Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIIB KNiHIYHUX BUNPOGYBaHb, PO3rNsaHYTUX Ha 3acigaHHAX HEP Ne 22 Big 28.08.25, HTP Ne 31 Big,
28.08.25, Ha ki 6ynIn oTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. «BigkpuTe npoAoBXeHe AOoCNiMKeHHA dpa3n 2 ANA NauieHTIB i3 pakoM nepeamMixypoBoi 3a/1031, SKi paHille
6panu yyacTtb y KNiHiYHOMY AOC/iIAKEHHI eH3anyTamigy», ko aocnigpkeHHs 9785-CL-0123, sepcis 5.4 Big 06
6epesHs 2024 p., cnoHcop - Actennac ®apma Mnoban esenonmeHTt, IHK, CnonyyeHi LWTatn Amepukn

®a3za - Il

3aaBHUK - TOB «KniHiuHi gocnimkeHHs ARKOH», YkpaiHa

Ne M.1.B. BignoBigabHOro focnigHmKa

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNPo6yBaHHS

1. | nikap IBaweHkKo MN.B.

KomyHanbHe HekoMepuiliHe nignpuemcTBo «KuiBcbka Micbka KniHiYHa nikapHa Ne3» BMKOHaBYOro
opraHy Kuniscbkoi Micbkol paau (KUiBCbKOT MiCbKOT fiepaBHOi aAMiHiCcTpaLiT), yposoriyHe BiggineHHs,
M. Kuis

2. | nikap lotbko I.HO.

Bigokpemnennii nigpo3gin «KniHiyHa nikapHSA 3 HEeBiAKIa4HUX CTaHiB Ta EKCTPEHOI MeauyHol
fonomMorv» KomMmyHanbHOro HeKOMepLinHOro NignpueMcTBa «YXropoacbka Micbka 6aratonpodinbHa
KNiHIYHA JliKapHS» Y)XrOpOACLKOT MICbKOT paaW, OHKOJIOMYHE BiALIIEHHS, [epXaBHU BULMIA
HaBYabHWI 3aKNnag, «Y>XropoACbKNIA HaLiOHaNbHWIA YHIBEPCUTET», Kadheapa OHKOOrIT Ta pagionorii
dhakynbTeTY NICNAAMNNAOMHOT OCBITU Ta AOYHIBEPCUTETCHKOT NIArOTOBKM, M. YXropog,

3. | A.M.H., npodh. CTycbk B.IM.

KomyHanibHe nignpueMcTBO «JHiNponeTpoBcbka o06nacHa KiHiYHa nikapHsa iM. |.I. MeyHunkoBa»
[JHinponeTpoBCbKOT 061acHOT paau, BigaineHHs yponorii Ne2 (oHkonoriyHe), M. JHinpo

4. | A.M.H., Npodd. AHTOHSH .M.

KomyHasnbHe HekoMmepuiiHe nignpueMcTBO XapkiBCbKoi o6nacHoi pagn «O6nacHuii MeguuHuii
KMiHIYHWIA LeHTp yponorii i Hecbponorii im. B.l. LLanoBana», BigAineHHs oHKonoriyHol yponorii Ne5,
M. XapkiB

