Jopartok 1

«Mepenik cyTTEBMX NONPaBOK A0 NPOTOKOJIB KMAiHIYHMX BUNPOOGYBaHb, PO3rASAHYTUX HAa 3acifaHHi
HTP Ne 24 Big 04.07.24, Ha ki 6yNIn OTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. BnpoBag)XeHHs [O[ATKOBOI YNaKOBKU, G/IiICTEPU Y KAPTOHHUX ramaHusXx, npenapaTty NOpPiBHAHHA
KpusotuHio (Xalkori®), kancynu tBepai no 200 mr a6o no 250 mr; 3pasku mMapKyBaHHA A0AATKOBOI
ynakoBKW npenaparty nopiBHAHHA Kpn3oTuHio (Xalkori®), kancynu tBepai no 200 mr a6o no 250 wr;
KopoTka xapaKkTepucTuka likapcbkoro 3acooy KpnsotuHi6 (Xalkori®), kancynu tBepgi no 200 mr a6o
no 250 mr, Bepcis Big 28 )XOBTHA 2022 p.; 3MiHa Ha3BU Micusa NpoBeAeHHS K/iHIYHOro BUNpooyBaHHSsA
[0 MPOTOKOAY KAiHIYHOro AocnigxeHHs «PaHaomizoBaHe, 6araToueHTpoBe, ha3un 3, BiAKpUTE OOCAIIKEHHS
QNEeKTUHIOY Yy MOPIBHAHHI i3 KPU3OTMHIOOM NpU JliKyBaHHI NOLWMPEHOTO HeAPiGHOKIITUHHOIO paky JsereHsb,
MO3UTUBHOIO A0 KiHa3u aHan1acTUYHOI STIMJIOMM, 3 NPMBOAY SKOrO paHille He NPOBOAUIOCA NiKyBaHHSA», KOL,
pocnipkeHHa BO28984, sepcia 9 Big 15 xoBTHA 2023 p.; crnoHcop - «P. XodypmaHH-Ia Pow NTa»
(F. Hoffmann-La Roche Ltd), Lseiuapis
3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

BYNO CTANIO
K.M.H. lnapwuk A.B. K.M.H. lnapuk A.B.
NbBIBCbKNIA AepXaBHUA OHKONOriYHui | KoOMyHanbHe  HeKoMmepuiiiHe  NignpPUEMCTBO
perioHanbHNIA NiKyBa/IbHO-AiarHoCTUYHWIA | JIbBIBCbKOI  06nacHoi  pagn  «/IbBIBCbKWiA
LeHTp, Bigain ximiotepanii, m./1bBiB OHKONOTIYHNii perioHanibHUiA  NiKyBaJ/IbHO-
[iarHOCTUYHUIA LeHTp», BipgAineHHsA
XximioTtepanii, M. J/IbBiB

2. CkKopoueHe [locbe AocCnimKyBaHOro Jikapcbkoro 3aco6y(SIMPD): ComanauutaH Sogroya®
(ComanauyuTad ) 5 mr/1,5 mn,10 mr/1,5 mn, 15 mr/1,5 mn po3unH Ans iH'eKLiii, B nonepegHbo 3anoBHEHiI
wnpuu-pyyui Bepcia 1.0 Big 30 cepnHa 2023 poKy, aHrNiliCbKOIO MOBOK [0 MPOTOKO/IB K/iHIYHUX
pocnigxeHb: «PaHaomizoBaHe, MbKHapoAHe, 3 akTMBHUM KOHTposnem, (Bigkpute), (noggiiiHe cnine)
JocnimpKeHHs 3 nigéopy 403U B napasiesibHUX rpynax, 3 ouiHKU edpeKTUBHOCTI Ta 6e3neYHOCTi 3aCTOCYBaHHS
npenapaty NNC0195-0092 oouH pa3 Ha TWX/AEHb Y MOPIBHAHHI 3 LOAEHHUM 3aCTOCYBaHHSAM npenaparty
ropMoHy pocty (HopgitponiH® ®niekclpo) y giteit npenybepTaTHOro Biky 3 AediuuTOM ropMOHY POCTY, Y AKX
paHile He npoBoAnnaca Tepania npenaparamMmy ropMoHy pocTy», kog, aocnigpkeHHss NN8640-4172, octatoyHa
Bepcia 7.0 Big 12 BepecHs 2022 p.; «[ocnimkeHHs edeKTUBHOCTI Ta 6e3nekn 3acToCyBaHHsS npenapary
ComanauuTtaH (Somapacitan) oguH pa3 Ha TWXKAEHb Y NOPIBHAHHI 3 LWOAEHHM 3aCTOCYBaHHAM npenaparty
HoppgitponiH® (Norditropin®) y pgiteil 3 gediunutoM ropMOHY poOCTy», Kog pocnimkeHHs NN8640-4263,
thiHanbHa Bepcisa 9.0 Big 19 rpygHsa 2022 p.; «[ocnimkeHHs 3 nigdéopy A03n A8 OLiHKM edeKTUBHOCTI i
6e3rnekn 3acTocyBaHHA npenapaTy ComanauuTtaH (somapacitan) oguH pa3 Ha TUXAEHb Y MOPIBHAHHI 3
3acTocyBaHHSAM npenapaTy HopaitponiH® (Norditropin®) ognH pa3 Ha AeHb Y AiTel i3 3aTPUMKO0 poCTy, Lo
6yNun HapomKeHi MasIMMK A5 recTauiiHoro Biky Ta He Ha3f4orHanm y 3pocTi A0 BiKy 2 pokv Ta cTaplue», Kog,
pocnipkeHHa NN8640-4245, chinanbHa Bepcia 12.0 Big 21 6epesHsa 2024 p.; cnoHcop - Novo Nordisk A/S,
Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

