Jopatok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP Ne 27 Big 25.07.24, Ha ki 6y/In oTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. IHdopmauia ana naudieHTa Ta iHpopmoBaHa 3rofia Ha yyacTb Yy HayKOBOMY [AOC/iAKXEHHi Ta
HeOGOB’sAI3KOBOMY AOCHNimKeHHi, Bepcia 8.0 ana YkpaiHn Big 08 ciuHA 2024 poKy, YKpaiHCbKOK Ta
pOoCilicbKkOl0 MOBaMM A0 NPOTOKO/Y KAIHIYHOro AoCAimKeHHs «PaHaoMizoBaHe, noAgiHe cnine, nnauebo-
KOHTpPO/IbOBaHe AochimkeHHa da3n 3 ansd ouiHkKM npenapaTty ynagauyuTuUHIO Yy NigniTkiB Ta A0pocnmnx
NauieHTiB 3 NOMIPHMM Ta TSXKKUM aTomniyHUM AepmMaTUToM», Kog gocnimpkeHHs M16-045, sepcisa 7.1 Big
18 cepnHs 2023 POKY; CroHcop - AbbVie Inc., USA/ E66BI IHK., CWA
3adBHUK - «E66BI BioghapmacktoTikans FTmM6X», LLseliuapis

2. Iuchopmauis ana nauieHta Ta iHopMoBaHa 3roga Ha y4dyacTb Y HayKOBOMY AOCAiMKEHHi Ta
HeoOOB’sI3KOBOMY AOoChiAKeHHI, Bepcia 14.0 ana YkpaiHu Big 04 rpyaHAa 2023 poKy, YKpaiHCbKOIO Ta
pociiicbkolo moBamu; dPopma [03BOJIy BariTHOI MAapTHEPKU Ha nepegady paHux, Bepcia 4.0 gns
YkpaiHu Big, 04 rpygHa 2023 poKy, YKpPaiHCbKOK Ta POCIiICbKOK MOBamMu [0 NPOTOKOY KiHIYHOrO
JocnipkeHHs «PaHpomizoBaHe, nogpiliHe cnine gocnimkeHHs, |l dasun, ans nopiBHAHHA npenapaty
YnapgauutuHio (ABT-494) 3 nnaue6o Ta 3 agasimymaboMm, y NauieHTiB 3 CepeaHbOTSKKOK ab0 TSHKKOH
chopmamm akTMBHOro peBMAaTOTAHOIo apTPUTY, L0 OTPUMYHOTb CTabiNibHy 6a3nCHyY Tepanito MeTOTPEKCaTOM Ta
He [JocsarnM  afekBaTHOI BiAMOBiAI Ha Hei», Koa AocnigkeHHs M14-465, 3 iHKOpnopoBaHMMU
ApmiHicTpaTnBHumu 3miHamu 1, 2, 3 i 4 Ta Monpaskamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03,5,6, 71a 8
Bif, 10 KBITHS 2023 pOKYy; CNoHcop - AbbVie Inc., USA
3anaBHuK - «<E66BI BiohapmacktoTikan3 FTmM6X», LLseliyapis

3. AC102-201 AHKeTa ANnsi BU3HAYEHHA npoGsieM i3 Bagjamu cCnyxy A8 Aopocnux, Bepcia 1 Big
01 rpyaHa 2021 poKy YKpaiHCbKOK MOBOIO [0 NMPOTOKO/Y KMiHIYHOrO Aoc/igpkeHHs «baraToueHTpose,
paHAoMi30BaHe, C/line KAiHiYHe AocnimpkeHHs doasu |l s ouiHkM edhekTUBHOCTI, 6e3nekn Ta NepPeHOCMMOCTI
pa3oBoi iHTpaTMMnaHasibHOI 03K npenapaTy AC102 y NOpPIBHAHHI 3 nepopasibHUMK cTepoigjamu A/
NiKyBaHHs igionaTnyHOi panToBOT CEHCOHEBPa/IbHOT BTPATK CAyXy», koA AocnigpkeHHss AC102-201, sepcis 3.0
Big, 23.08.2023 ; cnoHcop - AyaioK'top ®dapma I'm6X (AudioCure Pharma GmbH), HimeuunHa
3asaBHUK - IcTXOPH Kninikan Cepgicec IH Cll Nlimitea, Kinp

