Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Ne 51

InenTudikarist cyrTeBOi
HONPaBKU

Iadopmaris mist narienta i popma iHpopmoBaHoi 3roau st YacTuHu 2 AOCHIKEHHS, U1 Y KpaiHu, Bepcis
6.0 Bim 08 muctomama 2022 poky; Ha ocHOBI Maiictep-Bepcii 7.0 ansa YacTuHM 2 IOCHITKEHHS BiJ
21 xoBtHa 2022 poOKy, aHTJIICHKOI0 Ta yKpaiHChKOO MoBamu; Jlomatok mo IHdopmamii as mamieHTa
1 hopmu iHGOpMOBaHOT 3roau s YacTuHu 2 IOCHTIKEeHHS, Ui YKpainu, Bepcis 6.0 Big 08 nucronana
2022 poky, Ha ocHOBI Maiictep-Bepcii 7.0 mis Yactuam 2 mocmimpkenHs Big 21 xostHs 2022 poky,
AHTJIHCHKOIO Ta YKpaiHChKOI0 MoBamu; JIuct-po3’scHenHs Big CrioHCOpa 11010 OHOBJICHHS TEKCTY 3pa3Ka
MapKyBaHHs JUUIsl TIEPBUHHOI 1 BTOPHMHHOI YIMAKOBKH Mpenapary, Kamncyinu 3 nopomkoMm AZD1402 s
iHranauid 1 mr abo 3 mr a6o 10 mr ab6o mnane6o, Big 22 nuctonaga 2022 poky, aHTIIHCHKOI0 MOBOIO;
[Mudposa pexmama s gociimkenas APATURA, Bepcis 1.0 Bixg 24 cepras 2022 poky, YKpaiHCHKOIO
MoBoro; Oromnomenus s gocuimkenns APATURA, Bepcis 1.0 Bix 24 cepnas 2022 poky, YKpaiHCBKOIO
MoBo10; [locionuk mis mamienta st Jocmimkenas APATURA: BuBuenHs MeTOMIB JIIKyBaHHSI acTMH,
Bepcig 2.0 Big 15 cepnust 2022 poky, ykpaiHCBKOIO MOBOO; [H(opmaniitHuii nauct 10 mikaps LOJ0
HanpasyieHHs nanieHTiB y Jocnimkenns APATURA Yactuny 2, Bepcisa 2.0 Bin 20 BepecHst 2022 poky,
yKpaiHchKkOr0 MoBOI0; Pexnamuuii mimakat ans Jocmimkenns APATURA, Bepcis 2.0 Bix 20 BepecHs
2022 poky, YKpaiHCbKOIO MOBOIO

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

Ne 3059 Bin 29.12.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

PannomizoBaHe, mojBiifHE ciine, Tianedo KOHTPOJbOBaHE, OaraTtoleHTpoBe mociimpkeHHs ¢azu lla
3 BHM3HAYEHHS ONTHMAIbHOI /03U, Yy JBOX YAaCTMHAX, JUII OI[HKK e(QEeKTUBHOCTI 1 Oe3MeYHoCTi
iHransauiiHoro npenapary AZD1402, mo npuitmaerbes y GopMi CyxXoro MOpomiky ABidi Ha 100y MPOTIroM
4 TWXHIB, y JOPOCIUX MAI€HTIB 3 OPOHXiaJbHOIO acTMOI0, SIKi OTPUMYIOTh cepelHi abo BHUCOKI J103H
IHraNAUIRHUX KopTHKocTepoinis, D2912C00003, Bepcis 7.0 Bix 03 cepmnust 2022 poky

3asBHUK, KpaiHa

TOB «(APEHCIA EKCIUVIOPATOPI MEAICIH», Ykpaina
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MPOJIOBXKEHHS JoaTka 1

Cnoncop, kpaiHa

Actpa3eneka Ab, IlIBenis/AstraZeneca AB, Sweden

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havaapnuk ®@apManeBTHYHOT0 YIIPABJIiHHSA

Isan 3AZIBOPHHUX




JonaTtok 2

70 Haka3zy MiHicTepcTBa OXOPOHU 370POB’ s
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

11.01.2023 Ne 51

Inentudikaris cyrreBoi
MIOTIPaBKH

OHoBJIeHHMI  TPOTOKON  KiiHiuHOro  BumpoOyBanHs  MK-3475-A18/ENGOT-cx11/GOG-3047,
3 iHKOpmopoBaHoio momnpaBkoro 04 Bix 08 mucromama 2022 poky, aHIIIIHCHKOIO MOBOKO; bpomrypa
nocmigauka Pembrolizumab (MK-3475), Bunanus 23 Big 26 xoBTHS 2022 poky, aHTIIHCHKOIO MOBOIO;
VYkpaina, MK-3475-A18/ENGOT-cx11/GOG-3047, Iadopmartist Ta JOKYMEHT 1po iHGOpPMOBaHY 3roay
st manienta, Bepeis  3.03  Big 23  smcromama 2022 p., YKpaiHCBKOIO MOBOIO; YKpaiHa,
MK-3475-A18/ENGOT-cx11/GOG-3047, Indopmanis Ta JOKyMEHT mpo iH(opMoOBaHy 3roay uis
nanienta, Bepcis 3.03 Bix 23 nuctomana 2022 p., poCiiCbKO MOBOIO