3. OHoBneHa cekuis [Jocbe gocnimKyBaHOro nikapcbkoro 3acooy MK-7339 P DRUG PRODUCT, Bepcis
08D6LW, Big 20 cepnHA 2023 poKy, aHI/MiNCbKOO MOBOIO; OHOB/ieHa ceKLif Jocbe AoCNigKYBaHOro
nikapcbkoro 3zacooy MK-7339 P DRUG PRODUCT, Bepcia 08JTPR, Big 18 Gepe3Ha 2024 poky,
aHrNiicbKOK MOBOLD /10 NPOTOKO/Y KNiHIYHOIO AochimpkeHHs «PaHaomizoBaHe, noAgiliHe cnine, nnate6o-
KOHTpOsIboBaHe focnimkeHHs Il dasun ansa ouiHkym nemoponisymady (MK-3475) y noefHaHHi 3 CynyTHLOH0
xiMionpomMeHeBot Tepanieto 3 nofgasbLIMM BBeAeHHAM nemoponizymaby 3 onanapnéom (MK-7339) abo 6e3
HbOrO Yy TMOPIBHAHHI J/iMlIe 3 CYMyTHbOK XiMIONPOMEHEBOK Tepanield B YYaCHUKIB 3 HeLlo4aBHO
JiarHOCTOBaHUM N1OKasi30BaHUM APiGHOKTITUHHUM pakoMm nereHis (J1I4PM)», ko, gocnimkeHHs MK-7339-013,
3 iHKopriopoBaHoto nonpaskoto 05 Big 04 kBiTHA 2024 poky; crnoHcop - TOB Mepk LWapn eHg Joym, CLUA
(Merck Sharp & Dohme LLC, USA)
3asnBHMK - TOBApMCTBO 3 06MEXEHOI BiAMNOBIfaUIbHICTIO «MC/], YkpaiHa»

4. OHoBneHe [locbe focnigKyBaHOro nikapcbkoro 3aco6y JNJ-17000139 (FemuitabiH (Gemcitabine)
225 mr, cuctema iHTpaBe3uKasbHOI poctaBku (TAR-200)), Bepcia 13.0 Big KBiTHA 2024 poKy
aHrniicbkolo mMoBolo; Bpoluypa pgocnigHuka gocnigpkyBaHoro nikapcbkoro 3aco6y JNJ-17000139
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(Femuita6iH (Gemcitabine) 225 mr, cuctema iHTpaBesukanbHoOi aoctaBku (TAR-200)), Bepcis 9.0 Big,
15 kBiTHA 2024 poKy aHrnilicbKo MoBOIO; IHchopMauiiiHMii NMCTOK nauieHTa Ta chopma iHchopmoBaHoOI
srogn Ansa YkpaiHu, Bepcis 6.0 Big 15 TpaBHA 2024 poKy YKpaiHCbKOK Ta POCIACbKOIO MOBamMu [0
NMPOTOKONY K/iHIYHOrO AOoC/igkKeHHA «baratoueHTpoBe paHAoMi3oBaHe A0C/iIKEHHSA da3n 3 ONA OUiHKK
edpektvBHOCTi npenapaty TAR-200 B KomGiHauii 3 UeTpeniMabom Y TMOPIBHAHHI i3 CYNyTHLOI
ximiopagioTepanieto B y4aCHUKIB i3 M’A30BO-iHBa3MBHOK YpOTe/lia/IbHOK KapLMHOMOK CEHOBOro Mixypa, SKum
He npoBOAWIN pafuKasibHY LMCTEKTOMIO», KOA4 AocnifxeHHs 17000139BLC3001, 3 nonpaskoi 4 Bif
05 »xoBTHA 2023 poky; cnoHcop - Janssen Pharmaceutica NV («HAHcceH ®apmaueBTuka HB»), benbris
3aaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

