Hopatox 1

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

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

«OriopHe, 6araTorjeHTpOBe, paH/OMi30BaHe, TIO/BiliHe cJjiine, Tiale00-KOHTPOILOBAHE
nociimkeHHs dasu 2/3 3 aflalTUBHUM AU3aiiHOM [i/1s TIOPiBHSIHHS L-aHHaMiLMHY AJis iH’ €Kil y
KoMOiHarlil 3 iH’ek1jissMu 1iuTapabiHy Ta ruiaije6o B KoMOiHarlil 3 iH’ekI[isiMu 1fuTapabiHy B AKOCTi
Teparii fpyroi jiHil A1 iHAYKLUii peMicil y Z0poc/uX naiieHTiB 3 pedpakTepHUM/peLiiUBYIOUUM
roCTpUM MI€NOIIHUM JIelK0o30M», KoA AociimkeHHss MB-108, Bepcis 2 Big 04 nucromaza
2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», Ykpaina

CnoHcop, KpaiHa

Mousekynin biortex, Ink. (MBI), CIIIA / Moleculin Biotech, Inc. (MBI), USA

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

Jlinocomanbuuii aHHamiuyH (Liposomal Annamycin; AxHaminmH; Annamycin; L-aHHamiluH;
L-Annamycin; JlimnocomanbHuii aHHaMiuyH (L-aHHaminuH) ass id’ekui; Liposomal Annamycin
(L-Annamycin) for Injection); ITopoiok A/ po3uvHy AJsi iH’eKiiii (45 Mr y OoJHOpa30BOMY
¢nakoni o6’emom 50 wmu); 45 wmr (mimirpam); Bsp Pharmaceuticals S.p.A., Itanis;
Alcami Corporation, CIIIA; Alcami Corporation, CIIA; IMP PHARMACEUTICAL SERVICES
LIMITED, BenukobpuTaHis;

[Tnate6o mo JlimocomanbHuii anHamituH (Liposomal Annamycin; AHHaminmH; Annamycin;
L-anHaminuH; L-Annamycin; JlinocomanbHuii aHHamiuvH (L-aHHaMiUMH) [1s1  iH €KLii;
Liposomal Annamycin (L-Annamycin) for Injection) (I30ToHiuHMII PO3UMH HATpilO XJIOPULY);
Po3unn g4 iHdys3iit; 0.9 % (9vr/mn); B. Braun Melsungen AG, HimeuunHa;

Llutapabin (Cytarabine; Ilutapabin gys in’ekuiii; Cytarabine Injection); Po3umH as iH’ €Ki
(2 rpamu Ha 20 wmn y opHopasoBoMy ¢unakoHi); 100 wmr/mn  (Migirpam/Mininitp);
IMP PHARMACEUTICAL SERVICES LIMITED, Benuko6pura#is; Fresenius Kabi USA, LLC,
CIIIA; FRESENIUS KABI USA, LLC, CIITA

Bianosigansuuii (i) JocaigHuK (1)
Ta Micue (1) NpoBeieHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.m.H. Kaprabeza O.A.
MeauuHuil 1[eHTP TOBapUCTBa 3 OOMEXKeHOIO BiAroBifanbHicTIO «ApeHcis ExcrimopaTopi
Mepnicin», BiIJTI KJTIHIYHUX JOCTI/KeHb, M. KriB

[Tpenapaty MoOpiBHSIHHS, BUPOOHUK
Ta KpaiHa
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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)



Hopartox 2

Jlo Haka3y MiHicTepcTBa OXOPOHU 3[0POB’ st
Yxpainu «IIpo rposezseHHs KIIHIYHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/PKEHHS CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

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

«[Tporpama paHJ0Mi30BaHMX, IMOABIMHUX CJIITKX, TUIalle00-KOHTPOIbOBAaHUX AoCimKkeHs 111 dha3u
[U1s OL[iHKK eeKTUBHOCTI Ta Oe3rneku MK-7240 B yyacHHKIB i3 cepeIHbO-TSHKKUM BHUPa3KOBUM
KOJIITOM B aKTUBHilN opMi», koa mocrimkeHHss MK-7240-001, 3 iHKOpropoBaHOHO MOIPaBKOI)
01 Bix 23 ceprniHa 2023 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXXeHOI0 BifmnoifampHicTI0 « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

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

Tynicokibapt (Tulisokibart, MK-7240, PRA023); MK-7240; PRAO023; Tyusnicokibapt
(Tulisokibart), (MK-7240, PRA023, PM01, B4407, C713, C731, Swordfish, Marlin); crepuisuuii
PO3UKH [i/1sl BHYTPillIHbOBeHHHUX iH(Yy3il/iakon; 500 mr/5 mi (100 mr/mn); Catalent Indiana LLC,
United States; Catalent Pharma Solutions LLC, USA; Catalent CTS LLC, USA; Merck Sharp &
Dohme LLC, United States; Werthenstein Biopharma GmbH, Switzerland; Fisher Clinical Services
UK Limited, United Kingdom; Almac Clinical Services Limited, United Kingdom; Almac Clinical
Services, US; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;
Merck Sharp & Dohme LLC, United States; MSD INTERNATIONAL GmbH, Ireland;
Merck Sharp & Dohme (UK) Limited, United Kingdom; MSD International GmbH, Ireland;

