Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 44 Big 28.11.24, Ha AKi 6yNu OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB.»

1. MpoTtokon kniHiyHOro pocnigkeHHA X4P-001-110, Bepcisa 2.0 Big 05 nunHa 2024 p.; Bpouwypa
pocnigHuka masopukcadop (X4P-001), Bepcis 12.0 Big 10 nunHa 2024 poky; locbe aocnimKyBaHOro
niKkapcbKoro saco6y masopukcadop (X4P-001), Bepcis 10 Big 04 BepecHs 2024 poKy; 3roga Ha yvyacTb
Yy KniHiYHOMY gocnigkeHHi, Bepcia 2.0 Big 27 cepnHA 2024 p., yKpaiHCbKOIO MOBOIO; 3roga 6aTtbKiB Ha
yyacTb AUTUHM Y KAiHIYHOMY gocnigkeHHi, Bepcia 2.0 Big 27 cepnHa 2024 p. YKpaiHCbKOKO MOBOLO;
IHchopmauia Ta hopma iHhopMmoBaHOIT 3roan HEMOBHOJITHLOT AUTUHU BikoM 14-17 pokiB, Bepcia 2.0 Big,
27 cepnHsa 2024 p. ykpaiHCbKol MOBOIO; IHchopMauiiiHuii nncT gnAa BariTHOT yuacHUUi/napTHeEpPKU Ta
thopma iHchopmoBaHoi 3rogu, Bepcia 2.0 Big 27 cepnHAa 2024 p. yKpaiHCbKOIO MOBOIO; IH(hopmaLis npo
JocnimpKeHHA ana aiteil Bikom 12-13 pokiB, Bepcis 2.0 Big 27 cepnHa 2024 p. yKpaiHCbKOIO MOBOIO;
CK_®I3 pna popocnoro, YKpaiHa, Bepcia 2.0 Bif, 27 cepnHs 2024 p. yKpaiHCbKOIO MOBOIO; IHCTPYKLii
WOoAO0 MOBOMKEHHA 3 AOCNifKyBaHUMM MpernaparomMm AN Y4YaCcHUKIB pocnimkeHHs, Bepcia 3.0 Big
25 BepecHs 2024 p. yKpaiHCbKOIO MOBOIO; 3MiHA Ha3BU MicLSl NPoBeAEeHHs KNIHIYHOro BUNpPoOyBaHHs
Ta BignoBiganbHOro AocnigHuka; BknoueHHs [0AATKOBOro MicuA nNpoBefeHHs1 KNiHIYHOro
BUNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOTO JocnigkeHHs «PaHpgomisoBaHe, noggiiHe chnine, nnaue6o-
KOHTPO/IbOBaHe, baraTtoueHTpoBe A0C/iMKEHHST maBopukcadopy dasu Il cepen yyacHUKiB 3 BPOAKEHUMM
Ta HAbYTUMMN NEPBUHHUMW ayTOIMYHHMMU Ta igionaTUYHUMKU XPOHIYHUMW HEATPONEHIYHMMK po3nagamu, Lo
CTpaXaalTb Ha peunauBytodi Ta/abo cepiio3Hi iHdekuil», koa aocnimkeHHs X4P-001-110, sepcis 1.0 Bifg
23 xoBTHA 2023; cnoHcop - X4 Pharmaceuticals, Inc., USA / Ikc4 ®dapmacbioTikans, IHk.,, CLUA
3asBHuk - HOBOTEK KNIHIKAM PICBOUY (KIMNP) NIMITEL, Kinp

BYNO

CTANO

B8.M.H., npodch. Bosipuyk O.P.

KomyHanbHe  HekomepuiliHe  nignpnemcTBO
«TepHOMiNbCbKa MiCbKa AUTAYA KOMYHas/lbHa
NiKapHs», OHKOremartosoriyHe BigAiNeHHs,
TepHONINbCbKNIA HaLjioHaNbHWIA MeNUYHNIA
yHiBepcuteT imeHi |.A. TopbayeBcbkoro MO3
YkpaiHn, kadegpa AUTAYMX XBOPO6 3 OUTAYUOHD

K.M.H. lapisH T.B.

KomyHanbHe HekomepuiliHe nignpuemcTBO
«TepHOMiNbCbKa KOMYHas/lbHa MicbKa nikapHs
Ne2», OHKOoremartosoriyHe BigAiNeHHs,
TepHONINbCbKNI HaLjiOHaNbHWIA MeNYHWIA
yHiBepcuteT iMmeHi |.A. [opb6ayeBcbkoro MO3
YkpaiHn, kadegpa [UTSYMX XBOPOO 3 AMTSAYO0

xipyprieto, M. TepHoninb xipyprieto, M. TepHoninb

Ne MN.1.6. BiANOBIA&ILHOrO AOCiAHMKA

n/n HasBa MicLs NpoBeAEHHS KMiHIYHOTO BUNPOOYBaHHS

1. O.M.H., npodh. Nocnogapcbkuii 1.4.

ToBapnCcTBO 3 0OOMEXEHOW BiAnoBiganbHICTIO «MeauuHuii UeHTp «KniHika ocnogapcbkux,
TepaneBTMYHUI Niapo3ain, M. TepHoninb