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

Ne 1468 Bin 26.06.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, moxaBiiiHe cmine nochmimkenHs I ¢asu  ximiopanmioTepamii y komOiHamii 3
neMOposisymaboM abo 6e3 HbOro Ajisl JIKYBaHHS JIOKAJbHO PO3MOBCIOKEHOTO PAKy IMUHKH MAaTKH 3
BHUCOKHM CTyIICHEM pU3UKY (KEYNOTE-A18/ENGOT-cx11/GOG-3047)»,
MK-3475-A18/ENGOT-cx11/GOG-3047, 3 inkoprnopoBaHoto nonpaskoro 03 Bix 18 6epesns 2022 poxy

3asiBHUK, KpaiHa

TosapucTBo 3 0OMexkeHoto BianoBiganbHIcTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

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

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havanbunk ®@apmManeBTUYHOI0 YNPaBJIiHHSA

IBan 3A/IBOPHUX




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Ne 51

Inentudikarist cyrTeBoi
MOTPaBKH

Bbpomrypa nocninauka Niraparib (Zejula), Buganns 14 Big 21.06.2022 p.; bpomypa nocminaunka JNJ-212082
3UTIT'A (abiparepona amerar), BumanHs 17 Big 17.06.2022 p.; Ownoiaene CrpolieHe HOCKE
JOCTIPKYBAHOTO JIIKapChKOTo 3aco0y ©0a3oBoi Tepamii AGiparepona amerar, 250 wMr, TaOneTku,
Bix 03.05.2022; Onornenwnii po3ain 3.2.P Jlocke mociimkyBaHoro Jikapcekoro 3acody CINJ-67652000-
777 (Niraparib/Abiraterone acetate) ¢ikcoBana komb6inarist 1o3u 50/500 mr (G009) ta 100/500 mr (G010),
TabJeTKH, BKPUTI 000710HKOIO, Bix 12.05.2022; 3amyuennst HoBoi BupoOHu4oi nimstaku s J{JI3 6azoBoi
tepamii Abipatepona amerar, 250 wmr, Tabnetku: - Catalent Germany Schorndorf GmbH, Himewunna;
3any4eHHsT HOBUX BHPOOHHYMX AUISHOK JUIS JOCIIIKYBaHOTO JiKapchbkoro 3acody CINJ-67652000-2Z27
(Niraparib/Abiraterone acetate) ¢ikcoBana xkombinamis no3u 50/500 mr (G009) ta 100/500 mr (G010),
Ta0yieTku, BKpUTi  oOonoHkor: -  Catalent Germany Schorndorf GmbH, Himeuunna,
- SGS India Private Limited, Maharashtra, Inais; 30inbpleHHs TepMiHY MPHUAATHOCTI JOCIiIKYBaHOTO
nikapcekoro 3acody CINJ-67652000-ZZZ (Niraparib/Abiraterone acetate) ¢ikcoBaHa KOMOIHAIS 03U
50/500 mr (G009) Ta 100/500 mr (G010), TabneTku, BKpUTi 00010HKOIO, 10 30 Mics1iB; 3MiHA HA3BH MICIIs
IIPOBEJICHHS KJIIHIYHOTO BUIPOOYBaHHS !

BYJIO CTAJIO
n.M.H., pod. bonmgapenko 1. M. I.M.H., mpod. bonnapenko [. M.
Komynansnuit 3aknan «/[aimponerpoBcbka Micbka | KomyHanbHe ~ HEKOMepIliiiHE  MiAIPUEMCTBO

OararompodinpbHa  KIiHIYHA  JKapHS  Nedy
JIHInponeTpoBChKOi 00MacHOT paau, BiAAIICHHS

ximioreparii, JlepxaBHMI 3aKian
«JlHinporneTpoBCchKa MeINYHa aKajaeMis
MiHicTepcTBa OXOpOHM  370pOB’Sl  YKpaiHuy,

kadenpa OHKOJNOTIi Ta MEIUYHOI PaFiOJIOrii,
M. JIHinpo

«Micbka kiiHIYHa JikapHs Nedy JIHIIPOBCHKOT
MICBKOI pajy, XiMiOTepareBTUYHE BIJIIIEHHS 3
JIEHHUM CTalioHapoM, JIHIIpOBCHKUN Jep>KaBHUMN
MEIWYHUNA YHIBEPCHUTET, Kadeapa OHKOJOTIi Ta
MeANYHOI pajioforii, M. J{Himpo




2 MIPOJOBXKEHHS AoJaTKa 3

Howmep ta narta Hakazy Ne 636 Binx 22.03.2019

MO3 10710 3aTBEPIXKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «PangomizoBaHe, 1anebd0-KOHTPOJIbOBAHE, MOJBIMHE CIliNe KIiHIYHE AOCTIHKeHHS 3 ¢da3u mpernapary

BUNIPOOYBaHHSA, KO/, Hipamapu6 y xomb6inamii 3 A6iparepona Aneratom Ta Ilpennizonom y mopiBHsHHI 3 AGiparepona

Bepcis Ta Jara Aueratom Ta IlpenHizoHOM AJis JIIKYBaHHS MAIllEHTIB 3 METACTATUYHUM PAKOM IEPeaMiXypOBOi 3251031y,
64091742PCR3001, 3 monpaskoro 6 Big 30.09.2021 p.