[narie6o mo Tysnicokibapty (MK-7240); cTepuibHUIA PO3UYMH AJIsi BHYTPIIIHBOBEHHUX iH(Y3ii;
Catalent Indiana LLC, United States; Catalent Pharma Solutions LLC, USA; Merck Sharp &
Dohme LLC, United States; Werthenstein Biopharma GmbH, Switzerland; Fisher Clinical Services
UK Limited, United Kingdom; Almac Clinical Services Limited, United Kingdom; Almac Clinical
Services, US; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;
Merck Sharp & Dohme LLC, United States; MSD INTERNATIONAL GmbH, Ireland;
Merck Sharp & Dohme (UK) Limited, United Kingdom; MSD International GmbH, Ireland;

Tynicokibapt (Tulisokibart, MK-7240, PRA023) (MK-7240, PRAO023; Tyusnicokibapt
(Tulisokibart), (MK-7240, PRA023, PM01, B4407, C713, C731, Swordfish, Marlin); crepuibHuii
PO3UKH [/ TiAIIKIpHUX iH’ eKiiit/aBToiH'ekTop; 240 mr/1,2 mn (200 mr/mn); Catalent Indiana LLC,
United States; Catalent Pharma Solutions LLC, USA; Catalent CTS LLC, USA; Merck Sharp &
Dohme LLC, United States; Werthenstein Biopharma GmbH, Switzerland; Fisher Clinical Services
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UK Limited, United Kingdom; Almac Clinical Services Limited, United Kingdom; Almac Clinical
Services, US; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA;
Merck Sharp & Dohme LLC, United States; MSD INTERNATIONAL GmbH, Ireland;
Merck Sharp & Dohme (UK) Limited, United Kingdom;

[Tnare6o mo Tynicokibapty (MK-7240); crepusbHUIA PO3UWH 1S MiJIIKipHUX iH’ekiiii; Catalent
Indiana LLC, United States; Catalent Pharma Solutions LL.C, USA; Merck Sharp & Dohme LLC,
United States; Werthenstein Biopharma GmbH, Switzerland; Fisher Clinical Services UK Limited,
United Kingdom; Almac Clinical Services Limited, United Kingdom; Almac Clinical Services,
US; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc., USA; Merck Sharp
& Dohme LLC, United States; MSD INTERNATIONAL GmbH, Ireland; Merck Sharp & Dohme
(UK) Limited, United Kingdom

Bignosimanshuii (i) mocaigHuk (1)
Ta MicLe (s1) NpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap bapanenko B.M.

Mepyunmii LieHTp «YHiBepcanbHa KiiHika «O6epir» ToBapucTBa 3 00Me)KeHO!0 BilTOBijaIbHICTIO
«Karmurtan», KniHiko-KoHCY/IbTaTUBHE BifineHHs, M. KuiB

2) nikap bysiHoBCbKMi P.B.

ToBapuCcTBO 3 0OMEXEHOI0 BiAMoBifanbHiCTIO «Meauunuii 1eHTp «o6pobyT-TTonikiHiKa»,
JlikyBasibHO-/liarHOCTHYHUH 1eHTp «/00po0yT», OHKOJIOTiuHe BifijieHHs CTaljioHapy 3 G10KOoM
ximiotepanii, M. Kuis

3) nikap Yynpuna JI1.0.

MeauuHUI 1[eHTP TOBapUCTBa 3 OOMeKeHOW BiAmoBimambHiCTIO «lleHTp ciMeliHOI MeAWLIMHU
TUTFOC», CrieLjia/ii3oBaHe raCTpOeHTeposIoriuHe BiaaisieHHs, M. Kuis

4) n.m.H. 'onoBuenko O.1.

ToBapucTBO 3 00MeXXeHOW BiAmoBifampHiCTIO «Meanunnii rieHTp Xenc Kninik», Meguunuit
K/IIHIYHUMA AOCTIAHULBKUM 1]eHTp, BiJJil racTpoeHTeposorii, remnaTosiorii Ta eHJ0KPHUHOJIOTII,
M. Binans

5) k.M.H. KpaBuenko T.I'.

MeauuyHuii LJeHTp MpyBaTHOro miAnpueMctBa «Curma», KiliHiKO-KOHCY/IbTaTHBHE BiJfisieHHS,
M. KuiB

6) k.M.H. Jleomk O.B.

KomyHasibHe HeKoMepIiiiiHe TiamprueMcTBo JIbBiBCbKOI o0sacHOI paau «JIbBiBCbKa 0OsacHa
K/IiHIUHA JliKapHsi», TPOKTOJOTriyHe BiafineHHsi, JIbBIBCbKMM Hal[iOHaJbHUM MeJUUYHUM
yHiBepcuTeT iMeHi [lanumna ['anuipKoro, Kadezapa xipyprii Nel, m. JIbBiB
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7) 8.M.H., ipog. ITenTrok H.O.

KoMyHanbHe HeKoMepIiifiHe TiAnpueMcTBO «BiHHMIbKA MicbKa K/liHiuHa fikapHs Nel», KiiHiuHe
TepaneBTAYHe BigziieHHsa Nel, BiHHUWLBKWK HaL[iOHA/ILHUA MeQUYHUM  yHIBEPCUTET
iMm. MLI. [Tuporogsa, Kadezpa rporneseBTUKA BHYTPIllIHLOI MeAULIMHU, M. BiHHUIs

8) nikap lynera [.®.

KomyHasbHe MigrpueMcTBO «BosiHChbKa 06/1acHa KiTiHiuHa JiiKapHsa» Bo/MHCBKOI 00/1acHOT pajy,
xipypriuHe BizineHHs (aboMiHaIbHOT, KOJIOTPOKTO/IOTiUHOT, €HZ0OKPUHHOI TIAaTOJIOT1) 3 JT>KKaMU
TJIACTUYHOI Xipyprii Ta Xipyprii KUcTi, M. JIyLibK

9) a.M.H., npod. CtaHiciaBuyk M.A.

