HopaTok 1

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

BiJ 26.02.2026 Ne 245

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnHoBJleHUH TMPOTOKO/M KiiHiuHOro BUTIpOOyBaHHs, Bepcis 12.0 Bix 08 cepmHsi 2025 poky
aHTJIICbKOI0 MOBOIO; Bpoliypa gocmigHUKa JOCTiPKyBaHOTO JliKapcbKoro 3acoby [octapsimab
(Dostarlimab) (GSK4057190 (takox Bigomoro sik TSR-042)), Bepcist 10 Big 02 munns 2025 poky
aHIJIICbKOI0 MOBOIO; bBpoirypa gocmigHMKa [JOCTipKyBaHOrO JiiKapchKoro 3aco0y Hipamapi6b
(Niraparib)/ 3emxyna (Zejula) (GSK3985771, MK-4827), Bepcisg 17 Big 20 uepBHs 2025 poky
aHT/TilCbKO MOBOIO; [HhopMaLliliHuii TMCTOK natjieHTa Ta popma iHdopmoBaHoi 3roay, Bepcis 14.0
Bifi 22 cepnHsi 2025 pOKy yKpaiHCbKOIHO Ta pOCIMCbKOI MOBaMM; BK/IOUeHHsSI [10AaTKOBOTO
JOCITi/KYBaHOTO JTiKapcbkoro 3acoby — Hipamapi6 (Niraparib) (L-001946812-005R, MK-4827,
C1508283, GSK3985771), TabmeTku, BKpPHUTi IUIiBKOBOIO 000/10HKOIO, 100 Mr, BUPOOHUKHU:
Catalent Greenville, Inc., CIITA; Wuxi STA Pharmaceutical Co., Ltd., Kutaii; Almac Clinical
Services Limited, Bemuko6puranis; Almac Clinical Services, CIIIA; Almac Clinical Services
(Ireland) Limited, Ipmangisi; GlaxoSmithKline LLC, CIIIA; GlaxoSmithKline Research &
Development Limited, BenukobpuTaHnisi; [locke goc/ipKyBaHOro ylikapcbkoro 3aco0y Hipariapi6
(Niraparib) y Tabnerkax, Bepcis 2.0 Big ysmmHs 2020 poky aHrJiificbkkoro MoBoto; CripomeHe [locbe
JIOCJTi/PKYBaHOTO JlikapchbKoro 3acoby Hipamapi6 (Niraparib) y TabneTtkax, Bepcisi 1 aHITiiCbKOO
MOBOIO; 3pa30K MapKyBaHHs [isi TIepBHHHOI ymakoBku [y HipamapiOy (Niraparib), Tabnetku,
BKDUTiI TITIiBKOBOIO o0OosoHkoro, 100 mr, Big 28 cepmHs 2025 poKy YKpaiHCBKOIO MOBOIO;
3pa3oK MapKyBaHHS JJis1 TIepBUHHOI yrmakoBKu s HipamapiOy (Niraparib), kancyma; 100 wr,
Bix 28 cepnHsi 2025 poky ykKpaiHCbKOKO MOBOR; CrpoijeHe [ocke 3 SIKOCTI AOC/IIKYBaHOTO
nikapcekoro 3aco0y ocraprimab (Dostarlimab), 50 mr/mi, Bepcis 3 Big 30 mumus 2025 poky
aHTJIIICBKOI0 MOBOIO; 3MiHa Ha3BW BUPOOHMUOI AinsgHKYU 3 Ajinomoto Althea Incorporated, CIIIA
Ha PCI San Diego, Inc., CIHA gns gocnigKyBaHoro Jikapcekoro 3acody TSR-042 (TSR-042,
WBP-285, GSK4057190; Hocrapnimab/Dostarlimab; Antu-PD-1 (6i0K 3arporpamMoBaHoi cMepTi
KJIITUHU 1) MOHOK/IOHAMbHUX aHTUTiMA, 1gG4), po3uun ans iHdysiki; 500 mr/10 ma (50 mr/mn);
3MiHa Ha3BM KOJy [I0 OTTKCY AOC/iIKyBaHOTO JIiKapchKoro 3acoby: TSR-042 (TSR-042, WBP-285;
Hocrapnima6/Dostarlimab;  Autu-PD-1  (6inok  3amporpamoBaHOi  cMepTi  KmituHM 1)
MOHOK/JIOHa/IbHUX aHTUTiA, 1gG4), posuuH paaa  iHdysin, 500 wmr/10 ma (50 mr/mn)
3 «GSK4057190A» Ha «GSK4057190»