2. MpoTtokon kniHiyHoro gocnimkeHHa AC102-201, sepcia 4.0 Big 15 nunHa 2024 p.; 3MiHa HasBuU
3asiBHMKa; Bpowypa pocnigHuka pna AC102, Bepcia 3.0, Big 22 cepnHAa 2024 p.; [ocbe
pocnipkyBaHOro nikapcbkoro 3acoéy AC102 / nnaue60, Bepcis 2.0, Big 09 BepecHst 2024 p.; CnpouieHe
[OCbE AOCNigKyBaHOro NnikapcbKoro 3aco6y npepgHizosioH | nnaue6o Bepcia 2.0, Big 10 BepecHsA
2024 p.; IHchopmauiiiHnii NMCTOK yyacHuka 1a chopma iHPOPMOBaHOI 3roagn Ha y4yacTb Y KAiHiYHOMY
pocnipkeHHi Bepcisa 2.0 Big 18 oBTHA 2024 p. yKpaiHCbKOKO MOBOW; IH(popmauia ana BariTHOV
ydacHuui | napTHepku i chopma iHchopmoBaHoi 3roau Bepcis 2.0 Big 18 )oBTHA 2024 p. yKpaiHCLKOIO
MOBOI0; AHKeTa AN BU3HAUEHHSA NPo6seM i3 Bagamu cnyxy Ansa gopocnux, Bepcia 2 Big 19 cepnHa
2024 p. yKpaiHCbKOIO MOBOLO; BisyasibHa aHaf10roBa LiKania s ouiHiBaHHA WyMy Yy Byxax Bepcif 2.0
Big 19 cepnHa 2024 p. yKpaiHCbKOK MOBOIO; BisyasbHa aHasoroBa WKana [pAfis OUiHIOBaHHA
3anamopoueHHs Bepcia 2.0 Big 19 cepnHA 2024 p. yKpaiHCbKOK MOBOIO; LLkana OLiHKM TAXKOCTI
cyiungy KonymGiiicbkoro yHiBepcutety (C-SSRS), BuxigHi gaHHi /Bepcis gnsa ouiHOBaHHSA, Bepcis
14/01/09, ykpaiHcbkoi MoOBOMO; LLkana oujiHKM TsXKOCTI cyiumagy KonymGilicbKkoro yHiBepcutety
(C-SSRS), 3 MOMEHTY OCTaHHbLOro Bi3uTy, Bepcia 14/01/09, ykpaiHCbKOO MOBOI; MeauKaMeHTO3Ha
KapTKa, Bepcif 2.0 Big 18 xxoBTHA 2024 p. ykpaiHCbKOI MOBOIO; laeHTUiKauiliHa kKapTka nawlieHTa gna
eKCTpeHuX BuUnapgkie, Bepcia 2.0 Big 18 oBTHA 2024 p. yKpaiHCbKOK MOBOK; 3MiHa Ha3BU Micus
NpoBeAEeHHA KMIHIYHOTO BUNPOGYBAaHHA [0 NPOTOKO/Y K/HIYHOrO AoCnimkeHHs «baraToueHTpose,
paHAoMi30BaHe, C/line KAiHivHe aocnimpkeHHs doasu Il s ouiHkM edpekTUBHOCTI, 6e3nekn Ta NepPeHOCMMOCTI
pa3oBoi iHTpaTMMnaHasibHOI 03K npenapaTy AC102 y MNOpPIBHAHHI 3 nepopasibHUMK cTepoigjamu A/
NiKyBaHHs igionaTMyHOi panToBOT CEHCOHEBPa/IbHOT BTPATK CAyXy», koA AocnigkeHHss AC102-201, sepcis 3.0
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Big 23.08.2023; cnoHcop -

AypioK'top ®apma TM6X (AudioCure Pharma GmbH),

HimeyunHa

3aaBHuk - HOBOTEK K/IHIKAM PICBOUY (KIMP) NIMITEA, Kinp

BYNO

CTANO

IcTXOPH KniHikan Cepsicec IH Cll NlimiTeq, Kinp

HOBOTEK K/IHIKAN PICbOY (KINP) NIMITEA,
Kinp

BYNO CTANO
O.M.H., npodp. feesa HO.B. O.M.H., npodh. feesa HO.B.
KomyHanbHe  HekomepuiiiHe nignpuemcTBo | KOMyHaslbHe  HekomepuiliHe  nNigNPUEMCTBO
«OnekcaHgpiBCbKa KniHiuHa nikapHAa M. Kuesa» | «CBATO-Muxaiiniscbka KNiHiYHa nikapHsA

BUKOHaBYOro opraHy KuiBcbKkol MiCcbKOI pagu | M.
(KniBcbKOi MiCbKOi gepxaBHOI aamiHicTpauii),
BiAAINEHHS OToNapwuHrosorii  and gopocnmnx Tta
aiten, m. Kuis

KueBa» BukoHaBuyoro opraHy KuiBCcbKoi
Micbkoi pagu (KuiBCbKOI MiCbKOI AepXaBHOT
aamiHicTpauii), BigaineHHs oTonapuHronorii gns
Jopocnux Ta aiteii, M. Knis