KomyHasibHe  HeKOMepIiiiiHe miAnpuemMcTBo «BiHHMIIBKAa o6slacHa K/IiHiYHA  JTiKapHS
iMm. M.I. TTuporoBa BiHHMIbKOI o6siacHOI pagw», OO6macHWM crierfiaiizoBaHUN KJTiHIYHUH
racTpOeHTepOJIOTiUHUM 1]eHTP, BiHHUI[bKUI HallioHaIbHUM MeJUUHUM yHiBepCUTeT

im. MLIL. [Tuporoga, kadeapa BHyTpilIHbOI MeguLMHK Nel, M. BinHuLs

10) k.mM.H. BummmBantok B.1O.

KomyHanbHe HekoMmepLiiiHe TignpueMcTBo «O0sacHa kiiHiuHa sikapHs IBaHO-®paHKiBCHKOI
obsacHOi paj», TacCTpOeHTeposioriuHe BiffdineHHs, IBaHO-PpaHKIBCHKHN HAal[iOHATBHUM
MeJIMYHUN yHiBepcuTeT, Kadezapa BHYTpilIHbOI MefuiuHA Nel, KiiHiyHOI iMyHosorii Ta
aneproJiorii imM. akagemika €.M. Heiika, M. IBaHO-®PpaHKiBCbK

[Tpenapaty MOpiBHSIHHS, BUPOOHUK
Ta KpaiHa

CynyTHi maTepianu/miperiapati
CyTyTHBOI Tepariii/topuguuHa abo
¢isuuHa ocoba, siKa fii€ 3a
[IOBIpeHICTIO, Ky Ha/JjaB CIIOHCOP 4y
3asIBHUK Ha BBE3€HHS
JOCTiIKYBaHUX JTiKapChKUX 3ac00iB
Ta CYIyTHIX MarTepiasiB

- nabopaTopHi Habopw;

- min/max TeEpPMOMETPH;

- iHdy3omaTy;

- LUTIPULH;

- CYyMKU-XOJIOAU/IbHUKY;

- KOHTelHep /i yTUi3aLlii roCcTpuX MpeJMeTiB;
- eJIeKTPOHHI L[OZIeHHUKU

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

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopartok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

KopoTka xapakTepuCTHKa [OC/iPKYBaHOTO JIiKapCbKoro 3aco0y Briviact Bix 22 mmcromaza
2024 poky; Indopmariis a1s nauienTa i dopma inpopmoBaHoi 3roau, Mogens /s YKpaiHu, Bepcist
2.0 Big 28 mucromaza 2024 poky (yKpaiHCBKOIO Ta pocCiMichkKoro MoBamH); THdbopMmaiiis 11s 6aTeKiB
naijieHTa i ¢opma iHpopmoBaHoi 3rogu, Mozenb Ans Ykpainu, Bepcis 2.0 Bix 28 smucronaja
2024 poky (yKpaiHChKOIO Ta pocilicbkkoro MoBaMM); IHdopmatiisi Ais naijieHTa i dopma 3rogu st
nawiieHTiB BikoMm Bif 11 go 13 pokiB, Mogesns g5t YKpainu, Bepcid 2.0 Big 28 ynvcronaza 2024 poky
(YKpaiHCBKOIO Ta poCificbKOr0 MoBaMM); IH¢opMaliis /s maijieHTa i dopma 3roau Ajsi maljieHTiB
BiKOM Biz 14 no 17 (BK/IIOYHO) poKiB, Mozesnb A/t YKpainu, Bepcis 2.0 Big 28 nucronaza 2024 poky
(YKpaiHCBKOIO Ta POCIMCHKOI MOBAMM)

Howmep Ta fata Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1598 Big 17.09.2024

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«bararorieHTpoBe, BiZIKpUTe AOCTiKEHHS 3 OJ[HIEF0 TPYIIOK0 /15 OL[iHKH JOBIOTPUBAJIOI Oe3reKu Ta
TiepeHOCHUMOCTi OpiBapalieTaMy B yUaCHHKIB i3 JUTsU00 abcaHCHOIO abo F0BEHiTbHOK abCcaHCHOI0
enytericiero», EP0224, Bin 26 BepecHs 2023 poky

3asiBHUK, KpaiHa

TOB «[TAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«FOCibi biopapma EcApEsn», Benbrisi/ «UCB Biopharma SRL», Belgium

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

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Ykpaina, MK-3475-587, iHdopmaliisi Ta JOKYMeHT TIpo iH(OpMOBaHy 3rofly AJis Talli€eHTa, BepCist
3.01 Bim 02 ciuns 2025 p., yKpaiHCbKOI MOBOI; IHCTPYKILii 3 [03yBaHHSI JIeHBaTHHIOY,
MK-3475-587, Bepcis 1.0 Big 09 ciunst 2024 p., ykpaiHCbKO MOBOO; [HCTPYKLIil /11 3aCTOCYBaHHS
yuYaCHUKaMH CycrieH3ii nenBaTuHiOy. [IpuroryBanss cycnensii y vamri, MK-3475-587, Bepcis 1.0
Bizg 09 ciuns 2024 p., yKpaiHCbKOIO MOBOR; [HCTPYKLIil /1 3aCTOCYBaHHSI YUaCHUKAMU CyCreH3il
neHBaTUHIOy. BBe/ieHHs cycrieH3ii uepe3 30H /17151 ITyuHOro roayBadHs, MK-3475-587, Bepcist 1.0
Big 09 ciuns 2024 p., yKpaiHCbKOIO MOBOR; [HCTpPYKLil /1 3aCTOCYBaHHSI YUaCHUKAMU CyCreH3il
nenBaTuHiOy. IlepopanbHe BBe/leHHsS CyCIleH3il 3a JOMOMOroOr INMpHWIja /s TepPOpajbHOro
BBeJeHHs, MK-3475-587, Bepcis 1.0 Big 09 ciuns 2024 p., yKpaiHCbKOO MOBOR; OHOBJIEHHS
3pa3KiB MapKyBaHHS JOCTiPKyBaHOTO jiKapcbkoro 3aco0y MK-3475_Kit, Bepcist Big 18 >KOBTHS
2024 poky, MK-3475_Vial 1, Bepcis Big 18 »xoBTHs 2024 poky, MK-3475_Vial 2, Bepcis Bif
18 >xoBTHs 2024 pOKY, aHIJIIMCHKOIO Ta YKpaiHCbKOX0 MOBaMH