2. OHOB/EHUIA NPOTOKO/ KiliHIYHOrO BUNpPoGyBaHHA MK-7240-013, 3 iHkopnopoBaHoto nonpaskoto 02
BiA 17 nunHsa 2025 pokKy, aHrNilicbKO MOBOI0; BK/1IOUEHHSA [04aTKOBUX MiCLb MPOBEAEHHS KJTiHIYHOTO
BUNPOGYyBaHHA; YKpaiHa, MK-7240-013, IHchopmaunis Ta AOKYMEHT npo iHhopmoBaHy 3rogy Ans
nauieHTa, Bepcia 01 Big 24 nunHa 2025 p., ykpaiHCbKo MoBowo; MK-7240-013, XXypHan peecTtpauil
BBeAEHHSA OOC/iAKyBaHOro npenapary npusHadyeHuU 4nsa 3acinjieHol YacTUHU AoCNifKEeHHSA, Bepcia
V1.0_00_1.1, ykpaiHcbkoio moBor; MK-7240-013, XXypHan peecTpauii BBeAeHHA AOCNiI[4KYBaHOro
npenapary npusHadeHuii gna BiAKPUTOI YacTUHU AocnimKeHHs, Bepcia V1.0_00_1.1, yKpaiHCbKOLO
MoBot0; MK-7240-013, 300paxXeHHA Ha €NeKTPOHHUX LWoAeHHUKaX ANA nauieHta, Bepcia 1.00 Big
25 nunHa 2025 poky, yKpaiHCbKOIO MOBOM; MNpeamMeTn ANA nNauieHTIB: CyMKa ANMA NepeHeceHHs
MaTepianiB gocnimpkeHHs [0 NPOTOKOMY KAiHIYHOro AocnigpkeHHs «PaHaomizoBaHe, noggiiiHe chine,
nnauebo-KoOHTpoIboBaHe AocnimkeHHs dhasn Ilb ana ouiHkM edyeKTUBHOCTI Ta 6e3neku TynicokiéapTty B
YyYacHUKIB i3 peHTreHorpadiyHMM akciasibHAM CMOHAMI0apTPUTOM  (aHKINO3YIOUMM  CMOHAWUITOM)», KOA,
pocnipkeHHa MK-7240-013, sepcia 00 Big 21 TpasHsa 2025 poky; cnoHcop - TOB Mepk Wapn eng, doym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/[], YkpaiHa»

Ne M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. | k.M.H. Baueba M.O.

KomyHanlbHEe HeKoMepuiiiHe nignpueMcTBo «Micbka KhiHidHa nikapHA Nel IBaHO-PpaHKIBCbKOT
MICbKOT pagu», BigaiNeHHs crnevianizoBaHoi KOHCY/IbTaTUBHOT AONOMOTN, M. IBaHO-PpaHKiBCbK

2. | A.M.H., npodh., 3aB. kach. CmisiH C.I.

KomyHaslbHEe  HeKoMepLiiiHe niAnpMEMCTBO «TepHoMifibCbka o06nacHa KAiHiYHa  MiKkapHa»
TepHoNiNbCbKOT 06/1acHOi pagy, pPeBMaTonoriyHe BiadineHHs, TepHONINbCbKUA HauioHabHWIA
MeaWnYHWIA yHiBepcuTeT imeHi .. TopbayeBcbkoro MiHiCTEpCTBA OXOPOHM 3[40POB'A YKpaiHw,
Kadhegpa BHYTPILWHLOT MeanumHn Ne 2, M. TepHoninb

3. | KM.H. I'puueHko .M.

KomyHasibHe HekoMmepuiiHe nignpueMCTBO «/IbBiBCbKE TepuTopia/lbHE MeAnyHe 06 efHaHHSA




«KniHiYHa nikapHs N1aHOBOro NikyBaHHS, peabinitayii Ta naniaTMBHOT 4ONOMOIN», peBMaTosioriyHe
BiAi/IEHHS BiOKPEM/IEHOr0 Niapo3ainy «4-a flikapHsa», M. J1bBiB