5. OHoBneHa Bpouypa agocnigHuka gna FipegectpaHty (RO7197597, GDC-9545), Bepcisa 8 Big TpaBHA
2024 p.; NopoBXeHHA TePMiHY NpUAATHOCTI AOCNIgKYBaHOro nikapcbKoro 3aco6y Jletposon, Teepai
Kancynum no 2,5 mr go 36 wMicsauiB; OHoBneHi posginn S.2.1 «Bupo6Huk(n)» (S.2.1 - RIM-
REGQUAL-102310 v4.0), S.3.1 «J[loka3 CTpyKTypu Ta IiHWi xapakrepuctukn» (S.3.1 - RIM-
REGQUAL-145148 v1.0), S.3.2 «[fomiwku» (S.3.2 - RIM-REGQUAL-121937 v1.0), S.6 «Cuctema
KOHTeliHep-3aKynoploBa/ibHUI enemMeHT» (S.6 - RIM-REGQUAL-118553 v1.0), S.7.1 «Pe3iome wwoa0
CTaGiNbHOCTI Ta BUCHOBKU», (S.7.1 - RIM-REGQUAL-121708 v2.0), S.7.3 «[laHi npo cta6inbHicTb» (S.7.3
- RIM-REGQUAL-122094 v2.0), P.3.1 «Bupo6Huk(u)» (P.3.1 - RIM-REGQUAL-077296 v3.0) pocbe
[ocnigpKyBaHOro siikapcbkoro 3aco6y FipegectpaHT, TBepai kancynu no 30 mr; OHOBMEeHi po3ginu
P.3.1 «Bupo6Huk(u)» (P.3.1 - RIM-REGQUAL-077350 v3.0), P.8.1 «Pe3tlome WOAO0 CTabiNbLHOCTI Ta
BUCHOBKu» (P.8.1 - RIM-REGQUAL-091188 v5.0), P.8.3 «[aHi npo cTaGinbHictb» (P.8.3 - RIM-
REGQUAL-093408 v5.0) gocbe gocnigkyBaHOro slikapCbKoro 3aco6y Jletposon, TBepAi kancynu no 2,5
Mr; OHoBneHuii po3gin P.3.1 «Bupo6Huk(n)» (P.3.1 - RIM-REGQUAL-077349 v3.0) aocbe
pocnipKyBaHOro siikapcbkoro 3acooy MNnaue6o Ao fletposony tBepai kancynu; OHOBMEHI po3ginu
P.3.1 «Bupo6Huk(n)» (P.3.1 - RIM-REGQUAL-077351 v5.0), P.5.1 «Cneuudpikadii» (P.5.1 - RIM-
REGQUAL-146150 v1.0) aocbe aocnigKyBaHOro slikapcbkoro sacooy Mnaue6o ao FipegecTpaHTy,
TBepai Kancynu; OHOBJ/IEHA KOPOTKa XapaKTepucTuka JlikapCcbKoro 3aco6y nanéouuknié (lbrance),
TBepai kancynu no 75 wr, 100 mr a60 125 mr Ta Ta6NeTKu, BKPUTI NIiIBKOBOIO 0GO/TIOHKOIO Mo 75
Mmr, 100 mr a6o 125 mr Big, 26 TpaBHA 2023 p. [0 NPOTOKO/Y K/iHIYHOrO LOCNILKEHHSA
«PaHgomisoBaHe noggiliHe cnine niauebo-KOHTPOosibOBaHe GaraToueHTpoBe AOChimkeHHs dasm Il ons
OLiHKN eddeKTMBHOCTI Ta 6e3nedHocTi GDC-9545 y komGiHauii 3 NaseouMKNi6oM NOPIBHSIHO 3 KOMOIHALLED
netposony Ta nNanbouuknidy Yy nauieHTiB 3 ecTporeH-peuentop-nosntuBHUM, HER2-HeraTuBHUM
MiCL,EBOMOLUMPEHMM YN METACTaTUYHMM pPakom MOJIOHHOT 3a/1031», Kog gocnimpkeHHss BO41843, sepcis 3 Big
20 rPyAHs 2022 p.; CrnoHcop - ®. XodhpmaHH-/14 Poww nra, LLseliyapis
3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