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

Ne 1326 Big 02.07.2021

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

«bararotienrpoge, Bigkpure gocmigkenHs III ¢a3u A/ OLiHKK AOBroCcTPOKOBOI Oe3rmeuHoCTi Ta
eeKTUBHOCTI B yUaCHHUKIB, SIKUM Hapasi TPOBOAWTHCSA JiKyBaHHsS ab0 CIIOCTepe)KeHHs Y
JIOCJTi/DKEeHHSX, 1[0 BK/IIOUAIOTh TleMOpoitizyMad», MK-3475-587, 3 iHKOPITIOpOBaHOO MOITPABKOIO
05 Big 05 rpygusa 2023 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifmoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIITA (Merck Sharp & Dohme LLC, USA)

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

(migrmc) (Bnacue im’st TTPI3BULIIE)



Hopatok 5

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

[TpoToKoJ K/IiHIYHOTO AOC/TiKeHHs 3 iIHKOpIIOpoBaHO0 mnorpaBkoto (e) Big 10 BepecHst 2024 poky,
aHTTIMCHKOI0 MOBOIO; Bporiypa Aoc/tiiHiKa [JOC/TiIKyBaHOTO JiKapChKOTo 3acoby Mipikizymab
(LY3074828), Bepcis Big 23 nunHsa 2024 poky aHTJilicbkoro MoBORO; [Hdopmaliisi A5 maijieHTa
nociimkenHss Ta @opma [HdopMoBaHoi 3roau Ajist yyacTi y [OC/i/PKeHHi /jii BUKOPUCTAHHS B
YkpaiHi, Bepcist Ne 5.0 ykpaiHCcbKot0 MOBOIO Bifi 10 ciunst 2025 poky

Howmep Ta fata Hakazy MO3 mipo
TpOBeleHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«barartonentpoBe, Binkpure, [logosxene [HocmimkenHs III ®asu pgnsa Ouinky [JoBrorpusasoi
EdektuBHocTi Ta be3neunocti 3actocyBanHs Mipikisymaby y IlarjienTtiB i3 XBopo6oro KpoHa»,
I6T-MC-AMAX, 3 inkopniopoBaHoto nornpasko (d) Big 06 motoro 2023 poky

3asiBHUK, KpaiHa

«Eni Jlinni Boctok CAy, [lIBetiljapisi

CnoHcop, KpaiHa

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

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

(migrmc) (Bnacue im’st TTPI3BULIE)



Hopatok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

3aranbHa 6Gpoirypa gocmigarka XEN1101 (a3erykanHep), Bepcis 8.0 Bix 17 rpyans 2024 poky,
aHIJIIMICBKOK MOBOO

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1924 Bip 21.08.2020

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

«PanzomizoBaHe, mo/BiliHe-cine, raleb60-KOHTPOIbOBaHe, OaraToLieHTPOBe AOC/iPKeHHS AJist
oLiHKM Oe3meku, mepeHocuMocTi Ta edektrBHOCTI mperapaty XEN1101 B sKocTi AomomiKHOT
Tepartii Mpu erijienicii 3 ¢pokasbHUM [1e0F0TOM, 3 BiJKPHUTOIO TIO0BXKeHOo!0 (a3oro», XPF-008-201,
Bepcid 8.0 Bix 23 BepecHs 2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», YkpaiHa

CnoHcop, KpaiHa

Kcenon ®apmac'torikans k., Kanazga/ Xenon Pharmaceuticals Inc., Canada

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

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

bpoiypa gocrmigavka Axkanabpytini6 (ACP-196), Buganus 13.0 Bim 14 Gepesnsi 2024 poky,
aHIJIIMICBKOK MOBOO

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 109 Big 10.02.2017

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

«PangowmizoBaHe, baratorjeHTpoBe, BigkpuTe moctimkers 111 ¢a3u Akanabpyriniby (ACP-196) B
nopiBHsIHHI 3 abo Igenanicibom y noeananHi 3 Purykcumabom, abo bengamycTtiHoM y moefHaHHi 3
Putykcumabom, Ha BuOip JOCHiJHMKA, Yy TaLi€HTIB 3 peluAuBYHOUOl0 abo pedpaKkTOPHOIO
XPOHiUHOIO JiMporuTapHOI0 nelikeMieto», ACE-CL-309, 3 iHKOpropoBaHOO MOMpPaBKOO, Bepcist
8.0 Biz 26 TpaBHs 2021 poky

3asgBHUK, KpaiHa

IignpuemcTso 3 100% inoszemHoro iHBecTunielo «AVK’FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

Acerta Pharma BV, Hingepnanau

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

(mignmc) (Bnacue im’s TIPI3BUILE)