3. Bk/1loueHHs1 [,0AaTKOBOro Micus NPoBeAeHHs KNiHiYHOro BuNnpoGyBaHHsA; OHoBneHuii posgin 3.2.P
IHhopMmauist npo nikapcbKuii 3aci6 (Drug Product Information) Jocke /13 MK-2870, Bepcis 08VTIP Big
06 yepBHsA 2025 p., aHrNIACbKOK MOBOK; 3a/lyY€HHs [A0[ATKOBOrO AOCAILKYBAHOTO NiKapCbKOro
3aco0y, Wo Oype BMKOpUCTaHUiA sIK npenapaTt nopiBHAHHA: Kap6onnatud BeHpanic (Carboplatin
Bendalis), 10 mr/mn, KOHUEHTpPaT ANS PO3UuHy Ans iHdysiii. Bupo6Huk: Bendalis GmbH, Germany,
Keltenring 17, Oberhaching, Bavaria, 82041 00 npoTOKoNy KNiHiYHOro gocnigkeHHs «KEYMAKER-UO1L,
nigagocnimkeHHs O1E: napaconbkoBe AochnigxeHHs |l dhasn 3 nouyeproBumMu rpynamu  A0OCIAKyBaHUX
npenapaTiB 3 xiMioTepanielo abo 6e3 Hei y koMOGiHauil 3 nemoponizymabomM ans fikyBaHHS y4YacCHUKIB 3
BrepLle giarHoctoBaHMM onepabenibHUM HeapibHOKNITUHHUM pakom nereHis (HAKP) ctagii II-11IB (N2)»,
Koa pocnigkeHHsa MK-3475-01E, Bepcia 3 iHKoprnopoBaHoto nonpaBkot 02 Big 13 nuctonaga 2024 poky;
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

Ne MM.1.B. BigNoOBigaLHOro AOC/iAHMKA

n/n HasBa MicLs npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS

1. | nikap Ko63eB O.l.

KomyHanbHe nignpremcTBo «PiBHEHCbKWUI 06MacHWn  NPOTUNYX/IMHHUIA  LEeHTP» PiBHEHCBKOT
06/1acHOI paan, abaoMiHaIbHE BigfineHHs, M. PiBHe

4. OHoBneHa Bepcifa bpolwypu gocnigHuka AocnimKyBaHOro nikapcbKkoro 3aco6y MaciTuHiIO, BugaHHsA
5.0 Big 16 nunHA 2025 [0 NPOTOKOMIB KAIHIYHUX JocnimpkeHb: «baraToueHTpoBe, NPOCNEKTUBHE,
paHAomi3oBaHe, NoABiiHe chine, nnaueb0-KoOHTPosIboBaHe gocaimpkeHHs 11l pasn, Wo NPoBOANTLCSA NPOTArOM
24 TUXHIB 3 MOX/IMBICTIO MOAOBXEHHS TEPMiHY MiKyBaHHS, Y ABOX NapasnefibHuMX rpynax 3 paHgoMisauieto
nauieHTiB y cniBBigHOWEHHI 1:1, 3 METOK OUiHKN etheKTUBHOCTI Ta 6e3nekn NepopasibHOr0 MacCiTUHIGY Yy
MOPIBHAHHI 3 nnaue6o npu JikyBaHHI NaUieHTIB 3 MOBIMIbBHO MPOrpPecyryMM CUCTEMHUM Ta iHAONEHTHUM
CUCTEMHUM MACTOLMTO30M 3 TSKKUMW CUMMATOMATUYHUMK NPOsSiBaMW, PE3UCTEHTHUM [0 ONTUMasIbHOI
CMMNTOMATUYHOT Tepanii», kog pgocnimxeHHs AB15003, sepcia 7.0 Big 15 nunHa 2021; «MNpocnekTuBHe,
baraToLeHTpoBe, paHAOMi30BaHe, NofAgiiiHe crine, niauebo-KOHTpoNboBaHe JocnigkeHHsa Il dasm B
napanenbHuUX rpynax, 3 MeTol OUiHKM e(PeKTUBHOCTI Ta 6e3nekn MaciTUHIOY y koMGiHaLil 3 pu/y30/10M Y
NOPIBHAHHI 3 Nnaue60 y KOMOiHaLi 3 puiy30/10M NPY JTliKyBaHHI NauieHTIB 3 6iYHUM aMioTPODiYHUM CKEPO30M
(BAC)», kop pocnimpkeHHs AB19001, sepcia 8.3 Big 08 cepnHsa 2022; «96-TuxxHeBe, MPOCMNEKTUBHE,
GaraTtoueHTpoBe, paHAOMiI30BaHe, NoAgiiHe cine, nnauebo-kOHTPoNbOBaHe Aoc/imkeHHA 3 dasm ans
NMOPIBHAHHA eDEKTMBHOCTI Ta 6e3nekn TUTPyBaHHSA A03M MaciTuHiGy go 4.5 mr/kr/go6y B MOPIBHSAHHI 3
nnauebo npu nikyBaHHI NalieHTiB 3 NepBUHHO-NPOrpecytymMM abo BTOPMHHO-MPOrPECYOUNUM PO3CISHUM
ckepo3om 6e3 3arocTpeHb», kog pocnimkeHHss AB20009, sepcis 4.1 Big 21 6epesHs 2022; cnoHcop -
AB Science, ®paHLuis