3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris

Cnoncop, kpaiHa «IHCCEH ®APMAILIEBTUKA HBy», benbris

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

Havanbuuk dapManeBTUYHOIO YIPABIiHHS IBan 3AZIBOPHUX




Jonmarok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Neo 51
InenTudikarist cyrTeBOi 3MiHa Ha3BU MicCLis IPOBEICHHs BUIIPOOYBAHHS:
MTOTIPABKH BYJIO CTAJIO
A.M.H. ['ocnomapcekuii 1.41. I.M.H. 'ocnonapcekuit 1.51.
Komynanene ~ HekomepuiiiHe — mianmpueMcTBo | KomyHanbHe ~ HEKOMepIliiiHE — MiAIPUEMCTBO
«TepHominbchKa  yHIBepCHTETChbKa  JikapHs» | «TepHONinbChbKa O0MacHAa KIIHIYHA — JIKAPHSD)
Tepuomninbebkoi ob6aacHoi paau, O6nacuuit nentp | TepHoninbchkoi oO6macHoi paau, ObmacHUN LEHTP
KITIHIYHOT iMyHoOJIOT1 Ta aNeproJyorii, | KIHIYHOT iMyHOIT11 Ta ayeproJorii,
peBMaToJIOTIYHE BiJIiIeHHs, M. TepHOmniiIb peBMaTOJIOTIYHE BiJIIeHHS, M. TepHONiIb

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

Ne 1586 Bix 29.07.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomMizoBane, MOJBIMHE ciine, IUIane00-KOHTPOJIbOBaHE, OaraTtoleHTpoBe mociikeHHs 3b da3u
3 METOI0 OLIIHKM €(pEeKTHBHOCTI Ta O€3MEeYHOCTI MiAIKIPHOIO BBEACHHS IycelbkyMaly Ul 3MEHILICHHS
O3HaK 1 CUMIITOMIB Ta CIIOBUIbHEHHS PEHTI'€HOJIOTTYHOT IPOrpecii y Malli€eHTIB 3 aKTUBHUM IICOPIaTUYHUM
aptpurom», CNTO1959PSA3004, nonpaska 2 Big 04 TpaBHs 2022 poky

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

Cnoncop, kpaiHa

Janssen Pharmaceutica NV, Belgium / Slnccen @apmaneBtuka HB, benbris

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havaabunk ®apmManeBTHYHOIO YIIPABJIiHHSA

IBan 3AZIBOPHUX




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

InenTudikarist cyrTeBOi
HONPaBKU

BUIIPOOYBaHb»
11.01.2023 Ne 51
3MiHa BIAMOBIAATBHUX JOCIIAHMKIB; 3MiHAa HA3BU Ta MICIISl POBECHHS KJIIHIYHOTO BUITPOOYBaHHS !
BVYJIO CTAJIO

nikap 3penux JI.B. aikap HImura O.1O.
Mennunuii  1neHTp  «YHIBepcalbHa  KIiHIKAa | MenuuHuii  1EeHTp  «YHIBepcaJibHa  KIJIIHIKA
«O6epir» TOBapUCTBa 3 obOmexeHot | «O0epir» TOBapHUCTBA 3 00MEXKEHOI0
BIIIIOBIJAJIBHICTIO «Kamutany, KJIIHIKO- | BiAMMOBIIAIBHICTIO «Kanurany, KJIIHIKO-
KOHCYJbTaTHBHE BiIiIeHHs, M. KuiB KOHCYJIbTaTHBHE BiIIICHHS, M. KHiB
n.M.H. Cxopuit [1.1. K.M.H. [Ticeipka M.E.
Komynanene  Hekomepiiiine — mignpuemctBo | KoMmyHanpHe  HEKOMEpLiHHE — HiANPHEMCTBO
«O0nacHUil TEHTP OHKOJOTil», OHKOXipypriuHe | «OOnacHUN IIEHTP OHKOJOTiI», OHKOXIpypriuHe
BITUICHHS TIEYIHKM Ta IMiJIUTYHKOBOI 3aJl03H, | BIIUIUVIGHHS  OpraHiB  YEpeBHOI  MOPOKHUHH,
M. XapKiB M. XapKiB

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

Ne 1593 Bi7 09.07.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«[longidine cnine nocmimkenHs Il ¢a3u, mo npoBOIUTHCA B ABOX TIpymax JUIsl OLIHKM O€3MeKu Ta
edexkTuBHOCTI TIeMOponizymaldy (MK-3475) y mopiBHsSHHI 3 miane0o B SKOCTI aJ FOBaHTHOI Tepamii y
YUYaCHHMKIB 13 TeMaToLETIOIIPHOI0 KapLIHHOMOIO Ta MOBHOIO PaioiI0riyHO0 BIAMOBIJIIO HIiCIs XipypridHOol
pesekii abo sokanbHoi adisii (KEYNOTE-937)», MK-3475-937, 3 inkopriopoBaHoto rornpaBkoro 07 Bixg