Hopartok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBeseHHs K/IiHIYHHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

InenTuikatiis CyTTEBOI MONpPaBKK

Ononenuit [IpoTtokosn kniHiuHoro pocaimkenHss ACE-536-MDS-002, nornpaBka 6.0 Big 26 nunHs
2024 p., aHTIiHMCBKOIO MOBOIO; bBporiypa mocmifHHKA AOCTiKYBAaHOTO JIiKAapChKOTO 3aco0y
Jlycnatepuent (ACE-536/ BMS-986346), Buganus 17.0 Bim 21 4yepBHsi 2024 p., aHIJIiACBKOIO
MoBoto; ACE-536-MDS-002, Indopmaliis ans natjieHTa i popma iHbopMoBaHOI 3ro/iv aHTJTiiCbKOI0
MOBOMO /7151 YKpainu, Bepcisi 9.0 Big 7 muctomnaza 2024 p.; ACE-536-MDS-002, [ndopmatiis s
raijieHTa i ¢opma iHdbopMoBaHOI 3rojli yKpaiHCbKOHO MOBOIO /s YKpaiHu, Bepcisi9.0 Bifg
7 mucronaga 2024 p.; Hocke mocmimpkyBaHOro Jjikapcbkoro 3aco0y Jlycrateprient (ACE-536/
BMS-986346), Bepcist 9.0 Big 12 munHsa 2024 p., aHrAiMcbKor0 MOBORO; [1po/ioB)KeHHsI TepMiHy
TIPUJATHOCTI /IOC/TiZPKYBAHOTO JiiKapcbkoro 3acoby Jlycmarepuent (ACE-536/ BMS-986346) 3
48 micsiiB go 60 MicsiiB; 3pa3oK MapKyBaHHs (h/1IaKOHY /11 [OC/Ti/PKYBAHOTO JIiKapCHKOTO 3aC00y
Jlycnatepuent (ACE-536), 25 wmr, niodinisat a5 in’exuiii, Bepcis 1.0, Big 10 TpaBHs 2024 p.,
YKPaiHCBKOIO MOBOIO; 3pa30K MapKyBaHHS KOPOOKU /il OC/IiPKYBAaHOTO JIiKAapChKOTO 3aco0y
Jlycnarepuent (ACE-536), 25 wmr, niodinisat a5 in’exuiii, Bepcis 1.0, Big 10 TpaBHs 2024 p.,
YKPaiHCHKOIO MOBOIO; 3pa30K MapKyBaHHs (hIakKOHY JJist JOCTiKYBaHOTO JIiIKapChKOTO 3aco0y
Jlycnarepuent (ACE-536), 75 wmr, nmiodinisat ans in’exuiii, Bepcis 1.0, Big 14 TpaBHs 2024 p.,
YKPaiHCBKOIO MOBOIO; 3pa30K MapKyBaHHS KOPOOKU /il [OC/Ii/PKYBaHOTO JIiKAapChKOTO 3aco0y
Jlycnarepuent (ACE-536), 75 wmr, niodinisat a5 in’exuiii, Bepcis 1.0, Big 14 TpaBHs 2024 p.,
yKpaiHChKOI MOBOIO; 3pa30K MapKyBaHHs (h/IaKOHY [Jis TiKapChbKOTo 3acoby ropiBHsAHHS EnoeTnH
anb(a, po3unH /s iH’ekuii, Bepcia 1.0, Bix 14 ceprHs 2024 p., yKpaiHCBKOI MOBOM; 3pa3ok
MapKyBaHHSI KOPOOKH /151 JIIKapChKOTO 3aco0y TopiBHsIHHS EroeTwH anbda, po3urH Ajis iH’ €Ki,
Biff 14 cepmHa 2024 p., yKpalHCBKOIO MOBOX; YTOUHEHHs 100 ajbTepPHATUBHOI Ha3BU
JIOCJTi/PKYBAHOTO JTiIKapchKoro 3aco0y Jlycmareprient - BMS-986346; 3miHa azpecu CrioHcopa
KJ/IIHIYHOT'O JJOC/Ti/IPKeHHS:

BYJIO
Celgene Corporation, USA /
Kopmnopetiis, CIITA
86 Morris Avenue Summit NJ 07901

CTAJIO
Celgene Corporation, USA /
KopmnopetitH, CIITA
Route 206 and Province Line Road Princeton,

CenpxeH CenpxeH

NJ 08543, USA




2 TMPOZOBXKEHHH oJaTKa 8

Howmep Ta fara Hakazy MO3 mipo
MPOBe/IeHHS K/IIHIYHOTO
BUNPOOYBaHHS

Ne 9 Biz; 02.01.2019

Has3Ba kiHiuHOr0 BUMPOOYBaHHS,
KO/, BepCis Ta fara

«Bigkpure, paHzoMizoBaHe gocsimkeHHss @a3u 3 s MOPiBHAHHA e(eKTUBHOCTI Ta Oe3rmeyHoCTi
nipertapaTy aycrarepuent (ACE-536) Ta emoeTuHy anbéa Ajs JiKyBaHHS aHeMil, CTIpUYMHEHOl
MienoaucriacTiuHuMy cuHapoMamu (M/IC) 3 my»Ke HU3bKHM, HU3BKHMM ab0 TIPOMDKHHMM piBHEM
pusuky 3a IPSS-R, y mnaijieHTiB, siKi paHille He OTPUMYyBaIM CTUMYJIATOPU epUTPOIIOe3y Ta
noTpeOyIoTh TiepenuBaHHA epuTporurie», ACE-536-MDS-002, norpaBka 5.0 Bijg 24 ceprHs
2023 p.

