Jopartok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP Ne 31 Big 22.08.24, Ha ki 6y/In OTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. OHOBMEHWII NPOTOKOJS  KAiHiYHOro  BunpoGyBaHHA  M15-572, 3  iHKOpnopoBaHUMU
agMiHicTpaTMBHMMK 3miHamu 1, 2, 3, 4, 5, 6 [gna MoHkoHry (Kutaid)], 7, 8 i 11 (ana Kutaw) Ta
MonpaBkamu 1, 1.01 (ana VHP kpaiH) 2, 3, 4, 5, 6 Ta 7 (anA Bcix KpaiH Kpim AnoHii), 8.0 (gna Bcix KpaiH
Kpim KpaiH €C) Big 20 rpyaHsa 2023 poky; IHthopMmauis ansa nayieHTa Ta iHpopmMoBaHa 3roga Ha y4yacTb Y
HayKOBOMY AOC/iAKeHHi Ta HEOGOB’A3KOBOMY AoCAhifKeHHi, Bepcia 11.0 agna YKpaiHu Big 16 ciuHA
2024 poKy, yKpalHCbKOLO Ta pocilicbkolo MoBamMu; flogaTok Ao IHchopmoBaHOI 3roau A5 NPoAOBXEHHS
NiKyBaHHA y4yacHUKIB BUNPoGYyBaHHA, Bepcia 1.0 ansa YKpaiHu Big 22 ciuHA 2024 poKy, YKPaAIHCbKOIO Ta
pociiicbkolo moBamu; OHOBMEHU po3fin «SAKicTb» JOCbE [OCIAKYBAHOIO NiKapCbKOro 3acoGy
YnagauuTtuHi6 (Upadacitinib, ABT-494), Bepcis 17.2 C - EU CTR Big 20 rpyaHa 2023 poky; 3asyyeHHsA
[0AaTKOBOI BUPOOHUYOT AiNAHKU ANA NiKapPCbKOi CyOGCTaHLUil AOCNiAKYBaHOro /likapCbKOro 3acooy
AbbVie S.r.l., ItTania; OHoBneHW po3gin «AKiCTb» CKOpoveHoro flocbe Nnaue6o fo AoCiAKYBaHOIo
nikapcbkoro saco6y YnagauutuHio (Upadacitinib, ABT-494) Bepcia 6.0 Big 29 nuctonaga 2023 poky;
OHoBneHuit po3ain «fAKicTb» ckopouyeHoro Jocbe [0 nikapcbKoro 3acoby Xymipa (aganimymao),
Bepcisa 5.0 Big 21 6epe3Ha 2022 poky; OHOBNEHNI po3ain «AKICTb» CKOpouyeHoro flocbe nnauye6o o
niKapcbKoro 3acoby Xywmipa (aganimymao), Bepcis 2.0 Big 17 cepnHa 2021 poKy 40 NPOTOKO/Y KAiHIYHOrO
pocnimpkeHHss «PaHgomisoBaHe, noApiiHe cnine pgocnimkeHHs, [l dasn, Ans nopiBHSHHA npenaparty
YnapgauutuHio (ABT-494) 3 nnauebo 1a 3 agasimymaboMm y nauieHTiB 3 akTUBHUM NCOpiaTUYHUM apTPUTOM,
SKi MalOTb B aHaMHe3i HeaZleKkBaTHY BiANoOBiAb NPUHAVMHI Ha OAUH HEBIOMOriYHNIA XBOPOOO-MOANAIKYHOUNIA
npotvpeBmatuuHuii npenapat (XMMPM) — SELECT - PsA 1», kog pgocnigxeHHsa M15-572, 3
iHKOPNOPOBaHNMK aaMiHICTpaTMBHUMYM 3MiHamK 1, 2, 3, 4, 5, 6 [an19 FoHkoHry (KuTali)], 7 i 8 Ta MNonpaBkamu 1,
1.01 (ana VHP kpaiH) 2, 3, 4, 5, 6 Ta 7 (8414 BCiX KpaiH kpiM AnoHii) Big 30 ciuHA 2021 poky; cnoHcop - AbbVie
Inc., USA
3anBHuK - «EB6BI BiothapmachkoTikani3 TM6X», LLseliuapis