2 MPOJOBXKEeHHd fojaTka 1

Howmep ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUNIPOOYBaHHS

Ne 415 Big 18.02.2019

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

«Pan/ioMi30BaHe, MO/[BiHO cJiirne Aoc/ipkeHHsT ¢a3u 3 TOPiBHSHHS TJIaATUHOBMICHOI Tepartil i3
nperiapatoM TSR-042 Ta Hipamapibom 3i cTaH[apTHOIO TUIATUHOBMICHOIO TEpaIti€lo B SIKOCTi 1-1
JiHil JIiKyBaHHA HEMYLIMHO3HOTO emiTesiabHOTO paky sieuHukiB III a6o IV  cragii»,
3000-03-005/ENGOT-0OV44, Bepcis 11.0 Big 03 6epe3nst 2025 poky

3asiBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXXEHOI BIJIIOBIJAIBHICTH) «®APMACKIOTIKAJ PICEPY
ACCOYIIVENTC YKPATHA» (TOB «®PA YKPATHA»)

CrioHCOp, KpaiHa

TESARO, Inc., CIITA

B.o. HauaibHNKa PapMaLeBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmignuc) (Bnacue im’s TIPI3BULIE)



HJopaTtok 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

Biz 26.02.2026 Ne 245

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

3aryueHHs] HOBUX MiCIlb POBe/IeHHsI K/IiHIYHOT'0 BUITPOOYBaHHS:

No [1.I.B. BigTnioBiia/IbHOT'O AOC/TiIHUKA
n/n Ha3Ba Miclis TpoBe/ieHHs KJiHIYHOTO BUTTPOOYBAHHS

1. | k.m.H. Onekcuk O.T.
ToBaprcTBO 3 0OMEXEHOI0 BiIMOBiZA/IbHICTIO «3aKapraTchka EHIOKTiHIKa», MeauuHuii
LeHTp « EHOK/IIHIK», M. Y KropoJ,
2. | A.M.H., ipod. Kopxx O.M.
ToBaprCTBO 3 00MeXXEeHOI0 Bi/INOBija/IbHICTIO «Ba3ucme», MeanuHuid 11IeHTp, M. YepHiBLi
3. | K.M.H. BumiHuBerpkui 1.1
KomyHaneHe  mignpuemctBo  «JlikapHsa  Nel»  JKuTOoMHMpCbKOI  MICBKOI  pajy,
KoHCyibTaTUBHO-/TIKYBa/ibHE BifiieHHs «HayKoBO-10C/Ii THULIBKUM LIEHTP», M. JKUTOMUD
4. | n.M.H., npod. Jlo3uHcekuii C.E.
ToBapucTBO 3 00MeXeHOW BifAmoBiganbHicTIO «Meanuanii  1eHTp «CasmoTem»,
JIiKkyBa/IbHO-/1iarHOCTUYHUM BiJ/Ii/1 MeIMYHOTO 11eHTPY, M. BiHHuULIS
5. | K.M.H. Pemotsko /1.0.
MenvuyHui 1]eHTP TOBapyCTBa 3 OOMEXKeHOH BiJmnoBifanbHiCTIO «MeaUuHUA LIeHTP
«KoHcuiym Megikan», KiliHIKO-KOHCY/IbTaTUBHE BiffisieHHs, M. KuiB

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

Ne 52 Big 15.01.2026

HasBa kiHiyHOTO BUTNIPOOYBaHHH,
KO[I, BepCis Ta jjara

«PaHgomi3oBaHe, mo/BiliHe cJiirie, T/iarjeb60-KOHTPO/IbOBaHe, TIO/[ifHO-Opi€EHTOBaHe AOC/TiIKeHHS
I ¢a3u 3 MeTo BHBUEHHS BIUIMBY OPGQOPIINPOHY HAa YacTOTy BUHUKHEHHS 3HAuHUX
HEeCTIpUST/IMBUX SBUL 3 OOKYy CepLieBO-Cy/IMHHOI CHUCTeMH Yy TIAllieHTiB 3 BCTaHOBJIEHUM
aTepOCKJIePOTUYHUM CepLIeBO-Cy/IMHHUM 3aXBOPIOBAHHSIM i/ab0 XPOHIUHWM 3aXBOPIOBAHHSIM
HUpPOK», J2A-MC-GZPW, Bepcis 3 nonpaskoto (a) Bifg 26 BepecHs 2025 poky