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

Celgene Corporation, USA/ Cenmpxen Kopnopeiiius, CITA

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

(mipnmc) (Bnacse im’st TTPI3BULIE)



Hopartok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Ownoienuii po3ain 3.2.P [Jocke A0CTiKYBaHOTO JIiKapchbKoro 3aco0y JNJ-67896062-AAA, 37,5 mr
Ta 75 mr, Tabnetky, BKpUTi ob6osioHkoro (G008/G004), Bixm 10 BepecHss 2024 p.; TTomoBxeHHs
TepMiHy nipugaTHocTi [1J13 martitentan (JNJ-67896062-AAA), 37,5 mr Ta 75 Mr, TableTKH, BKPUTI
000/10HKO}0, 10 60 Mics1IiB

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

Ne 1849 Big 11.08.2020

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

«[IpocriekTBHe, GaraToljeHTPOBe, TIO/BiliHe CJjiile, 3 IMOABiIMHOIO iMiTalli€to, paHJOMi30BaHe, 3
aKTUBHUM KOHTpPOJIEM, B MapajefbHUX rpynax, 3 MOC/AiJOBHUM BK/IKOUEHHSIM CPYII, aJalTUBHe,
KOHTPOJIbOBaHe 3a MOJisMU K/TiHiUHe [JOC/i/i)KeHHsI TpeThol (a3u sl 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, Bif 04.04.2023 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbrig

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

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

(migrmc) (Bnacue im’st TTPI3BULIIE)



Hopartoxk 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo npoBeseHHs K/IiHIYHHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OnoBnenuii Ilporokon NN6535-4725, dinanbHa Bepcis 12.0 Big 13 nucromaza 2024 p.,
aHTJIICHKOI0 MOBOIO 3 1ofjaTKamMu; JloroBHeHHst I: ['1o6anbHMiA miepestik KJTFOUOBUX CITiBPOOITHUKIB
i BiAMOBiHMX BiAAi/MB Ta TOCTadya/JbHUKIB K/iHIUHMX MaTepia/iiB (iHanbHa Bepcis 5.0, Bij
15 mucronaza 2024 p., aHrniucbKor0 MOBOKO; OHOBeHa bpoltypa fociifiHiKa, cemaryThz, IPOeKT
NN6535, XBopoba Anblrefimepa, TiepopaibHUN ceMarayTH i, BUZaHHs 7, Bepcist 1.0 Bijg 28 >KoBTHS
2024 poky, aHrmiiicbkkoro MoBoro; IHdopmaris A yuacHuka Ta dopMa 3rogud Ha ydacTb y
nJocnigkeHHi, ¢inanbHa Bepcisg 5.0-UA(UK) Big 25 nucronaza 2024 p., yKpaiHCbKOK MOBOIO;
Indopmariis a5 yuacHrka Ta @opma 3ro/id Ha yuacTb y A0CIipKeHHi, ¢piHambHa Bepcis 5.0-UA(RU)
Bif 25 nucronaza 2024 p., pociiickkoro MoBOR; [H(opmMallist A yuacHuka Ta Popma 3roaud Ha
yuyacTb y [OCHi[pKeHHi /s TlapTHepa B gociimkeHHi, c¢iHanbHa Bepcis 4.0-UA(UK) Bix
25 nmucronaga 2024 p., ykpaiHCbKO MOBOMO; [H(opMaLiist /151 yuacHrMKa Ta @opma 3ro/id Ha y4acTh
y [OCJi/pPKeHHI [ TapTHepa B AocijkeHHi, ¢iHambHa Bepcisg 4.0-UA(RU) Bix 25 nucromnaza
2024 p., pociiicbkkoro MOBOw; IH(opMallis A/ yyacHUKa AocsaimpkeHHss Ta dopma 3roau Ha
BUKOPHCTaHHSI 3pa3KiB KpOBi /s MaiOyTHiX gocmimpkeHs, ¢iHambpHa Bepcis 3.0-UA(UK), Big
25 muctoraga 2024 p., yKpaiHCbKOIO MOBORO; IH(opMallist /11 yuacHMKa AocCifkeHHs Ta Popma
3ro/Ji Ha BUKOPUCTAaHHS 3pa3KiB KPOBI /11 MalOyTHIX foc/imkenb, ¢iHanbHa Bepcis 3.0-UA(RU),
Bif 25 nmucronazna 2024 p., pociiickkoro MoBoro; IH(opmallist gist yuacHrMka Ta Popma 3roau Ajist
HazlaHHS iHQopMallii mapTHepa y4YaCHMIIi y BWIIAZIKy TATOJIOTiYHOI BariTHOCTI ab0 Hapo/KeHHs
JUTHWHU i3 TIOPYIIEHHsSIMU CTaHy 370poB’s, (iHambHa Bepcisi 3.0-UA(UK), Big 25 mucrorajga
2024 p., ykpaiHCcbKor0 MOBO0; [HpopMmatiisi /s yuacHuKa Ta @opma 3roau i HajlaHHS iHpopmariil
rapTHepa YJYacHHL]i y BUTIZIKY MaTOJIOTiuHOI BariTHOCTi abo HapoKeHHs JUTUHM i3 TTOPYIIeHHAMU
cTaHy 370poB’s, dinambHa Bepcis 3.0-UA(RU), Big 25 nucronaza 2024 p., pociiicbkor MOBOIO;




NpoJoBXKeHHs fojarka 10

[TeperiMeHyBaHHS MiCLisl IPOBE/IEHHS JOCJTiI)KeHHS:

BYJIO

CTAJIO

I.M.H., ipod. [Iy6eHko A.€.