4. 3miHa BignoBiganbHOro AoCigHUKA [0 NPOTOKOY K/iHIYHOrO AoCAiMpKEHHS «PaHAoMi30BaHe, NoaBiliHe
cnine, nnaue6o-KOHTPOsIboBaHe KNiHivHe gocnimpkeHHs Il dhasm ona BuBYEHHSA ehekTUBHOCTI Ta 6e3neYvHOCTi
nem6ponisymady (MK-3475) y kombGiHauii 3 ximionpomeHeBow Teparieto (XMT) y MNOPIBHAHHI nvwe 3
ximionpomeHeBoto Tepanieto (XIMT) B yyacHWKIB 3 M'A30BO-iHBa3MBHMM pakoM ce4yoBoro mixypa (MIPCM)
(KEYNOTE-992)», kon pocnimkeHHs MK-3475-992, 3 iHKopnoposaHolo nonpaskoio 04 Big 15 rpygHAa
2022 poky; cnoHcop - TOB Mepk Wapn eHg Ooym, CLIA (Merck Sharp & Dohme LLC, USA)
3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIBHICTIO «MC/], YkpaiHa»

BYNO CTA/O
A-M.H. CBUHapeHKo A.B. K.M.H. HacoHoBa A.M.
[epxaBHa ycTaHoBa «IHCTUTYT MeanyHoT pagionorii | JepxaBHa yctaHoBa «IHCTUTYT Meagn4YHoT pagionorii
Ta oHkonorii imeHi C.M. INpurop’eBa HauioHasbHOT | Ta oHkosorii imeHi C.IM. Ipurop’eBa HauioHanbHOT
akagemii MeaMuYHMX HayK YKpaiHu», BiAA4iIeHHS | akageMii MeAnYyHUX Hayk YKpaiHu», BiagineHHs
pagialiiiHoi oHKos1oriT, M. XapkiB pagiauiiiHoi oHKosoriT, M. XapkiB

5. Bpouwypa gocnigHuka APG-2575, Bepcis 6.0 Big 23.03.2024 aHrniiicbkoio MoBOLo; JIucT iHchopmauit
AnA nauieHta Ta ®opma iHhopmoBaHOi 3roau Ha yyacTb y focnigkeHHi, Ans YKkpaiHu, Bepcia 6.0 Big 21
uepBHA 2024 Ha ocHOBI malicTep-Bepcii ana €C 9.0 Big 20 yepBHA 2024 (YKpaiHCbKOIO Ta POCifiCbKOIO
MOBOI0) [0 MPOTOKO/Y KiHIYHOTO BMNpobyBaHHA «[JocnigmkeHHs ¢asm Ib/ll 3acTocyBaHHS npenapaty
APG-2575 sk MmoHoTepanii abo B KOMOGIHaLii 3 iHWWMKW NiKapCbkMMK npenaparaMmyu y MauieHTiB 3
peumamBytlouumMmn Ta/abo pedpakTeEPHMMM XPOHIYHUM fliMmcbouuTapHum neiiko3om (XJ11)/api6HOKAITUHHOK
nimcoumTtapHoo nimcgomoto  (4/171) (SACRED)», kog pocnipkeHHss APG2575CU101, Bepcis 3.1 Big
28 6GepesHs 2023; cnoHcop - Ascentage Pharma Group Inc. (AceHTax ®apma [pyn IHK.), CLUA
3asaBHUK - TOB «Kpomocdapma YkpaiHa»



