOBJISITH,
Bepcid 1 ykpaiHCbKOr0 MOBORO Bif 06 TpaBHs 2026 p. Ha ocHOBI @0opMu [103BOTy Ha BUKOPUCTaHHS
Ta PO3KPUTTS iHdopMallii Tpo CTaH 3[0POB’S HEMOB/STA Ha TIEPIIOMY PpOL[i >KUTTS [Jis
nocnigkenHss BA45841, Bepcis 1 Big 22 >koBTHs 2025 p.; [Hborpadika gocmigKeHHs1, Bepcis 2 Bif
24 cepriHs 2026 p. yKpaiHCBKOIO Ta aHIJIiICbKO0 MOBaMU

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1210 Big 26.08.2026

Ha3Ba k/iHiuHOr0 BUNPOOYBaHHS,
KO/, BepCis Ta ziara

«BigkpuTte nocmimkeHHs [1jis OL[iHKU (hapMaKOKiHeTUKH, Oe3reKH, repeHOCMMOCTi, iMyHOT€HHOCTi
Ta (apMakoJUHAMIUHMX e(eKTiB MiJIIKipHOTO BBeJeHHsS OKpesi3ymaly y aiTed Ta MiAIiTKiB 3
peLy/IMBYOUYO-PEMITYOUMM PO3CisSiHUM cKiepo3oM», BA45841, Bepcis 1 Big 22 »xoBTHs 2025 p.

3asBHUK, KpaiHa

ToBapuCTBO 3 0OMeXXEeHOI0 BiZIMOBiaIbHICTIO «Polll YKpaiHa»

CrioHCOp, KpaiHa

@.Xoddmans-JIs Pou JITa, [HBelitapis

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)



Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
20.10.2026 Ne 1608

InenTudikallis CyTTeBOI MONpaBKU

Ykpaina, MK-1026-008, I[ndopmaljisi Ta 10KymMeHT TIpo iHQOPMOBaHy 3roAy [/l TallieHTa, BepCis
3.00 Big 08 BepecHs 2026p., ykpaiHCbkOr0 MOBOR; bpoiuypa pocnignuka MK-1026, Bepcig 11
Bif 31 nunHs 2026 poKy, aHT/TiMCbKOH0 MOBOIO

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 153 Big 30.01.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanzomizoBane pgocmimkenns III dasu aia MopiBHAHHS e(dEKTUBHOCTI Ta 0e3meuHOCTi
HeMTaOpyTHHIOy B MOpiBHsAHHI 3 XiMioiMyHOTepari€l0 Tpy paHillle HeiKOBAHOMY XPOHiUHOMY
nmimMmpouuTapHOMy  sieiiko3i/miMdomi 3 mamux  simdorwmriB  6e3  abepauiti  reHa TP53
(BELLWAVE-008)», MK-1026-008, 3 inkopriopoBaHo0 noripaBkoto 04 Bij 22 numHsi 2026 poKy

3asBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk lapn e Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
20.10.2026 Ne 1608

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa pocnignvika JNJ-64264681, Buganns 9, Big 09 BepecHsi 2026 poKy, aHT/IiNCBKORO
MOBOMO; [locke mocmimKyBaHoro jikapcbkoro 3acoby (IMPD) JNJ-64264681-ZAT, Po3ainu: 2.3
Beryn, Biz 02 BepecHs 2026 poky, aHIJIiIIcCbKOI0 MOBOIO; 3.2.S CyOcTaHIiist /likapChbKOro
3aco0y JNJ-64264681-ZAT, Big 02 BepecHst 2026 poKy, aHIIIHCHKOI0 MOBOKO