3asBHUK - TOB «CIHEPI)KW TMOBA YKPAIHA», Ykpaina

5. OHoBneHa bBpowypa paocnigHuka ANs AOCNIMAKYBAHOro nikapcbKoro 3acoly cpekcanimad
(SAR441344), BugaHHs 8 Bif, 23 nunHA 2025 poKy [0 NPOTOKOAIB KNiHIYHWUX AOC/iAXeHb: «PaHaoMi30BaHe,
nogiiHe cnine, niaueb60-KOHTPO/IbOBaHE AOCAIMKEHHA ha3n 2 ANS OuiHKM eqIEKTUBHOCTI Ta 6e3neku
SAR441344, MOHOK/OHANBLHOrO aHTUTINA A0 aHTaroHicta CD40L, y nauieHTiB 3 peuuanByoUUM PO3CISHUM
CK/iepo3om», Kog AochnigxeHHsa ACT16877, 3 nonpaskow 04, Bepcia 1 Big 18 nuctonaga 2024 poky;
«PaHgomizoBaHe noggiiiHe cnine pgocnimkeHHs a3 3 Anst NopiBHSIHHA edekTUBHOCTI Ta 6esnekn
thpekcanimaby (SAR441344) 3 nnauebo y [AOPOC/MX YYaCHUKIB 3 HepeuuamBytouMM BTOPUHHO-
NporpecytymMmMm po3CistHUM CKIepo30oM», Koa gochnigkeHHs EFC17504, 3 nonpaBkow 05, Bepcia 1 Bif
19 TpaBHA 2025 poky; «OCHOBHWI MPOTOKO/ [ABOX HE3aNIEXHUX, PaHAOMI30BaHWUX, NOABIMHUX CAINUX
pocnipkeHb asnm 3 [n1a NopiBHAHHA edekTUBHOCTI Ta 6e3nekn ¢pekcanimady (SAR441344) 3
TepidhiyHOMIZAOM Yy [OOPOC/AMX Y4YacHMKIB 3 peuuauByrouuMy (OpMamMn  PO3CISIHOTO CKIepo3y», KO,
pocnipkeHHa EFC17919, 3 nonpaskoto 05, Bepcia 1 Bif 26 6epe3Ha 2025 poky; cnoHcop - sanofi-aventis
recherche & developpement, France (CaHoti-ABeHTIC pellepll e gesenonmMaH, PpaHLis)

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

6. OHoBneHa Bpowypa gocnigHuka 3 npenapaty CHF6001 DPI (ko aokymeHTy CLI-CHF6001-1B-00545),
Bepcia 8.0 Big 09 uepBHA 2025 p., aHrNIACLKOIO MOBOIO [0 MPOTOKO/Y KAIHIYHOrO AOCNiMKEHHA «52-
TMXXHEBE, paHAOoMi30BaHe, NoAgiiiHe cnine, 3 NOABINHNM MacKyBaHHSIM, 3 KOHTPOJIEM M1auebo Ta akTUBHUM

2



KOHTposnieM pocnipxkeHHs (Podnyminact, fanipecn® 500 Mkr), WO NpOBOAUTLCA B NapanesibHuX rpynax 3
METOI OLHKM etheKTUBHOCTI Ta 6e3neyHocTi ABox f03 npenapaty CHF6001 y dhopMi cyxoro nopoLuky Ass
iHranIsAUin, Wo AojatTbCa A0 MIATPUMYKOYOT NOTPINHOT Tepanii y MauieHTiB i3 XPOHIYHUM OOCTPYKTUBHUM
3axXBOpIOBaHHAM nereHb (XO3/1) Ta XPOHIUHUM BPOHXITOM», Ko AocnimpkeHHa CLI-06001AA1-05, sBepcisa 5.0
Big, 03 6epesHa 2023 poky; cnoHcop - «K'e3i PapmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis
3asBHuK - TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»