6. IHhopmauiiiHuii nucTok i chopma iHhopmoBaHoi 3roau, octatouHa pegakuis 2.0 ansa YkpaiHu Big 24
KBiTHS 2024 p., OCTaTOYHMIA NepeKnag 3 aHrNificbKOi MOBM Ha YKpaiHCbKYy MOBY Bif 22 TpaBHs 2024 p.;
IHhopMauiiHnii nncTok Ta popma iHhopMOBaHOT 3rogn Ha y4acTb Y HEOG0B'I3KOBOMY MaiiGyTHbLOMY
HAyKOBOMY AOC/iAKEHHI, ocTaTo4Ha pegakuisa 2.0 gna YkpaiHn Big 10 kBiTHA 2024 p., oCTaTOYHWNA
nepeknag 3 aHriicbKOi MOBU Ha YKpaAiHCbKy MOBY Bif, 22 KBIiTHA 2024 p.; IHhopMaLiiHWA INCTOK i
c¢hopma iHhbopMOBaHOI 3rogn Ha yyacTb y HEOGOB’A3KOBOMY AOAATKOBOMY (hapMaKoreHeTU4HOMY
pocnipkeHHi (pocnipkeHHi AHK), octatouHa pepakuis 2.0 ana YkpaiHun Big 10 kBiTHA 2024 p.,
OCTaTO4YHWI NepeKknag, 3 aHrNiicbKOi MOBU Ha YKPAiHCbKY MOBY Bifi 22 KBiTHA 2024 p.; IHdhopmauniiHnii
nncTok i hopma iHhopmoBaHOI 3roau BariTHOI NapTHEPKN Ha NPoOBeAEeHHs aHaJ1i3y Ha BariTHICTb Ta
BignoBigHe nogasnblue CNOCTEPEXEHHA, OCTaTOYHa peakuia 2.0 ana YkpaiHu Big, 10 kBiTHA 2024 p.,
OCTaTOYHMI Nepeknag, 3 aHrMiicbKOi MOBU Ha YKPaiHCbKY MOBY Bijf, 22 KBiTHA 2024 p.; IHdhopMauiiHniA
nuctok i hopma iHhopmoBaHOi 3rogu Ans AO0LATKOBOro BiAKPUTOro nepioay AoCNiAKEHHSA, ocTaTouyHa
pepakuia 1.0 ana YkpaiHun Big 24 KBiTHA 2024 p., oCTaTOYHMIA Nepeknag 3 aHrniiicbKoi MOBU Ha
YKpaiHCbKy MOBY Bif, 22 TpaBHA 2024 p.; IHopmaLiliHMii nucTok Ta chopma iHhopMoBaHOT 3roan Ha
yyacTb y HeOGOB’I3KOBOMY MaliGyTHbOMY HayKOBOMY AOC/i/KEHHI ANsl yYaCHUKIB A0AaTKOBOro
BiAKPUTOro nepioay AocnigkKeHHs, octatoyHa pegakuia 1.0 ana YkpaiHu Big 18 kBiTHA 2024 p.,
OCTaTOYHWI NepeKnapg, 3 aHriicbKoi MOBU Ha yKpaiHCbKy MOBY Bif, 18 TpaBHsa 2024 p.; MoCiOHMK i3
pocnipkeHHs ana ydyacHuka 3 BK, pepakuia 1.0 gnsa YKpaiHu (Ha OCHOBI r106a5bHOI pepakuii Big,
04 6epe3Ha 2024 p. [V04 Global(en)]), octatouHunii nepeknag 3 aHrMiicbKOi MOBX Ha YKPAiHCbKY MOBY
Big 20 TpaBHA 2024 p.; Moci6HUK i3 gocnigmkeHHa gnAa yyacHuka 3 XK, pegakuia 1.0 ana YkpaiHum (Ha
OCHOBI rno6anbHoOi pepakuii Big 04 6epe3Ha 2024 p. [V04 Global(en)]), octatouHuii nepeknapg 3
aHrnificbKol MOBU Ha YKpaiHCbKy MOBY Bif 20 TpaBHA 2024 p.; AoCcbe AOCNiAKYBaHOrO JliKAPCbKOro
3aco6y (IMPD) TEV-48574, Moaynb "Quality", Bepcia 5.0 Big ntotoro 2024 p.; AopaHHA HOBOI
BUPOOGHMUOT AiNAHKY, BiANOBigaNbHOI 3a BUNYCK AOCAiAKyBaHOro nikapcbkoro saco6y TEV-48574;
TEV-48574 Buffer (placebo): "Sindan-Pharma S.R.L.", PymyHis; MoaoBXeHHA nepiogy npoBefeHHs
KNiHiYHOro BMNPOOGYBaHHA B CBiTi Ta B YKpaiHi o 31 6epe3Hsa 2031 p.; 36iNblIeHHA 3anjaHOBaHOI
KiIbKOCTi AOC/iAKyBaHUX ANA BKIAIOYEHHS Y BUNPoGyBaHHA B YKpaiHi 3 10 go 23 oci6é [0 npoTokosny
KIHIYHOTO AocnimpKeHHs «PaHAoMi30BaHe, noAgiliHe crine, 4OBroCTPOKOBE PO3LUMpEHe A0CAiMKeHHA dhasm
2b ans ouiHkM hapmakokiHeTUKK, etpeKkTUBHOCTI, 6e3NeYHOCTi Ta nepeHocuMocTi npenapaty TEV-48574 y
LOpOC/IMX MaUieHTIB i3 BMPA3KOBMM KOJIITOM abo XBOpo60ot KpoHa cepefHbOoro Ta TSHKKOrO CTYMEHs, sKi
3aBepwwin dasy NiKyBaHHSA y Mexax [ocnimkeHHs i3 nigbopom po3 (RELIEVE UCCD LTE)», ko
pocnipkeHHs TV48574-IMM-20038, 3 Monpaskoto 03 (JP 03), Bepcis Big 17 ciuHa 2024 p.; cnoHcop - Teva
Branded Pharmaceutical Products R&D, Inc., CLIA
3asBHNK - TOBAPUCTBO 3 OEMEXXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