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 2094 Big 13.12.2024

Hasga kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

OcHoBHa Ha3Ba (gocmimkeHHs-TIaTdhopma): «Bigkpure mpociimpkeHHs-TuiaTopMa 3  yd4acTio
TaLli€eHTIB, NepeBe/jleHnX 3 TorNepeAHiX JOCTipKeHb /15 POAOBXKeHHS JOC/III)KYBaHOT'0 JIIKYBaHHS
Ta TIOJAJ/IBIIIOT0 MOHITOpUHTY Oe3mekw» Ha3ea mianporokony (Intervention Specific Appendix
(ISA) 2): ISA 2: «Cnetudiunuii gogatok a0 maiicrep-npotokony PLATFORMPACAN1001 —
JIOBTOCTPOKOBE TIPOZIOBXKEHHS AociigkeHHs: 64264681LYM1001», PLATFORMPACAN1001
64264681LYM1001 ISA 2, Maiicrep-ipotokon PLATFORMPACAN1001, ®a3a 1b, Bepcis —
[TonpaBka 1, Bif 24 BepecHsi 2025 poky, pa3om 3 Cnerudiunum gozatkom 64264681LYM1001
ISA 2, ®a3a 1, Bepcis - ITonpaska 3, Big 11 rpyaHs 2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MENICIH», YKpaiHa

CnoHcop, KpaiHa

Aunccen PapmanieBtka HB, Besbrisi / Janssen Pharmaceutica NV, Belgium

Hauanbauk ®apManeBTUYHOI0 yNpaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
20.10.2026 Ne 1608

InenTudikallis CyTTeBOI MONpaBKU

ITpotokon KmiHiuHOro BUNpoOyBaHHs J2A-MC-GZPW, Bepcis 3 monpaBkoro (b) Big 11 cepriHs
2026 poky, aHrmiiicbKo MOBO; bpoliypa AociifHMKa AOCTipKyBaHOTO JIiKapCbKOro 3acoby
opdoprainpoH (LY3502970), Bepcis (k) Big 14 nmunns 2026 poky aHrAiMcbkoro MoBow; OHOB/eHi
po3ninu S. «Jlikapcbka peuoBuHa», P. «JIiKapchbKuii 3aci6» [1oCche [OC/iZPKYBAaHOTO JTiKapChKOTO
3acoby LY3502970, Bepcis Big 07 ceprHsi 2026 poKy aHIJIiHCHKOI MOBO; 3ajyuyeHHS HOBHUX
BUpoOHMuUMx MabzaHuukiB Changzhou SynTheAll Pharmaceutical Co., Ltd, China;
Taixing SynTheAll Pharmaceutical Co., Ltd, China; Eli Lilly Kinsale Limited, Ireland;
Almac Pharma Services, United Kingdom; Catalent CTS Edinburgh Limited, United Kingdom;
Catalent Pharmaceutical Technology (Shanghai) Co., Ltd. China; Eumedica NV, Belgium;
Sharp Clinical Services, USA; BujanenHs malifiaHumka [/ rakyBaHHs Ta MapKyBaHHs1 Eli Lilly
and Company, USA; BuripasyieHHst afjpecu Bupobnuka Catalent (Shanghai) Clinical Trial Supplies
Co., Ltd., China, Ha Unit 2C, No. 353, North Riying Road, China (Shanghai) Pilot Free Trade
Zone, Shanghai, P.R. China; OHoBneHuii 3pa30K eTHMKeTKA 3 iH(oOpMalli€el0 Tpo Mpenapar
yKpaiHCHKOIO Ta aHIJIiiCcbKol0 MoBaMH, Bepcis 1.0 Bix 6 6epesnsi 2023 poky; IHdbopMarllis ass
yuacHuKka Ta @opma [HdopmoBaHoi 3rofy Ha yuacTh y A0OC/TiAKeHHI B YKpaiHi, Bepcis 5.0 Big 09
BepecHss 2026 poOKy yKpalHCHKOKO Ta aHIVIIMCBKOIO MOBamM; 3MiHa Ha3BH MiCLisl TIPOBeJEeHHS
K/IiIHIYHOTO BUITPOOYBaHHS:

bBYJIO CTAJIO

I.M.H., npo¢ecop Ceprienko O.0O. I.M.H., ipo¢ecop Ceprienko O.0O.
YHiBepcuTeTCbKa JIiKapHs [lep’KaBHOI0 | YHiBepCUTeTChbKa JIiKapHs Jlep>KaBHOT' O
HEKOMEepLIIMHOr0 MiANpUeMCTBa «JIbBIBCbKUM | HEKOMEPLIIMHOIO  TOBapuCTBa  «JIbBIBCHKUM
HaL[iOHaJIbHUIN MeUUHUN YHiBepCUTET | HalliOHaTbHUU MeJMUHHI yHiBepcureT
imeni  [anuna  lammugpkoro»,  Kitinika | imeni  lanuna — Tamuuekoro»,  KiiHika
BHYTpIllIHIX XBOp0O, TracTPOeHTEepOJIOTiUHe | BHYTPIlIHIX XBOpOO, TeparieBTU4YHe
Bi//TiJIeHHSI KamMITyCy iMmeHi Map’siHa Bi/|/TiJIEHHST




