Jopatok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP Ne 08 Big 22.02.2024, Ha siKi 6y oTpUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTIiB.»

1. Bpouwypa gocnigHuKa ans gocnigxyBaHoro nikapcbkoro 3acody SAR442168 (tolebrutinib), BuaaHHsa
12 Big, 08 rpyaHa 2023 poky; Bpowypa pocnigHuka pnsa [AOCNISKYBaHOIO NiKapCbKoro 3acooy
SAR442168 (tolebrutinib), BugaHHa 13 Big 18 rpyaHa 2023 poky; OHoBneHi pos3ginu Jocbe
[OCniopKyBaHOro slikapcbkoro 3aco6y: IMPD - Quality Data Reviewer Guide, Tolebrutinib - tablet, film-
coated, Dosage strength: 60 mg, Big nuctonaga 2023 poky; IMPD - Quality Data — Drug Substance,
Tolebrutinib, Big nucronaga 2023 poky; IMPD - Quality Data — Drug Product, Tolebrutinib - tablet, film-
coated, Dosage strength: 60 mg, Big nuctonaga 2023 poky; IMPD - Quality Data —Placebo, Placebo for
tolebrutinib film-coated tablets, Big nuctonaga 2023 poky A0 NPOTOKOMIB KAIHIYHUX [OCNIIKEHD:
«[JOBrOCTPOKOBE pO3LUMPEHE [OCNIMLKEHHA 3 OUiHKM 6e3neku Ta edyekTMBHOCTI npenapaty SAR442168 vy
YYaCHVKIB AOCKEHHS 3 peunanByroUM po3CiSHUM CKIepo30M», Kog AocnimkeHHs LTS16004, 3 nonpaBKoo
09, Bepcis 1 Big 16 nuctonaga 2023 poky; «PaHgomizoBaHe noagiiHe ciine gocnigpkeHHs Il gpasm 3 BUBUEHHS
edhekTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 N1aLebo cepef, y4acHUKIB 3 BTOPUHHO-
Mporpecytynm poscigHum cknepo3om 6e3 peumpusis (HERCULES)», kon pocnigkeHHs EFC16645, 3
nonpaskoto 08, Bepcis 1 Big 14 rpygHs 2022p.; «PaHgomizoBaHe, NoABiiHe crine gocnigpkeHHsa 3 dasun ans
BMBYEHHS ehekTMBHOCTI Ta 6e3nevHocTi npenapaty SAR442168 y nopiBHAHHI 3 Mauebo B yyacHWKIB 3
NepBUHHO-NPOrpecyunm poscisHnum ckrieposom (PERSEUS)», koa gocnimkeHHs EFC16035, 3 nonpaBKowo
10, Bepcisa 1 Big 12 rpyaHs 2022p.; cnoHcop - Genzyme Corporation, USA ([)xeH3aiim KopnopeiiwH, CLUA)
3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

2. 3miHa Ha3BM MicUA NpoBefeHHA K/iHIYHOro BUNpoo6yBaHHA; JopaTtok Ao dopmu iHhopmoBaHoOi
3roau nig yac KpusoBoi cuTyauil B YKpaiHi ana pocnipkeHHsa BP40657, Bepcia 2.0 ana YkpaiHu
yKpaiHCbKOlo MoBolo Bif, 04 xoBTHA 2023 p. Ha ocHoBi maiictep-Bepcii Jogatka 1 go ®I3 nig vac
KpU30BOi cutyauii B YKpaiHi, Bepcisa 3.0 Big 14 nunHAa 2023 p.; 3any4eHHA [,O0[ATKOBOI opraHisauii, sikiv
CroHcop aGo iioro odiuiliHuii NpegcTaBHUK AerieryBaB CBOi 00OB’A3KM Ta (PYHKLiT, MOB’si3aHi 3
NpoBeAEeHHAM K/TiHIYHOro BUNPOGYBaHHA (BBE3EHHS AO0C/iAKYBaHUX JTIKAPCbKMX 3aC06iB Ta CynyTHIX
martepianis) — TOB «CaHaKnic», YKpaiHa [0 MpPOTOKO/Y KNIHIYHOIO A0C/igpkKeHHs «PaHaomizoBaHe,
GaraToueHTpoBe, thasmn IB/Ill gocnimkeHHs dhapMakoKiHETUKKM, e(PeKkTUBHOCTI Ta 6e3neYHOCTi 3aCTOCYyBaHHS
NigLWKIpHOT dhopmn aTe3onizymady y NopiBHSHHI 3 BHYTPILUHLOBEHHOK (POPMOI0 aTe30/i3ymady y nalieHTiB i3
paHile niKoBaHMM MiCLLEBOMOLIMPEHNM ab0 MeTacTaTUYHUM HeAPIOGHOKAITUHHUM PakoM NereHb», Kop,
pocnigpkeHHs BP40657, Bepcis 7 Big 07 ntotoro 2023 p.; cnoHcop - ®.XodhdmaHH-/19 Pow /114, LWBeiyapis
3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

BY/NO CTANO
nikap KypoukiH A.B. nikap KypoukiH A.B.
KomyHanbHe  HekomepuiiiHe nignpuemcTBo | KOMyHaslbHe  HeKOMepLiliHe  nigNpPUEMCTBO
CyMcbKoi 06/1acHOi pagu Cymcbkuii o6nacHuii | CyMmcbKoi o6nacHoi pagy «Cymcbkuii o6nacHuii