7. Bpowypa ana gocnigHuka 3 npenapary Ozanimod (RPC1063), pegakuia 18 Big 17 TpaBHsa 2024 p.;
Aopaatok Ne01 Big 14 yepBHA 2024 p. o Bpolwypu ana pocnigHuka 3 npenaparty Ozanimod (RPC1063),
pepakuia 18 Big 17 TpaBHA 2024 p. 40 MPOTOKONIB KNiHIYHMX JocnifpkeHb: «Bigkpute, 6aratoueHTpoBe,
po3LwurpeHe JocnimkeHHsa dpa3un 3 4719 BUBYEHHA nepopasibHOro 3actocysaHHa RPC1063 B AkoCTi Tepanii y
nauieHTiB 3 NOMIPHMM ab0 TSXKUM BUPA3KOBUM KONITOM», koA, AocnimkeHHsa RPC01-3102, pepakuis 10.0 Big,
10 cepnHa 2022 p.; «baratoueHTpoBe paHAoMi3oBaHe, MNOABIHO cnine, naueb0-KOHTPO/IboBaHe
pocnigpkeHHs 1l hasn 3 METOH OUiHKM O3aHimoay Ans NpuiioMy NepPopasibHO MPU NPOBEAEHHI iHAYKLUIAHOI
Tepanii naujieHTam i3 CepefHbOTSHKKMM abo TsXKMM nepebirom XBOpo6u KpoHa B aKTMBHIN dhopmi
(oocnigpkeHHs Nel 3 oLiHKM iHAYKUiHOT Tepanii)», kog gocnimpkeHHss RPC01-3201, pegakuis 6.0 Big 14 uepBHS
2021 p.; «[JogaTkoBe GaraToOLEHTpPOBE BigkpuTe AocnimkeHHs Il pa3n 3 METOol OLiHKM O3aHimopy ANns
nepopasibHOro NPUIioMy NPK NiKyBaHHI NaUiEHTIB i3 cepefHbOTSXKNM ab0 TsSHKKUM nepebirom XxBopobu KpoHa B
aKTUBHIN chopmi», Kog pocnimxkeHHss RPC01-3204, Monpaeka 6.0 Big 16 6epesHs 2023 p.; «baraToueHTpoBe
paHgoMi3oBaHe, NoABIHO cnine, Nnauebo-koHTpoNboBaHe AochimpkeHHs |l ha3n 3 MeTO OLiHKM 03aHiMoAy
0151 MepopasibHOro MpuiioMy NpY NPOBEAEHHI NIATPUMYHOYOT Tepanii naujeHTam i3 cepefHbOTSHXKKUM abo
TSOKKMM nepebirom xBopobu KpoHa B akTuBHIN dhopMi», kof, gocnigkeHHss RPC01-3203, MNonpaska 7.0 Big
06 ntotoro 2024 p.; cnoHcop - «CengxeH IHTepHewHn I, Capn» (Celgene International 1, Sarl) («CIC 11»),
LLisenuapis