6. bpouwypa aocnigHuka Eppgadcitinio (JNJ-42756493), BugaHHA 14 Big 23.05.2024 p.; NMpoAoBXKeHHS
TepMiHy NpoBefeHHA KNiHiYHOro BuUNpobyBaHHA Ao 01.11.2026 B YKpaiHi Ta CBiTi [0 MNPOTOKO/Y
KniHiYHOro BuNpobysaHHA «JocnimkeHHsA 3 dha3u 418 ouiHK1 eppadpiTiHiGy y NOPIBHAHHI 3 BiH1IYHIHOM abo
OOLeTakcesIoM 4M nemobponizymabom y nauieHTiB 3 MOLMPEHOK YPOTEeNiasibHOK KapLUMHOMOK Ta OKpEMUMMU
reHeTMYHNMK abepaLismm peLenTtopis oakTopy pocTy dibpobnacTiB», kog, fAocnifpxkeHHA 42756493BLC3001,
3 nonpaBkoww 6 Big 20.01.2023 p.; cnoHcop - HAHcceH dapmaueBTMka HB, benbris
3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris

7. Dopatok 1, Bepcia 1.0 Big 29 TpaBHA 2024 poKy, Ao 3arasibHOi Gpowypu gocnigHuka XEN1101,
Bepcia 7.0 Big 20 rpygHAa 2023 poOKy, aHI/iACbKOK MOBOK [0 MPOTOKONY KAiHIYHOTO AOCHiAKEHHS
«PaHpomizoBaHe, noggiiHe-ciine, nnaueb0-kOHTPO/SIbOBaHe, GaraToLeHTPOBE AOCAIMKEHHA A718 OLIHKU
6e3nekn, nepeHocumocTi Ta edpekTBHOCTI NpenapaTy XEN1101 B AKOCTi AONOMKHOT Tepanil npu enisiencii 3
hokasibHUM e60TOM, 3 BiAKPUTOI NOAOBXEHOH dha3oto», kog gocnimpkeHHs XPF-008-201, sepcia 7.0 Big
23 ciuHa 2024 poky; crnoHcop - KceHoH ®apmac'toTikan3 IHK., KaHaga/ Xenon Pharmaceuticals Inc., Canada
3aaBHuK - TOB «APEHCIA EKCIN/IOPATOPI MEAICIH», YkpaiHa

8. OHOB/IEHI po34inu focbe AoCNiMKyBaHUX NiKapCbKux 3aco6iB PeHe6pyTHHIO ( S.1.1, S.1.3, S.2.1,
S.2.2, S.2.3, S.2.4, S.2.6, S.3.2, S.4.1, S.4.3, S.4.4, S.4.5,S.7.1, S.7.3, P.1, P.2, P.3.1, P.5.4, P.7, P.8.1.,
P.8.3, A.2) Ta nnaue6o go PeHedpyTUHIOY (P.3.1, P.7, P.8.1, P.8.3); TepucdnyHomipg, (P.3.1, P.8.1, P.8.3,
A.2) Ta nnaue6o go TepucbnyHomigy (P.3.1, A.2) Bepcis Big 04 KBiTHA 2024 p. 1,0 NPOTOKO/Y K/TiHIYHOrO
pocnipkenHs «BATATOLIEHTPOBE PAHAOMI3OBAHE MO/ABIVIHE CNINE AOCIIKEHHA ®A3U Il Y
MAPAJIEIbBHUX TPYTAX 3 I'IO,EI,BII7IHI/IM KOHTPOJIEM MNALUEBO A/1A OUIHKU E®EKTUBHOCTI TA
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BE3MEYHOCTI ®EHEBPYTUHIBY MOPIBHAHO 3 TEPUN®/IYHOMIAOM Y AOPOC/NX MAUIEHTIB 3
PELMNOMBYOUYNM PO3CIAHNM CKINEPO30OM», kog pocnigpkeHHsa GN41851, sepcia 7 Big 15 nwoToro
2024 p.; CrnoHcop - ®.XothdpmaHH-/Aa Pouu nta, LLseliuapis
3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Poww YkpaiHa»