KNiHiYHNIA OHKOJIOTiYHWIA BvcnaHcep, | KNiHiYHWIA OHKOJIOTiYHWIA LeHTp»,
OHKOTOpakasibHe BigaineHHs, CyMCbKMl AepXaBHWIA | OHKOTOpakasibHe BigdineHHs, CyMCbKuii fepXaBHWI
yHiBepcuTeT, Kadeapa OHKoNorii Ta pagionorii, yHiBepcuTeT, Kadpeapa OHKoNorii Ta papgionorii,
M. Cymu M. Cymu

3. OHOBNEeHUiA NPOTOKOJT KNiHIYHOrO BUNPOGYBaHHA, Bepcia 7 Big 15 BepecHA 2023 p.; dopma
iHcbopmoBaHoOi 3rogu, Bepcia 5.0 gnsa YkpaiHu yKkpaiHCbKoo MOBOIO Big 06 ntotoro 2024 p. Ha ocHoBI
Malictep-Bepcii hopmu iHhopmoBaHoi 3roau ana gocnimpkeHHs BO42162, Bepcis 7 Big, 13 BepecHs
2023 p.; Popma iHhopMOBaHOI 3rogn Ha NPoBeAeHHSA aNbTepHAaTUBHUX Bi3UTIB BUIHUM MeAUUHUM
nepcoHasnom, sepcis 3.0 ansa YkpaiHu yKpaiHCbKOI MOBOIO Bif, 27 BepecHsA 2023 p. Ha ocHoBI maiicTep-
Bepcii hopmMu iHchbopmMoBaHOi 3rogn Ha Bi3UTU BUISHOTO MeAUYHOro nepcoHany ANA [ocAigKeHHs
B0O42162, Bepcis 3 Big 13 BepecHs 2023 p.; 3anyueHHsA [04aTKOBOI opraHisauil, AKiii cnoHcop a6o iioro
odpiuiiiHuii NnpeacTaBHUK AeneryBaB CBOIi 060B’A3KM Ta (PyHKLii, NOB’A3aHi 3 NpoBeAeHHAM K/liHiYHOrO
BUNPOOYBaHHSA (BBE3eHHA [AOC/iMKyBaHUX JliKAPCbKUX 3aco6iB Ta CYNyTHiX Martepianis) — TOB
«CaHaKnic», YkpaiHa; KopoTka XxapakTepuctuka nikapcbkoro 3acoGy Conipic (Ekynisyma6),
KOHLIEHTPAT AN PO3UMHY A1 BHYTPilWHbOBEHHUX iHdy3iii, 10 mr/mn, Bepcis Big 14 cepnHa 2023 p. 1o
NPOTOKONY KMIHIYHOrO AOCNiAXeHHA «PaHaomizoBaHe, BigKpUTE, KOHTPO/IbOBAaHE aKTMBHUM npenapaTomM,
GaraToueHTpoBe pAocnimkeHHa dasm Il gna ouiHkM edekTMBHOCTI Ta 6e3neyYyHOCTi 3acTOCyBaHHS
KpoBaJlimaGy B NOPIBHSIHHI 3 eKyNi3ymaboM y NaLieHTiB i3 TapoKCU3MasibHO HIYHO remornobinypieto (MHI),



AKi paHilwe He oTpuMyBaIn NiKyBaHHS iHriGiTopamMuy KOMNIEMEHTY», KOA, focnimkeHHs BO42162, sepcis 6 Bif
30 BepecHs 2022 p.; cnoHcop - ®.XoddmaHH-/1a Pow /T4, Lseliyapis
3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAas/IbHICTIO «PoL YKpaiHa»

4. DopaTtok Nel0 ao nportokony KhiHiuHoro pgocnipkeHHs I8F-MC-GPGN Big 28 »0BTHA 2023 poOKy,
aHrniincbKo MoBolo; IHhopmauia gnAa nauieHTa gocnimpkeHHsa Ta ®opma IHpopmMoBaHOi 3rogu Ha
y4yacTb Y AO0AaTKOBOMY nepiogi NpoAoBXEeHOro AocTyny Ao npenapaTy B YKpaiHi, Bepcif Big 04 rpyaHa
2023 poKy YKpaiHCbKOIK MOBOLO; BK/IlOUEHHSA [04aTKOBUX CYNYTHIX MaTtepianiB: 3apAagHuii NpucTpin -
2500 MAr 6aTapes, konip: 6inuii (Power bank - 2500 mAh battery, color: white), MokpuBano - matepian
nosliectep, Konip: TeMmHO-3esieHUiA, po3mip: 50”x60” (Blanket - polyester material, color: forest green,
size: 50”x60”) 00 NpPOTOKO/Y KAiHIYHOrO BUNPOOyBaHHA «[ocnimpkeHHss BNAuBY npenaparty Tipsenarig B
MOPIBHAHHI 3 nNpenapatom [ynarnytng Ha pPO3BUTOK 3HAYHWUX HECMPUATIMBUX CEPLEBO-CYAMHHUX Nogii y
nauieHTiB 3 uykposBum piabetom 2 Tuny (SURPASS-CVOT)», kog pocnigpkeHHs I8F-MC-GPGN, 3
iHkopnoposaHoto nonpaskoto (d) Big 14 rpyaHsa 2021 poky; cnoHcop - Eni Ninni eHg Komnarwi, CLUA / Eli Lilly and
Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

