Jomarox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHIYHIX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPKEHHS CYTTEBUX IOIPABOKY
25.02.2023 Ne 390

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«®Dasza I, moagBiiiHe ciime, paHa0Mi30BaHe, IIaNe00 KOHTPOJIbOBAHE, Y MapaJIeIbHUX IPyIax, JOCTIKSHHS 3
METOI0 BHBUEHHS €(QeKTHBHOCTI, Oe3meuynocti Ta (apmaxokinernku CPL500036 (imri6itop PDE10A) y
MAaIIEHTIB 13 TOCTPOIO ek3arepoartiero mm3odppeniin, koa gociimkenas 02PDE2019, sepcis 3.2. Bix 01
BepecHs 2022 poky

3asBHUK, KpaiHa

TOB «CT AKAJAEMIS», Ykpaina

CnoHncop, kpaiHa

Celon Pharma S.A., ITonsma

[Tepenik qocmimKyBaHUX
JKapChKUX 3aC00iB
Jikapcbka dopma,
JI03yBaHHs, BUPOOHUK,
KpaiHa

CPL500036 (PG 20 a6o PG203) (CPL500036 (PG 20 a6o PG203); INN CPL500036, CZ20); karcyu TBEep/i,
1 (oana) xamncyma mictuth 10 mr CPL500036, xamcynu tBepai 3 PG203, CPL500036 y amrominieBoMy
omicrepi; 10 mr; Celon Pharma S.A., ITomnbinua;

[Tnane60o mo CPL500036 (PG 20 a6o PG203), karcynu tBepai, Mannitol 350, Orange to red hard gelatin
capsule - 96 mr B 1 kancyii; Celon Pharma S.A., Ioabina

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPOOYBaHHA B YKpaiHi

1) a.M.H., pod. [TycToBoiiTt M.M.

KomyHnanbHe HekoMmepuiiiHe mignpuemctBo «lIpukapnarcbkuii 00dacHUI KIIHIYHMHA HEHTP ICHUXIYHOTO
310poB'st [BaHO-DpaHKIBCHKOI 00JIACHOT paauWy», CTamioHapHe BiaaiaeHHsS Ne7 TIJIaHOBOTO JIIKyBaHHS
3 TreplaTpUYHUMHU JIDKKamH, [BaHO-DpaHKIBCHKUN HALIOHAJBHUA MEAWYHMHA YyHIBEpCHUTET, Kadenpa
rcuxiaTpii, HApPKOJIOT1l Ta MeIUYHOT TIcuXoJorii, M. IBano-dpaHKiBChK

2) nikap ®iznbr FO.O.

KomynaneHe HexomepiiiiHe mianpuemMctBo JIbBiBCbKOi oOnacHOi panu «JIbBiBcbka oOsiacHa KiIiHIYHA
MCUXiaTpu4Ha JiKapHs», BigaiieHHs No25, M. JIbBiB

3) n.m.H., mpod. Benrep O.I1.

Komynanene HekoMepuiiiHe mianpueMctBo «TepHomiibcbka oONacHa KITiHIYHA TICHXOHEBPOJIOTIYHA
mikapHs» TepHominbebkoi 00JacHOi paau, MNcuxiaTpuuHe BigauleHHs Ne2 (4osoBiue), INCUXiaTpUUHE
BiminenHs  Ne6  (kiHoue), TepHOMIIbCHKUNA  HANIOHAIBHUNA  MEIWYHUA  yHIBEpCUTET  IMEHi
[.A. TopbaueBcbkoro MiHicTepcTBa OXOpOHHM 370pOoB'st YKpaiHu, Kadeapa mcuxiarpii, HapKoJoOrii
Ta MeIUYHOI rcuxoJorii, M. TepHOTiIb

4) x.m.H. braxesud 10.A.




2 MPOJIOBXKEHHS JoaaTKa |

Komynanene nexomepuiiine mianpuemctBo «Kminiuna mikapus «[ICUXIATPISI» BukoHaBuoro oprany
KwuiBcbkoi mickkoi pagu (KuiBcbkoi MICBKOI JiepKaBHOI aamiHicTparlii), LIeHTp mepBUHHOTO MCUXOTHYHOTO
€mi30/1y Ta Cy4aCHUX METO/IB JIiKyBaHHs, M. KuiB

5) n.m.H., mpod. Cepebpennikosa O.A.

KomMyHansHe HeKOMepIIiifHe mianprueMcTBO «BiHHUIIbKA 00JIacHa KITIHIYHA TICHXOHEBPOJIOTIYHA JIIKAPHS M.
akan. O.l. FOmenka Binaunpekoi oGmacHoi Pagwy, 3mimane (4osnoBide Ta jkiHoue) BimmiyieHHs No2,
Binnunpkuil HarionaneHuil MeaunyHuid yHiBepeuTeT iMeni M.1. Iluporosa, kadenpa ncuxiatpii, HapKOJIOTIi
Ta TICUXOTepanii 3 KypcoM MiCISIUIUIOMHOI OCBITH, M. BiHHMIIA

6) 3as. Bix. Camconosa JI.O.

Komynansne HexkomepuiiiHe mianpueMctBo JIbBiBChKOi 00macHOi pamau «JIpBiBChbKuil 00JacHM KITIHIYHUN
TICUXOHEBPOJIOTIYHUH TUCTIaHCeP», 11I01000Be cTamioHapHe BimaineHHs Ne2, m. JIbBiB

7) rerepanbuuil qupexTop 3inpbepoaar .M.

Komynanene Hekomepuiiine mianpueMctBo KwuiBchkoi oOmacHoi pamm  «OO6iacHe TCHXiaTpUYHO-
HapKOJIOTIYHE MEIUYHE 00 €HaHHS», KiHoue BimaiaeHHs No2, yonosiue BigaiteHHs NelO, cmr. ['meBaxa,
KuiBcbka 00macth

[Ipenapatu nopiBHAHHA, | —
BUPOOHUK Ta KpaiHa

CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. HayaibHuKa @apManeBTHYHOIO YIIPABJIIHHSA Onexcanap I'PIHEHKO




Jlomatok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPKEHHS CYTTEBUX IOIPABOKY
25.02.2023 Ne 390

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepcCis Ta gaTa

«BigkpuTe JOCHIKEHHS 3 BUBYCHHS €()EKTUBHOCTI Ta MEPEHOCUMOCTI mpernapaty [inepTpui1, po3uuH s
in’exuiii BupoOHuuTBa I[IpAT «Jlekxim-XapkiB» 3a yuactio HBO «®apmarpoH», BUKOPHCTOBYBAHOTO
B PI3HUX JIO3yBAHHSX Yy MAII€HTIB 3 TIMEPTOHIYHOIO XBOpoOoto», koa mociimkenHs LCC//GT/SR/BS — 02,
Bepcist Ne 3 Bix 21.06.2022

3asBHUK, KpaiHa

[IpuBaTHe akiionepHe ToBapucTBO «Jlekxim-XapkiBy», YKpaiHa

CnoHncop, kpaiHa

[TpuBatHe akmioHepHe ToBapuCTBO «JIekxiM-XapkiBy, YKpaiHa

[Tepenik qocmimKyBaHUX
JKapChKUX 3ac001B
Jikapcbka dopma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

INneptpun; po3unH 11 iH'exii mo 2 mur; 5 mr/mut; IlpuBaTHe akmioHepHe TOBapHUCTBO «JIekxiM-XapKiBy,
VYkpaina

Bianosiganbamii (1)
JIOCJTITHUK (M) Ta MicIie
(s1) mpoBeeHHS
BUNIPoOyBaHHA B YKpaiHi

1) n.Mm.H., pod. Bizip B.A.