9. OHoBneHa bpolwypa gocnigHuka no npenapary AZD9291 (Osimertinib, TAGRISSO™'), Bepcisi Homep
18.0 Big 29 ciuHA 2024 poky; IHhopMmauis npo gocnigkeHHA Ta oopma 3roau Ansi AOPOCNUX, JIOKabHA
Bepcia Homep 8.1 aAnA YKpaiHM YKpaiHCbKOIO MOBOIO, gata Bepcii 07 uepBHA 2024 poKy, Ha OCHOBI
Mactep Bepcii Homep 10 Big 12 TpaBHA 2023 pOKYy A0 MNPOTOKO/Y KAIHIYHOrO AOC/iAKEHHS
«baraToLeHTpoBe paHAOoMi30BaHe NoABiliHe crine nnauebo KOHTPOIboBaHE AOCAIMKEHHS 3 ha3un NS OLiHKK
edheKTMBHOCTI Ta 6e3neyHocTi npenapaty AZD9291 y nopiBHSAHHI 3 naue6o y nauieHTiB 3 HeAPIOHOKNITUHHM
pakom nereHb IB-IIIA cTagii Ta MyTaLieto pelentopa enigepMasibHOro haktopa pocTy Npu 3acToCyBaHHI nicns
MOBHOI pe3eKuil NyxX/IMHW He3asleXHOo Bif NpPoBeAeHHA af'toBaHTHOT ximioTepanii (ADAURA)», Kof
pocnipkeHHsa D5164C00001, sepcis Homep 6.0 Big 09 cepnHa 2023 poky; cnoHcop - «AcTpa3eHeka Ab»,
LLiseuis

3asiBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

10. Bpowypa JocnigHuka KoHunsyma6o, npoekt NN7415, N'emodpinia A ycknagHeHa a60 HeycKklagHeHa
iHriéiTopamu go ®VIll, Femodyinisa B ycknagHeHa a60 HeyckagHeHa iHricitopamu go ®IX, BugaHHa 14,
thiHanbHa Bepcia 1.0 Big 27 TpaBHA 2024 p., aHININCbKOK MOBOIO [0 NPOTOKONIB KNiHIYHUX A0CNIAXKEHb:
«EgekTnBHICTb Ta 6e3neka NpoguilakTUYHOro 3actocyBaHHs KOHLUM3ymMaoy y nauieHTis 3 remocpinieto A un b,
He yCKafHEeHOoo iHribiTopamu», ko gocnigxeHHs NN7415-4307, dhiHanbHa Bepcisa 6.0 Big 22 yepBHA 2023;
«EdekTnBHICTb Ta 6e3neka NpodisiakTMYHOro 3acTocyBaHHSA KoHumM3aymMaoy y nauieHTis 3 remodpinieto A um b,
yCKNagHeHow |Hr|6|TopaM|/|» ko4 pocnipkeHHsa NN7415-4311, cpiHanibHa Bepcia 9.0 Big 27 bepesHsa 2023;
CroHcop Novo Nordisk A/S (OaHis)
3aaBHuK - TOB «HoBO Hop,q|CK YkpaiHa»

11. OHoBneHa Bpouwypa gocnigHuka ans FipegecTpaHTy (RO7197597, GDC-9545), Bepcis 8 Bif, TpaBHA
2024 p.; OHoBNeHa KoOpoTKa xapakrepuctuka (SmPC) ®a3snoaekc (Faslodex, Fulvestrant), po3uuH ans
iHE'KUiA 250 mr/5 mn, Big cepnHA 2022 poky; 3alydeHHs A0AATKOBOI opraHisauii, AKiii cnoHcop a6o
iioro odpiuiliHnii npencTaBHUK AeneryBaB CBOi 000B’A3KM Ta (PYHKUIi, NOB’A3aHi 3 NPOBeAEHHAM
KNiHIYHOro BMNPOGYyBaHHA (BBE3€HHA AOCNIAKYBaHMX JTIKAPCbKUX 3aCOGIB Ta CYnyTHiIX MaTepianiB) —
TOB «CaHaKnic», YKpaiHa A0 nNpoOTOKOAYy KAiHiYHOro pocnigpkeHHs «PAHAOMI3OBAHE, BIAKPUTE,
BAFATOLEHTPOBE AOOCHIAXXEHHA ®A3N I ANA OUIHKMN E®EKTVMBHOCTI TA BEIIMNEYHOCTI
GDC-9545 Y NMOPIBHAHHI 3 BUBPAHORK NIKAPEM EHAOKPNHHOKO MOHOTEPAMIEKD Y NALIEHTIB I3
PAHIWE NIKOBAHM ECTPOIEH-PEUENTOP-MO3NTMBHWM, HER2-HETATVUBHM MICLIEBO-
MOWWPEHM ABO METACTATUYH/M PAKOM MOJIOYHOI 3ANO3U», Ko AochigkeHHs WO042312,
Bepcia 4 Big 06 rpygHa 2022 p.; cnoHcop - @d.XodhdpmaHH-Nla  Pow Jitg, LWseiiyapin
3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNOBIAa/IbHICTIO «PoL YkpaiHa»