5. Bpowypa gocnigHuka ans tpactysymady (HERCEPTIN®, RO0452317), Bepcis 24 Big, oBTHA 2023 p.;
Jopatok oo dopmu iHopmoBaHOI 3rogu Nig vyac Kpu3oBOI cuTyauii B YKpaiHi gna AocnifiKeHHs
MO29406, Bepcis 2.0 gnsa YKpaiHu YKpaiHCbKOI MOBOIO Big 06 nuctonaga 2023 p. Ha ocHoBI maiicTep-
Bepcii gogatka 1 go ®I3 nig uac Kpu3oBoi cutyauii B YKpaiHi, Bepcia 3.0 Big 14 nunHa 2023 p.;
SanyueHHs [opaTKOBOI opraHisauii, sikivi cnoHcop a6o iioro oduililiHuii npeacTaBHUK AeneryBaB cBOT
0060B’A3KN Ta (PYHKLil, noB’A3aHi 3 MNpoBeAeHHAM KJ/iHIYHOro BUNPOOYBaHHA (BBe3€HHA
AocnipkyBaHuX NikapcbkuX 3aco6iB Ta cynyTHiX MaTepianis) — TOB «CaHaKnic», YKpaiHa 40 NpOTOKOY
KIIHIYHOTO  JocnifpkeHHs «baraToueHTpoBe, B OfHili Tpyni CXeMu JiKyBaHHS, BigKpuTe nNpOAOBXeHe
JoCnimpKeHHS nepTy3yMaty B pexunmi MoHoTepanii abo y Kom6iHaLil 3 iHLWMMY NPOTUNYX/IMHHUMK 3acob6amMun y
nauieHTiB, WO paHiwe npuiiMany yyacTb y BunpoOyBaHHSAX nepTy3ymaby, CMOHCOPOM SKMX BMUCTynana
komnaHia Xoghdman-/la Pow», ko gocnigxeHHsa MO29406, sepcis 3.0 Big 14 nuctonaga 2019 p.; cnoHcop -
®.XochbdpmanH-/1a Pow /114, LWBeliyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISAIBHICTIO «Pow YkpaiHa»

6. 3miHa BignoBiganbHOro gocnigHuKa oo NPOTOKOY KNiHIYHOIO AoCAigKeHHs «PaHaoMi3oBaHe, noggiHe-
cnine pocnigpkeHHs 1l a3 Ansg NopiBHSHHA NikyBaHHS nemMm6ponisymaéom (MK-3475) y komGiHauil 3
npenapaTtamu Ximiotepanii Ta NikyBaHHA nnaue6o y koM6iHauii 3 npenaparamu xiMmiotTepanii y nauieHTiB 3
paHile HesikoBaHMM MiCLLEeBO-peLuamByoUMM HeonepabenbHuM abo MeTacTaTuiHUM NOTPINHO-HEraTUBHUM
pakoMm MosiouHoi 3an03u (KEYNOTE-355)», ko gocnimkeHHs MK-3475-355, 3 iHKOpnopoBaHO NonpaBKoo
07 Big 17 uepBHA 2022 poky; cnoHcop - TOB Mepk Wapn eHg Adoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YKkpaiHa»

BYNO CTANO
nikap Mauiwescbka |.B. nikap WHaiigepma M.10.
KomyHasibHe HekomepLiiHe nignpuemcTso | KomyHasnbHe HekomepLinHe niANpUEMCTBO

«[MofiNbCbKMA  perioHaNIbHUIn ~ LEHTP  OHKOAOTiT | «[MO4IIbCbKUIA  PerioHasIbHUIA ~ LLEHTP  OHKOJIOTIi
BiHHMLbKOT 06nacHOi pagm», XxiMmioTepaneBTuyHe | BiHHMUBKOI 06nacHoi pagu», XimioTepaneBTUYHe
BigAiNeHHs, M. BiHHMUS BigAiNeHHs, M. BiHH1US

7. YKpaiHa, MK-3475-811, IHchopMmauis Ta JOKYMEHT Npo iHhopMoBaHy 3roay ANA nauieHTa, Bepcia 13
Big 06 ntotoro 2024 p., yKpaiHCbKOK MOBOIO [10 NPOTOKO/Y KNiHIYHOIO JOCNIMKEHHS «PaHgomizoBaHe, il
dhasn, noagiliHe cnine focnigkeHHA KOMbiHaLii TpacTy3ymaoy, ximioTepanii Ta NneM6poisymMady y NOPIBHAHHI
3 KombGiHauielo TpacTy3ymaby, XimioTepanii Ta nnauebo Ak Tepanii neplioi NiHii y nauieHtiB 3 HER2-
MO3UTVMBHOK MeTacTaTUYHOK afeHOKapUUHOMOK LUNYHKY ab60  LYHKOBO-CTPaBOXiAHOMO  3'e4HaHHSA
(KEYNOTE 811)», kog, pocnigpxkeHHs MK-3475-811, 3 iHkopnopoBaHoto nonpaskoto 09 Big 08 BepecHs 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI BiAMNOBIfaUIbHICTIO «MC/], YkpaiHa»