22 gyepBHs 2022 poky

3asBHUK, KpaiHa

TosapucTBo 3 oOMexeHoto BianoBiganbHicTIO «MCJl Yipaina»

CrnoHcop, kpaiHa

TOB Mepk Illapn enn Joym, CIHA (Merck Sharp & Dohme LLC, USA)

CynyTtHi
Mmarepianu/npenapaTH
CYNyTHBOI Tepamii

Havaabunk ®apmManeBTHYHOIO YIIPABJIiHHSA

IBan 3AZIBOPHUX




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Ne 51

InenTudikarist cyrTeBOi
HONPaBKU

Bbpomrypa nocnigauka Niraparib (Zejula), Bunanns 14 Big 21.06.2022 p.; bpomrypa nocnigauka JNJ-212082
3UTII'A (abiparepona amerar), BumanHs 17 Big 17.06.2022 p.; Ounomiene ChopolieHe I0Che
JIOCITIPKYBAHOTO JIIKapCchKOTo 3aco0y AbipaTepona anerar, 250 mr, Tabnerku, Bix 03.05.2022; OHoBieHUN
pozain 3.2.P Jlocke mtane6o A0 10CIiIKyBaHOTO JiKapchKoro 3aco0y AbipaTepona anetar Big 03.05.2022;
Omnosnennii po3ain 3.2.P Jlocke mocmimkyBaHoro jikapcbkoro 3acody CINJ67652000-ZZZ (G009 Tta
GO010), dikcoBana komOiHOBaHa go03a 50/500 mr ta 100/500 mr, TabieTku, BKPUTI OOOJIOHKOIO, Bif
12.05.2022; Owunonenunit pozmin 3.2.P Jlocke mnamebo 10 AOCTIIKYBAHOTO JIIKAPCHKOTO 3acoly
CINJ67652000-ZZZ, TabneTtku, BKpuUTi obOonoHKoro, Bif 03.05.2022; 3amyueHHs HOBOi BHUPOOHHYOT
nimsaku s J1J13 Abiparepona anerar, 250 mr, Tabnerku, Ta BianosigHoro ruiane6o: Catalent Germany
Schorndorf GmbH, HimMewunna; 3anydeHHss HOBUX BUPOOHUYMX IIISHOK AJISL TOCI1KYBaHOTO JTIKAPCHKOTO
3aco0y CINJ67652000 (G009 ta GO10) dikcoBana kombiHoBaHa ;1032 50/500 mr ta 100/500 mr, TabneTku,
BKpUTI 000JI0HKOIO, Ta BiamoBigHoro riame6o: Catalent Germany Schorndorf GmbH, Himeuuwnna,
SGS India Private Limited, Maharashtra, Inmis; 301abpIIeHHS TEpPMIHY HPHUAATHOCTI JOCIIIKYBaHOTO
aikapebkoro 3acody CINJ67652000 (G009 Tta GO10) ¢dikcoBana kombGiHoBaHa go3a 50/500 mr Tta
100/500 mr, TaGaeTKu, BKpUTI 000JIOHKOO, 10 30 MiCsIIiB

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

Ne 2777 Bin 02.12.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, miuaneb0-KOHTPOJIbOBAHE, MOJBIMHE CIliNe KIIHIYHE AociikeHHS 3 (a3u mpenapary
Hipanapu6 B komOiHa1ii 3 abipaTepoHa aleTaToM Ta MpeJHI30HOM Yy MOPIBHSAHHI 3 abipaTepoHa aleTaToM
Ta MPEIHI30HOM JJIS JTIKyBaHHS MAlliEHTIB 3 METACTaTUYHUM KacTpaT-4yTIMBUM PAKOM IEPEeIMIXypOBOi
3ano3u (mCSPC) 31 MKiATUBOIO TepMiHATHHOIO 200 COMATUYHOIO MYTAIIIEI0 TEHIB, IO BiAMOBIAAIOTH 32
penaparito nuigxoMm romosoriyHoi pexomOinauii (HRR)», 67652000PCR3002, 3 IlompaBkoro 2 Bix
25.10.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HBy», benbris




MPOJIOBXKEHHS J10AaTKa 6

Cnoncop, kpaina

«IHCCEH ®APMAIIEBTHUKA HB», benbris

CymnyTHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

HavyanpHuk ®apManeBTHYHOIO YIPAaBJIiHHA

IBan 3AZIBOPHUX




Jonmarox 7
10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Ne 51

InenTudikarist cyrTeBOi
HONPaBKU

[TonoBxkeHHs: TepMiHy MpoBeAcHHS BUMPoOyBaHHs 10 31.03.2026 p.; 3miHa Ha3BU MICIs MPOBEICHHS

KJIIHIYHOT'O BUIIPOOYBAHHSI:

BVYJIO

CTAJIO

K.M.H. ['apmim O.0.