7. 3miHa BigNoOBigaNbLHOIO AOC/MIAHUKA Y MicLi NpoBeAeHHA KNiHIYHOro BUNpoOyBaHHsA; 3MiHA Ha3BU
MicLb NpPoOBeAeHHs K/iHIYHOro BUNPOOYBAHHA [0 MPOTOKO/Y K/IHIYHOTO AOCAIMKEHHSA «52-TUXHEBE,
paHAomi3oBaHe, NoAgiiiHe crine, 3 NoABINHUM MacKyBaHHSIM, 3 KOHTPO/IEM Miauebo Ta akTUBHUM KOHTPOMeM
pocnipkeHHs (Podhnyminact, Aanipecn® 500 MKr), Wo NPOBOANUTLCA B NapasiefibHMX rpynax 3 MeTOH OLiHKK
ehekTMBHOCTI Ta 6e3neyHocTi ABOX A03 npenapaTy CHF6001 y dopmi Cyxoro MopoLuky Ans iHransuin, wo
[04at0TbCa A0 MIATPUMYKOYOT NOTPINHOT Tepanii y NauieHTiB i3 XpOHIYHUM OO6CTPYKTUBHUM 3aXBOPHBAHHAM
nereHb (XO3/1) Ta XpOHiYHUM GPOHXITOM», Ko gocnigpkeHHA CLI-06001AA1-05, Bepcia 5.0 Big 03 6epesHs
2023 poky; crnoHcop - «K’e3i PapmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3anBHUK - TOB «®OPTPIA IEBENNOMMEHT YKPAIHA»

BYJ1IO

CTAJIO

K.M.H. FogneBcbka O.M
KomyHasibHe HekomepuiliHe mignpueMcTBo «Micbka

nikap binbueHko O.B.
KomyHasibHe HekomepuiiHe mignpueMcTBo «Micbka

KNiHiYHa  nikapHa  WBWAKOT Ta  HEBIAKNAAHOI | KNiHIYHA  NiKapHA  WBMAKOT Ta  HesigknagHol
MeanyHoi gonomoru iM. npod. O.l. MewaHiHoBa» | MeanyHoi gonomoruim. npodp. O.l. MeuwaHiHoBa»
XapkiBCbKOT MiCbKOT pagu, TepaneBTUYHE | XapKiBCbKOI MiCbKOT paau, TepaneBTUYHE
BigaineHHs Nel, m. XapkiB BigaineHHs Nel, M. XapkiB

BYNO CTA/O

K.mMef.H. Mpumywko H.A.

DepxaBHa ycTaHOoBa «HauiOHa/IbHUW HCTUTYT
c¢rusiarpii i nynsmoHonorii im. ®.I'. AHOBCbLKOro
HauioHanbHOI  akagemii  MeAUWYHUX  HayK
YKpaiHu», BigaineHHs nynsmoHonorii, M. Kuis

K.meg.H. Mpumywko H.A.
AepxaBHa yctaHoBa «HauioHanibHUI HayKOBWIA

LeHTp drusiarpii, Ny/bMOHOJOrIT Ta
anepronoriiimeHi d.I. AHOBCbLKOro
HauioHanbHOI  akagemii  MeAWYHUX  HayK

YKpaiHu», BigaineHHsa nynsMoHonorii, M. Kuis

K.M.H. MockaneHko C.M.

[epxaBHa ycTaHOoBa «HauioHa/IbHUAIHCTUTYT
c¢prusiarpii i nynsmoHonorii im. ®.I'. AHOBCLKOro
HauioHanbHOiI  akagemil MegUUYHUX  HayK
YKpaiHu», BIAAINIEHHA AiarHocTuku, Tepanii Ta
KNiHIYHOT  dpapmakonorii  3axBOpOBaHb  JIEFEHb,
M. Kuis

K.M.H. MockaneHko C.M.