8. OHoBneHui MpoTokon KniHiuHoro Bunpo6yBaHHA YH25448-301, Bepcis 3 Big 17 )XoBTHA 2023 poKy;
3pa30K MapKyBaHHA MEPBUHHOI (BHYTPIilWHbLOI) YNakoBKM JliKapCbKoro 3acoby rediTiHio, 250 wr,
nomileHnin y Kancynu, 24 kancynu, (yKpaiHcbkoto moBoto), (Label ID#: YUH2509.2 updated 12/6/2023);
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IHhbopMmauia anAa nauieHTa Ta ®opma iHpopMoBaHoOI 3roau, moaesb AnA YKpaiHu, sepcis 7.0 Big 30
nuctonaga 2023 poky (YKpaiHCbKOI Ta pociiicbkolo MoBamu); IHchopmauia ana nauieHTa Ta dopma
iHdbopMmoBaHoi 3roau (MepexpecHe gocnimKeHHs), Mogenb Ansa YKpaiHu, Bepcia 7.0 Big 30 nucronaga
2023 poKy (yKpaiHCbKOIO Ta POCIfiCbKOIO MOBaMu) [0 MPOTOKOMY KAIHIYHOTO  AOC/iIAXEHHS
«PaHgomizoBaHe, noggiiHe cnine pocnigkeHHs ®asu Il gns ouiHkM edekTMBHOCTI Ta 6e3neyHocTi
Na3epTiHiOy B MOPIBHSHHI 3 redpiTiHibom sK Tepanii nepwoi AiHil B NayieHTiB 3 MICLEBO-MOWMPEHM a60
MeTacTaTUYHUM HeAPIOGHOKNITUHHMM PakoM JIETEHIB 3 MyTaLi€lo, WO CEHCUTU3YE peuenTop enigepMasibHOro
thakTtopa pocty», koA pocnimkeHHs YH25448-301, sepcis 2 Big 03 BepecHs 2020 poky; cnoHcop - Yuhan
Corporation, Republic of Korea / FOxaH KopnopeiiwH, Pecny6nika Kopest

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

9. dopma «Bu3HaHi meToamn HagiliHOI KOHTpauenuii», Bepcia 3.0 Big 06.07.2023 poKy, YKpaiHCbKOLO
MoBoto; dopma «OnNUTyBanbHUK aneprii», Bepcia 3.0 Big 06.07.2023 poky, YKpaiHCbKOIO MOBOIO;
LLkana «PeTpocneKTUBHUIA Gan cUMNTOMIB PUHOKOH'IOKTUBITY RRTSS», Bepcia 3.0 Big 06.07.2023
POKy, yKpaiHCbKolo MoBot; dopma «Worksheet», Bepcia 4.0 Big 15.02.2024 poKy, YKpaiHCbKOIO
MoBolo,; OHoBneHa «lHchopmauisn ana nauieHTiB Ta dopma IHchopmoBaHoOI 3rogu», Bepcia 3.0 Biag
12.02.2024 pokKy, YKpaiHCbKOK MOBOI /10 NPOTOKOJY KNiHIYHOro gocnimpxkeHHs «dasa ll-11l BunpobyBaHHs
0N OLiHKM eheKTMBHOCTI Ta 6e3nekn CybniHrBaIbHOT iIMyHOTepanii y nauieHTiB, WO CTPakAalTb aneprieto Ha
Kniwa AomallHbLoro nuny», Kog aocnimkerHa SL-372A, sepcisa 3.0 Big 07.06.2023 poky; cnoHcop - POKCA/I
MegiuiH T'M6X, HimevunHa

3asaBHUK - POKCAJI/T Megiuin T'm6X, HimeuunHa

10. OHOB/EHUI NPOTOKOAN KANiHIYHOro BUNpo6ysaHHA EFC16035, 3 iHkopnopoBaHoto nonpaBKoto 12 Big
28 BepecHs 2023 poky, Bepcia 1 (enekTpoHHa Bepcia 18.0); OHOB/IeHWI NPOTOKOJ/T KNiHiYHOro
BUnpooyBaHHs EFC16035, 3 iHkopnopoBaHoto nonpaskoto 13 Big 20 nuctonaga 2023 poky, Bepcia 1
(enekTpoHHa Bepcis 20.0); IHchopmauia ansa naudieHTa Ta oopma iHchopmoBaHOi 3roau, Bepcia 12 Big 27
nnctonaga 2023 poKy (yKpaiHCbKOIO Ta pociiicbKkolo MoBamu); MaTepianu pna nauieHTiB: J/Inct-nogska
AN nauieHTa, Bepcis 3.0 Big 01 rpyaHAa 2023 poky (YKpaiHCbKO Ta POCiiCbKOI0 MOBamMM) 40 NPOTOKO/Y
KMIHIYHOTO JOCNIMKEHHS «PaHoMi30BaHe, NOABIHE criine JoCnimpKeHHA 3 dpasn A1 BUBYEHHS €DEKTUBHOCTI
Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 naaueb0 B y4yacHMKIB 3 MEPBMHHO-MPOrPECYHUM
poscisHum cknepo3om (PERSEUS)», koa aocnimkeHHst EFC16035, 3 nonpaskoto 10, Bepcis 1 Big 12 rpyaHs
2022p.; cnoHcop - Genzyme Corporation, USA ([)xeH3aiim KopnopeiwH, CLLUA)