KomyHnanbHe HekomepiiiHe nmianprueMcTBo «Micbka JikapHs Ne7» 3anopizbkoi MiCbKOi pajy, TeparneBTUYHE
BUUIUIEHHS, 3amopi3bKuil Jep>KaBHUNW MEOUYHMI yHIBEpCUTET, Kadeapa BHYTPIMIHIX XBOpoO 2,
M. 3anopixKs

[TpenapaTtu mopiBHSAHHS,
BUPOOHHUK Ta KpaiHa

CynytHi
Mmarepianu/npenapaTi

CyNyTHBOI Tepanii

B.o. HayaabHuKa PapManeBTHYHOIO YIPABJIIHHSA

Ounexcanap I'PIHEHKO




Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBNeHMI IPOTOKOJ KiiHIYHOTO nociimkeHns 20140315, inkopriopoBaHuii MONpPaBKoIO 5 Bia 12 KOBTHS
2022 poky, aHIIiicbK0r0 MOBO0; [Hpopmartiitauii tuctok namienta / OcHoBHa hopMa iHPOPMOBAHO1 3T0I1
JUI y9acHHKa, SIKOMY BUIOBHWIIOCS 18 pokiB mim dac mocmimpkenHs, Bepcis YKP 5.0 Big 27 rpynss
2022 p., ykpaincbkoro MoBo0; [HhopMmariitnuit muctok naiienta / OcHoBHa (opMa iHPOPMOBAHOI 3r0 U
JUI y9acHHKa, SIKOMY BUMOBHWIOCS 18 pokiB mim dac mocmimpkenHs, Bepcis YKP 5.0 Big 27 rpyass
2022 p., pociiicbkoro MOBOIO; IHdopmartiitnuii muctok manienta / OcHoBHA popma iHPOPMOBAHOI 3rou
it 0aThKiB nuTHHH, Bepcist YKP 6.0 Binx 27 rpyans 2022 p., ykpaiHChbKOIO MOBOIO; [HpopmariitHuii THCTOK
namieHTta / OcHoBHa (opma iHpopMOBaHOI 3roau i 6atbkiB quThHH, Bepcis YKP 6.0 Big 27 rpyans
2022 p., pOCiiiCHKOIO MOBOIO

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2243 Bin 05.10.2020

HazsBa xiiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBane, BIOKpUTe, KOHTpodboBaHe pociimkeHHs Il ¢asum s omiHKM  e(heKTUBHOCTI,
0e31e4YHOCTi, (papMaKOKIHETUKH Ta papMaKoIMHAMIKH eTeIKAILETH Ty TPH HOoro 6araropazoBoMy BBEACHHI
y aiteil BikoM BiJ 28 nHIB 10 < 18 pOKiB 13 BTOPMHHUM TiIIepHIapaTupe030M Ta XPOHIYHUM 3aXBOPIOBAHHSIM
HUPOK, SKUM TNPOBOAATH MiATpUMYIOUHi remonianiz», 20140315, iHkoprnopoBaHMH MONpPaBKOKO 4 BiJ
03 BepecHs 2021 poky

3asBHUK, KpaiHa

[MTignpuemcTtBo 3 100% 1HO3EMHOIO iIHBECTHITIEIO «AVK’TOBIA PJIC Ykpaina»

Cnoncop, kpaina

«AmxeH [Hk.» (Amgen Inc.), CIIIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHSA

Ounexkcanap I'PIHEHKO




Jonmarok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

Ckpiamor OmnwuryBanbHuka rocmitamo CB. [eopris mis omiaku npobrem 3 nuxanasMm (SGRQ)
YKpalHChKOIO Ta pociiickkoio mMoBamu; Ckpinmot Jlectepcbkoro onutyBaidbHuKa oo kanuio (LCQ),
Bepcis 1.1 Bix 20 uepBHs 2020 poky, ykpaiHChKOIO MOBOI0; CKpiHIIOT JIecTepchKOro OMUTYBAIBHUKA II0/10
kanuto (LCQ), Bepcis 1.1 Big 19 yepBus 2018 poky, pociiicbkoro MoBo10; CkpiHIIOT ONUTyBalbHUKA 11010
3agumkd (SOBQ) ykpalHCBKOIO Ta pOCICHKOK MOBaMU

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 80 Big 19.01.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«3edipyc II: PangomizoBane, mojaBiiiHe ciiine, mianeb0-KOHTPOJIbOBAHE KINHIYHE JOCTIKEHHs a3z 3
3 METOI0 OLIHKM e(EeKTHBHOCTI Ta Oe3MeKu Mpenapary MaMpeBlymMad y Mali€HTIB 3 1A10HaTHYHUM
nereneBuM (ioposzom (IJID)», FGCL-3019-095, 3 TTonpaskoro 1.0 Bix 03 6epe3ns 2021 poky

3asBHUK, KpaiHa

TOB «BOPJIIBAIJI KJITHIKAJI TPAIJIC YKP»

CnoHncop, kpaiHa

«®Pi16pol’en, [uk.» (FibroGen, Inc.), Cnonyueni llltatn Amepuxku

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHSA

Ounexcanap I'PIHEHKO




Jlonatok 5

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

25.02.2023 Ne 390
InenTudikarist cyrTeBOi OHoOBIEHUI TPOTOKOJI KIIiHIYHOTO BHIIpOOYyBaHH, Bepcis 4.0 Big 17.11.2022; OHOBICHUN CHHONICHUC A0
MTOTIPABKH MPOTOKOIY KIiHIYHOTO BUIpoOyBaHHs, Bepcist 4.0 Big 10.07.2022; Indopmarris Ans maiieHTiB 1 3roja Ha

y4acTh y KIiHIYHOMY BHIIpoOyBaHHi, Bepcis 4.0 Bix 07.10.2022 (ykpaiHCHKOIO MOBOIO); TOJIAHO JI0/IaTKOBE
MiCIIe TPOBEACHHSI KJIIHIYHOTO BUIPOOYBaHHS:

Ne [1.1b. BiAMOBiAaIBHOTO TOCIITHUKA

/o Hazpa Micuisg mpoBeieHHS KIIHIYHOTO BUITPOOYBaHHS

1. | x.m.H. SxoBenko O. K.
KomynaneHe mignmpueMcTBOo «BolMHChKa oOilacHa KiIiHIYHA JTiKapHs» BommHCBKOI 00siacHOi
paju, BiIIUICHHS MyJIbMOHOJIOT11, BosmmHChKa 0011., JIyiibkuii paioH, c. TapacoBe