HepxaBHa ycraHoBa «HamioHanbHHI HAyKOBUH
ueHtp «lHcTUTYT Kapaiosorii iMeHi akagemika
M.JI. Crpaxecka» HamioHaibpHOi — akanemii
MEIMYHUX HayK YKpaiHu, BIAIIT HEKOPOHAPHUX
XBOpOO cepus Ta peBMarouorii, M. Kuis

K.M.H. ['apmim O.0.
lepxaBHna ycraHoBa «HamioHanbHHII HAyKOBUIN

ueHtp «lHcTUTYT Kappaionorii, KIIHIYHOT Ta
pEereHepaTHBHOI MEIUIIMHU IMEHI  aKaJeMika
M.JI. Crpaxecka» HamionaneHoi  akazaemii

MEIUYHUX HAayK YKpaiHW», BiAIT HEKOPOHAPHUX
XBOPOO ceplist Ta peBMarodorii, M. Kui

HOMep Ta JaTa HaKa3ly

Ne 1773 Bix 20.08.2021

MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«bararonieHTpoBe, paHIO0Mi30BaHe, MO/BIMHE cIine, Tanedo KOHTPOJIbOBAHE KIITHIYHE JOCHITKEHHS 3b
¢da3u 15 OLIHKK e(EeKTUBHOCTI Ta O€3MEeYHOCTI MPU3HAUYEHOTO MIIIKIPHO T'ycelbKyMaly y Malli€HTIB 3
AaKTUBHUM IICOPIaTUYHUM apTPUTOM, sIKi paHillle MajJud HEAOCTaTHIO BIAMOBIAL Ta/ab0 HENEPEHOCUMICTh
JIKYyBaHHS OJHUM 3 1HTIOITOpIB (akTopy Hekpo3y myxyuH anbha», CNTO1959PSA3005, 3 monpaBkoro
1 Big 12.05.2022 p.

«IHCCEH ®APMALIEBTHUKA HB», benbris

«IHCCEH ®APMALIEBTHUKA HB», benbris

3asBHUK, KpaiHa

CrnoHcop, kpaiHa

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havanbunk dapManeBTUYHOI0 YIPABJIiHHSA IBan 3A/IBOPHUX




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Ne 51
InenTudikarist cyrTeBOi 3MiHa Ha3BU MiCLlb IPOBEICHHSI KJIIHIYHOTO BUIIPOOYBAHHSI:
MTOTIPABKH BYJIO CTAJIO

k.M.H. [apmimr O.0.

HlepxaBHa ycraHoBa «HamioHanbHUN HayKOBHIM
LEHTP «lHcturyr Kap1ioJorii iMeHi
aKajeMika M. Crpaxkecka»
HamionanbHoi akagemii MeIMYHUX HayK YKpaiHH,
BUIIIJT  HEKOPOHAPHHUX  XBOpOO  cepus  Ta
peBmatodorii, M. Kuip

k.M.H. [apmim O.0.

HepxaBHa ycraHoBa «HamioHanbHMI HayKOBUI
neHTp «lHCTUTYT Kapmionorii, KIIHIYHOI Ta
pereHepaTuBHOT MEIULIMHA IMeHI
aKazeMika M. Crpaxecka»
HamionaneHoi akaziemii MeAMUHUX HAYK YKpaiHU»,
BI/IT  HEKOPOHApPHHUX  XBOpPOO  cepus Ta
peBmarosorii, M. Kuis

a.M.H., ipod. CmisH C.1.

KomyHanbHe ~ HeKoMeplliiiHE  MiJIpPUEMCTBO
«TepHONiIbChKA  YHIBEPCUTETCbKA  JIIKApHS»
TepHominbebkoi 001acHOT paau, peBMaToJIOTIYHE
BiytiicHHs,  TepHOMUIBCHKUN  HaIllOHATBHUMN
MeTUIHUH YHIBEpCHUTET iMeHi
I.51. TopbaueBcbkoro MiHicTepcTBa OXOPOHU
3n10poB's  YKpaiHu, Kadeapa  BHYTPIIIHBOI
Meauiau Ne2, M. TepHoniib

I.M.H., mpod. Cwmista C.1.

KomyHnaneHe ~ HekoMepliiiHe  MiJIPUEMCTBO
«TepHoninbchbKka OOJIaCHA KIIHIYHA JHKAPHS»
TepHominabcbkoi 007acHOI paau, peBMaTOJIOTiIUHE
Bi/UTIeHHs,  TepHONUILCHKUI  HAI[lOHAJTBHUN
MeTUIHUHI YHIBEpCHUTET iMeHI
I.51. TopGaueBcbkoro MiHicTepcTBa OXOPOHU
310poB's  YKpaiHu, Kadeapa  BHYTPIIIHBOL
Meauuau Ne2, M. TepHoniiap

Howmep ta nata Hakasy
MO3 mozo 3aTBEpIKEHHS
KJIIIHIYHOT'O BUITPOOYBaHHS

Ne 1773 Bix 20.08.2021
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HazsBa xinigiyHOTO «baraToneHTpoBe, paHIOMI30BaHE, MOJIBIMHE CIiine, Ianedo KOHTPOJIhOBAHE KIIHIYHE IOCIIHKCHHS

BUIIPOOYBaHHS, KOJI, 4 da3u as oniHKK e(heKTHUBHOCTI Ta OE3MEYHOCTI MPU3HAYCHOTO MiAIIKIPHO T'yCenbKymMaly y MAIi€HTIiB 3

BepCis Ta gaTa aKTHBHUM aKCIaJbHUM TICOPIaTUYHUM apTPUTOM, SIKI HIKOJM HE OTPUMYBAJIM O10JOTIUYHY Teparmitoy,
CNTO1959PSA4002, Big 14.04.2021 p.