3. OHOBMeHuii NPOTOKO/ KiiHIYHOro pocnimkeHHs MS200662_0001, Bepcia 15.0 Big 01 nunHsA
2024 poKy, aHrnincbKo MoBoH; IHchopmauia ana nauieHTa i oopma iHpopmoBaHoi 3rogn ansa casn
NPoAoOBXeHHA NiKyBaHHA: MS200622_0001 OcHoBHa ®I3 ansa chasn NPOJOBXKEHHA NiKyBaHHA, AN
YKpaiHun, pegakuis 1.0 Big 23 »oBTHA 2024 p. (MS200662_0001 LLUa6noH ocHoBHOI ®I3 ansa ¢asu
NPOAOBXEHHA JliKyBaHHA, pepakuia 1.0 Big 16 XoBTHA 2024 p.), YKpaiHCLKOK, POCIiiCbKOIO,
aHrnificbkoro moBamu; MofoOBXEHHA TPUBAIOCTI K/iHIYHOrO BUNPOGOYBaHHA B YKpaiHi A0 rpygHs
2025 poKy 40 NPOTOKOJTY KNiHIYHOTo AocnimkeHHs «dasa l/ll, gocnigpkeHHa NepLioro 3acTocyBaHHs y Noaei
npenapaty TL-895 sk MoHOTepanii 3 eckanauieo 403U Y NauieHTiB 3 peuuavBHUMU/pedpakTepHumMmn B-
KNITUHHAMW  3/109KICHAMW  3aXBOPIOBAHHAMM Ta i3 nojanblUMM 3acTocyBaHHAM npenapaty TL-895 sk
MOHOTepanii Ta y pamMkax KOMOGIHOBaHOI Tepanii pa3om i3 HaBTEMaA/liHOM Yy MaUiEHTIB 3 XPOHIYHUM
nimcoymTapHUM Nenko3oMm abo ApPIGHOKAITUHHOK AiMAIoOLUUTAPHOK NIMAIOMOID, SKi paHille He oTpuMyBan
NiKyBaHHs, Ta nNauieHTIB 3 peunamBHUM/pedpakTeEPHUM XPOHIYHUM  AiMOoUMTapHUM  ieiiko3oM  abo
peunanBHoto/pedpakTepHo0  APIOHOKAITUHHOK  fliMpounTapHold  NiMOOMOKO»,  KOA,  AOCAiAXKEHHS
MS200662_0001, sepcia 14.0 Big Big 03 nuctonaga 2022 poky; cnoHcop - «Tenioc ®apMma, IHk» [Telios
Pharma, Inc.], CLWA
3asBHUK - TOBAPUCTBO 3 0BMEXEHOI BigNoBigabHICTIO «<MEAMEVC YKPAIHA»

4. 3miHa Micus npoBefeHHs1 KNiHIYHOro BUMNPOOGYBaHHA [0 MPOTOKOJY K/HIYHONO [AOCNiLKEHHSA
«MonarchE: PaHgomi3zoBaHe, BigkpuTe pocnimkeHHs Il cha3n Tepanii a6emauiknioom B KOMOGiHAUIT 3i
CTaHZapTHOW af'toBaHTHOK ropMOHOTepanieln B NOPIBHAHHI 3i CTAH4APTHOK a'toBAHTHOK FOPMOHAa/IbHOK
MOHOTEpanield y nauieHTiB i3 MNO4YaTKOBOK CTafi€ld TOPMOH-PELEenToOp-NO3NTUBHOIO, 3 HeraTMBHUM
peuenTopHUM CTaTycOM JfIOACBLKOro enigepManbHOro dpaktopa pocTy 2-ro Tuny, NaxBOBMX iMAPATUHHUX
BY3/iB MO3NTMBHOIO paky MOJIOYHOI 3a/103M BUCOKOrO pPuU3MKy», Kog pochigpkeHHs I13Y-MC-JPCF, 3
iHkoprnioposaHoto nonpaskoto (h) Big 20 noToro 2024 poky; cnoHcop - Eni Ninni eHg Komnadi, CLUA
3aaBHuK - «Eni Ninni Boctok CA», LUBeliyapis

BYNO CTANO

nikap WesHsa C.M.
BiHHULbKUIA 061aCHUIA KiHIYHWIA OHKOJOTiYHWNIA

nikap WesHsa C.NM.
ToBapucTBO 3 OOMEXEHO BiAnoBifaNbLHICTIO

AucnaHcep, BigaineHHs ximiotepanii, M. BiHHMuA | «MeguuHwmii LeHTp «AnbTameguka»,
BigokpeMneHuii CTPYKTYPHWUii nigposain,
M. BiHHMUS

5. 36inblIeHHsA 3an/1aHOBaHOI KiZIbKOCTi Cy6’€KTIB A/151 BK/TIOYEHHS Y K/iHiYHEe BUNPOGyBaHHA B YKpaiHi
340 go 70 oci6 A0 NPOTOKO/Y KMiHIYHOro AocnimkeHHs «baraTtoueHTpoBe, Biakpute gocnimkeHHs Il dasm
A5 OLiHKM AOBroCTPOKOBOI 6e3neYHOCTi Ta eDEeKTUBHOCTI B YHACHUKIB, SIKUM Hapasi NPOBOANTbLCS NiKyBaHHS
abo cnoctepexeHHs y OOCMIMKEHHSX, WO BKIOYaOTe NneMoponisymad», kog, gocnimpkeHHs MK-3475-587, 3
iHKoprnopoBaHoto nonpaskoto 05 Big 05 rpyaHa 2023 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»