2. OHOB/IEHWI NPOTOKON KAiHiYHOro Bunpo6ysaHHAa MK-1084-004, 3 iHKkopnopoBaHolo nonpaskoto 01
Big 17 TpaBHA 2024 pOKy, aHIiNCbKOIO MOBOIO; CeKUifl A0CbE [OCANIOKYBAHOIO JliIKAPCbKOro 3acooy
MK-1084: «2.2 INTRODUCTION», Bepcia 08J3QQ, aHrniicbkoro moBoK; Cekuia [oCbe
[OCnigpKyBaHOro siikapcbkoro 3acoody MK-1084: «2.5 CO PREVIOUS CLINICAL TRIAL AND HUMAN
EXPERIENCE DATA», Bepcia 08HPGY, Big 26 ntotoro 2024 poky, aHrMiicbKoilo MOBOK; 3pas3okK
MapKyBaHHA AOC/imKyBaHOro nikapcbkoro 3aco6y: «MK-1084-004_or_placebo_Bottle», Bepcisa 3.0
(00_(M2)) Big 07 GepesHsa 2024 p., aHINiiCbKOI Ta YKpaiHCbKO MoBawmu; YKpaiHa, MK-1084-004,
IHhopMaLisa Ta AOKYMEHT npo iHhopMoBaHy 3rogy A/s nauieHTa, Bepcia 01 Big 20 yepBHA 2024 p.,
YKpaiHCbKOI MOBOIO; YKpaiHa, MK-1084-004, IHhopmauis Ta OKYMEHT npo iHopmoBaHy 3roay AN
nayieHTa Ha HeO6OB’AA3KOBUI OGMEXEHUI CKPUHIHT, Bepcia 00 Big 20 uepBHA 2024 p., YKPAIHCbLKOIO
MOBOI0; YKpaiHa, MK-1084-004, lonoBHEeHHs A0 iHopmaLii Ta AOKYMEHTY npo iHhopmoBaHy 3roay
ANA nauieHTa Ana nikyBaHHA MNicnis nporpecyBaHHA XBopoo6wu, Bepcia 00 Big 20 yuepBHA 2024 poky
yKpaiHCbKolo moBoto; MaTtepianu gna nauieHta: MK-1084-004_MociGHMK Wo[0 BisUTIB NauieHTa_ans
YKpaiHu_ykpaiHCcbkoo mMoBoto_Bep. 00.1; MK-1084-004_KapTtka 3 iHchopmauielo npo Bisut_ansa
YKpaiHu_yKpaiHcbkoio MoBoto_Bep. 00.1; MK-1084-004_3pas3ku TKaHUH_AnA YKpaiHU_YKpPaiHCbKOIo
moBoto_Bep. 00.1; MK-1084-004_Bpoliypa nauyieHTa_gns YKpaiHu_yKpaiHCbKolo MoBoto_Bep. 00.1;
MK-1084-004_J/InctiBka AnA nauieHTa_ana YKpaiHU_yKpaiHCbKowo MoBoto_Bep. 00.1; MK-1084-
004_Mnakat gna naugieHta_ansa YKpaiHU_yKpaiHCcbKoi moBoto_Bep. 00.1; MK-1084-004_JluctiBKa 3i
cnoBaMu NoAsKU_AnA YKpaiHU_yKpaiHCbKO MoBow_Bep. 00.1; 3MiHa HasBM MicUA NpPoOBefEeHHA
KMNiHIYHOTO BUNPOGYBaHHA [0 MPOTOKONY KAIHIYHOrO AocnimkeHHs «PaHgomizoBaHe, noAgiliHe chine,
6araroueHTpoBe gocnimkeHHs Il dasn kombiHauii MK-1084 3 nem6ponizymabom nopiBHAHO 3 KOMOGIHaLi€
nemoéponizymady 3 nnauebo Ak siikyBaHHSA nepLuoil NiHii AN y4acHWKIB i3 MeTacTaTUUYHUM HeApiOGHOKNITUHHUM
pakom nereHis 3 myTauieto KRAS G12C 1a ekcnipecieto PD-L1 TPS >50%>», kog gocnigpkeHHs MK-1084-004,
Bepcisa 00 Big 15 rpyaHa 2023 poky; cnoHcop - TOB Mepk LWapn eHp Joym, CLUA (Merck Sharp & Dohme LLC,
USA)

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

BYNO CTA/O
3aB. Bif. Birypo M.C. 3aB. Big. Birypo M.C.
ToBapucTBO 3 OOMEXEHOI BignoBiganbHICTIO | MeguuHuMii LEeHTP ToBapucTBa 3 OOMEXEHOH
«Mpisa Mepg-CepBsic», Bigain KNiHiYHUX gocnigxeHb, | BignoBiganbHicTio «Mpis Mea-CepBic», Bigain
M. Kpusuia Pir KMiHIYHMX gochimpkeHb, M. Kpusuia Pir