3asBHUK, KpaiHa «IHCCEH ®APMAIIEBTUKA HBy», benbris

Cnoncop, kpaiHa «IHCCEH ®APMAIEBTUKA HB», benbris

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

Havanpank ®@apManeBTHYHOIO YIPABJIiHHSA IBan 3A/IBOPHUX




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Ne 51

InenTudikarist cyrTeBOi
HONPaBKU

3MiHa BiAMOBIAAILHOTO JOCIIIHUKA MICI[Sl IPOBEJICHHS BUTPOOYBAHHS .

XapkiBcbkoi oOmacHOi paam «Ob6rmacHa KiIiHIYHA
ncuxiatpuyHa  gikapHsa  Ne3y», mcuxiaTpuyHe
BIUTUICHHST TIEPBUHHOTO ICUXOTHYHOTO €30y,
M. XapKiB

BbYJIO CTAJIO
reH. nupektop Kosanenko B.B. K.M.H., 3aB. Bii1. Manry6i B.O.
KomynanbHe ~ HekomepuiiiHe — migmpuemctBO | KomyHanpHe — HEKOMeEpIiifHE  MiAPUEMCTBO

XapkiBcbkoi ob6macHOi pamu «OOnacHa KITiHIYHA
ncuxiarpuuna yikapHs ~ Ne3y, mcuxiaTpuyHe
BIJUTUICHHS TIEPBUHHOTO TCHXOTUYHOTO €30y,
M. XapKiB

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

Ne 38 Big 11.01.2020

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Binkpure po3mmpeHe JOCTIKSHHS I OI[IHKK Oe3MeYHOCTI Ta IepeHocuMocTi npenapaty SEP-363856
y HarieHTiB 13 mu3odpeniero», SEP361-303, Bepcis 3.01 3 iHKOPIOPOBAaHOIO HECYTTEBOIO Monpaskoro 2.00

Bix 25 ciuns 2021 poky

3asBHUK, KpaiHa

[TinmpuemcTtBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’TOBIA PJIC Ykpaina»

CrnoHcop, kpaiHa

«Cynosion ®apmacskrotikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIHA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havanbauk ®apManeBTHYHOIO YIIPABJIiHHSA

IBan 3AZIBOPHUX




Jonatok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Ne 51

InenTudikarist cyrTeBOi
HONPaBKU

Honatok 2 Bing muctonaga 2022 poky no bpomrypu mocmimauka RO5541267, Tecentriq (atezolizumab),
Bepcis 19 Big ceprias 2022 poKy, aHTIIHCBKOO MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 549 Bix 27.08.2015

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«3s ¢aza, BIAKpUTE, PaHIOMI30BaHE IOCTIIKEHHS AJIs OLIHKH e()EeKTHMBHOCTI Ta Oe3neku mpernapary
Atezomizymad (ANTI-PD - L1 anTuTNIO) B TOPIBHSAHHI 3 ONTUMAIBHOIO MIATPUMYIOUOKO TEPATIEI0 MiCIIs
aJ’lOBaHTHOI XiMioTepamii ocHoBaHOi Ha [lucmmaTuHI y TAalli€eHTIB 3 TOBHICTIO pe3eKTabeabHUM
HeAp1OHOKIITUHHUM pakoM jereHs IB-11IA craniin, GO29527, Bepcis 10 Bix 03 moToro 2022 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHow BiamosinanbHicTio «KOHTpakTHO-AOCHIAHMIBKA opraHizauis [HHO®apMm-
Ykpaina»

Cnoncop, kpaiHa

F. Hoffmann-La Roche Ltd, Switzerland («®. Xoddmanu-JIs Porr JItay, [lBeiinapis)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havaabunk ®apmaneBTHYHOIO YIIPABJIiHHS

IBan 3AZIBOPHHUX




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Neo 51
Inentudikarist cyrTeBoi [TogoBxeHHS TPUBAJIOCTI KIIHIYHOTO BUIIpoOyBaHHs B Ykpaini 10 31 Oepesnst 2025 poky; 301IbIICHHS
MONIPaBKU KUTBKOCTI YYaCHUKIB JOCIIKEHHS B YKpaiHi Bia monepenHbo 3amtanoanoi 3 50 1o 100 ocib
Howmep ta nata Hakazy Ne 38 Big 11.01.2020
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiniuHOTO «MixHapoaHe, 0araToOIeHTPOBE, BIAKPUTE MOCTIIKEHHS ¢asu 3 3 OJAHIEI0 TPYIOW JJs OILIHKA
BUIIPOOYBaHHS, KOJI, e(peKTUBHOCTI Ta 0e3Me4YHOCTi pagoTHHIOy B mamieHTiB i3 Ph-mo3uTHUBHHM XpOHIYHMM Mi€JIOiTHUM
BepcCis Ta Jara JeWKO30M y XpoHiuHIN (a3i, B SKMX TMOMEpeaHs Teparis IHribiTopaMu THPO3MHKIHA3H, BKIIIOYHO 3
iMaTuHIOOM, Oyna HeedeKTHBHOIO YW BUKIMKala HemepeHocumicTh», RTSIKRIO3, Bepcis 6.0 Bifg
22 motoro 2022 poky
3asiBHUK, KpaiHa [TinnpuemctBo 3 100% inozemHuoro iHBecTHiiiero «AUK’KOBIA PJIC Vkpaina»
Crmoncop, kpaina IL-YANG PHARM. Co., Ltd., Kopes
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

Havanbunk @apmManeBTHYHOIO YNPABJIIHHS Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Ne 51

InenTudikarist cyrTeBOi
HONPaBKU

3MiHa BiAMOBIAAILHOTO JOCIIIHUKA MICI[Sl IPOBEJICHHS BUTPOOYBAHHS .