6. bpouwypa pocnigHuka JNJ-61186372 (AmiBaHTamMa6), BupaHHA 12 Big 22.07.2024 p.; Bpouwypa
pocnigHuka JNJ-73841937 (NlasepTiHi6), BupaHHA 15 Big 22.07.2024 p.; IHpopMauia Ana nauieHTa Ta
dopma iHhopmoBaHoi 3roau — MNMpoTtokon 73841937NSC3003, Bepcia 11.0 yKkpalHCbKOO MOBOIO ANSA
YkpaiHu Big 06.09.2024; IHchopmauia anAa nauieHTa Ta Popma iHchopmoBaHoi 3rogu — lMpoTokon
73841937NSC3003, Bepcis 11.0 pociiicbkolo MOBOI AJisi YKpaiHu Big 06.09.2024; 3miHa HasBUu Micusa
npoBefeHHs KMiHIYHOro BUNPOOYBaHHS 0 NPOTOKOY KMiHIYHOIO AOCAIMKEHHA «PaHaoMi30BaHe K/liHiYHe
pocnipkeHHs ®asm 3 kom6iHOBaHOI Tepanii AmiBaHTama6om Ta Jla3epTiHIGOM Yy MOPIBHAHHI 3
OcrmMepTnHIGOM Ta y MOPIBHAHHI 3 JlasepTiHIGOM Ak NepLuoT AiHIT Tepanii y nauieHTiB 3 MICLLEBO-NOLMPEHNM
abo mMeTacTaTMYHUM HeApPiGHOKNITUHHUM pakoM flereHb 3 MyTalji€lo peuenTopiB enigepmasnibHOro dpakropa
pOCTy (EGFR-myTauieto)», kog gocnimpkeHHs 73841937NSC3003, 3 NMonpaskoto 4 Big 14.11.2023 p.; cnoHcop

«AHCCEH ®APMALEEBTUKA HB», Benbris
3aﬂBHVIK - «AHCCEH ®APMALLEBTVIKA HB», benbris

BYNO CTANO
nikap rotsko I.1O. nikap rotbko 1.1O.
KomyHanbHe  HekomepuiiiHe nignpuemcTBo | BigokpemneHwnii nigpo3gin «KniHiuHa nikapHsa 3
«UeHTpanbHa Micbka  K/iHIYHA  NliKapHA» | HEBiAKNAAHUX CTaHIB Ta E€KCTPeHOoi MeauyHol
Y)Xropogcbkoi MiCbKOi pagu, TepaneBTU4He | gonoMmorn» KoOMyHasibHOro HeKOMepLiiiHOro

BigAineHHa, [epxaBHUiA BULLMIA HaBYa/IbHWIA | NignpuemcTBa «YXropopacbka Micbka
3aknap, «Y)XXrOpOACbKUii HauioHa/lbHMI1 | GaraTtonpodyinbHa KNiHiyHa nikapHsa»
yHiBepcuTeT», Kadpeapa OHKOMOrii Ta pagionorii | Y)KropoacbKoi MICbKOI  paau, OHKOMoOriyHe
hakynbTety nicnAgMnNIOMHOT OCBITU Ta | BigAaineHHAa, [epxaBHUiA BUWNA  HaBYasIbHWIA
[OYHIBEPCUTETCHLKOT NiAroTOBKMW, M. YXKropog, 3aknag «YXXropoacCbKuii HauioHasTbHWiA

yHiBEpcUTET», Kadiegpa OHKonorii Ta pagionorii

hakynbTeTy nicnsaMNAOMHOI OCBITH Ta

[OYHIBEPCUTETCHLKOT NiAroTOBKW, M. YXXropof

7. Bpowypa gocnigHuka ana AnekTuHioy (RO5424802), sepcisn 15 Big BepecHs 2024 p. 4O NPOTOKONIB
KNiHIYHUX BUNpOOyBaHb: «PaHaomi3oBaHe, baraToueHTpoBe, dhasu 3, BiAKpUTE AOCMIIKEHHSA aneKTUHIoy y
MOPIBHAHHI i3 KPU3OTMHIGOM Npu fiKyBaHHI NOLWMPEHOTo HeAPiGHOKNITUHHONO paky fereHb, No3UTUBHOIO A0
KiHa3W aHannacTU4YHOi NliMIOMKM, 3 MPUBOAY SAKOrO paHille He NMPOBOAWIOCS MiKyBaHHS», KO AOCAIAKEHHS
B028984, Bepcisa 9 Big 15 xoBTHA 2023 p.; «Bigkpute, paHgoMizoBaHe gocnimkeHHA |1l dpasu ansa ouiHkm
ehekTBHOCTI Ta 6e3nekn anekTUHIOy B SKOCTI af'loBaHTHOI Tepanii B MOPIBHAHHI 3 af'loBaHTHO
XimioTepanielo npenaparaMm Ha OCHOBI MATUHW Y NAUJEHTIB 3 HEAPIOGHOKMTITUHHAM PakoM fiereHb cragji 1B
(NyxnimHu = 4 cm) - 1A, NO3UTUBHUM LLOAO KiHa3K aHan1acTUYHOI NiMGIOMM, 3 NOBHOK PE3EKLiE MYyX/IUHN»,
Koa pocnigpkeHHss BO40336, sepcis 7 Big 16 rpyaHa 2021 p.; cnoHcop - «®. XoddpmaHH-/19 Pow JITa»
(F. Hoffmann-La Roche Ltd), LLseiiyapis
3asiBHUK - TOBaApUCTBO 3 0OMEXEHOH0 BifNOBiAa/bHICTIO «PoL YkpaiHa»