3asBHIK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTIO «l EC A-YKPAIHA»

8. IHchopmauis ana naudieHta Ta cdopma iHcpopmoBaHOi 3rogu, Bepcia 6.0 Big 09 nunHa 2024
(aHrniincbKoK, YKpalHCbKOK Ta PpOCIiICbKOWD MoOBaMW) [0 MPOTOKO/Y KAIHIYHOTO  AOCAIAKEHHS
«baraTouUeHTpoBe, paHAoMi3oBaHe, MNoABiHE crine, nnaue60-KOHTPOsibOBaHe AOCAIAKEHHA ANS OUIHKM
edekTnBHOCTI, 6e3neyHocTi i nepeHocumocTi npenapaty IMU-838 y naujieHTiB 3 NporpecyoyMm po3cCisHUM
CKNepo3om», koA gocnimxkeHHs P2-IMU-838-PMS, Bepcis 6.0 Big 23 ntotoro 2024 poky; CnoHcop - «IMMYHIK



Al», HimeuunHa / Immunic AG,

3aaBHUK - TOB «Bepym KniHikan Picepu», YkpaiHa

Germany

9. OHoBneHuii MpoTokon KniHiuHoro gocnigkeHHsa Debio 1450-BJI-205, octaTtouHa pegakuisa 13.0 3
iHTerpoBaHoto MonpaBkoto 10 Big 11 KBiTHA 2024 p.; CUHONCUC OHOB/IEHOr0 NPOTOKOJ1Y KAiHIYHOro
pocnipkeHHa Debio 1450-BJI-205, octatouHa pepgakuia 13.0 3 iHTerpoBaHoro MonpaBkoio 10 Bipf,
11 kBiTHA 2024 p., nepeknag 3 aHIIIACbLKOI MOBU Ha YKpaiHCbKy MoOBY Big 09 TpaBHa 2024 p.;
IHchopmauiiiHuih nncToK naudieHTa Ta hopma iHPOpPMOBAHOI 3roan Ha y4acTb Y HAYyKOBOMY KJ/liHIUHOMY
[ocnipKeHHi, octatouHa pepgakuis 3.0 gna YKkpaiHu Big, 14 uepBHA 2024 p., ocTaTOUHUIA nNepeknag, 3
aHrnificbKoi MOBU Ha YKpaiHCbKY MOBY Bif, 19 uepBHA 2024 p., ocTaTOUHUIA Nepeknag 3 aHrniicbKoi
MOBU Ha pocilicbKy mMoBY Bif 19 uepBHs 2024 p.; IHCTPyKUiA 3i 360py 3pas3kKiB Kasly ANsl NaLiEHTIB-
yuyacHukiB gocnigxeHHsa 1450-BJI-205, pepakuia 1.0 Big 14 tpaBHA 2024 p., ocTaTouHUii nepeknag 3
aHrniicbKoi Ha YKpaiHCbKy MOBY Big, 04 uepBHA 2024 p., ocTaTOuHUIT NepeKnag 3 aHrnilicbKoi MOBU Ha
pocilicbky moBy Big, 04 uepBHsA 2024 p.; JoaaHHA HOBUX (asibTEPHATUBHUX) JliKAPCbKUX 3ac06iB, WO
BUKOPUCTOBYIOTLCA SIK npenapar nopiBHsAHHA: BAHKOMIUWH-BICTA, niodiinisar Ans pos3uuHy Aans
iHy3iii mo 1000 mr, 1 cknsiHuiA cpbnakoH 3 niocpinizatom, micTkicTio 20 M1 B KapTOHHIi KOpoo6ui;