2 TPOJOBXKeHHS fojaTKa 9
[TaHunmmHa, [Hep>xaBHe HEKOMepLliliHe | BHYTPILIHIX XBOPOD, TeparieBTUYHe
MiATPUEMCTBO  «JIBBIBCHKUM  HalliOHa/bHUM | BifieHHs KaMILyCcy iMeHi Map'sina
MeUUHUM  yHiBepcuteT imeHi  [lanwuna | IlaHunimmHa, [ep>xaBHe HeKOoMepLliliHe

lanuibkoro», Kadeapa eHJOKPUHOJIOTIT, M.
JIbBiB

TOBAapUCTBO  «JIbBIBCHKUM  HalliOHa/JIbHUM
MeJUUHMK  yHiBepcuTeT imeHi  [lanuna
[anuipkoro», Kadeapa eHAOKPUHOJIOTIT, M.
JIbBiB

Howmep 1a gata Hakasy MO3 mipo Ne 52 Big 15.01.2026
TNpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ha3ga kniniuHoro punpobyBanHsi, | «PaHgomizoBaHe, mojBiliHe ciiire, ryiarje60-KOHTPO/bOBaHe, TIO/iiHO-Opi€EHTOBaHe JOC/TiIyKeHHS
KO/, BepCid Ta fara III ¢asu 3 MeTor0 BUBYEHHS BIUVIMBY OPGOPIJINPOHY HAa YacTOTy BUHUKHEHHSI 3HaYyHUX

HEeCTIPpUST/IMBUX SIBUIL 3 OOKYy CepLieBO-CYAMHHOI CHCTeMH Yy TIAlliEHTiB 3 BCTaHOBJEHUM
aTepOCK/IePOTUYHUM CEepIIeBO-CY/IMHHUM 3aXBOPIOBAHHSIM i/ab0 XPOHIUHUM 3aXBOPHOBaHHSM
HUpoK (ATTAIN-Outcomes)», J2A-MC-GZPW, Bepcis 3 mnonpaBkoro (a) Bix 26 BepecHsi 2025

POKy
3asiBHUK, KpaiHa «Eni Jlinni Bocrok CA», [IBetiiapisi
CrnioHcop, KpaiHa Eni Jlinni eny Kommnawni, CIIIA / Eli Lilly and Company, USA

HavanbHuk ®apmalneBTHUHOr0 yrpaB/IiHHSA

Onexkcanap I'PINEHKO

(mignuc)

(Bnacse im’st TTPI3BUIIE)




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
20.10.2026 Ne 1608

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHHH TIPOTOKOJT K/iHiuHOTO BUrpoOyBanHs LTS17043 3 iHKOprNopoBaHOIO TMOIpaBKow 11,
Bepcisi 1 Big 09 uepBHsi 2026 poky; IHdbopmariisi Ans maijieHTa Ta ¢opma iHQoOpMOBaHOI 3rofu,
Bepcisi Ne8 Biz 10 BepecHsi 2026 poKy, yKpaiHCbKOIO Ta POCiMCbKOH MOBaMHU

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 397 Big 07.03.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«[HTepBeHLIiliHe po3IUpeHe MOC/iKeHHs a3 3 [ BUBUEHHS JOBrOCTPOKOBOI Oe3reku Ta
MepeHOCUMOCTi  To/leOpyTHHIOY B yuYaCHUKIiB i3 peLUIUBYIOUMM PO3CISSHUM CKJIEPO30M,
MEPBUHHUM  TIPOTPECYIOUMM  PO3CiSIHUM  CK/Jepo3oM ab0 BTOPUHHUM  IPOTPECYIOUHM
HepeLUUBYOUMM pPO3CisiHUM CKiepo3oM», LTS17043, 3 iHkopriopoBaHoro nonpaskoro 10, Bepcis
1 Biz 15 x0BTHsA 2025 poKy

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABenTic Pemepi e [leBesornmaH,
®paHilis)

Hauvanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