8. 3miHa Ha3BU Micub NpoBeAEeHHs K/iHIYHOro BUNPOGYBaHHA [0 MPOTOKO/Y KIHIYHOrO AO0CNIAKEHHS
«PaHpomizoBaHe noggiiHe cnine pocnimkeHHa 1l chasn, ana nopiBHAHHA npenapaTy PicaHkizymaG 3
nnauebo y nauieHTiB 3 akTUBHUM ncopiatTuyHum aptputoMm (McA), Aki MalTb B aHamMHesi HeaekBaTHY
BIAMOBIAb NPVHANMHI Ha oAMH XxBopoGomoaudpikytounii NpoTupeBmaTnyHKiA npenapat (XMIMPM) a6o ioro
HenepeHocumicTb (KEEPSAKE 1)», kog gocnigpkeHHsa M16-011, Bepcia 6.0 Big 13 6epesHs 2023 poky;
CMoHcop - AbbVie Inc., USA/ E66BI [HK., CWA
3anBHuK - «E66BI BiothapmacbktioTikan3 TM6X», LLBeliuapis

BYNO CTANO
nikap PomaHtok B.I1. Nikap PomaHtok B.IM.
KomyHanbHui nikyBanbHoO-npodinakTuuHuii | KomyHasibHe  HeKomepuiiiHe  nigNnpueEMCcTBO
3aknag «YepHiriBcbka o6GnacHa fikapHsi», | «YepHiriBcbka o6sacHa nikapHsa» YepHiriscbKol

peBMaTosI0rivHe BiadineHHs, M. YepHiris o6nacHoi pagu, peBMaTosioriyHe BiAAiNeHHs,
M. YepHiris

K.M.H. ¥pcon H.B. K.M.H. ¥pcon H.B.

XmenbHuLbKa o6nacHa niikapHs, peesmartonoriyHe | KomyHasibHe  HeKomepuiiiHe  MiANPMEMCTBO

BiAAINEHHS, M. XMeNbHULbKUIA «XMeNnbHULbKa ob6nacHa NiKapHA»

XMenbHULBLKOI 06/1acHOI paau, peBmartosoriyHe
BigAiNeHHs:, M. XMeNbHULbKWI




9. bpowypa docnigHuka JNJ-67896062 (macitentan), BugaHHa 21 aonoBHeHHA 1 Big 29.07.2024 p.;
IHbopMmauia ana nauieHTa Ta d®opma iHhpopmoBaHoOi 3rogu, Bepcisa 9.0 yKpaiHCLKOIO MOBOIO A/s
YkpaiHu Big 23.10.2024; IHchopmauis ana naudieHta Ta Popma iHchopmoBaHoi 3roau, Bepcis 9.0
pociiicbkolo MOBOIO A/is YKpaiHu Big 23.10.2024; MosigomneHHA Ne 3 w040 po3’iCHEHHS MPOTOKOY
pocnipkeHHa Big, 20.09.2024 0 NpOTOKONY K/HIYHOrO AocnifxeHHs «lMpocnekTusHe, 6araToueHTpoBe,
noZBiiiHe cine, 3 NOABINHO iMiTaliel0, paH4OMI30BaHe, 3 akTUBHUM KOHTPOJIEM, B Napasie/ibHMX rpynax, 3
NOCNiLOBHUM BK/THOUEHHAM rpyn, afanTyBHE, KOHTPOIbOBaHEe 3a NoAiAMU KiHIYHE [OCNIIKEHHA TPETbOT dhasu
L1151 NOPIBHAHHSA e(hekTMBHOCTI, 6e3NeYHOCTI Ta NePEeHOCMMOCTI MaLiTeHTaHa 75 Mr 3 mauiTeHTaHom 10 mry
nauieHTiB 3 JIereHeBOK apTepiasibHOK TiNepTeHsield 3 nogasibluMM NepiogoM BIAKPUTOro JliKyBaHHS
MauiTeHTaHOM 75 Mr», ko gocnigxkeHHs AC-055-315, 3 nonpaBkoto 4, Bepcis 5, Big 04.04.2023 p.; cnoHcop -
«AHCCEH ®APMALIEBTUKA HB», Benbris
3aaBHUK - «AHCCEH ®APMALEEBTUKA HB», Benbris

10. 3miHa BignoBiganbHOro AocnigHUKa Ta 3MiHa HasBUM MiCUA NpoBefeHHS BUNPOOYBaHHSA [0
NMPOTOKONY K/IHIYHOTO [OCNIMKEHHS «[lOBrotpmMBasie MoOLOBXEHe [OCNiMKEeHHA [N OUiHKM 6e3neku
hinroTiHiGy B nauieHTiB i3 BUPA3KOBUM KONITOM», KOZA AocnigpkeHHs GS-US-418-3899, 3 iHKOpnopoBaHo
nonpaskoro 13  Big4 22 cepnHa 2024  poky; cnoHcop - Galapagos NV, besnbris
3asaBHuK - TOBAPWCTBO 3 OBMEXEHOKO BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNO CTAJO
K.M.H. JleBueHkKo O.M. nikap KOpkiB A.€.
KomyHanbHa ycTtaHoBa «Opecbka o6nacHa | KOMyHasibHe  HeKomepuiiiHe nignpuemcTBO
KNiHiYHa NiKapHA», ob6nacHuii | «Opgecbka o61acHa KniHiuHa nikapHa» OgecbKol
racTpoeHTeponoriuHuin LeHTp Ha Gasi | o6nacHoOi pagu», BigQINEeHHA 3arajibHOI Ta
XipypriyHoro BiggineHHa, M. Ogeca Mas10iHBa3uBHOI Xipyprii, M. Ofeca