BUPOOHUK "BEM lnau CaH. Be Tik. A.C.", TypeuunHa; Ynbtpekc (KningamiunH), kancynu no 300 mr, no 8
Kancyny 6nicTtepi, No 2 61icTepyn y KAPTOHHI KOpPoOL,i; BUpoGHUK "PiBodhapm CA", LLBeliLapis; 3MmiHa
Ha3BM Micus nNpoBefeHHs1 KNIHIYHOro AocnimKeHHs; BknioueHHs 0oAaTKOBOro Micus nNpoBeAeHHS
KNiHIYHOTO AOCAiAKEHHS [0 NPOTOKO/Y KiHIYHOro AoCNiaXeHHs «PaHoomi3oBaHe BigKpUTE AOCAIMKEHHS 3
aKTVBHUM KOHTPO/EM, LLO NPOBOAUTLCS 3 METOK OLHKM 6e3MeYHOCTi, NepeHOCUMOCTi i edIEKTUBHOCTI
acabiunHy Ans  BHYTPILLHbOBEHHOTO / MNEepopasibHOr0 3acTOCyBaHHA Mpu  AiKyBaHHI NaUiEHTIB  3i
CTadoi/IOKOKOBMMM iHADEKUISIMM KiICTOK abo cyrno6ie», kog, gocnimkeHHss Debio 1450-BJI-205, ocTtaTtoyHa
pefakuis 12.0 3 iHTerpoBaHoto Monpaskoto 9 Big 28 nuctonaga 2023 p.; cnoHcop - «ebiohapm IHTepHeLwwHN

CA» [Debiopharm International SA], LLseliyapis
3asBHUK - TOBAPUCTBO 3 OEMEXXEHOR BIAMNOBIAANBHICTHO «Ml EC AU-YKPAIHA»
BYNO CTANIO
K.M.H. KocynbHukos C.O. K.M.H. KocynbHukos C.O.

KomyHanbHe nignpuveMcTBo  «/[IHIMpONeTpoBCbka
obnacHa KniHiyHa nikapHa iM. LI, MeuyHukoBa»
[JHiNponeTpoBCcLKOI 061acHOi paau», BiagineHHs
xipyprii Ne2, [JHINPOBCbKNIA AepXaBHUI MeANYHWIA
YHiBEpCUTET, kKadpegpa yponorii, M. JHinpo

KomyHanbHe nignpueMcTBo  «[HinponeTpoBCcbKa
obnacHa kniHiyHa nikapHa M. |L.l. MeuHukoBa»
[HinponeTpoBcbKOi  06racHoi  pagu», LieHTp
xipyprii yCKnagHeHb TapakanbHOI,

abaoMiHaIbHOT, KICTKOBO-M’I30BOI Ta CEMTUUYHOT
natonorii  iMm. B.®. BoiiHo-AceHeLbKOro
(BigpineHHs xipyprivHe (rHiiiHe)), M. [HINpo

Ne M.1.6. BignoBigaibHOro AocnigHMKa

n/n

Ha3sga Micus npoBefeHHS K/iHIYHOro BUNPo6yBaHHS

1. K.M.H. JTagnka B.O.

TpaBMaTooriyHe BiAAiIeHHsA, M. K1iB

KomyHanbHe HekoMepuiiHe nignpuemcTBo «KniBcbka Micbka KiHiuHa nikapHsa Ne8» BMKOHaBYOro
opraHy KuiBCbKOi MicbkOi paau (KWMIBCbKOI MICbKOI AepXaBHOi afMmiHicTpauii), opTtoneamyHo-