Homep Ta nara Hakaszy Ne 531 Big 26.03.2022
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOrO «®Paza Il BunpoOyBaHHS [UIsl OLIHKM TEPEHOCUMOCTI, Oe3neku Ta e(EeKTUBHOCTI CyONIHIBaJIbHOI
BUIIPOOYBaHHS, KO, IMyHOTepamnii y Mali€HTiB, M0 CTPa)XJal0Th HA ajepriro Ha muiok TpaB», SL-351A, Bepcis 1.0 Bix
Bepcis Ta jgaTa 05.11.2021

3asBHUK, KpaiHa POKCAJUI Meninia I'm6X, Himeuunna

CnoHncop, kpaiHa POKCAJUI Meninia I'm6X, Himeuunna

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. HauyaabHuka @apMaleBTUYHOIO YNIPABJIiHHSA Ouaexkcanap 'PIHEHKO




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

VYkpainu «[Ipo mpoBeneHHs KIHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

Bporrypa mocmigauka st TocIipKyBaHoro Jikapehkoro 3aco0y Tpumanukimi6 (G1T28, Trilaciclib), Bepcis
11.0 Big 08 nucronaaa 2022 poky; 3MiHa Ha3BU Miclig IPOBEIEHHS KJIIHIYHOI'O BUIIPOOYBaHHS!

BVYJIO CTAJIO

K.M.H. Bunnnuenko 1.O. K.M.H. Bunanuenko L.O.

Komynanene ~ HexomepuiiiHe — migmpueMcTBo | KoMyHanpHe  HEKOMeEpIiiiHE — MiAIPHUEMCTBO
Cymcbkoi obnacHoi pagu Cymcekuil obmacHuil | Cymcbkoi oGnacHoi pagu «CyMmMcbhKuil oOnacHui
KIIIHIYHU] OHKOJIOTTYHHH JCTIaHCeD, | KIIHIYHUHA OHKOJIOT1YHUI LEHTDY,
OHKOTOpaKaJlbHe BIJ|/IIJICHHS, CyMchKHH | OHKOTOpaKaJbHe BIJ/IIJICHHS, CyMcbkuii
Jep)KaBHUN yHiBepcUTET, Kadeapa OHKOJIOTII Ta | Iep)KaBHHM YHIBEPCHTET, Kadenpa OHKOJIOrii Ta
paaiozorii, M. Cymu paaionorii, M. Cymu

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1326 Big 02.07.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe, MoJBIMHE ciine JOcHipKeHHs 3 (a3u Tpuianukiaidy abo 1uianebo y Mali€eHTIB, K1
OTPUMYIOTh XIMIOTEpamilo reMuuTabiHOM 1 KapOOIUIaTHHOM mepinoi abo Apyroi JdiHii ximioTepamii 1uis
JIKYBaHHSI MICIIEBONONIMPEHOT0 HEPE3eKTa0eNIbHOr0 ab0 METACTaTUYHOIO MOTPIHHO-HETaTUBHOTO PaKy
mosnouHoi 3an03u (PRESERVE-2)y», G1T28-208, nonpaska 3 Bepcis 4.0 Big 02 6epe3nst 2021 poky

TOB «(ITAPEKCEJI Vkpaina»

«/Ixi Yan Tepanbtotikce, [ak.»/ G1 Therapeutics, Inc., CIIIA

CynyTtHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

3asBHUK, KpaiHa

CrnoHcop, kpaiHa

B.o. HauyanbHuka PapMalneBTUYHOTO YNIPABJIiHHS Ouaexkcanap 'PIHEHKO




Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

Honmatok Nel, Bim mucromama 2022 p. mo Opomrypu nocmigawka anst [ipemectpanty (RO7197597,
GDC-9545), Bepcis 6 Bix TpaBHs 2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 310 Bix 23.02.2021
Ne 310 Bix 23.02.2021

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PannomizoBaHe MojBiliHE ciine Iuanedo0-KOHTPOJIbOBaHE OaratoleHTpoBe aociipkeHHs dazu [ mus
ominku edekruBHOCTI Ta Oe3nmewynocti GDC-9545 y koMOiHamii 3 NaTOOUMKIIIOOM TOPIBHSHO 3
KOMOIHAIlI€EI0  JIETPO30Jly Ta ManOoOUMKIi0y y TAaIll€eHTiB 3  eCTPOreH-pelenTOP-MIO3UTUBHUM,
HER?2-HeratuBHUM MiCIIEBOTIOIIMPEHUM YU METACTAaTHYHUM PaKoM MOJIOYHOI 3ano3m», BO41843, Bepcis
2 Bix 08 mrotoro 2021 p.;

«PAHJIOMI3OBAHE, BIIKPUTE, BATATOILIEHTPOBE JOCJIJIX)KEHHSA ®A3U 11 AJI OLIHKNA
EOEKTUMBHOCTI TA BE3IEYHOCTI GDC-9545 V IIOPIBHAHHI 3 BUBPAHOIO JIIKAPEM
EHJIOKPMHHOIO MOHOTEPAIIICKO V TMALIEHTIB 13 PAHIIIE JIIKOBAHUM ECTPOI'EH-
PELEIITOP-IIO3UTHBHUM, HER2-HET'TATUBHUM MICHEBO-ITOIINMPEHUM ABO
METACTATUYHHM PAKOM MOJIOYHOI 3AJI03U1», W042312, Bepcis 3 Bia 09 numnus 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiANOBIAAIBHICTIO «Pomn Ykpaina»

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [Beiinapis

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIIHHSA

Ounexkcanap I'PIHEHKO




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

Bporrypa nocmigHuka s AOCTiIKyBaHOTO Jlikapebkoro 3acody OMB157 (Odarymyma0), Bunanus 16,
Bin 07 mucromaga 2022 poky; Cekuis 4.2.3.3 Jlocbe mOCHiIXKYyBaHOTO Jikapcbkoro 3aco0y OMBI157
(Odarymymad): «Brums Ha moauHy», Bepcis 006 Bin 11 mmucromana 2022 poky; 3MiHa MICIS IPOBEACHHS
KJIIHIYHOTO BUNIPOOOBYBAHHSI

BYJIO CTAJIO
n.M.H. Kupnuenko A.T. n.M.H. Kupuuenko AT
Komynanene mianpuemctBo «JlHinpomneTpoBcbka | Komynanpae — mimmpuemctBo — «PerioHanbHHIA
oOnacHa IUTsYa KIIIHIYHA JIKapHs» | MEAUYHUA  LEHTP  POAMHHOTO  3J0POB’S»
JIHITpONETPOBCHKOT obacHo1 pamu, | JIHIIpONEeTpOBChKOI 00JIACHOT pajin», HEBPOJIOTO-
HEHpOXIpypriuHe BIAJIJICHHS 3 HEBPOJOTIYHUMH | HElpoXipypriuHe BijaileHHs, M. JJHImpo
JikKaMu, M. JTHInpo