11. bpowypa aocnigHuka Niraparib (Zejula), BugaHHa 16 Big 19.06.2024 p.; bpowypa gocnigHuka
CJINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), BuaaHHs 6 Big 24.07.2024 p.;
IHhopMmauia ana nauieHTa Ta dopma iHpopMmoBaHoi 3rogu — NMpoTtokon 67652000PCR3002, Bepcis 1.0
YKpaiHCbKOIO MOBOK pAns YKpaiHu Big 17.07.2024 p.; IHdopmauia ana naugieHta Ta dopma
iHdhopmoBaHoi 3rogu - MpoTokon 67652000PCR3002, Bepcis 1.0 pociiicbkolo MOBOIO A/ YKpaiHu Bij
17.07.2024 p.; Iuchopmaunia Ana nauieHta Ta dopma iHcopmoBaHOi 3rogun - T[lpoToKO”N
67652000PCR3002, Bepcis 1.0 ykpaiHCbKOIO MOBOIO AJisl YKpaiHu Big, 22.07.2024 p.; IHdhopmauia gns
nauieHta Ta ®opma iHchopmoBaHoOi 3rogn — Mpotokon 67652000PCR3002, Bepcia 1.0 pociiicbKoto
MOBOIO AnA YKpaiHu Big 22.07.2024 p.; OHoBneHui po3gin 3.2.P locbe aocnigKyBaHOro nikapcbKoro
3aco6y CJINJ-67652000-ZZZ (Niraparib/Abiraterone acetate) cpikcoBaHa kKomGiHauis no3m 50/500 mr
(G009) Ta 100/500 mr (G010), TaGneTku, BKpUTi 00ONIOHKOI, Bif 05.07.2024; 3anyueHHA HOBOI
BUPOGHUUOI  [iNsAHKM  ANA  [OCAiAKyBaHOro  slikapcbkoro 3aco6y CJNJ-67652000-ZZ2Z
(Niraparib/Abiraterone acetate) chikcoBaHa kKomGiHauia gosun 50/500 mr (G009) Ta 100/500 mr (G010),
TabneTkn, BKPUTI 06O/IOHKOlO: Anabiotec NV, bBbenbria [0 NPOTOKO/Y KNIHIYHOTO AOCNILKEHHS
«PaHgomizoBaHe, nnaueb0-KOHTPO/IbOBaHe, MOABIHE C/liNe K/iHIYHE [OCMiMKeHHs 3 dha3n npenaparty
Hipanapu6 B koM6iHaLlil 3 abipaTrepoHa aueTaToMm Ta npefHi30HOM Y NOPIBHAHHI 3 abipatepoHa aueTaTtoMm Ta
NpeLHI30HOM AN JliKyBaHHA NAuieHTIB 3 MeTacTaTUdHUM KacTpaT-4yT/IMBUM pakoM nepeamixypoBoi 3a103u
(mCSPC) 3i WKig/MBOK repMiHa/IbHOK ab0 COMaTUYHOK MyTaLi€lo reHiB, WO BigMNoBigaTh 3a penapawiio
LISIXOM romosioriyHoi pekomGiHauii (HRR)», koa gocnimpkeHHss 67652000PCR3002, 3 lMonpaskoto 4 Bif
28.08.2023 p.; CNoHcop - «AHCCEH ®APMALEEBTUKA HB>, Benbris
3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris

12. fopaTok 1 Big 07 cepnHsa 2024 poky ao bpowypu gocnigHuka focnigkyBaHoro nikapcbKoro sacooy
IMBPYBIKA® (i6pyTuHiG), BupgaHHs 17 Big 04 rpyaHsa 2023 poKy aHrnilicbkolo MoBoto; IHhopmalis gna
nauieHTa Ta dopma iHbopmoBaHOI 3roau ANA YKpaiHu, Bepcia 14.0 Big 23 BepecHs 2024 poky
YKPaiHCbKOIO Ta POCIICbKOK MOBaMM [0 NMPOTOKO/TY KNiHIYHOrO AOCNiMKeHHSA «baraToLeHTpoBe BigkpuTe
[OBIOCTPOKOBE MOAOBXEHe K/iHiYHe gocnimpkeHHa 3b dasu npenapaty PCI-32765 (I6pyTuHiIO)», Kofa
pocnipkeHHs PCI-32765CAN3001, 3 nonpaskoto INT-7 Big 30 yepBHA 2022 poky; cnoHcop - «AHCCEH
®APMALEBTUKA HB», Benbris
3aaBHnKk - TOBAPWUCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)