AepxaBHa yctaHoBa «HauioHanibHUI HayKOBWIA
LeHTp doTusiarpii, nynbmMmoHosorii Ta anepronorii
imeHi ®.I'. AHoBCbKOro HauioHanbHOI akagemil
MeANUYHNX Hayk YkpaiHun», BiA4iINEHHS
fAiarHocTukM, Tepanii Ta K/IiHIYHOT dhapmakonorii
3axBOpPOBaHb JiereHb, M. Kuis

O.M.H., npodd. OCTpoBCbKMii M.M.
KomyHanbHe  HeKkoMmepuiliHe
«lBaHO-PpaHKIBCbKNiA
chTM3ionynbMOHONOriUHKIA LLeHTp IBaHO-
®dpaHKiBCbKOI o6nacHOl paau», BigaineHHA
nynbmoHoJsorii Ne2, M. IBaHO-PpaHKiBCbK

nignpMemMcTBoO
o6nacHwuii

O.M.H., npodd. OcTpoBCbKMiA M.M.

KoMmyHanbHe  HeKkoMmepuiiiHe  nignpPUeEMCTBO
«LeHTp iHdeKUiiHNX 3axBoploBaHb IBaHoO-
®PpaHKIBCbKOI 00nMacHoi pagu», BigaineHHA

NyNbMOHOJOrIT, M. IBaHO-®paHKIBCbK

8. Bbpouwypa pgocnigHuka ana AocnigKyBaHOro nikapcbKkoro 3aco6y PicaHkisymad, Bepcis 12 Bipf
13 TpaBHsA 2025 pokKy [0 NPOTOKO/IB KAIHIYHUX AOCNimkeHb: «baratoueHTpoBe, paHAOMi30BaHe, NOABIHE
cnine, nnauebo-KOHTPOsIbOBaHe 52-TKHEBE AOCMIMKEHHS NiGTPMMYOUOT Ta BiAKPUTOI NPOAOBXEHOI Tepanil
0N OUiHKM ehbekTMBHOCTI Ta 6e3neYHOCTi picaHKi3yMaoy y naujieHTiB 3 XBOP0o60t0 KpoHa», Kog AOCiAKEHHS
M16-000, 3 iHKOpNopoBaHNMKN agMiHICTPaTUBHUMM 3MiHaMmu 1, 2, 4, 6, 7, 8, 9 Ta nonpaBkamn 1, 2, 3, 4,5, 6, 7,
8,9, 10, 10.1 ta 11 Big 04 rpyaHs 2024 poky; «baratoueHTpoBe, paHAoMi3oBaHe, NoABiiHe cnine, nnauebo-
KOHTPO/SIbOBaHe 52-TWXHEBE NiATPMMYHOUE NiKyBaHHS i BiAKPUTE NPOAOBXEHE AOCAIMKEHHSA A/151 BUBYEHHS
edheKkTMBHOCTI Ta 6e3neyHocTi PicaHKi3ymalOy Yy nauieHTiB 3 BMPa3KOBUM KOMAITOM», KOA, AOC/iIKEHHS
M16-066, iHkopnopoBaHuii Monpaekamu 1, 2, 2.01 (tTinbkn gnsa Kutaw), 3, 3.01 (Tinbkn ans Himeuunnn), 4,
4.01 (Tinbkn gna AnoHil), 4.02 (ona YkpaiHy Ta npunernvx 3afisHux kpaid), 5, 6, 7 i AOMiHiCTpaTtMBHUMM
3miHamu 1, 2, 3, 4, 5, 7 1a 8 Big 04 rpyaHsa 2024 poky; «PaHgomizoBaHe noggiHe cnine gocnimkeHHs 11l dpasw,
015 NOPIBHAHHA npenapaTy PicaHKisymab 3 niaue6o0 y naLieHTiB 3 akTMBHUM ncopiaTuyHnmM apTpuTtom (McA),
AKi MalTb B aHamHe3i HeajekBaTHY BiAMoBiAb MpPUHaNMHI Ha OAMH  XBOpPO60OMOAUiKyHOUNiA
npoTupeBmatnyHuii npenapat (XMMPI) a6o inoro HenepeHocumicTb (KEEPSAKE 1)», koA [OCNILKEHHS
M16-011, Bepcisa 7.0 Big 10 x0BTHA 2024 poky; cnoHcop - AbbVie Inc., USA