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

11. YkpaiHa, MK-3475-689, IHhopmaLuisa Ta AOKYMEHT Npo iHhopMmoBaHy 3roay A5 nauieHTa, Bepcisa 11
Big 06 niotoro 2024 p., yKpaiHCbKOKO MOBOIO [0 NPOTOKO/Y KMiHIYHOIO OOCNIAXEHHSA «PaHOoMi3oBaHe,
BigkpuTe pgocnimkeHHs Il dpasm anga ouiHkM nemo6ponisymady B AKOCTi Heoan'loBaHTHOI Tepanii Ta B
KOMOiHaL,i 31 cTaHAAPTHUM JliKyBaHHAM B SIKOCTI a/'toBaHTHOI Tepanii npu onepabenbsHOMY SIOKOperioHasIbHO
PO3MOBCIOAKEHOMY MJIOCKOK/TITUHHOMY paky rosiosu Ta wui llI-IVA ctagii», kog gocnigpxeHHa MK-3475-689, 3
iHKoprioposaHoto nonpaskoto 08 Big 07 BepecHs 2023 poky; crnoHcop - TOB Mepk Wapn eHg doym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

12. YkpaiHa, MK-3475-992, IHhopmaLuisa Ta AOKYMEHT Npo iHhopmoBaHy 3rofy A5 nauieHTa, Bepcia 07
Big 06 nwToro 2024 p., YKpAiIHCbKOIO MOBOK; 3MiHAa Ha3B Micub NpPOBeAEHHA KNiHiYHOro
BMNPOGYBaHHA [0 NPOTOKOJ/Y KIIHIYHOTO AocnimkeHHsa «PaHpgomizoBaHe, noggiliHe chnine, nnaue6o-
KOHTPO/IbOBaHe K/iHIYHe pgocnipkeHHa 1l da3nm  ana  BMBYEHHSA e(EKTMBHOCTI Ta  6e3neyHoCTi
nem6ponisymady (MK-3475) y kombiHauiil 3 ximionpomeHeBow Tepanieto (XMT) y MNOPIBHAHHI svwe 3
ximionpomeHeBotlo Tepanieto (XIMT) B yyacHWKIB 3 M'A30BO-iHBa3MBHMM pakoM ce4yoBoro mixypa (MIPCM)
(KEYNOTE-992)», Kof pocnimpkeHHa MK-3475-992, 3 iHkoprnopoBaHoto nornpaskoto 04 Big 15 rpygHa 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTANIO
O.M.H., npody. CtaxoBcbkuii E.O. O.M.H., npody. CtaxoBcbkuin E.O.
JepxaBHe HeKoMepLUiiHe nignpueEMCTBO | [lepxaBHe HeKoMepLUiiHe nigNnpUeEMCTBO
«HauioHanbHWin  IHCTUTYT  paky»,  HayKoOBO- | «HalioHanbHUin  iHCTUTYT  paky»,  HayKOBO-
pocnigHe BigAineHHsA naacTUYHOI Ta | KNiHiYHWA Bigain naacTUYHOI Ta
PEKOHCTPYKTUBHOI OHKOyponorii, M. K/iB PEKOHCTPYKTUBHOI OHKoyponorii, M. KuiB




O.M.H. CBMHapeHko A.B.

JdepxaBHa ycTaHoBa «lHCTUTYT MeAUYHOI
paagionorii imeHi C.MN. MNpurop’esa HauioHa1bHOI
aKkagemii MegUUHUX HayK YKpaiHu», BigaineHHA
npoMeHeBOI Tepanii, M. XapkiB

4.M.H. CBuHapeHko A.B.

AepxaBHa ycTaHoBa «lHCTUTYT MeAUYHOI
paaionorii Ta oHkonorii imeHi C.M. Fpurop’esa
HauioHanbHOI  akagemil  MegWYHUX  HayK
YkpaiHu», BigAineHHa pagiauiiiHoi OHKonorii,
M. XapkiB

13. bpowypa pocnigHuka Pembrolizumab (MK-3475), BugaHHa 24 Big 08 nuctonaga 2023 poky,
aHrNincbKOK MOBOIO; YKpaiHa, MK-7339-012, IHchopmauis Ta JOKYMEHT Npo iHhopmoBaHy 3rogy A/A
naudieHTa, Bepcia 2.07 Big 05 nwoToro 2024 p. yKpPAiHCbKOK MOBOKD [0 MPOTOKO/Y KAiHIYHOro
BMNpoOGYyBaHHA «JocnimkeHHs 1l ¢dasm nem6ponizymady (MK-3475) y komGiHauii 3 CynyTHbOM
XiMionpoMeHeBOK Tepanieto 3 nogasbluMM BBEAEHHSIM nem6ponizymaby 3 onanapnbom abo 6e3 Hboro
MOPIBHAHO 3 CYNYyTHbLOK XiMIONPOMEHEBOID Tepanieto 3 NoAasibLUMM BBEAEHHSAM AypBaslymabdy B YHaCHUKIB 3
Heornepab6esibHUM 10KasIbHO PO3MOBCHOAXEHUM HEAPIOHOKNITUHHUM pakom nereHiB Il ctagii (HAP/)», kopg,
pocnipkeHHa MK-7339-012, 3 inkopnoposaHoto nonpaskoto 07 Big 11 oBTHA 2022 poky; cnoHcop - TOB Mepk
Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasbHicTI0 «MC/L YkpaiHa»