13. OHOB/EHUI NPOTOKOJ1 KNiHIYHOrO BUNpPOGYBaHHA, Bepcia 9 Big 12 BepecHs 2024 p.; dopma
iHdbopMoBaHoI 3rogu, Bepcis 5.0 Ana YkpaiHn yKkpaiHCbKO MOBOIO Bif, 11 xoBTHA 2024 p. Ha ocHOBI
MozaenbHoi chopmu iHchopMmoBaHOi 3rogu ana gocnipkeHHa WO41554, Bepcia 6 Big 3 XXoBTHS 2024 p.;
Bpolwypa gocnigHuka gns iHasonicuéy (RO7113755), Bepcisa 9 Big cepnHa 2024 p.; OHoBneHa KopoTka
XapakTepucTuka nikapcbkoro 3aco6y IBRANCE (Man6ouuknio) Teepai kancynu no 75 mr, no 100 mr ta
no 125 wmr, Big 02 nunHAa 2024 p. 40 NPOTOKO/Y KAIHIYHOTO AOCAiMpKEHHSA «PaHaomi3oBaHe, NOABiHe chine,
nnaueb0o-KOHTPoIbOBaHe pAocrimkeHHsa a3 Il 3 ouiHkum edbekTMBHOCTI Ta 6e3neyHocTi KoMOGiHaL,i
iHaBoJ1icuOBy 3 Nanboumnknibom Ta pyNBeCTPaHTOM Y NOPIBHAHHI 3 KOMGIHaU e nnaue6o 3 nanboumknidoom Ta
doynBECTPAHTOM Y MauieHTiB 3 MyTauieto reHa PIK3CA, ropmoH-pelenTop-nosnTtuBHnuM, HER2-HeratnBHuM
MiCLLeBO-NOLWIMPEHUM ab0 MeTacTaTUYHUM PakoM MOJIOYHOT 3a/103U», KOZ4 AocnimpkeHHs WO41554, sepcisa 8
Bipz 08  6Gepesns 2023 p.; cnoHcop - d.XothdMmaHH-[Is Pow  Jita, LBeiiyapisi
3asiBHUK - TOBaApUCTBO 3 0OMEXEHOH0 BifNOBiAa/bHICTIO «PoL YkpaiHa»

14. OHOBEHWIA NPOTOKO KJliHIYHOro BMNpoGyBaHHA ABX464-108, octatouHa Bepcis 6.0, 9 )XOBTHS
2024, aHrniiicbkolo MoBoOl; CTUCNWii BMKNa[ OHOBJ/IEHOrO MPOTOKOJY KNiHIYHOrO BUNPOGYBaHHA
ABX464-108, octaTouHa Bepcia 6.0, 9 OoBTHA 2024, yKkpalHCbKOIO MOBOIO; Bpolypa gocnigHuka
OGedhasimop (ABX464), Bepcia 10.0, 25 ciuHa 2024, aHrniiicbkoo MoBO1O; IHhopMaLiliHMii INCTOK
nauieHTa ta ¢popma 3roau, Bepcia 7.0 Big 15.10.2024, yKkpaiHCbKOIO MOBOIO ANA YKpaiHu (ABX464-
108_PIS/ICF - Ukrainian, UA - V7.0 -15-OCT-2024); BariTHicTb napTHepa/BariTHiCTb y4yacHuui: 3roga
Ha nogasblue JOCigKEeHHA 3a YMOBM BariTHOCTI, Bepcis 6.0 Big, 15.10.2024, ykpaiHCbKOKO MOBOIO A1
YkpaiHu (ABX464-108_Pregnancy FU ICF - Ukrainian, UA_V6.0_ 15-OCT-2024 (previously “Pregnant
Partner ICF”)); KapTka nauieHTa, octatouHa Bepcia 5.0 Big 10.10.2024, ykpaiHCbKolo MoBoto (0281,
Patient Card_Final 5.0, 10-OCT-2024, Ukrainian); IHchopmauiiiHuii nuct ana nikapsa nauieHTa, Bepcis:
4.0 octaTtouHa Bepcia Big 10.10.2024, ykpaiHcbkoto moBoto (Letter for the patient’s doctor, Protocol:
ABX464-108 - Version: V4.0 Final, Ukrainian - Date: 10 Oct 2024); Aocb€e [OCNiAXYBaHOrO0 J1iKapCbKOro
3acoby ABX464, Bepcia 12.0 Big 17 tpaBHA 2024 pokKy, aHrnilicbkoto moBoto (INVESTIGATIONAL
MEDICINAL PRODUCT DOSSIER (IMPD) - QUALITY_ COMPOUND ABX464_ EDITION No. 12.0_
RELEASE DATE 17/05/2024); Qopatok Ao [ocbe AocnifKyBaHOro Jlikapcbkoro sacod6y ABX464,
aHrniicbkolo moBoto (INVESTIGATIONAL MEDICINAL PRODUCT DOSSIER (IMPD)- EXCLUDING
QUALITY DATA_EDITION No. 12.0_ RELEASE DATE 13/06/2024) 1o NpOTOKO/1Y KNiHIYHOrO AOCIIKEHHS
«lMoganblie BigKpPUTE [OCNIMKEHHSA asnm 2 AN OUHKM AOBroTpMBasioro npoquisito 6esnevyHocTi Ta
edhekTmBHOCTI NnpenapaTy ABX464 npu 3acTOCyBaHHi y A03i 25 Mr 0AMH pas Ha AeHb NauieHTamu i3 akTUBHUM
BMPa3KOBMM KOMITOM CEpeaiHbOro Ta TSHKKOro CTYMeHo», Kof AocnigpkeHHss ABX464-108, octatouHa Bepcis
5.0, 5 rpyAHs 2023; CrnoHcop - ABIVAX, ®paHuis
3anBHUK - «Ckoyn IHTepHeLwHN AlM», HimeuynHa