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 475 Bin 13.03.2022

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«2-piuHe, paHIOMi30BaHe, TMO/BIMHE CIiNe JOCTIUKEHHS BIJICYTHOCTI MEHINOi e(peKTHBHOCTI,
10 MPOBOJUTHCS B 3 rpynax Juisl HOPIBHAHHSA €(PEKTUBHOCTI Ta O0e3neyHocTi oaTymymMaldy i CilmoHIMOy
3 (IHroJIMOJOM Yy MALI€HTIB AUTAYOrO BIKY 3 PO3CISIHUM CKJIEpO30M, i3 MOJAIBLIMM BiAKPUTHM
posmupenum jnocaipkeHasm», CBAF312D2301, Bepcis 00 Bix 28 ciuns 2021 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaina

«Hosaptic ®apma AT'», [Iseitmapis / Novartis Pharma AG, Switzerland

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIIHHA

Ounexkcanap I'PIHEHKO




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

dopma iHPOPMOBAHOI 3rO/IM HA y4acTh Y JOJATKOBOMY JOCHTIKEHHI 3 KOHTPOJIO PiBHS JIIMIIIB, BEPCis
6.0 Bix 16 mmcromama 2022 poky, ykpaiHcbkor MoBoI0; Popma iH(OpPMOBaHOI 3roAM Ha y4acTh
y JIOJaTKOBOMY JIOCIHI/DKCHHI 3 KOHTPOJIIO piBHA JimimiB, Bepcis 6.0 Bim 16 ymcromama 2022 poky,

OCIMICHKOI0 MOBOIO; 3MiHA Ha3BH MiCIlb IPOBE/ICHHSI BUTPOOYBAHHS !

BbVYJIO

CTAJIO

uiieH-kop. HAMH VYkpainu, a.M.H., npod.
[Tapxomenko O.M.

JlepxaBHa ycraHoBa "HarioHanbHUN HayKOBUU
ueHtp "lHcTuUTyT Kappiornorii iMeHi akajaeMika
M.A. Crpaxecka" HamionaneHoi —akaaemii
MEIMYHUX HayK YKpaiHM, BIAJLT peaHiMalli Ta
iHTeHCuBHOI Tepamnii, M. Kuis

yneH-kop. HAMH VYkpainu, a.M.H., npod.
[Tapxomenko O.M.
HepxaBua yctaHoBa «HamioHanbHHI HayKOBUMN

neHtp «lHcTHTYT Kapmionorii, KJIIHIYHOT Ta
pEereHepaTUuBHOI  MEAMIIMHU  IMEHI  aKajemika
M.I.  Crpaxecka  HamionanpHOi  akanemii

MEAWYHUX HAayK YKpaiHu», BT peaHiMarlii Ta
1IHTeHCUBHOI Tepamnii, M. KuiB

I.M.H., mpo¢. Mituenko O.1.

HepxxaBHa ycraHoBa "HarioHanbHUN HayKOBUMN
ueHtp "IHcTuTyT Kappiomnorii iMeHI akagemika
M.A. Crpaxecka" HamionanesHoi akaaemii
MEIMYHUX HayK YKpaiHW, BIAALT AUCTIMiAEMIH,
M. Kuis

JI.M.H., ipo¢. Mituenko O.1.
HepxaBHa ycraHoBa «HarioHaNbHUIT HayKOBHIA

neHtp «lHcTUTyT Kapaionorii, KJIIHIYHOT Ta
pereHepaTuBHOI ~ MEAMIIMHU IMEHI  akajemika
M. Crpaxecka HamionansHot akameMii

MEIUYHUX HayK YKpaiHW», BIIIUT €HIOKPUHHOI
Kapaiosorii Ta nuciimiaemMii, M. Kuis
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1.M.H. Mimenko JLA. I.M.H. Mimenko JLA.

HepxaBHa ycranoBa "HamionaneHuii HaykoBuid | Jlep>kaBHa yctaHoBa «HamioHanbHUN HayKOBUH
ueHtp "lHctuTyT Kapmaioryorii iMeHi akaaeMika | ueHTp «lHCTHTYT KapaioJorii, KIiHIYHOI Ta
M.I. Crpaxecka" HamionanpHoi akajaemii | pereHepaTUBHOI ~ MEIWIIMHM  IMEHI  akKaJeMika
MEIMYHUX HayK YKpainw, Bimmain rimeproHiyHoi | M.JI.  Crpakecka  HamionampHOi  akamemii
xBOpoOH, M. KuiB MEIUYHUX HayK YKpaiHu», BIAIII apTepiaibHOi
rinepreHsii Ta KoMop6iaHoi nartosorii, M. Kuis

Howmep ta nata Hakazy Ne 767 Big 02.04.2020
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiinigHOTO «[Tongiiine ciimne, paHaoOMi30BaHe, MIaNe00-KOHTPOIbOBAHE, 0AaraTOUEHTPOBE JOCIIIKEHHS IS OLIHKA

BUIIPOOYBaHHS, KOJI, BIUIUBY €BOJIOKYMaOy Ha CEpHO3HI CepleBO-CYIUWHHI YCKIAIHEHHsS Yy MAIll€HTIB 3 BHUCOKHM PH3UKOM

BepcCis Ta gata PO3BUTKY CEpIICBO-CYIMHHUX 3aXBOPIOBAaHb 0€3 TOMEpPEeIHbO TIepEeHECeHOro iH(papKTy Miokapaa
a60 1HCYnBTY», 20170625, iHKOpIIOpOBaHUI OHOBIIEHOIO TonpaBKoio 4, Bix 23 BepecHs 2022 poky

3asBHUK, KpaiHa [TinnpuemctBo 3 100% inozemuoro inBectuiliero «AK’KOBIA PJIC Ykpaina»

CnoHncop, kpaiHa «AmxeH [HK.» (Amgen Inc.), CHIA

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. HayagbHuKa @apManeBTHYHOIO YIIPABJIIHHA Onexcanap I'PIHEHKO




Jonatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnenuii nporokon 3 [lonpaBkoro INT-3 Bim 29.08.2022 p.; Iadopmamis ans mamienta ta Popma
indopmoBanoi 3roau — [Ipotokon PCI-32765FLR3001, Bepcis 14.0 ykpaiHcbkot0 MOBOIO 17151 YKpaiHU BiJl
31.10.2022 p.; Indopmarist ans namienta Ta @opma indopmosanoi 3roau — [Iporoxon PCI-32765FLR3001,
Bepcis 14.0 pociiicekoro MoBoro s Ykpainu Binx 31.10.2022 p.

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PangomizoBaHe, mojBiHHE Ciine, MmIane0o-KOHTPOIbOBaHE KIIHIYHE JOCTiKeHHs, (a3a 3, iHridiTopa
tuposuHkinazu bpyrona (BTK), PCI-32765 (I6pytunHi®6) B xomOiHamii 3 OJHUM i3 JBOX DPEXHMIB
bennamyctun 1 Putykcuma® (BR) abo Putykcumad, Lluxnodocdamin, [lokcopydiuuH, Binkpuctux
1 [Ipennizon (R-CHOP) y narmi€eHTiB 13 1HA0JEHTHOK HEXOKKIHCHKOIO JiMdomoro (1IHXJI), sxi panime
oTpumyBasu JikyBaHHs», PCI-32765FLR3001, ITompaska INT-2 no npotokony PCI-32765FLR3001 Bix
10.08.2015 p.