XapkiBcbkoi oOmacHOi paam «Ob6rmacHa KiIiHIYHA
ncuxiatpuyHa  gikapHsa  Ne3y», mcuxiaTpuyHe
BIUTUICHHST TIEPBUHHOTO ICUXOTHYHOTO €30y,
M. XapKiB

BbYJIO CTAJIO
reH. nupektop Kosanenko B.B. K.M.H., 3aB Bia. Manry6i B.O.
KomynanbHe ~ HekomepuiiiHe — migmpuemctBO | KomyHanbHe — HEKOMeEpIiiiHE  MiAPUEMCTBO

XapkiBcbkoi ob6macHOi pamu «OOnacHa KITiHIYHA
ncuxiarpuuna yikapHs ~ Ne3y, mcuxiaTpuyHe
BIJUTUICHHS TIEPBUHHOTO TCHXOTUYHOTO €30y,
M. XapKiB

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

Ne 38 Big 11.01.2020

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Pangomi3zoBaHe, IIOJBIMHE CIIIIIE,

m1a1e60-KOHTPOJILOBAHE,

0araToneHTpPOBEe JOCHIKEHHS, IO

MPOBOANTHCA B MapalelbHUX TpyIax, i3 3aCTOCYBaHHAM (hiKCOBAaHUX 103 AJIS OLIHKH €(EeKTUBHOCTI Ta
6e3neunocti npemnapaty SEP-363856 y mariieHTiB 13 MM30pPEHIEI0 Y TOCTPOMY TICUXOTUYHOMY €Ii30/11»,
SEP361-302, Bepcist 4.00 3 iHKopropoBaHo1o cyTTeBor0 nonpaskoro 3.00 Bix 13 sxoBTHs 2022 poky

3asBHUK, KpaiHa

[TinmpuemcTtBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’TOBIA PJIC Ykpaina»

CrnoHcop, kpaiHa

«Cynosion ®apmacskrotikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIHA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havaabunk ®apmManeBTHYHOIO YIIPABJIiHHSA

IBan 3AZIBOPHUX




JonaTok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Ne 51

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nocnigauka OinTpadycny anbda, Bepcis 9.0 Bix 19 xxoBtHs 2022 poky, aHTIIIHCHKOI0 MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 540 Big 07.03.2019
Ne 2147 Bix 04.10.2021

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«bararoneHTpoBe, paHJ0Mi30BaHe, BIAKPUTE, KOHTPOJIbOBaHE JOCTIXKEHHS 3 aAaNTUBHUM AU3aiiHOM (a3u
Il mpenapaty M7824 (6iaTpadycn anbda) B MOpiBHAHHI 3 TeMOpPOIIi3yMaboM K Tepari€ero Nepuioi JiHii B
MAIIEHTIB 13 MOLIUPEHUM HEAPIOHOKIITUHHUM pakoM JiereHb 3 ekcrmpeciero PD-L1», MS200647-0037,
Bepcis 4.1 Bin 15 nucronana 2021 poky;

«Binkpute, GaraToLEHTPOBE MOCIHIIKEHHS MOJAIBIIOTO CIIOCTEPEKEHHS i 300py IOBrOCTPOKOBUX
JIAaHUX TIPO YYACHUKIB 13 IEKUTHKOX KIHIYHUX JOCIIKEHb 3aCTOCYBaHHs OiHTpadycmy anbda (M7824)y,
MS200647 0054, Bepcis 2.0 Bix 30 nuctonana 2021 poky

3asiBHUK, KpaiHa

IlixnpremcTio 3 100% inozemuom0 inBecTHicto «AMK'TOBIA PJC Vipaina»