15. OnutyBasibHUK «AZ_D9180C00012-MIRANDA PGS2WR eCOA Handheld Screenshots», Bepcis 1,00
Bif 04 XOBTHA 2024 p. aHrNiACbKOIO Ta YKPAiHCbKOK MOBaMM [0 MPOTOKO/Y KANIHIYHOrO AOCAiAKEHHS
«PaHgowmizoBaHe, baraToueHTpoBe, NoAgiliHe chine, TPMBa/IOr0 NPUnOMy, B NapasiesibHuX rpynax, niaue6o-
KOHTPO/IbOBaHe AocsimKeHHs 1l dpasn OuiHKM eDeKTUBHOCTI Ta 6e3nekn To3opakiMaly A/1a YYacHUKIB i3
CMMNTOMATUYHUM XPOHIYHUM OOGCTPYKTMBHMM 3aXBOPHOBaHHAM siereHb (XO3J1) i3 3aroctpeHHamu XO3/1 B
aHamHesi (MIRANDA)», kog pocnigxeHHsa D9180C00012, sepcia 2.0 Big 12 yepBHA 2024 poKy; CNOHCOP -
AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

16. OHoOBnEHi po3pinu pocbe pocnipkKyBaHOro nikapcbkoro 3aco6y NN6018 Ziltivekimab
subcutaneous administration (CMC update): Po3gin 3.2.P.8 «Drug Product. Ziltivekimab C. Stability»,
Bepcia 6.0, ciHanbHa, Big 13 BepecHA 2024 (v.6.0, final, dated 13 September 2024), aHrniicbKoto
MmoBoto; Pospin 3.2.P «Placebo Product. Ziltivekimab C. Placebo», Bepcia 5.0, ciHanbHa, Bipf
13 BepecHs 2024 (v.5.0, final, dated 13 September 2024), aHrnilicbkoro MOBOI; 3MiHa TepMiHYy
NpuAaTHOCTI [OCNiIgKYBAHOTO JliKapcbKOro 3acoGy Ta BignoBigHoro njaue6o 3 30 micAwiB go
36 MicAuiB 40 NPOTOKOY KAIHIYHOTO AOCiMKEHHS «[ocnimkeHHs ZEUS - Bniive 3inTiBekiMaby NopiBHSAHO 3
nnaue6o Ha cepueBO-CYAMHHI HACMIAKU B YYACHWKIB 3 4iarHOCTOBAHMM aTepOCKIEPOTUYHUM 3aXBOPIOBAHHSAM
CepueBO-CyANHHOT CUCTEMU, XPOHIYHOK XBOPOOOK HUMPOK | CUCTEMHUM 3anasieHHAM», Kog, AO0C/IiAKEHHSs
EX6018-4758, Bepcis 12.0, chiHanbHa, Big 04 kBiTHA 2024 p. (Protocol EX6018-4758, version 12.0, Final, dated
04 April 2024); CrnoHcop - Novo Nordisk A/S, Denmark
3asBHUK - TOB «HoBO Hopgaick YkpaiHa»



17. OHOB/IEHMIA NPOTOKOJSI  KMiHiYUHOro BunNpoGyBaHHA M14-430 3  iHKOpPMNOPOBaHMMM
AaMiHicTpaTuBHMMM 3miHamu 5,6 i 7 i MonpaBkamu 1, 2, 3, 4, 5, 6, 7, 7.01, 7.02, 7.04, 8, 8.01, 9 Ta 10 Bipg,
11 Gepe3Hsa 2024 poky; IHpopMauis ana nauieHTa Ta iHpopMoBaHa 3roga Ha yvyacTb Y HayKOBOMY
pocnipkeHHi Ta HEOG0B’A3KOBOMY AoOC/iMKeHHi, Bepcia 10.0 ana YkpaiHu Big 30 TpaBHA 2024 poky,
YKPaiHCbKOIO, POCIliCbKOI Ta aHrfiicbkolo MoBamu; OHoBneHuii KniHiuHuiA posgin [locbe
[OCANiAKyBaHOro fikapcbKoOro 3acooy YnagauuTtuHio (ABT-494), sepcis 22.0 Big 22 cepnHsa 2023 poky;
OHoBneHuit po3gin «fAkicTb» [JoCb€E [OCNiIMKYBAHOIO NiKapCbKOro 3acody YnagauutuHio (ABT-494),
Bepcisa 18.0 C Big 23 notoro 2024 poky; OHOB/IE€HUI po3A4in «AKiCTb» ckopoueHoro [locbe nnaue6o o
[OCNiopKYBaHOIO JliKapCbKoro 3aco6y YnagauutuHio (Upadacitinib, ABT-494) Bepcia 6.0 P Big
29 nuctonapga 2023 poKy [0 MNPOTOKOMY K/IHIYHOrO AocnimkeHHs «baraToueHTpoBe, paHAoMi3oBaHe,
noagivHe cnine, nnaue60-KOHTPO/IbOBaHE AOBrOCTPOKOBE NPOAOBXEHE AOCAIMKEHHS MigTPUMYOYOT Tepanii
[ONS BUBYEHHSA e(heKTUBHOCTI Ta 6e3nevHocTi YnagauntuHioy (ABT-494) y nauieHTiB 3 XBopoboto KpoHa, ski
3aBepwuin  gocnimkeHHa M14-431 un M14-433», kof pochnimpkeHHs M14-430, 3 iHKOpnopoBaHUMM
ApmiHicTpaTuBHMMM 3MiHamu 5 Ta 6 i Monpaskamun 1, 2, 3, 4,5, 6,7, 7.01, 7.02, 7.04, 8 Ta 9 Big 25 TpaBHs 2023
POKY; CroHcop - AbbVie Inc., USA
3anaBHUK - «E66BI BiochapmacsioTikans M6X>, Lseiuapis