3. NoaoBXXeHHA TPUBANOCTI K/iHIYHOro BUNpPooGyBaHHA B CBIiTi Ta B YKpaiHi Ao 30 rpyaHs 2024 poky;
3MiHa Has3BM Micusa NpoBeAeHHs KMiHIYHOro BUNPOOGYBaHHA [0 MPOTOKO/Y KAiHIYHOINO AOCNiIKEHHSA
«PanpowmizoBaHe, Il cha3u, nopgiliHe cnine pocnimkeHHA KombGiHaLii TpacTy3ymaly, XximioTepanii Ta
nem6ponizymabdy y NopiBHSAHHI 3 KOMGiHaLiE TpacTy3ymaty, ximioTepanii Ta nnauebo Ak Tepanii nepLuor fiHil
y nauieHTis 3 HER2-no3TMBHOIO MeTacTaTU4HO aJeHOKapLUHOMOLO LUYHKY ab0 LUTYHKOBO-CTPaBOXigHOro
3'egHaHHa (KEYNOTE 811)», kog gocnigpkeHHa MK-3475-811, 3 iHkopriopoBaHow nonpaskoto 09 Big 08
BepecHs 2022 poky; crnoHcop - TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTAJIO

3aB. Big. Bontko H.J. 3aB. Big. Bontko H.J.

KviBcbKnii MiCbKWiA KNiHIYHMA OHKONOriYHMIA | KOMyHanlbHe  HeKoMepuiliHe  NignpueMcTBO

LeHTp, BiaaineHHA ximiotepanii Ne2, M. Knis «KNiBCbKNiA MiCbKUIA KNiHIYHWA OHKONOriUHWUIA
LeHTP» BUKOHABUYOro opraHy KuiBCbKOi MiCbKOV
paau (KuiBcbkoi MiCbKOI AepXaBHoi
aaMiHicTpauil), ximioTepaneBTUUYHe BigAiNeHHA
Ne 2, M. KniB

4. 3MmiHa Ha3BM MicUA nNpoBefEeHHA BUNPOOYBaHHA [0 MPOTOKO/Y K/IIHIYHOrO  AOC/iXKEHHS
«PaHgomisoBaHe noggiliHe cnine GaraTtoueHTpoBe AoC/imKeHHA oasn Il AN NOpPIBHAHHA  K/IIHIYHOI
ethekTnBHOCTI Ta 6e3neyHocTi HLX10 (pekoMOGIiHaHTHOro ryMaHi30BaHOr0O MOHOK/IOHA/IbHOrO aHTuTiNna Ao
PD-1 (aHTn-PD-1) pns iH'ekuin) B KombGiHauii 3 ximioTepanielo (kapbonsatnH + eTonosua) y padiwe
HenikoBaHMX NaUiEHTIB 3 NOLIMPEHOK (hOPMOKD APIGHOKNITMHHOIO paky neredi (AKP/1)», kog AoCNimKeHHs
HLX10-005-SCLC301, Bepcisi 5.0 Big 22 kBiTHA 2022 poKy; cnoHcop - Shanghai Henlius Biotech, Inc., China /
LaHxan XeHniyc baworek, IHK., Kutan
3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»

BYNO CTAO

nikap rotsko I.1O. nikap rotbko 1.1O.

KomyHanbHe  HekomepuiiiHe nignpuemcTBo | KOMyHanbHe  HeKkomepuiliHe  nNigNPUEMCTBO
«UeHTpanbHa Micbka  K/iHIYHA  JliKapHA» | «Y)XropoAacbka Micbka 6araronpodinbHa
Y ropogcbKoi MiCbKOi paau, TepaneBTU4YHe | K/iHIYHA NiKapHA» Y)XXropoAcbKoi MiCbKOT paaw,
BiA4iNEHHA MICbKOTO OHKOJIOTNYHOIO LEHTPY, | OHKOJOriYHe BiafiNeHHsA, [epXaBHuii  BULNI
JepxaBHuii BULLWIA HaBYaIbHUI 3aKnag, | HaBYasibHWIA 3aKnag «YXropoAcbKnii HaLioHaTbHWIA
«Y)XKTOPOACbKUA  HaUiOHa/IbHWIA  YHIBEPCUTET», | YHiBepcuTeT», Kadbegpa OHKosnorii Ta pagionorii
Katbenpa OHKoOMOrii Ta pagionorii  dpakynbTeTy | dhakynbTeTy nicNAANNAOMHOI OCBITU Ta
nicNSAMNAOMHOI  OCBITM Ta AOYHIBEPCUTETCLKOI | A0YHIBEPCUTETCHKOI MiArOTOBKN, M. Y)XXropoa
NiaAroToBKK, M. YXXropof,