14. OHoOBeHWA NPOTOKOJ/ KNiHIYHOrO BUMNPOOGYBaHHA, Bepcia 9 Big 15 XoBTHA 2023 p.; Popma
iHcbopmMoBaHOi 3rogu Bepcia 12.0 aAnA YKpaiHM yKpaiHCbKOI0 MOBOIO Big, 04 rpyaHs 2023 p. Ha ocHOBI
MalicTep-Bepcii coopmun iHchopmoBaHOi 3rogn ans pgocnigxkeHHsa BO28984, Bepcia 14 Big 14 XOBTHA
2023 p. A0 NpPOTOKONY KiHIYHOrO AocnimpkeHHs «PaHaomizoBaHe, 6araTtoueHTpoBe, asu 3, Bigkpute
OOCiMKEHHST aNIeKTUHIGY Y NOPIBHAHHI i3 KPU3OTUHIOOM NpW NiKyBaHHI NOLUMPEHOro HeAPIGHOKMITUHHOIO paky
nereHb, MO3WTMBHOIO [0 KiHa3W aHannacTuyHoi NiMgomMu, 3 MpUBOAY SKOTO paHille He NpoBOAMIOCA
nNikyBaHHSA», Ko gocnigxeHHss BO28984, sepcisa 8 Big 18 ciuHa 2022 p.; cnoHcop - «P. XodhpmaHH-/1a PoLu
Ntp» (F. Hoffmann-La Roche Ltd), LLseliyapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifnoBiAasIbHICTIO «PoLl YKpaiHa»

15. OHOoBNEeHuii NPOTOKO/ KNiHIYHOro BMNpPoGyBaHHA, Bepcia 7 Big 14 nuctonaga 2023 p.; dopma
iHcbopmMoBaHOi 3roau, Bepcis 7.0 Ana YkpaiHM yKpaiHCbKOO MOBOIO Big 06 rpyaHa 2023 p. Ha ocHoBI
Maiictep-Bepcii oopmu iHchopmoBaHoOiI 3rogm anAa gocnimkeHHa GO41717, Bepcina 7 Big 14 nuctonaga
2023 p.; 3anyyeHHsA [O0[ATKOBOI opraHisauii, sKii crnoHcop a6o ioro oduiuifiHuiAi npepcTaBHUK
peneryBaB CBOi 06GOB’A3KM Ta (PYHKUiI, NOB’A3aHi 3 MNpPOBeAEHHAM KNiHIYHOrO BUNPOGYBaHHA
(BBE3€HHA AocnimKyBaHUX NiKapCbKNX 3ac06iB Ta CynyTHiX maTepianiB) — TOB «CaHaKnic», YKpaiHa
[0 NPOTOKONY KIHIYHOro AocnigxXeHHs «PaHaoMi3oBaHe, NoABiiHe crine, niaue60-koHTponbLoBaHe dasu il
pocnipkeHHa Tiparonymaoy (aHTU-TIGIT aHTUTINO) B KOMOGIHALT 3 ate30Mi3yMmabomM y NopiBHAHHI 3 nnaue6o
B KOMOGiHaLIT 3 aTe30/1i3ymMaboM y nauieHTiB i3 paHille HenikoBaHMM MiCLLEBO-NOLLNPEHNM HEPE3eKTabeIbHUM
abo meTactatuyHum PD-L1-cenekTuBHUM HeApPiOGHOKNITUHHUM PakoM JiereHb», Ko4 AocnimkeHHs GO41717,
Bepcis 6 Big 02 yepsBHA 2023 p.; cnoHcop - d.XohdmaHH-/1s Pow /114, LBeiuapisa

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

16. 3miHa Ha3BU MiclUb NMPOBeAEeHHS1 K/IHIYHOrO AOCIAKEHHS1 [0 MPOTOKO/Y KIIHIYHOrO AO0CNIIKEHHSA
«BigkpnTe, 6baratoueHTpoBe, Po3WNpPeHe AOCIMKEHHS hasn 3 A715 BUBYEHHS NEPOPasIbHOIO 3aCTOCYBaHHS
RPC1063 B SAKOCTi Tepanii y nauieHTiB 3 NOMIpHUM ab0 TSHKKMM BMPA3KOBUM KOMITOM», KOA AOCAIMKEHHS
RPC01-3102, pegakuis 10.0 Big 10 cepnHsa 2022 p.; cnoHcop - «CenmkeH IHTepHewHn I, Capn» (Celgene
International Il, Sarl) («CIC II»), LUBeiiuapis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMOBIJAJIBHICTIO «I11 EC AV-YKPAIHA»

BYNO

CTANO

O.M.H., npody. IsaHoB B.MM.

KomyHasbHe HekoMepLiiHe nignpMeEMCTBO
«BiHHMUbKa MicbKa  KniHiyHa  nikapHa  Nolx,
racTpoeHTeposioriuHe BigAiNeHHsA, BiHHUULKWI
HaLioHa/TbHUIA MeANYHWUIA yHiBEpCUTET
iMm. M.1. MunporoBa, katespa BHYTPILLHLOT MeANLNHN
Ne3, M. BiHHMUA

O.M.H., npody. IBaHoB B.MM.