3asBHUK, KpaiHa

SAnccen ®apmanenstuka HB, benbris

CnoHncop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHSA

Ounexcanap I'PIHEHKO




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)
25.02.2023 Ne 390

InenTudikaris cyrreBoi VYkpaina, MK-4280A-007, [ndopmarrist Ta TOKyMeHT TIpo iHGOPMOBaHY 3rojy /s maiienra, epcis 1.02
MOIPaBKU Bix 23 rpyaus 2022 p., yKpaiHChKOIO MOBOIO

Howmep ta nara nakasy Ne 2616 Big 24.11.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3Ba ki1iHiuHOTO «Jocmimkennss III ¢azu MK-4280A (xombinamist ¢asesenimady [MK-4280] 3 mnemOponizymabom

BUTIIPOOYBaHHSA, KO/, [MK-3475]) y nopiBHsiHHI 31 CTaHAApPTHUM JIKYBaHHSM MpPHU paHillle BXE JIKOBAHOMY METACTaTHYHOMY

Bepcis Ta gaTa PDL1-no3utuBHOMY KoOJIOpeKkTanbHOMY paky», MK-4280A-007, 3 iHKopropoBaHoio momnpaBkoio 03
BiJ 18 cepnust 2022 poky

3asiBHUK, KpaiHa ToBapuctBo 3 oomexeHoro BianosiaanpHicTI0O «MCJl Ykpaina»

Cnoncop, kpaiHa TOB Mepk Iapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. nauyaabHuka @apMaleBTUYHOIO YNIPABJIiHHSA Ouaexkcanap 'PIHEHKO




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

Inentudikarist cyrTeBoi
MOTPaBKH

bpomrypa nocnigauka Pembrolizumab (MK-3475), sumganns 23 Big 26 >xoBTHs 2022 poKy, aHTIIIHCHKOIO
MoBor; MK-3475-630, Ykpaina, [Hpopmarrist Ta TokyMeHT Tipo iHGOpMOBaHY 3roAy IS MaIlieHTa, Bepcis
03 Bix 23 rpyans 2022 poky, yKpaiHCHbKOIO MOBOIO; 3pa30K CIPOLICHOI0 MapKyBaHHS 3apeECTPOBAHOIO
B YKpaiHi JIKapchKOro 3aco0y, SKUH 3aCTOCOBYETHCS B KIIiHIYHOMY BunpoOyBanHi MK-3475-630, Bepcis
2.0 Big 03 ciuns 2023 p., yKpaiHCHKOIO MOBOI0O; 3pa30K MapKyBaHHs JOCIIIKYBAaHOTO JIIKAPCHKOTO 3ac00y
MK-3475 (membponizymad) / miame6o ais JOKaJIbHOTO BUKOPUCTAHHS B JOCHITHHUIBKUX IIEHTpPaX,
MK-3475-630, Bepcis 2.0 ansa Ykpainu Big 03 ciuns 2023 p., ykpaiHCbKOI0 MOBOIO; 3MiHa BiAIOB1IaJIbHOTO
JIOCITITHUKA!

BYJIO CTAJIO
nikap 3penux JI.B. nikap HImura O.10.
Mennunuii  1neHTp — «YHIBepcajdbHa  KIiHIKA | MenuuHuid  1eHTp  «YHIBepcallbHa  KIIHIKa
«O06epir» TOBapHUCTBA 3 oOMexeHor | «O6epir» TOBapHCTBA 3 00MEXKEHOI0
BIAMOB1AAIBHICTIO «Kamurany, KJIIHIKO- | BIAMIOBIZAIBHICTIO «Karmmrany, KJIIHIKO-
KOHCYJIbTaTUBHE BiIIeHHsA, M. KuiB KOHCYJIbTaTUBHE BiIITIEHHs, M. KuiB

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1773 Bix 20.08.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, TOJBiiiHE crine, IuIane0o-KOoHTpodaboBaHe npocuikeHHs Il ¢dasum ang  omiHku
neMOposizymMady TOpPIBHAHO 3 IUiane0o sK aj FOBAHTHOI Tepamii Micis orepaii Ta OMpOMiIHEHHS
B YYaCHUKIB 3 MICIIEBO PO3MOBCIOJIKEHOI MIIOCKOKIITUHHOK KapIIMHOMOIO IIKIPHU 3 BUCOKHUM CTYyIEHEM
pm3uky (KEYNOTE-630)», MK-3475-630, 3 inkopriopoBaroto nionpaskoto 08 Bix 28 uepsas 2022 poxy

3asBHUK, KpaiHa

TosapucTBo 3 oOMexkeHoto BianoBiganbHicTIO «MCJl Ykpaina»

Cnoncop, kpaina

TOB Mepk Illapm enn JJoym, CIIA (Merck Sharp & Dohme LLC, USA)
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CymnyTHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHSA Ounexcanap I'PIHEHKO




JonaTok 13

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBneHUH TPOTOKOJ KiiHiuHOrO BHIpoOyBaHHS MK-3475-937, 3 imkopmopoBaHow mompaBkor 08
Bix 08 rpymus 2022 poky, aHIJIiiichKOI MOBOW; bporrypa mgocmignuka Pembrolizumab (MK-3475),
BumaHHs 23 Bix 26 xoBTHA 2022 poky, aHrmicekoro MoBoro; MK-3475-937, Vkpaina, Bepcis 09 Bix
29 rpyanst 2022 poky, yKpaiHCBKOI MOBOIO, iHQOpMaIlis Ta AOKYMEHT Ipo iH(pOpMOBaHy 3romy s
naimienTa; 3MiHa KUTBKOCTI AOCHipKyBaHux y cBiTi 3 1450 mo 1315 ckpunoBanux (3 950 mo 961
paHaoMi30BaHuX) 0ci0; 3MiHaA KIUTBKOCTI AOCHIKYBaHUX B YKpaiHi 3 47 no 32 ckpuHoBanux (3 33 mo 20
paHI0Mi30BaHUX) OCi0

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1593 Bin 09.07.2019

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«[lonsiitne cnine pocmimkenHs Il ¢a3u, mo npoBoauThCs B JBOX Ipymax Ui OLIHKK Oe3neKku Ta
epexTuBHOCTI nemOponizymady (MK-3475) y nmopiBHsAHHI 3 Iuanebo B SIKOCTI aJ FOBAaHTHOI Tepamii y
YUYaCHUKIB 13 reNaTOLETIOISIPHO0 KapIIMHOMOO Ta MOBHOKO PaioJOTIYHO0 BIAMOBIAJIO MICHS XIpypri4HOi
pesekuii abo sokanbHoi absAii (KEYNOTE-937)», MK-3475-937, 3 inkopriopoBaHoto nonpaskoro 07 Bia
22 yepBHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo10 BianoBiganbHicTI0O «MCJ] Ykpaina»