5. 3anyyeHHA [0AATKOBOro MicUA NPoOBeAEeHHA KMIHIUHOro BUMPOOYBaHHA [0 NPOTOKOMY K/IHIYHOro
pocnipkeHHs «MogynbHa ¢hasza I/lla, BigkpuTe 6GaraToueHTpoBe [AOCNiMKEHHA AN OUiHKM 6e3neku,
nepeHocUMOoCTi, (hapMakokiHeTUKK, hapmakoguHaMiki Ta nonepeaHbol edeKTUBHOCTI 3pocTatoumnx 403
AZD5305, aK MoHOTepanii Ta B KOMOGiHaUil 3 NpoTUNYX/IMHHUMKU 3acob6amu Y NauieHTiB 3 NPOrpecyrymmMm
COMIAHUMM 3M105KICHUMU HOBOYTBOpPeHHAMKU (PETRA)», ko pocnigkeHHa D9720C00001, sepcis 11.0,
nonpaska 10.0 Big 19 BepecHa 2023 poky; cnoHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No MN.1.b. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus npoBeAeHHs K/iHIYHOTO BUNPOOYBaHHS

1. | nikap MNigsep6eubka A.B.

O6nacHe KOMyHas/lbHE HeKoMmepLujiiiHe MigNPUEMCTBO «BYKOBUHCBKWIA KAIHIYHWUIA OHKOMAOTIYHWIA
LEHTP», CTPYKTYPHUIA Nigpo3ain KNiHiYHOT OHKoorii, M. YepHiBLi

6. 3miHa Micua npoBeAeHHs KNiHIYHOrO BMNPOGYBAaHHA [0 MPOTOKOAY KMIHIYHOIMO AOCNiAXKEHHA «52-
TWXKHEBe, paHAOoMi30BaHe, NoABiiHe cnine, 3 NoABINHMM MackyBaHHSAM, 3 KOHTPONEM niauebo Ta aKTUBHUM
KOHTposieM pocnipkeHHs (Podnyminact, fanipecn® 500 mkr), WO NpOBOAUTLCA B NapanesibHuX rpynax 3
METOI OLHKM eheKTUBHOCTI Ta 6e3neyHocTi ABoxX [03 npenapaty CHF6001 y dhopMi Cyxoro nopoLuky Ass
iHranAUii, Wo JofatTbCa A0 MIATPUMYKOYOI NOTPINHOT Tepanii y MauieHTiB i3 XPOHIYHMM OOCTPYKTUBHUM
3axBOpIOBaHHAM nereHb (XO3J1) Ta XPOoHiYHUM GPOHXITOM», Kog, focnigxeHHs CLI-06001AA1-05, Bepcis 5.0



Bif, 03 GepesHs 2023 poky; crnoHcop - «K'esi ®apmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A], ITanis
3aaBHUK - TOB «®OPTPIA AEBENTOMNMEHT YKPAIHA»

BYNO CTANO
K.M.H. lobpsHcbkmin [.B. K.M.H. JobpsHcbkumin [.B.
MeaguuHuii UeHTp ToBapucTBa 3 OGMeXeHow | MeguuHuii UeHTP ToBapucTBa 3 OGMEXEHOH
BignoBiganbHicTiO «MepguuHa KniHika | BignoBiganbHicTio «MegnuHuii ueHTp «APTEC
«Bbnaromepgy, NiKyBa/lbHO-AjiarHocTUYHU | MEOIKYM>», NiKyBaNbHO-AiarHOCTUUYHE
nigposain, M. Knuis BigAaineHHa, M. Knis