KomyHasbHe HekoMepLiiHe nignpMeEMCTBO
«BiHHMLbKa MicbKa KniHiYHa nikapHA Nel», KniHiYHe
TepaneBTMYHe BiagineHHa Ne2, BiHHMLbKWIA
HaLiOHa/1bHWA MeaNYHWUIA yHiBEpcuTEeT
iMm. M.1. Munporosa, katespa BHYTPILLHLOT MeANLNHU
Ne3, M. BiHHMUA

nikap NMorpaHigi T.1.
KomyHanbHui 3aknag KuiBcbKoi 061acHOI paau
«KuiBcbKa oG6s1acHa nikapHA Ne2», TepaneBTUYHe

nikap NorgaHigi T.1.
KomyHanbHe HekomepuiiiHe niANpPUEMCTBO
KuiBcbKol o6nacHoi pagn «KniBcbkuii o6nacHuii




BigAiNneHHs, m. Kuis LeHTp peaGinitauyiiiHoi MeaULUHUN Y,
TepaneBTUYHE BifAi/IEHHS, M. K1iB

17. OHoBneHwuii NMpoTokon KniHiuHOro Bunpo6ysaHHsa CT-P53 3.1, Bepcis 2.2 Big 29 rpyaHsa 2023 poky,
aHrNincbKo MOBOLO; JINCT-po3'acHeHHA Ao MpoTokony Big 29 ciuHa 2024 poKy, aHIMiiCbKOK MOBOIO;
IHhbopMmauia ana nauieHta i Popma iHcbopmoBaHoi 3rogu, OCHOBHe gochifmKeHHs, Bepcia 3.0 Big 23
ciuHa 2024 poky, AnA YKpaiHu, aHrMiiCbKOK Ta YKpPaiHCbKOK MOBaMu, Ha OCHOBI MaiicTep-Bepcii
IHhopMmauii gna naugieHTa i PI3 aHrniicbKko MOBOO, Bepcisa 3.1 Big 23 ciuHa 2024 poKy 40 NPOTOKO/Y
KMIHIYHOTO gocnimkeHHs «dasa 1/3, noagiliHe cnine, paH4oMi30BaHe, 3 aKTUBHMM KOHTPOIEM, Y NapanesibHuX
rpynax AOCNiMKEHHS ANs1 MOPIBHAHHA edIEeKTMBHOCTI, (dapMakoKiHETMKM, dhapmakoanHaMikym Ta 6es3neku
npenapaty CT-P53 i npenapaTty OKpeBYyC Yy Nauji€eHTIB 3 peLnanByHHO-PEMITYHOUNUM PO3CISIHUM CK/TIEPO30M»,
Koa pocnimkeHHs CT-P53 3.1, Bepcis 2.1 Big 06 »oBTHA 2023 poky; cnoHcop - CEMTPIOH, IHk., Pecnybnika
Kopes (MisaeHHa Kopes) / CELLTRION, Inc., Republic of Korea (South Korea)

3aaBHUK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

18. 3miHa BignoBigasibHOro AocnigHuka B Micli npoBefieHHs1 BUMPOOYBaHHSA; 3MiHA Ha3BU Micus
npoBefeHHs1 BUMPOOGYBaHHA [0 MPOTOKOMY KAiHIYHOrO BUNpobyBaHHA «JocnimpkeHHs «PROSPER»:
MikHapogHe, paHfoMi30BaHe, MOABIHE chine, naueb0-KOHTPO/IbOBAaHE AOCAIMKEHHS ddasn 3 A4/15 OLjiHKM
ehekTMBHOCTI Ta 6e3neYHOCTi eH3aslyTamigy y NauieHTiB 3 HeMeTacTaTMYHMM KacTpaT-pe3vCTEHTHUM PakoMm
nepeamixypoBoi 3a/1031», Kog gocnigxkeHHs MDV3100-14 (C3431005), sepcis 5 Bif 26 ciuHA 2018 poky 3
iHKOPMOpPOBaHO MoMpaBkok 4; cnoHcop - «MegaiBeiilwH, IHK.» (Medivation, Inc.), AouipHA KOMNaHis, Lo
nepebyBac y NOBHili BNacHOCTI KomnaHiil «Mdpalizep IHK.» (Pfizer Inc.), CLLUA (Medivation, Inc., a wholly owned
subsidiary of Pfizer, Inc., USA)

3anBHWK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjeto «ANK'HOBIA PC YkpaiHa»

BbYNO CTANO

[ a.m.H., npodh. FoTbko €.C. | nikap roteko I.10.