2 MPOZOBXKEeHH ojaTKa 2

3asiBHUK, KpaiHa «Eni Jlinni Bocrok CAy, IlIBetitjapisi
CrnioHcop, KpaiHa Eni Jlinni enz Kommnani, CIIIA / Eli Lilly and Company, USA
B.o. Haua/ibHNKa @apMalieBTUYHOT0 yIPaB/IiHHA Onekcanap I'PIHEHKO

(migmmc) (Bnache im’s TIPI3BUILIE)



HopaTtoxk 3

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

Biz 26.02.2026 Ne 245

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Crucmuii BUK/IAJ TIPOTOKOJY KiiHiuHOro BUripoOyBaHHsS (cuHoricuc): SL-3R2A, Bepcis 2.0 Bix
03 rpyanst 2025 poky, yKpaiHCbKOI MOBOO; IIpoTokosn kiiHiuHoro urpoOyBaHHS: SL-3R2A,
Bepcis 2.0 Big 03 rpyans 2025 poky, aHr/IilicbKo0 MOBORO; bpoiiypa mocnigHuka, Bepcis 02 Bif
03 rpyans 2025 poky, aHrJilicbkKoro MoBoto; IHopmatiist a/1s natjieHTiB Ta @opma iHpopmMoBaHOT
3rogu, Bepcis 2.0 Big 03 rpygHs 2025 poky, yKpaiHCbKOK MOBOO; 3ayuyeHHs JOAAaTKOBOTO MiCLs
MIPOBe/IeHHs1 KJIiHIYHOTO BUITPOOYBaHHS:

No I1.1.b. BigmoBiganbLHOrO AOCiTHUKA
/1 Ha3Ba micus mpoBeieHHs1 K/TiHIUHOTO BUNTPOOYBaHHSI

1. | k.M.H. MockoBeHko O./].
ToBaprcTBO 3 0OMEXEHOI BiJMOBiJa/NbHICTIO «JIiKyBa/bHO-Z[iarHOCTUUHUHN  L[EHTP
«AJIOHIC TITFOC», JIIKYBa/IbHO TIPOGiakKTHUHUM mifpo3aia, M. Kuis

Howmep Ta gara Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 1910 Big 18.12.2025

Ha3sBa kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«®a3a II-11I BuripoOyBaHHs /7151 OL[iHKK e(heKTUBHOCTI Ta Ge3meku CyOmiHrBa/bHOI iMyHOTepartii y
MALli€HTIB, LI0 CTPa)KJar0Th HA aJieprito Ha KJilla JAoMaliHboro rmny», SL-3R2A, Bepcis 1.0 Big,
31 yuniHg 2025 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHOr0 BifmoBigampHicTIO «Papmakci Kninikan Pucepu», Ykpaina

CnoHcop, KpaiHa

POKCAJIJI Megitiin I'm6X, HimeuunHa / ROXALL Medizin GmbH, Germany

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

(mmigrmc) (Bnacse im’st TTPI3BULIE)



Hopatok 4

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

BiJ 26.02.2026 Ne 245

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OHoBneHu# MpOTOKOJ KiiHiuHoro pochimkeHHs CLI-05993AA3-06, Bepcis 4.0 Big 11 rpyaHs
2025 poKy aHI/TiHCHKOK MOBO; 3MiHa Ha3BU MiCIIsl TPOBeIeHHs K/TiHIYHOTO BUIIPOOYBAHHS:
BYJIO CTAJIO
I.M.H., ipod. [IleBuyk C.B. I.M.H., ipod. IIleBuyk C.B.
Kninika  HaykoBo-Zioc/lifHOTO — iHCTUTYTY | «YHiBepcuTeTChKa K/iHiKa»  BiHHUI[bKOTO
peabisiTarii ocib 3 iHBasiAHiCTIO (HaBYA/ILHO- | HALIIOHAJILHOTO ~ MEJAWUYHOTO  yHiBEPCHUTETY