7. 3miHa MicuA NpoBeAeHHA K/IHIYHOro BUNPOGYBAHHA A0 NPOTOKO/Y KAIHIMHOIO AOCAIMKEHHS «52-
TMXXHEBE, paHAoMi30BaHe, NoABiHe crine, nnauebo KOHTPOsibOBaHe AOCNIMKEHHS Y napasiefibHMX rpynax 3
METOI OLHKM eDeKTMBHOCTI Ta 6e3neyHoCTi ABoX A03 npenapaTy CHF6001 y hopmi Cyxoro nopoLuKky ans
iHransauii, Wo aodatoTbCs A0 NIATPUMYKOYOT NOTPIMHOT Tepanii y NauieHTIB i3 XPOHIYHUM OOGCTPYKTUBHUM
3aXBOpPOBaHHAM nereHb (XO3/1) Ta XpoHiYHUM BPOHXITOM», KoA aocnifxeHHs CLI-06001AA1-04, sepcisa 5.0
Big 03 6epesHsa 2023 poky ; cnoHcop - «K'e3i ®apmavesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis
3asABHYK - TOB «®OPTPIA IEBENOMMEHT YKPAIHA»

BYNO CTANO
K.M.H. lo6bpsHcbkmii [.B. K.M.H. Jo6psHcbkmi [.B.
MeaguuHuii UeHTp ToBapucTBa 3 o6MexeHoww | MeguuHuii LEHTP ToBapucTtBa 3 OGMEXEHOH
BignoBiganbHicTIO «MepgunuHa KniHika | BignoBiganbHicTio «MeguuHnii UeHTp «APTEC
«Bbnarovepy, nikyBanbHo-AgiarHocTuuHu | MEAIKYM», NiKyBanibHO-AiarHOCTUYHE
nigposain, M. Knuis BigAaineHHa, M. Knis

8. KepiBHMUTBO 3 ekcnnyaTtauii: M3 Comfort BumipioBau aptepiaZibHOro TUCKY aBTOMATU4YHUI Ha
nneve (HEM-7155-E) + Agantep 3miHHoro ctpymy HHP-CM01 (HHP-CMO01) B komnnekti, OMRON. IM1-
HEM-7155-E-UK-05-01/2022, pata peaakuii: 2022-05-25, yKpaiHCbKOIO MOBOI A0 MPOTOKOJY KAiHIYHOrO
pocnimpkeHHs «MogynbHa ¢pasza I/lla, BigkpuTe 6araToueHTpoBe [AOCNiMKEHHS AN OUiHKM 6e3neku,
nepeHocUMOoCTi, (hapMakokiHeTUKKM, hapmakoguHaMiki Ta nonepeaHbol edekTUBHOCTI 3pocTatoumnx 403
AZD5305, aK MoHOoTepanii Ta B KOMGiHaUil 3 NpoTUNYX/IMHHUMKU 3acobamu y NauieHTiB 3 NPorpecyrymmm
COMIAHUMM 3M05KICHUMU HOBOYTBOpPeHHAMKU (PETRA)», ko pocnigkeHHa D9720C00001, sepcis 11.0,
nonpaska 10.0 Big 19 BepecHa 2023 poky; cnoHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