CnoHncop, kpaiHa

TOB Mepk Ilapn enn Joym, CHIA (Merck Sharp & Dohme LLC, USA)

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIIHHSA

Ounexkcanap I'PIHEHKO




Honatok 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

25.02.2023 Ne 390
InenTudikaris cyrreBoi bpomrypa mocmimHuMKa Ui JOCTIIKYBAaHOTO JIIKapChKOro 3aco0y namarmidmo3uH Bepcis 18 Bix
MOIPaBKU 04 nuctonana 2022 poky
Howmep Ta narta Haka3zy Ne 1586 Bin 29.07.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «baraToueHTpoBe, paHI0Mi30BaHe, MOJIBIHE CIIiNe, 3 aKTUBHUM KOHTPOJIEM, ITOCITIKeHHs ¢a3u 2b, 1o
BUIIPOOYBaHHS, KOJI, MPOBOAMTHECS B MapalieibHUX TPyNax 3 METO0 BH3HAUCHHS Jialma3oHy 03, OIIHKH e()EeKTHBHOCTI,
Bepcis Ta Jara 0e3nedHoCTi Ta mepeHocuMOocTi 3i00TeHTany 1 Jamariidio3uny y mamieHTiB 3 XpOHIYHOIO XBOPOOOIO HUPOK

3 OIIHIOBAHOIO MIBHJKICTIO KIyO0oukoBoi (imprpamii (ollIK®) > 20 mu/xs/1,73 m2», D4325C00001,
3 IHKOPIIOpOBaHOO nomnpaskoro 2 Big 05 kBiTHA 2022 poky

3asiBHUK, KpaiHa TOB «(TAPEKCEJI Vkpaina»

CrnoHcop, kpaiHa «Actpa3eneka Aby, llIBenis / AstraZeneca AB, Sweden
CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. HauyaabHuka @apMaleBTUYHOIO YIIPABJIiHHSA Ouaexkcanap 'PIHEHKO




Jlomatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

25.02.2023 Ne 390
InenTudikaris cyrreBoi Omnosnena bpormrypa Jlocnigauka, mepopaibHuii cemMarayTu, mpoekT NN9924, niabet 2-ro THITy, BUIaHHS
MIOIIPaBKU 15, dinaneua Bepcist 1.0 Big 15 rpyans 2022 poky, anrimiiicekoro MoBoro (Investigator's Brochure Oral

Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 15; Final version 1.0; dated 15 December 2022)

Howmep ta nata Hakazy Ne 2006 Bixg 02.10.2019
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

HasBa xmiHiuHOTO «JlociKeHHS BIUTHBY CEMAarIyTHIY Ha CEpIIeBO-CYAMHHI YCKIIaTHEHHS Y MMAIli€HTIB 3 IYKPOBUM JiabeToM
BUIIPOOYBaHHS, KO/, 2-ro tuny (SOUL)», EX9924-4473, dinanbHa Bepcis 3.0, Big 17 aucronaga 2020 p.

BepcCis Ta Jata

3asiBHUK, KpaiHa TOB «HoBo Hopaick Ykpaina»

Crmoncop, kpaina Novo Nordisk A/S, Denmark

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa @apManeBTHYHOIO YIIPABJIIHHSA Ounexcanap I'PIHEHKO




JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa mocnigHuKa T0CTiHKYBaHOTO JTiKapchkoro 3acody Pembrolizumab (MK-3475), Bunanns 23 Bix
26 >xoBTHs 2022 p., aHrmiicbkoro MoBow0; Ykpaina, MK-3475-756, indopmaiisi Ta JOKYMEHT MpO
iH(opMOBaHy 3rofy ais maunieHTa, Bepcis 2.06 Bixm 02 ciuns 2023 p., yKpaiHChKOIO MOBOIO; YKpaiHa,
MK-3475-756, ingopmariis Ta JOKyMEHT Mpo 1HPOPMOBaHY 3rojy Ajs naiieHTa, Bepcis 2.06 Big 02 ciuns
2023 p., poCiiicbKOI0 MOBOIO; 3MiHa KUTBKOCTI TOCTIKYBaHUX Y CBITi 3 1482 mo 2282 ckpuHOBaHUX OCi0
(BiamoBigHO 10 1140 no 1280 pangomizoBaHux oci0); 3MiHa KITBKOCTI 1OCIIKYBaHUX B YKpaiHi 3 160 1o
115 ckpunoBaHux 0cib (BiamoBigHO 3 84 n0 72 paHaOMi30BaHUX OCi0)

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 540 Bin 07.03.2019

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBane, mojasiiHe ciine gocuimkerHs 11 dba3u ais mopiBHIHHS eMOpoizymady 3 1iamnedo y
KOMOIHAI1 3 HEOaA'FOBAHTHOIO XIMIOTEpaIli€lo Ta aJ'FOBAaHTHOI €HJOKPUHHOIO Tepami€ro MpH JiKyBaHHI
paKy MOJIOYHOI 3aJ03M 3 HasBHICTIO PELENTOPIB O €CTPOreHIB 1 BIACYTHICTIO JIIOJACBKUX pPELENTOpIB
enizepManbHoro ¢akropa pocty 2 (ER+ / HER2-) Ha panHilf cTanii mpu BHCOKOMY CTYIEHI PU3MKY
(KEYNOTE-756)», MK-3475-756, 3 inkoprnopoBaHoto niorpaskoro 06 Bix 14 nunas 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

CnoHncop, kpaiHa

TOB Mepk Ilapn enn Joym, CHIA (Merck Sharp & Dohme LLC, USA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIIHHSA

Ounekcanap I'PIHEHKO




Honatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

25.02.2023 Ne 390

InenTudikaris cyrreBoi Bpomrypa mocmimHuka uis ocaipKyBaHoro Jikapehkoro 3aco0y KJIX839 (Inkmicupan), Bumpanas 16, Big
MOIPaBKU 30 nucromnana 2022 poky
Howmep Ta nata Hakazy Ne 727 Bin 04.04.2019
MO3 11010 3aTBEpAXKEHHS
KIIIHIYHOTO BHITPOOYBaHHS
HazBa kinigiyHOTO «J10BrocTpoKOBE JIOCIIIKEHHSI, SIKE € TIPOJIOBXKEHHAM JOoCTiKeHb (a3 Il 3 BUBUYCHHS TimoiniaeMiaHux
BUTIIPOOYBaHHSA, KO/, 3ac00iB, 3 METOI0 OLIHKKA €(EKTUBHOCTI TPHBAJIOTO 3aCTOCYBAHHS IHKIICIpaHy HUISXOM ITiIMIKIPHUX
BepcCis Ta JgaTa 1H’€KIIN y MAIli€HTIB 3 BHCOKUM CEpILIEBO-CYJUHHUM PHU3MKOM Ta MiJBUIIEHUM PIBHEM XOJECTEPHUHY