MeauuHMM 1[eHTp TIPUBAaTHOIO MiANpPUEMCTBA
«Helipon», [lepxaBHa ycTaHoBa «IHCTUTYT
HeBpOJIOrii,  TicuxiaTpii Ta  HaApKOJIOTii
HawionanbHol  akazemii  MeJUUHHMX  HayK
YKpainu», BiJi/l AUTAUOL TICUXOHEBPOJIOTII Ta
[1apOKCH3Ma/IbHUX CTaHiB, M. XapKiB

I.M.H., Tipod. [IybeHko A.€.

MeauuyHUM 1[eHTP TPUBAaTHOTO MiANPUEMCTBA
«Helipon», [lepxaBHa ycTaHoBa «IHCTUTYT
HEeBpOJIOTii,  TCcUXiaTpii Ta  HapKOJOrii
imeni I1.B. BosiommHa HarioHanbHOT akagemii
MeJIUYHUX HayK YKpaiHW», BIAin AUTAUYOL
TICUXOHEBPOJIOTil Ta NMapOKCU3Ma/IbHUX CTaHiB,
M. XapKiB

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

Ne 1586 Big 29.07.2021

Ha3sga kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjata

«PanziomizoBaHe mozBiliHe cline mMyiarie00-KOHTPOIbOBaHe KIIiHIUHE AOC/Ii/PKEHHS, 110 BUBYAE
edeKTHUBHICTb Ta Oe3IeKy 3aCTOCYBaHHS TIepOpaIbHOr0 CeMarJyTU/y y Malli€eHTiB i3 TOUaTKOBOIO
cragiero xBopobu Anbureiimepa (EVOKE plus)», NN6535-4725, dinanbHa Bepcis 10.0 Bix

20 rpyans 2022 p.

3asgBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CrioHCOp, KpaiHa

Novo Nordisk A/S, Denmark

B.o. HauaibHNKa PapMaLeBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmignuc)

(Bnacse iv’st ITPI3BULIE)




Hopatok 11

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OnoBnenuii mporokon BO40729, Bepcisi 8 Bif
bpomtypa pocmigauka, RO5541267, Tecentriq
28 gurnHa 2024 poOKy aHI/IMCBKOI MOBOIO;
BUMPOOYBaHHS:

27 BepecHss 2024 poky aHTIJIiiCbKOIO MOBOIO;
(Are3omnizymab/Atezolizumab), Bepcis 21 Bix
3MiHa Ha3BU MicCUsd TIPOBeJEHHS KJIIHIYHOTO

BYJIO CTAJIO
nikap CiHenbHiKOB [.B. nikap CiHenbHiKOB [.B.
KomynaneHe mignpuemctBo «BomuHcbkuii | KomyHanbHe — mignpuemctBo — «BommHcbka
obsacHUW  MeAWYHWN LEHTP OHKOJoTii» | obsacHa KiIiHiuHAa JlikapHsi»  BommHCBKOI
BommHcbkoi  ob6sacHOi  paau, OHKoJoOTiuHe | obmacHoi pagu, OOacHUM MeJUUHMMA 1IeHTP
ximioTepaneBThuHe BiafuieHHs Ha 30 JIDKOK, | OHKOJIOTII, OHKOJIOTiYHe XiMioTeparieBTUUHe
M. JIyLIBK BigmineHHs Ha 30 mi>KOK, M. JIyIIbK

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 2006 Big 02.10.2019

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, Bepcisi Ta faTa

«Bigkpute OaraTol|eHTpOBe [OZATKOBE /OC/i/PKEHHS B TALi€HTIB, paHillle BK/IIOUEHUX 0
JOCTiKeHHs Tiperapaty ATe3o/i3yma0, crioHcopom sikoro € Genentech Ta/abo F. Hoffmann-La
Roche Ltd (IMBRELLA B)», BO40729, Bepcis 7 Biz 28 BepecHsi 2023 pokKy

3asiBHUK, KpaiHa

TOBAPNCTBO 3 OBMEXEHOIO BIAITOBIJAJIBHICTIO «®PAPMACBIOTIKAJI PICEPY
ACCOYIIMENUTC YKPATHA» (TOB «®PA YKPATHA»)

CrioHCOp, KpaiHa

F. Hoffmann-La Roche Ltd. /®. XoddmanHu-JIa Pow JIta., I1IBeiinapis

B.o. HauaibHHKa PapMaLeBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmignuc)

(Bnacse im’st ITPI3BUIIE)




Hopatok 12

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OnoBnenuit IIpoTokos KJiHIYHOTO [ochifkeHHs, Bepcis 7.0 Big 16 »xoBTHsi 2024 poky
(aHT/1iHCBKOI0 MOBOIO)

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

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

«bararorieHTpoBe, paH/OMi30BaHe, MOABilHe crirne, Tialeb0-KOHTPO/IbOBAHE AOCTiHKEHHS /IS
OL[iHKM e¢eKTUBHOCTI, Oe3meuHocti i mepeHocumocTti mperapaty IMU-838 y marieHTiB 3
MPOTrPEeCYHOUYMM PO3CisIHUM CKepo3om», P2-IMU-838-PMS, Bepcis 6.0 Bizg 23 motoro 2024 poky

3asgBHUK, KpaiHa

TOB «BepyMm Kninikan Picepu», YKpaiHa

CnoHcop, KpaiHa

«IMmyHiK AT'», HimeyunHa / Immunic AG, Germany

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

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopartok 13

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo nposezieHHA KIiHIUHUX
BUTIPOOyBaHb JliKapChKUX 3ac0biB Ta
3aTBepP/KEHHSI CyTTEBUX MOIMPaBOK»
7.02.2025 Ne 216

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

bpoiypa mocnigauka anisa denebpytuniby (RO7010939, Fenebrutinib), Bepcis 14 Bix rpyass
2024 p.