HayKOBO-/TiKyBa/bHUMN KoMmruiekc) | im. M.I. TluporoBa (JlikyBa/bHO-HaBUaIbHO-
BiHHMIIPKOrO  HALliOHAJILHOTO  MeJWYHOrO | HAYKOBUW LI€HTP), TeparieBTUUHEe BiJ/i/eHHS,
yHiBepCUTeTYy im. M.IL [Tuporoga, | BiHHULIbKUT HallioHa/IbHUM MeTUUHUI
MyJIbMOHOJIOTiuHe BiaginenHs, Binnunbkuii | yHiBepcuter im. M.I. TluporoBa, kadempa
HallioHaTbHUM MeIUUHMI YHiBEpPCUTET | BHYTPILIHbOI MeAULMHA Ne2, M. BiHHHLIS

iMm. M.I. IluporoBa, kadezpa BHYTPIIIHbOI
MeauuuHU No2, M. BiHHuIs

Howmep Ta gara Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 1752 Bip 14.10.2024

Ha3sga kstiHiuHOTO BUTNIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«MixHapoziHe, OaraToOIleHTPOBe, paHZOMi30BaHe, TO/BiliHe cjiine AocipkeHHs ¢a3u 111 y 2
rapajie/lbHUX TPyIax TPUBAMICTIO 52 TIKHI 3 MeTOIO TOpiBHSIHHS e(eKTHBHOCTI, Oe3rmeku Ta
TepeHOCHUMOCTI (hiKCOBaHUX /103 MOTPiMHOT KOMOiHallii «0eK/I0MeTa30H JAMIPOITiOHaT, GOpPMOTEpOs
dymapat i rmikomiponiii Opomizm» (CHF 5993) i ¢ikcoBanux 103 mozBiiiHOI KombiHarlii
«bekioMeTa3oH gunporioHar i popmoreposn pymapar» (CHF 1535), 0061/iBi 3 IKMX BBOJSATHCS Uepe3
inranarop pMDI, y maijieHTiB i3 XpOHIYHUM OOCTPYKTHBHUM 3aXBOPIOBaHHAM jereHb (XO3J1)»,
CLI-05993AA3-06, Bepcis 3.0 Big 08 muctonaga 2024 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOTIMEHT YKPAIHA»

CnoHcop, KpaiHa

«K’e3i ®apmarienriui C.n.A.» [Chiesi Farmaceutici S.p.A.], Itanis

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




(miznmc) (Bnache im’st TIPI3BUILIE)



HJopaTtok 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

BiJ 26.02.2026 Ne 245

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OmnogJieHa 6poiirypa gocmigHyKa Ajist Tpacty3ymaby (RO0452317), Bepcist 26 Bif skoBTHs 2025 p.

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1403 Biz 14.06.2019;
Ne 1012 Big 24.05.2021

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«bararoueHTpoBe, B OJHIM Tpymi CXeMHU JIiKyBaHHS, BIiZKpUTE MPOJOBXKeHe [NOC/Ii)KeHHs
nepTy3ymMaby B pexkumi MoHoTepariii abo y KoM6iHaLlii 3 iHIIMMU MPOTUMYX/IMHHUMHU 3aco0b6aMu y
TMALli€HTIB, 110 paHille TPUManyd ydyacTb y BHUIPOOYBaHHSIX IepTy3ymaly, CIOHCOPOM SIKMX
BUCTynana kommaHigs Xoddman-/la Pomr», MO29406, Bepcisi 4 Bix 04 ksiTHa 2025 p;
«PanzomisoBaHe, mojBiliHe ciiine, raleb0-KOHTPOMbOBaHe fAocsimkeHHss (as3u I g orfiHku
edeKTUBHOCTI Ta Ge3meuHOCTi afi’ FOBaHTHOI Tepariii aTe3o/1i3ymMaboM abo riaijebo y kombiHaliii 3
TpacTy3yMabom eMTaHCUHOM Y mailieHTiB i3 HER2-103UTUBHUM pakoM MOJIOUHOT 3271031 3 BUCOKUM
PU3MKOM peLAUBY Mic/s nepefonepauiiHol Tepanii», W042633, Bepcis 6 Big 05 motoro 2025 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXeHO0 BifIMOBiabHICTIO «Por1 YKpaiHa»