JITTHIIL. (ORION-8)», MDCO-PCS-17-05 (CKJX839A12306B), Bepcis 02 Bix 06 sxoBTHS 2020 poky
3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Ykpaina»
Cnoncop, kpaiHa Hogaptic ®apma Al', llIBeiinapis
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. nauyanbHuka @apManeBTUYHOTO YIPABIiHHS Ouaexkcanap 'PIHEHKO




JlonaTok 18

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

Bbpomrypa nmocnmigHuKa JOCHTIKYBAaHOTO JiKapchkoro 3acoby AbGemarnikmi6o (LY2835219), Bepcis Bix
30 muctomana 2022 poky aHTIIHCHKOK MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1386 Big 08.11.2017

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«MonarchE: PangomizoBane, Binkpute mociimkenas III ¢a3u Tepanii abemarikimiboM B KoMOiHAIi 31
CTaH/JAPTHOI aTTOBAHTHOIO TOPMOHOTEpAIi€l0 B TOPIBHSAHHI 31 CTAaHAAPTHOIO  aJ'FOBAaHTHOIO
TOPMOHAJIHHOIO MOHOTEpAMI€0 y MAalli€HTIB 13 MOYAaTKOBOIO CTAI€I0 TOPMOH-PELENTOP-TO3UTHBHOIO,
3 HETAaTUBHUM PEICITOPHUM CTATyCOM JIFOJICHKOTO eIifiepMaIbHOr0 (paKTopa PoCTy 2-Tr0 THITY, TaXBOBHX
JiMPATUYHUX BY3JIIiB MO3UTUBHOTO paKy MOJIOYHOI 3all0o3d BHCOKOro pusuky», I3Y-MC-JPCF,
3 1HKOpropoBaHoo nonpaBkoro (d) Bix 25 yepsHs 2019 poky

3asiBHUK, KpaiHa

«Eni JIinmi Boctok CAy, [IBelinapis

CnoHncop, kpaiHa

Emi Jlinm enx Kommani, CIIA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHSA

Ounexcanap I'PIHEHKO




JonaTok 19

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikaris cyrreBoi bpomrypa nocmiganka RO4964913, Oxpenizymad/OxpeByc®, Bepcis 21 Big mmcromama 2022 p.,
TIOTIPaBKHU AHTITIHCHKOI0 MOBOIO

Howmep Ta nara Hakasy —
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

HazBa kinigiyHOTO «baraToueHTpoBe, paHJAOMi30BaHe, MOJBIHHE ciine, Ianed0-KOHTPOJIbOBAaHE AOCHIKEHHs 3-1 da3u B

BUIIPOOYBaHHS, KOJI, napajeibHUX Tpynax, s OIiHKKA Oe3meku Ta edekTmBHOCTI mpernapary Okpemizymad y IOpocCiux

Bepcis Ta Jara nanieHTiB 3 [lepsunnum I[Iporpecyrounm Poscissaum Ckiepozom», WA25046, sepcisa K Bix 20 nucromana
2021 p.

3asiBHUK, KpaiHa ToBapucto 3 OOmexeHoro BinnmosiganpHicTio «KoHTpakTHO-Jlochinnunpbka Opranizauis I[HHOpapm-
Ykpaina»

CnoHcop, Kpaina ®. Xohpmann-Jla Pomr JIta., [lseiinapis [F. Hoffmann-La Roche Ltd, Switzerland]

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. HauyaabHuka @apMaleBTUYHOIO YIPABJIiHHSA Ouaexkcanap 'PIHEHKO




Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

3MiHa Ha3BU MicCLis IPOBEICHHs BUIIPOOYBAHHS:

BYJIO

CTAJIO

n.m.H. Yepniok C.B.

JlepkaBHa ycraHoBa «HarioHanbHUN HayKOBHI
neHTtp «lHCTUTYT Kapaionorii iMeHi akazemika
M.A. Crpaxecka» HamionaneHoi  akaaemii
MEIMYHUX HayK YKpaiHu, BIAIIT HEKOPOHAPHUX
XBOPOO cepiisi, peBMarosiorii ta Teparii, M. Kui

n.m.H. Yepnrok C.B.
HepxaBHa ycraHoBa «HamioHanbHMI HayKOBUI

neatp «lHcTUTyT Kapaionorii, KIiHIYHOI Ta
pEereHepaTBHOI MEIWIIMHM IMEHI aKaJeMika
M.JI. Crpaxecka HamionanpHoi  akangemii

MEIUYHUX HAayK YKpaiHW», BiAIiI HEKOPOHAPHUX
XBOpOO cepist, peBMaToIorii Ta Tepamii, M. Kuis

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2147 Bix 04.10.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, MoBIiHE ciiine, Mmuaned0-KOHTPOJIbOBaHE, OAraTOLIEHTPOBE JOCIHIKEHHS MO MiAdopy
JI03U JJ1s1 OLIIHKU epekTUBHOCTI i Oe3neuHocTi npenapaty ALN-AGTO1 y namieHTiB 3 M'IKOIO Ta IOMIpHOIO
aprepianbHOi0 Tineprensieo», ALN-AGTO01-002, inkopnopoBaHuil mompaBkoro 4 Bix 22 Oepe3Hs

2022 poky

3asiBHUK, KpaiHa

Iignpuemctio 3 100% inosemuom0 inBecTHIie0 «AMK’ IOBIA PJIC Ykpaina»

Cnoncop, kpaina

Alnylam Pharmaceuticals, Inc., United States

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIIHHSA

Ounexkcanap I'PIHEHKO




JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOK)

25.02.2023 Ne 390
InenTudikaris cyrreBoi 3MiHa BiAMOBIJAIILHOTO JIOCIITHUKA:
MTOTIPABKH BYJIO CTAJIO
K.M.H. bornapenko 10.M. nikap Joponina M.B.
MenuyHuii LEHTP TOBApPHCTBA 3 OOMEKEHOK | MeAMYHUI IIGHTP TOBapUCTBA 3 OOMEKCHOIO
BIINOBiJANBHICTIO  «ApeHcis  Excrutopatopi | BiamoBimanbHicTIO  «ApeHnciss  Ekcruioparopi
Meniciny, BIiAAI KIIHIYHUX JOCHIKeHb, M. KuiB | MenmiciHy, BIIAII KIIHIYHUAX JOCTIIKEHb, M. KHiB

Howmep ta nata Hakazy Ne 762 Bin 20.04.2021

MQO?3 11010 3aTBEpIKEHHS

KIIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOTO «Binkpure, paHmomizoBaHE JOCHIIPKEHHS [ OIIHKKM BigHOCcHOiI  OlomoctymHocti (BMI) 1

BUIIPOOYBaHHS, KO/,
BepcCis Ta Jata

6ioexBiBaieHTHOCTI (BE) mpenapariB y Burisai komoOiHamii i3 ¢ikcoBanoro ao3oro (KD) nipanapudy
witoc abiparepony ameratr (AA) y mopiBHAHHI 3 HipanapuOoMm 1 AA, 10 MPU3HAYAIOTHCS OJHOYACHO Y
BUTJISIII MOHOIIPENapariB, y YOJIOBIKIB 3 pakoM IepeaMixypoBoi 3ano3u», 67652000PCR1001, Bepcis
[Tonpaska 3, Bix 01 cepnust 2022 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJJICIH», Ykpaina

Cnoncop, kpaiHa

SAunccen @apmanestuka HB /Janssen Pharmaceutica NV, benbris

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. HayaabHuKa PapManeBTHYHOIO YIIPABJIiHHA

Oaexcanap I'PIHEHKO




JlogaTok 22

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYxpainu «[Ipo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

Jluct nnst mamieHTiB MO0 JTOCTPOKOBOTO 3aBepIleHHs mociimkeHHs Bia 05 ciuns 2023 p., ocraTodyHuid
NepeKyiaj 3 aHrIiicbkoi MOBH Ha YKpaiHChbKy MOBY Bin 13 ciuns 2023 p., ocTaTOYHHMIl mepekian
3 QHTJIICBKOI MOBH Ha POCIHChKY MOBY st YKpainu Bix 13 ciunst 2023 p.