9. KapTka yuyacHuKa gocnimxkeHHs JlokanibHa Bepcia 1.2 Big 10.07.2024 p. anAa YKpaiHu yKpaiHCbKOIO
MOBOI0 Ha OCHOBiI MacTep Bepcii Homep 1.0 Big 05.10.2023p.; OnutyBanibHUK CAT, 8 NnyHKTIB, Bepcifa 1.0
Big 20 uepBHA 2024p. ANna YKpaiHU YKpPAiHCbKOK MOBOIO; Bpowypa 3 kniHiuHow iHchopmauieto ans
nauieHTa, Bepcis 1.0 Big 8 6epe3Hsa 2024p.; CKpiHWOTU MOGiNbHOro goaatky Unify AstraZeneca, Bepcis
2.0 Big, 23 nunHsa 2024p. ansa YKpaiHN YKPATHCLKOIO MOBOLO; IHCTpPYKLUis A0 HagaHoro TenedoHy, Bepcis
7.0.1, xxoBTeHb 2023 p., ANA YKpaiHU yKpaiHCbKOl MOBOM; MouyaTKkoBUii MOCIGHUK ANA NauieHTIB
EQAMTHYV, Bepcis 7.0.1, xoBTeHb 2023 p. ANA YKpATHM YKPATHCbKOIO MOBOIO; CKPIHLLIOTU 0 eKPaHHOro
TEKCTY Bileo ANA nauieHTiB woao 3actocyHKy Unify EQAMTHV, Bepcis 7.0.1 Big, BepecHs 2023 p., ons
YKpaiHu aHrnificbKoro Ta yKpaiHCbKOK MoBamu; TEKCT roJiocOBOro CynpoBoay Bifeo ANnsA nayieHTiB
wopo 3actocyHKy Unify EQAMTHV, Bepcisa 7.0.1 Big BepecHAa 2023 p., Ans YKpaiHU aHrniicbKowo Ta
yKpaiHCbKO0 MOBOW; Bigeo ansa nauieHTiB wopo 3actocyHky Unify EQAMTHV, Bepcisa 7.0.1 Big
BepecHs 2023 p., A8 YKpaiHM YKPaiHCbKOI MOBOIO; «Baw noci6HuK i3 BukopuctaHHA Unify. loctaBka
popomy», Bepcis 7.0 Big BepecHA 2023p., AnA YKpaAiHM YKPATHCbKOIO MOBOIO; CKPiHWOTU [0 EKPaHHOTo
TEKCTy Bifieo ANnA nauieHTiB woao 3actocyHKy Unify «JocTtaBka gogomy», Bepcia 7.0.1 Big nunHa
2023p., onA YKpaiHM aHrNificbKolo Ta YKPAiHCbKOI MoBamu; TEKCT rosioCOBOro CynpoBoay Bigeo ansa
nauieHTiB Wopao 3actocyHky Unify «floctaBka gogomy», Bepcia 7.0.1 Big nunHa 2023p., ana YKpaiHu
aHrNiicbKo Ta YKpaiHCbKO MoBamu; Bigeo gns nauieHTiB wogo 3actocyHkKy Unify «[locTaBka
popomy», Bepcia 7.0.1, nuneHb 2023 p., ANA YKpaiHU YKPaAiHCbKOK MOBOI [0 NPOTOKO/Y KNiHIYHOIO
JocnigxeHHs «PaHaoMizoBaHe, noggiiiHe cnine, 6aratoueHTpoBe AocnimkeHHs dpa3u Il y napanenbHux
rpynax nis ouiHk1 eqpekTMBHOCTI [030BaHOro iHransaTopy OyaecoHigy, rnikonipoHilo ta copmoTtepony
thymapaty BiJHOCHO [030BaHOro iHranATopy riKONipoHito i dpopmoTeposny dymaparty Ha cepueBo-/iereHeBi
HacnifkM y XBOpUX Ha XPOHiUHe OOCTPYKTUBHE 3axBoptoBaHHA nereHb (THARROS)», kof AOCNiMKEHHSA
D5989C00001, Bepcia 2.0 Big 28 ciuHA 2024 poky; cnoHcop - AstraZeneca AB, Sweden
3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»



10. OHoBneHi ceKuii Jocbe pocnigKyBaHOro nikapcbKoro 3acoOly lpatasertib, Ta6netku, BKpUTI
NNiBKOBOI 060/10HKOI0, 100 mr Ta 200 mr: P.8.1 «KopoTka XxapakTepucTuKa CTabisIbHOCTi Ta BACHOBOK»
RIM-REGQUAL-162701 Tta P.8.3 «JaHi wopo crabinbHocTi» RIM-REGQUAL-162702 posginy 2.1.P
«Jlikapcbkuii 3aci6», Bepcia 1.0 Big 05 nunHA 2024 poKy, aHrNiliCbKOIO MOBOID; 36i/IbLUIEHHA TEPMiHY
NpuAaTHOCTI A[AOCNiMKyBaHOTO JliKapcbKoro 3aco6y InatacepTio, TaGneTkn, BKPUTI NNIBKOBOIO
060/10HKOI0, 100 Mr Ta 200 Mr Ao 72 micAUiB A0 NPOTOKO/MY K/IHIYHOTO JOCAioKeHHA «Bigkpure,
GaraTtoueHTpoBe, y ABOX rpynax AocnimkeHHs, Ib ha3un ans ouiHku hapmakoKiHETUYHOT B3aeMOZIT NiKapCbKmx
npenapaTtis pgaponytamiga Ta inatraceprtioa Ta 6e3nekum 3acToCyBaHHsS X KOMOiHaLii npu kacTpar-
pPe3nCTEHTHOMY paKy nepeamixypoBoOi 3an03u», kog gocnigpkeHHss GP42658, Bepcis 2.0 Big 28 BepecHs
2023 poky; cnoHcop - ®. XodhdpmanH-/1a Pow Jita, LWeeliyapis / F. Hoffmann-La Roche Ltd, Switzerland
3asBHuK - TOB «APEHCIA EKCIT/TIOPATOPI MEAICIH», YkpaiHa