3asBHUK - «E66BI BioghapmacktoTikans FTM6X», LLseliuapis

9. 3miHa Ha3BU Micus NpPoBefEeHHA KNiHIYHOro BUNPOGYBaHHA [0 MPOTOKONY K/IIHIYHOrO AOCNioKEHHSA
«baratoueHTpoBe, paHOooMi30BaHe, NoAgiiHe cnine, naauebo-KkOHTPOIbOBaHe AOBrOCTPOKOBE MPOAOBXEHE
OOCNiKEHHS NiATPUMYHOYOT Tepanil 419 BUBYEHHS e(PeKTMBHOCTI Ta 6e3neyHocTi YnagauuTuHioy (ABT-494)
y nauieHTiB 3 xBopo6ow KpoHa, fki 3aBepwwnnn gocnimpkeHHs M14-431 un M14-433», koA [OCNILKEHHS
M14-430, 3 iHKkopriopoBaHUMU AgMIHICTpaTUBHUMM 3MiHamu 5,6 i 7 i Monpaskamu 1, 2, 3, 4, 5, 6, 7, 7.01, 7.02,
7.04, 8, 8.01, 9 Ta 10 Big 11 6epe3Hsa 2024 poky; cnoHcop - AbbVie Inc., USA

3anBHUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

BYNO CTAJO
nikap IsaniwmH O.b. nikap IesaHiwnH O.b.
«YHiBepcuteTcbKa nikapHsa» pinis JibBIBCbKOro | «YHiBepcutetrcbKka nikapHa» inia fepxaBHOro
HauioHa/IbHOro MegUuYHOro yHiBepcuTeTy | HeKoMepuiiiHOro nignpueMmcTBa «JIbBiBCbKUiA

iMmeHi JaHnna Fanuubkoro, BigAineHHs Tepanii, | HaLioOHaNbHWIA MeAUYHUIA yHiBepcuteT
M. JIbBiB iMmeHi [laHuna ManuubKoro», BigAineHHA Tepanii,
M. JIbBiB

10. 36inblUEHHSA KiNbKOCTI gocnimKyBaHux 3 147 o 213 onA BK/IIOUEHHA Y KNiHIYHe BUNPOOYBaHHA B
YkpaiHi; 3miHa BignoBiganbHUX AOCAIAHUKIB [0 MPOTOKO/Y KMIHIYHOrO OOCNIMKEHHA «PaHaoMi3oBaHe,
noZgiiHe cnine, 6araToueHTpoBe AocnimkeHHs hasu Il y napanensHux rpynax g/is ouiHkM edeKkTUBHOCTI
[030BaHOr0 iHranATopy OyAecoHigy, rMikonipoHilo Ta dopmoTepony dymapaty BiAHOCHO A030BaHOro
iHranATopy rMiKONiPOoHIto i dhopmoTepPOsy oymapaTty Ha cepueBO-/IereHeBi HACMIAKM Y XBOPMX Ha XPOHiYHe
06CTpYKTUBHE 3axBoptoBaHHs nereHs (THARROS)», koa gocnigxeHHs D5989C00001, sepcisi 2.0 Big, 28 CiuHsA
2024 poky; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