CnoHcop, KpaiHa

. Xoddmann-JIs Poru JITa, [lIBetitiapis

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

(mignuc) (Bnacue im’s TTIPI3BULLE)



HJopaTtok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

BiJ 26.02.2026 Ne 245

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OmnossieHe [locke [OCTiPKyBaHOTO JiKapcbkoro 3aco0y myBakityr (duvakitug) Ta Bigmosimxe
[Tnatebo (aHrmiiicbkoro MoBow): Duvakitug, Drug Product, BumanHs Bix ciuns 2026 poky;
QUALITY DATA, Duvakitug, Prefilled Syringe (PFS), PL. PLACEBO PRODUCT, BuziaHHs Bif,
ciuass 2026 poky; [lofoBXeHHS TepMiHy MPUAATHOCTI AOC/iIKYBAaHOTO JiKapChbKOro 3acoly
Duvakitug (SAR447189) 440 mr/2.1 mn po3urHy (210 mMr/mi), po3uuH AJis iH'€KLIiN y ronepeaHbo
HarlOBHEHOMY IITPHIi, Ta BiiMoBigHOTrO TI/1a1ie60, 3 12 1o 18 Micsiis

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 54 Big 15.01.2026;
Ne 54 iz 15.01.2026;
Ne 54 Big 15.01.2026;
Ne 54 Big 15.01.2026

HasBa kiHiuHOTO BUMPOOYBaHHH,
KO/, Bepcis Ta jara

«bararorieHTpoBe MiXKHApOJHe paHZOMi30BaHe TIOABIMHO cjime TuIale00-KOHTPOJLOBAHE
nocrimkenss 111 dasu 3 orjiHKu eeKTUBHOCTI Ta 6e3meuHOCTi iHAYKLiIHOI Teparil AyBakiTyroMm B
YUaCHUKIB i3 cepeIHbOTSHKKAM ab0 TsHKKUM repebiroM BUPa3KOBOTO KOJITY B aKTHBHIiM (opMi»,
EFC18325, 3 nomnpaBkoto 01, Bepcis 1 Big 01 BepecHst 2025 poky;

«bararorieHTpoBe MiXKHApOJHe paHZOMi30BaHe TIOABIMHO cjime TUIale00-KOHTPOJLOBAHE
nocrimkenss 111 dasu 3 orjiHKu eeKTUBHOCTI Ta 6e3meuHOCTi iHAYKLiIHOI Teparil AyBaKiTyroMm B
YUaCHUKIB i3 cepeIHBOTSHKKUM ab0 TSHKKUM Tepebirom xBopo6u KpoHa B akTHBHIN (hopmi»,
EFC18326, 3 nomnpaskoro 01, Bepcis 1 Big 01 BepecHst 2025 poky;

«bararorieHTpoBe MiXKHApOJHe paHZOMi30BaHe TIOABIMHO cjime TUIae00-KOHTPOJLOBAHE
pocrimkennss I ¢asu 3 ouiHku edekTHBHOCTI Ta Oe3neyHoCTi MiATPUMYBaIbHOI Teparii
JYBaKiTyrOM B YYaCHHKIB i3 CepeJHbOTSDKKMM ab0 TSPKKUM Iepe0Oirom BHPA3KOBOTO KOJMITY B
akTuBHil Qopmi», EFC18359, 3 nompaBkoto 01, Bepcis 1 Big 01 Bepechs 2025 poky;
«bararorieHTpoBe MiXKHApOJHe paHZOMi30BaHe TIOABIMHO cjime TuIale00-KOHTPOJLOBAHE
pocrimkennss I ¢asu 3 ouiHku edekTHBHOCTI Ta Oe3neyHoCTi MiATPUMYBanIbHOI Tepartii
JIYBaKiTyTOM B YUaCHUKIB i3 cepeJHOTSDKKUM a0 TSHKKUM repebirom xBopobu KpoHa B akKTUBHIN
¢dopwmi», EFC18327, 3 nonpaskoto 01, Bepcis 1 Bifg 01 BepecHst 2025 poky




2 MPOZIOBXKEHHS lojaTKa 6

3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABeHTic Peiepin e /leBenonmas,
®DpaHiiis)

B.o. HauaibHUKA PapMaLeBTHUHOT0 yIIPaB/IiHHS Onexkcangp I'PINEHKO

(mignuc) (Bnacne im’st TIPI3BULLIE)