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«Binkpure paHa0oMi30BaHEe KOHTPOJIHOBAHE JOCHIKEHHS 3 METOIO OIIHKH €()eKTUBHOCTI Ta O€3MEeYHOCTI
npermapaty UGN-102, a Takoxx CTiMKOCTI BIAMOBiI Ha Tepamilo MpernapaTtoM Yy MO€IHaHHI
3 TPAHCYPETPATHHOIO PE3EKIIIE€I0 CEYOBOTO MiXypa uu 03 Hei B MaIlI€HTIB 13 M’ sI30BO-HEIHBa3UBHUM PaKOM
CEYOBOTO MiXypa HHU3BKOTO CTYMHEHS 3JOSIKICHOCTI 3 TPYyHH MPOMIXHOTO PU3MKY (KOJOBE MO3HAYCHHS
nociipkeHHs: ATLAS)», BLO06, penakiis 2.0 Big 20 rpyaus 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJJAJILHICTIO «ITI EC AU-YKPATHA»

CnoHncop, kpaiHa

«tOpo/lxen ®@apma Jlimiten» [UroGen Pharma Ltd.], I3paine

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. HayaabHuKa @apManeBTHYHOIO YIIPABJIIHHSA

Ounexcanap I'PIHEHKO




JlonaTok 23

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHHX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
25.02.2023 Ne 390

InenTudikarist cyrTeBOi
HONPaBKU

[TpoTokoun kniHiuHOTO BUpoOYBaHHs MK-3475-671 3 inkopnopoBaHoro nomnpaskoro 11 Bix 29 nucronana
2022 poky, anrmnilicekoro MoBoro; bpomrypa gocnignuka PEMBROLIZUMAB (MK-3475), Bunanns 23 Bin
26 sxoBTH 2022 poOKy, aHIITIHCHKOIO MOBOIO; 3MiHA KUIBKOCTI IOCTiKyBaHUX B YKpaiHi 3 70 mo

61 mamienrta; 3MiHa Ha3B MiCllb IPOBEICHHS KITHIYHOTO BUITPOOYBAHHS !

HarnionanesHuii MenquyHMii yHIBEpCUTET», Kadenpa
OHKoOJIOT1i, M. IBaHO-®PpaHKIBChK

BYJIO CTAJIO
I.M.H., ipod. KpmkaniBcbka A.€. I.M.H., ipod. KpmwxkaniBcbka A.€.
KomyHnansuuit 3aKJ1ax «IIpukapnarcekuii | Komynanbne HEKOMepIIiiiHe i APHEMCTBO
KIIHIYHUN OHKosMOriuHui 1eHTpy», I xipypriune | «[Ipukapnarcbkuii — KITIHIYHUH ~ OHKOJOTIYHHUUN
BIIIITEHHS, JABH3 «IBaHO-®panKiBCchkMii | IeHTp IBaHO-DpaHKIBCHKOI 00NACHOT  pagm»,

xipypriude BigaineHHs Ne2, [Bano-®dpaHKiBCbKUil
HalllOHAJIbLHUH MEAMYHUN YHIBEpCUTET, Kadeapa
oHKoJ1or1i, M. IBaHO-DpaHKIBCHK

nupekrop [Tapamonos B.B.

KomynanbHuit 3aknan «Yepkacbkuil oOmacHuit
OHKOJIOTIYHHMM TucnaHcep» Yepkacbkoi 00gacHOi
paau, OOmacHUW UEHTP KIIHIYHOI OHKOJOTIT
(oHKOX1MIOTEpaneBTHUHUN), M. Uepkacu

roi. jikap Ilapamonos B.B.

KomyHanbHe ~ HekoMepliiiHe  MiJIpPUEMCTBO
«Uepkacbkuit 00JaCHUN OHKOJIOTTYHHM TUCTIaHCED
Yepkacbkoi obsacHOi pagu», OOmacHUN LEHTp
KJIIHIYHOI OHKOJIOT1i (OHKOXIMIOTEpaneBTUYHMI),
M. Yepkacu

3aB. Bijg. Boiitko H. JI.
KuiBcbkuii MiCchbKHUIl KIIHIYHUAN OHKOJIOTTYHUMN
LEHTp, BiaAUIeHHS XiMioTepanii Ne2, m. Kuis

3aB. Big. Boiitko H. JI.

Komynansue HEKOMepIliliHe M1 IPUEMCTBO
«KuTBCLKMH MICBKMHA KIIHIYHHA OHKOJIOTTYHUH
LEHTP» BUKOHaBYOro opraHy KuiBcbkoi michkoi
panu (KuiBcbkoi MICBKOI JEepP>KaBHOT
aJMiHICTpallii), XiMiOTepaneBTUYHE BiJIIICHHS
Ne2, m. Kuis




2 MPOJIOBKEHHS 1oAaTKa 23

Howmep ta narta Hakazy Ne 713 Bin 13.04.2018

MO3 10710 3aTBEPIXKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «PangomizoBane, nojasiliHe-ciine gociimkeHHs [l ¢a3um ABOXKOMIOHEHTHOI XiMmioTepamnii mpenapaTaMmu

BUNIPOOYBaHHSA, KO/, IUIATUHA B KoMOiHawii 3 memOpomizymadom (MK-3475) aGo Ge3 HBOro, B SKOCTI HEOATOBAaHTHOI /

BepcCis Ta gaTa a7’ FOBaHTHOI Teparii JJIg Mali€HTiB 3 ornepadebHUM HeApiOHOKIITUHHUM pakoMm JereHb 11, IITA ta I1IB
(T3-4N2) cramiii (HAPJI) (KEYNOTE-671)», MK-3475-671, 3 iHkopmopoBaHOI MompaBkor 10 Bif
24 6epesns 2022 poky

3asiBHUK, KpaiHa ToBapucTBO 3 00MexeHoI0 BianoBigansHicTIO «MCJ] Ykpaina»

Cnoncop, kpaiHa TOB Mepk Ilapn enx Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi —

MaTepiaau/mpernapaTa

CYNyTHBOI Tepamnii

B.o. HayagbHuKa @apManeBTHYHOIO YIIPABJIIHHA Onexcanap I'PIHEHKO