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020;
Ne 762 Big 20.04.2021

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

«BATATOLIEHTPOBE PAHIOMI3OBAHE ITOJBIVMHE CJIITIE JOC/I/DKEHHA ®A3U 11T Y
ITAPAJIEJIBHUX TPYIIAX 3 IIOABIMHUM KOHTPOJIEM IIJIAIIEEO [Jis1 OLITHKU
EDOEKTUBHOCTI TA BE3ITEUHOCTI OEHEBFPYTHUHIBY ITOPIBHSIHO 3
OKPEJII3YMABOM VY [OOPOCJ/IUX ITALIEHTIB 3 ITIEPBMHHUM IIPOI'PECYHOUUM
PO3CIAHUM CKJIEPO30M», GN41791, Bepcis 7 Big 15 motoro 2024 p.;
«BATATOLIEHTPOBE PAHOMI3OBAHE ITOJBIVHE CJIIIE JOC/IDKEHHA ®A3U 111 Y
ITAPAJIEJIBHUX TPYIIAX 3 IIOABIMHMM KOHTPOJIEM IIJIAIIEEO [JI1 OLITHKU
EDOEKTVBHOCTI TA BE3ITEYHOCTI GOEHEBPYTUHIBY ITOPIBHSIHO 3
TEPUDJTYHOMIZIOM Y JOPOCJ/IMX IMALIEHTIB 3 PELHUAVBYHOUMM PO3CISAHUM
CKJIEPO30OM», GN41851, Bepcis 7 Big 15 motoro 2024 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BiToBiIambHICTIO «PoIil YKpaiHa»

CnoHcop, KpaiHa

@.Xohdmanu-JIs Pom JITa, [Beiiiapis

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

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopartok 14

[lo Haka3y MiHicTepcTBa OXOPOHHU 3[J0POB’ sl
Yxpainu «IIpo nposezsieHHs KIIHIUHUX
BUIIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
3aTBep/’KeHHS CYTTEBUX ITONIPABOK»
7.02.2025 Ne 216

IneHTUdiKallisi CyTTEBOI MTONPaBKU

OHoBJleHW# MPOTOKO/ KiTiHiuHOro BUMpoOyBaHHs, Bepcis 8 Bix 31 xoBTHsa 2024 p.; 3MiHa Ha3BU

MiCIIsl TIPOBe/IEHHST K/TiHIYHOTO BUTIPOOYBAHHS:

«ITofinbCbKUM perioHaJbHUN LeHTP OHKOJIOTIl
BiHHUIBKOI obsacHo1 Pamn»,
xiMioTepaneBTUYHe Bif/isieHHs, BiHHULIbKUN

Hal[iOHa/IbHUM MeJIMUHHN yHiBepcuTeT
im. MLL. [TuporoBa,  kadespa  MpoMeHeBOl
[IarHOCTUKY,  TIpOMeHeBOi  Tepamii  Ta

OHKOJIOT11, M. BiHHUILIg

BYJIO CTAJIO
I.M.H., ipod. Jlucenko C.A. I.M.H., ipod. JIucenko C.A.
KomyHanmbHe HeKoMepijiliHe mignpueMcTBO | KomyHanbHe HeKOMepIliiiHe —TIiANPUEMCTBO

«[TofinbChKUM perioHaqbHUN LEHTP OHKOJIOTil
BinaubKOT obmacHoi Pagu»,
XiMmioTepaneBTUUHe BiJJi/IleHHd 3 JIDKKaMU
JIeHHOT0 TiepeOyBaHHs Malli€HTiB, BiHHUIBKUT

HalliOHa/IbHUH MeJUYHUI yHiBepCUTeT
im. MLI. TIluporoBa, kadeznpa mnpomMeHeBOI
[JlarHOCTUKY,  TpOMEHeBOl  Tepamii  Ta

OHKOJIOTi1, M. BiHHULIS

Howmep Ta gara Hakazy MO3 mipo
MPOBe/IeHHS K/TIHIYHOTO
BUTNIPOOYBaHHS

Ne 2917 Big 15.12.2020

Ha3Ba k/iHiuHOTO BUMPOOYBaHHH,
KO/, Bepcis Ta jara

«Panzomi3oBane, mo/iBitiHe ciiine, riarie60-kKoHTposboBaHe dasu 11 gocsimkeHHs aTe301i3yMaly B
noefHaHHi 3 Tiparosiymabom (aHTH-TIGIT anTHTiNO) abo 0Ge3 Tiparonymaly y marjieHTIiB i3

Hepe3eKTabenbHOI  TIOCKOK/TiTHHHOO

KapLIMHOMOIO

CTpaBOXOAy, YW KapuuHOMa He

rporpecyBasia Iic/sl paJjyKaabHOI XiMionpoMeHeBoi Tepamnii», YO42137, Bepcis 7 Bif 20 BepecHs

2023 p.

3asgBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKeHO0 BifmoBifanpHICTIO «Porl YkpaiHa»

CrioHCOp, KpaiHa

@.Xodbdmans-JIg Pou JiTa, [Betitiapis

B.o. Haua/IbHUKA PapMaLeBTUYHOI0 YIIPaB/IiHHA

Onexkcangp I'PINEHKO

(nignuc)

(Bnace im’s ITPI3BUILIE)