HopaTtok 7

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

Biz 26.02.2026 Ne 245

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

IHCTpYKLII 111010 TOBO/PKEHHS 3 JOC/IPKYBaHUM IIperapaToM /11 YYaCHUKIB JOC/Ii/I)KeHHs, BepCis
4.0 Biz 16 ciung 2026 poKy, yKpalHCEKOI0 MOBOO

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1397 Big 08.08.2024

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PanziomizoBaHe, TmoBiliHe ciiine, TIalle00-KOHTPOJbOBaHe, OaraToOLleHTPOBe JOCTiKeHHs
MaBopukcadgopy da3u III cepes yYacHUKIB 3 BPO/PKEHUMH Ta HAaOYTUMHM TIepBUHHUMH
ayTOIMYHHMMH Ta i1l0MaTUUHMMHM XPOHIUHMMU HEUTPOMEHIUHUMU P03/1a/laMHy, 1110 CTpak/latoTh Ha
peruIMBYroUi Ta/abo cepiio3Hi iHdekirii», X4P-001-110, Bepcist 4.0 Bix 05 sxoBTHs 2025 pOKy

3asiBHUK, KpaiHa

HOBOTEK KJ/ITHIKAJI PICBOY (KIITP) JIIMITE/], Kinp

CnoHcop, KpaiHa

X4 Pharmaceuticals, Inc., USA / Ikc4 ®apmacbtoTikans, IHk., CIITA

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

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HopaTtok 8

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

BiJ 26.02.2026 Ne 245

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Hocbe mocimkyBaHoro jikapcekoro 3acody (IMPD) [Ublituximab Drug Substance]: Ublituximab
high concentration 200mg/mL Bix rpyaus 2025 p. (v06-IMPD-DS); [locbke nocmifpKyBaHOTO
sikapcekoro 3aco0y (IMPD) [Ublituximab Drug Product]: Ublituximab Solution for injection
(200 mg/ml) Big rpyaus 2025 p. (vO6-IMPD-DP); [locke AOCTiIKyBaHOTO JIiIKAPCHKOTO 3aco0y
(IMPD) [Ublituximab Solution for injection 200 mg/mL] Appendices Big rpygus 2025 p.
(v02-IMPD-AP); TIlomoBkeHHsI TepMiHy TPHAATHOCTI ZAOC/iZ)KyBaHOTO JIiIKAPCHKOTO 3aco0y
Yonitykcumab (TG-1101), po3uun A in’ekuiid, 400 mr/2 mu (200 mr/min) 3 12 mgo 24 Micsiiis;
OnuTyBa/lbHUK PO 3aZI0BOJIEHICTh criocoboM mipoBesieHHs Tepartii (TASQ-SC) © ykpaiHCBHKOIO
MOBOMO, Bepcisg Bifg 19 ciuna 2026 p. [TASQ-SC - Ukraine/Ukrainian - Version of 19 Jan
2026 — ICON]

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne123 Big 04.02.2026

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zjaTta

«baraTouentpoBe fociifpkeHHs I ¢asy, 1110 TPOBOAUTHCS 3 METOIO OLIHKK (hapMaKOKiHETUUHHX
rapameTpiB i 6e3rneyHocTi ybiTykcumaly TpH MiAIIKipHOMY BBe/IeHHI B Pi3Hi [iSIHKH, a TaKOX
BU3HAUEHHSI MOro BigHOCHOI 6iOAOCTYIHOCTI TIpU BBe/IeHHI 3a /IOTIOMOTOI0 aBTOiH)KEKTOpa
TOPIBHAHO 31 LITIPULIOM MaLjieHTaM i3 po3cissHuM ckinepo3om», TG1101-RMS-SC201, pepakuis 1.0
Biz 24 BepecHs 2025 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZITIOBITAJIBHICTIO «ITI EC AI1-YKPATHA»

CnoHcop, KpaiHa

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

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

(mignuc) (Bnacue im’s TTIPI3BULLE)