BYNO CTAO
K.M.H. PomaHoBa O.M. K.M.H. KopunHcbka M.M.
ToBapuCTBO 3 OOMEXEeHOK  BiAnoBiJasibHICTIO | TOBAPUCTBO 3 OOMEXEHOI  BiAMNOBIAA/LHICTIO
«MEA®I10», M. Knis «MEA®I/10», M. Knis
BO.M.H., npodp. Aemuyk A.B. nikap AxkumeHko I'.B.
MNpvBaTHe Masne NiANPUMEMCTBO, MeAWYHUIA LeHTp | MpuBaTHe Mase nNigNnpUEMCTBO, MEeAUYHWUIA LEHTP
«[ynbC», TepaneBTUYHe BigAiNeHHs, M. BiHHMLS «[ynbCc», TepaneBTUYHE BigdifieHHs, M. BiHHMUS

11. Bpouwypa gocnigHuka EpgadiTtinié (INJ-42756493), BugaHHa 15 Big 17.06.2025 p. o npotokony
KMNiHIYHOro gocnimkeHHs «JocnimkeHHsa 3 asn onsa ouiHkM epaadpiTiHiOy Yy NOPIBHSIHHI 3 BiHG/TYHIHOM ab0
JoueTakcesioMm Yn nemoposisymaboM y nauieHTiB 3 NOLMPEHO YPOTeia/lbHOK KapLUUHOMOK Ta OKpeMUMU
reHeTUYHMMK abepauisiMmun peuenTopiB hakTopy pocTy ibpobnacTiB», Kog focnimkeHHsA 42756493BLC3001,
3 nonpaekoto 6 Bif 20.01.2023 p.; cnoHcop - AHcceH ®apmauesTrka HB, benbris

3asBHuK - « AHCCEH ®APMALLEBTVKA HB», benbris

12. bpowypa pgocnigHuka HemtabpyTuHi6 (MK-1026), BuaaHHa 10 Big 07 nunHa 2025 poky,
AHINMiINCbKOK MOBOIO [0 MPOTOKOJTY KNiHIYHOTro BUNpo6yBaHHA «JocnigmkeHHs |l dpa3un ouiHkn ethekTUBHOCTI
Ta 6e3neyHocTi MK-1026 y naLieHTiB 3 remaTos1IoriYyHuMu 3/109KICHUMY 3aXBOPHOBAHHAMM», KO, [OC/TIIKEHHS
MK-1026-003, 3 iHkopnoposaHoto nonpaskoto 08 Big 16 TpaBHA 2024 poky; cnoHcop - TOB Mepk LWapn eHA
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

13. OHOBNEHUII NPOTOKOJ KNiHiYHOro BUNpo6yBaHHA M19-388, Bepcis 8.0 Big 28 notoro 2025 poky;
IHhopMauia gnAa nauieHTa Ta iHbopMoOBaHa 3rofja Ha y4yacTb Y HayKOBOMY AoOChifKeHHi, Bepcis 5.0
Ansa YKpaiHum Big 13 6epe3Hs 2025 poKy, YKpaiHCbKOO, aHTNilicbKOKo Ta pociiicbKoto MoBamu; Bpoluypa
pocnigHuKa ana aocnigKyBaHoro nikapcbKoro 3acooy BeHeTtoknakc (ABT-199), Bepcis 17 Big 15 ciuHA
2025 poky; OHoBneHuii po3gin «AkicTb» [locbe gocnimKyBaHOro nikapcbKoro 3aco6y BeHeToknakc
(ABT-199), Bepcia 6.0 Big 04 nuctonaga 2024 poky; NoaoBXeHHA nepiogy NpoBefeHHs KiHiUHOro
BUNPOGYBaHHA B YKpaiHi Ao 01 ciuHA 2027 poKy [0 NPOTOKO/Y KAIHIYHOTO AOCAiAKEHHS «[MpofoBxXeHe
LOCNifKEeHHS BEHETOK/MAKCY Y NauiEHTIB, SKi 3aBEPLUW/IM Yy4YacTb Y NonepeaHboMy KAiHIYHOMY BUMPOOYBaHHI



BEHETOoKNaKcy», kog, gocnimpkeHHs M19-388, Bsepcis 7.0 Big 31 nunHsa 2024 poky; cnoHcop - «E66BI [HK»,
CLWIA / AbbVie Inc., USA
3asaBHuK - E66BI BiodhapmachtoTikan3 Mm6X, LLseiilapis