LieHTpanbHa Micbka KniHiuHa nikapHs, micbkuii | KOMyHanbHe — HeKomepuiiiHe — MigNpPUEMCTBO
OHKONOTiYHWI  UeHTp, [epxasHuii  suwwmii | «LleHTpanbHa MiCbKa  KNIHIYHA  NiiKapHA»
HaBYaNIbHWI 3aKNaf, «Y)XTOPOACHKNI HaLiOHaIbHIIA | YXKTOPOACLKOT MiCbKOT pagu, TepaneBTuuHe
yHiBepcuTeT», Kadheapa pagionorii Ta oHkonorii | BiaAineHHs, [lepkaBHuii  BULMIA  HaBYa/IbHWI
IHCTUTYTY nicnaguNIoOMHOI ocBIiTU Ta | 3aknaj «YKrOpOACHKNIA HavioHa/bHNiA
[OYHIBEpCUTETCLKOI NiAroTOBKM, M. YXropog, yHiBepcuTeT», Kacheapa oHkonorii Ta papgionorii
hakynbTeTy  niCNAAUNIIOMHOI  OCBITUM  Ta
J[OYHIBEPCUTETCbKOI MiAroTOBKU, M. Y)Xropoa

19. 3aranbHa G6powypa gocnigHuka XEN1101, Bepcia 7.0 Big 20 rpygHAa 2023 poKy, aHrNilCbKOO
MOBOIO0 /10 NPOTOKO/Y KAIHIYHOro AocnigpkeHHs «PaHaomizoBaHe, noAgiiHe-cnine, nnauebo-KOHTPOIbOBaHE,
6araToLEeHTPOBe AOC/IMKEHHS AN OLiHKKN 6e3nekun, NnepeHoCMMOCTi Ta edhekTUBHOCTI npenapaty XEN1101 B
SKOCTi AOMOMDKHOT Tepanii npu eninencii 3 ookasibHUM Ae60TOM, 3 BIAKPUTOI MOAOBXEHOI (ha3oto», Kop,
pocnipkeHHs XPF-008-201, sepcisa 6.0 Big 05 cepnHa 2022 poky; cnoHcop - KceHoH Papmac'ioTikan3 IHK.,
Kanaga/ Xenon Pharmaceuticals Inc., Canada

3anBHuK - TOB «APEHCIA EKCMNNIOPATOPI MEAICIH», YkpaiHa

20. bpowypa pgocnigHuka Belzutifan (MK-6482), BugaHHA 11 Big 22 ciuHa 2024 poOKy, aHIMiliCbKOLO
MOBOIO [0 NMPOTOKOAIB K/iIHIYHMX AOCAIMKEHb: «BigkpnTe, paHaomizoBaHe AocnimkeHHs 3 ha3n npenaparty
MK-6482 B nopiBHSAHHI 3 NpenapaTom eBeposliMyC Y YY4aCHUKIB 3 MOLUMPEHUM HUPKOBO-KAITUHHUM PakoM, SIKUiA
nporpecysas nicnsa nonepegHeoi PD-1/L1 Ta VEGF-TapreTHoi Tepanii», kog gocnigpkeHHs MK-6482-005, 3
iHKopnopoBaHoto nonpaekoto 06 Big 13 nunHa 2022 poky; «BigkpuTte, paHaomizoBaHe gocnimkeHHs Il dasu
ONS OUiHKM edekTUBHOCTI Ta 6e3neyHocTi nembponizymaby (MK-3475) y kom6iHauii 3 6ensyTtucaHom
(MK-6482) Ta nenBatuHioom (MK-7902), a6o MK-1308A y komb6iHauji 3 feHBaTUHIBOM MOPIBHAHO 3
nembponiszymabom i neHsaTvHIOOM B AKOCTI neplloi fiHil Tepanii ANA y4YacHWKIB 3 PO3NOBCIOIXEHO
CBITNOK/TITUHHOKO HUPKOBO-KNITUHHOI KapuMHOMOIO», KoA, JocnimkeHHa MK-6482-012, 3 iHKOpNopoBaHO
nonpaskoto 04 Big 12 BepecHsa 2022 poky; crnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme
LLC, USA)

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

21. OHOB/IEHUI NPOTOKON KNiHiYHOro BMNpo6yBaHHA MK-1026-003 3 iHKopnopoBaHOto nonpaskoio 07
Big, 04 ciuHa 2024 poKy, aHINiNCbKO MOBOI; 36iNbLUEHHS KiNIbKOCTI gocnigpkyBaHux B YKpaiHi 20 go
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33 oci6; YkpaiHa, MK-1026-003, IHhopMauia Ta AOKYMEHT npo iHpopmoBaHy 3rofy A/A NauieHTa
koroptu A-H, Bepcia 2.01 Big 02 nwoTtoro 2024 p. yKpaiHCbKO MOBOLO; YKpaiHa, MK-1026-003,
IHcbopmauiliHMiA TNCTOK | AOKYMEHT Npo iHhopMoBaHy 3rofy Ha B3ATTA A04aTKOBUX 3paskKiB, Bepcis
1.01 Big 02 nmoTtoro 2024 p. yKpaiHCbKOK MOBOI; 300paXK€HHA Ha eNIeKTPOHHUX LWoAeHHUKax Aansa
nauieHTa (EORTC QLQ-C30 (version 3), AHKeTa WoAo0 cTaHy 3a0poB’a EQ-5D-5L), Bepcia 3.0 Big 18
ciuHA 2024 poOKy, YKpPAlHCbKOK MOBOIO /10 MPOTOKOJY K/iHIYHOro BMNPoOyBaHHA «[ocnimkeHHs Il dasu
OUiHKM edoekTMBHOCTI Ta 6e3neyHocTi MK-1026 y nauieHTiB 3 reMaTosIoNYHUMK  3/105KICHUMM
3axBOpHOBaHHAMMW», KoA aocnigpkeHHs MK-1026-003, 3 iHkoprniopoBaHot nonpaskoto 06 Big 10 nunHa 2023
poKy; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»