Hopatok 9

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

BiJ 26.02.2026 Ne 245

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Bpomypa ans gocnigHuka 3 npenapaty bpesnosityr, pepakiisi 4 Big 04 rpyaus 2025 p.; IHpopmais
JIJIsl yuaCHUMKa JOC/iKeHHs i popma iHdhopMoBaHoi 3ro/iu, ocTaTouHa pefakiiis 2.0 a1 YKpaiHu Bif
09 ciuyns 2026 p., ocTaTOUHUI TTepeK/iaj, 3 aHI/TiCbKOi MOBY Ha YKpaiHCbKY MOBY Bif 21 ciuHs 2026
p.; Indopmaris mpo 6penoBityr (BJT-778), pemakuisi 2.0 Big 02 ciuns 2026 p., mepeknaf 3
aHTJIiCbKOT MOBH Ha YKpaiHCbKY MOBY Bif 15 ciuns 2026 p.

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/leHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1723 Big 14.11.2025

HasBa kiiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«PanzomizoBane Bigkpurte OararoueHTpoBe mociimkeHHss III ¢asu 3 oliHKA OpesoBiTYTY B
TOPIBHSIHHI 3 BIJICTPOYEHOIO Tepari€r0 MPU JIKyBaHHI XPOHIYHOIO BipyCHOro rematury D
(komoBe no3HaueHHs:: AZURE-4)», BJT-778-304, penakiiis 2.0 Big 20 ceprias 2025 p.

3asiBHUK, KpaiHa

TOBAPKMCTBO 3 OEMEXXEHORO BIATIOBIJAJIBHICTIO «ITI EC AW-YKPATHA»

CnoHcop, KpaiHa

«baymkeii Teparm’totikc, IHk.» [Bluejay Therapeutics, Inc.], CIITA

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

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 10

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

BiJ 26.02.2026 Ne 245

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Omnosnienuit TIpotokon kiiHiuHoro pgocimkeHHss NAPISTAR 1-01, rnobanbHa Bepcis 4.0 Bif
16 ciuns 2026 poky, aHrilicbKO0 MOBOO; Popma iH(OpMOBaHOI 3ro/i yYacHMKa JOC/iPKeHHS Ta
Jl03BiJ1 HAa BUKOPUCTAHHS i pO3roJIoleHHs 3aXUllleHol MeinuHo]l iHpopMalliii, Bepcisi 4.0 Big 20 ciuHs
2026 poky ans YKpainu, Ha ocHoBi Maiictep-Bepcii @opmu iHdopmoBaHoi 3roau, Bepcis 5.0 Bif,
16 ciuns 2026 poky, aHT/IHWCBKOI Ta YKpaiHCbKOIO MoBamu; PopMma iHpopMOBaHOI 3roau /st
ydJaCHUKa InpeckpuHiHry, Bepcis 2.0 Big 20 ciunsa 2026 poky ans YKpainu, Ha ocHOBI Maiicrep-
Bepcii ®opmu iHboOpMOBaHOI 3roAu A/ ydyacHMKa TpeckpuHiHry, Bepcisg 3.0 Big 16 ciuns
2026 poKy, aHIIIMCHKO Ta YKPaiHCHKO0 MOBaMU

Howmep Ta fata Hakasy MO3 1ipo
TIpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 854 Big 22.05.2025

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zjaTta

«baraTolLieHTpOBe, 3 MepIIMM 3aCTOCYBaHHSIM IpenapaTty y JaroAuHu AoctifkeHHs I/1la dasu 3
MiZBUILIEHHSAM Ta OITUMi3alli€el0 [03yBaHHS i OLIHKK 0e3revHoCTi, TepeHOCHUMOCTI,
dapmakokiHeTMKH Ta e(eKTMBHOCTI KOH’toraTy aHTuTijia Zio NaPi2b 3 mikapcbkum 3acobom
TUB-040 y narieHTiB 3 pe3MCTeHTHHUM [0 MpernapariB M1aTUHUA pakoM sieuHuKiB (PITPS) Bucokoro
CTymeHs  370siKicHOCTi  abo  peLuvMBYHOUOIO/pepakTepHOI0  aIeHOKapLMHOMOK  —
HezipibHOKmiTHHHMM pakoM jeredb (HKPJT) (NAPISTAR 1-01)», NAPISTAR 1-01, rno6ansHa
Bepcis 3.0 Big 22 BepecHsi 2025 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Ty6ynic 'm6X, Himeuuuna / Tubulis GmbH, Germany

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

(mignuc) (Bnacue im’s TTIPI3BULLE)