CnoHncop, kpaiHa

Merck KGaA, Himeyunna

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHS

Isan 3AZIBOPHUX




Jomarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Ne 51

Inentudikarist cyrTeBoi
MOTPaBKH

Onosnenuii [Iporokon kiminiunoro gociimkenas ICP-CL-00112, Bepcis 6.0 Bixg 18 cepmas 2022 poky;
Bbpomrypa nocniganka Openadpyrunidy (ICP-022), Bepcis 8.1A Bin 18 ceprnus 2022 poky, aHTIIHCHKOO
MOBOI; OOrpyHTYBaHHSI «O4YIKYBaHOCTI» cepiio3Hux mobiunux peakiiii (CIIP) uepe3 3acTocyBaHHS
OpenabpyTuriOy, TOB’S3aHUX 13 NMOOAWHOKHMH BHIAJKAMH 3aXBOPIOBAHOCTI y MOMEPEIHIX KITHIYHHX
nochimkeHHsax, sepcis 3.0 Big 18 cepmust 2022 poky, aHTiHCHKOI0 MOBOIO; [HQoOpMaliitHuil TUCTOK 1
¢dopma 3roam, Bepcist V8.1UKR(uk)1.0 Bix 02 nmucromana 2022 poky, nepexiiag yKpaiHCbKOI0 MOBOIO BiJ
15 nucromama 2022 poky; Indopmaniiinuii nuctoxk i1 ¢opma 3rogu, Bepciss V8.1UKR(ru)l.0 Big
02 ymmcromama 2022 poky, mepekiaj pociichkor MOBOO Bin 14 mmcronana 2022 poky; Indopmariitamii
JUCTOK 1 hopMa 3rou Ui BIAKPUTOTO PO3IIMPEHOro nepioay nociimkenns, sepcis V5. 1UKR(uk)1.0 Bix
02 mucromana 2022 poky, mepekiian yKpaiHChKO MOBOIO Bia 14 muctonana 2022 poxy; [Hbopmarniiamii
JUCTOK 1 (hopMa 3rofu AJisl BIAKPUTOTO PO3IIMPEHOro nepiony aocmikeHHs, Bepcis V5. 1UKR(ru)1.0 Bix
02 nucromana 2022 poky, mepekian pociiicbkoro MoBowo Bia 14 nucromana 2022 poky; Jocke
JIOCHIJKYBaHOTO Jikapchkoro 3aco0y OpenaOpytuni® (ICP-022), epcis 2.0 Bixg cepmus 2022 poky,
aHTIMCHKOI0 MOBOIO; 3AJTYUCHHS IOAATKOBUX BUPOOHUYIX JITHHUILH JOCITIKYBAHOTO JIIKAPCHKOTO 3aC00y
Openabpytuni6 (ICP-022) ta mmane6o: Guangzhou InnoCare Pharma Tech Co., Ltd., China; Almac
Clinical Service, United States; Almac Clinical Services Limited, United Kingdom (Northern Ireland);
I10JIOB’KEHHsI TEPMIHY IPUJIATHOCTI M1a1edo 10 36 Mics1liB; 3MiHa Miclis IPOBEICHHs] BUIPOOYBaHHS:

bYJIO CTAJIO
n.M.H. Kansoyc O.1. n.m.H. Kansoyc O.1.
Komynanene mignmpueMcTBo «/lHimponerpoBebka | BimokpemueHuit CTPYKTYPHUI H1PO3 1T
obmacHa kiiHiyHa JdikapHs iM. LI, MeunukoBa» | «YHIBepcUTeTChbKa  KIiHIKa»  JIHIMPOBCHKOTO
JlHinponeTpoBchKOi 00JacHOi paan», BIAAUIEHHS | JepKaBHOTO MEINYHOTO YHIBEPCUTETY,

HEBPOJIOTii Nel, HepxaBHuit 3aKiIa
«/InimponeTpoBchka MeaudHa akamemis MO3

VYkpainny, kadeapa HeBpoJorii, M. JIHinpo

BiJITUIGHHS HEBPOJIOTii, J{HIMPOBCHKUIL epKaBHUI
MEAWYHUN yHIBEpCUTET, Kadeapa HEBpPOJIOrii,
M. JTHinpo

3MiHa Ha3BU MiCIIsl IPOBEIEHHS BUITPOOYBAHHS
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bVYJIO CTAJIO

K.M.H. XaByHka M.S1. K.M.H. XaByHka M.51.

KomyHnanbne HekomepiiiiiHe mianmpueMcTBo «5-a | KomyHanpbHe — HEKOMepLiHE — HiANPHEMCTBO
MichbKa  KJiHIYHAa  JikapHi M.  JIbBoBay, | «JIbBIBChbKE TEpUTOpHUAILHE MEIUYHE 00 €THAHHS
HEBPOJIOTIYHE BiAiIeHHS, M. JIbBIB «KniniuHa  JmikapHS =~ IUIAHOBOTO  JIIKYBaHHS,
peabimiTamii  Ta  TMaJiaTUBHOI  JIOTIOMOTH,
BiOKpemJieHUH  migpo3main  «5-a  JlikapHsy,
HEBPOJIOTIYHE BIJIIJIEHHS 3 MEIUYHOIO
peabiniTariero, M. JIbBIB

Howmep ta nata Hakazy Ne 1012 Big 24.05.2021
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiinigHOTO «PannomizoBane, moOABiiiHE ciine, MIane00-KOHTPOJIbOBAaHE IOCTHDKEHHS (asu 2 Uid  OUIHKH

BUIIPOOYBaHHS, KOJI, e(eKTUBHOCTI, O€3MeYHOCTi, TNEPEHOCUMOCTI, (apMaKOKIiHETHKHM Ta  OI10JOTIYHOI  AKTHBHOCTI

BepcCis Ta Jata openadpyTuHiOy y MAaIli€HTIB 13 PEeHUANBYIOYO-PEMITYIOUUM pO3CisHUM ckiepozom», |ICP-CL-00112,
Bepcis 5.2 Bix 21 yepBHa 2022 poky

3asBHUK, KpaiHa [TianpuemctBo 3 100% ino3emuoro iHBectuuiero «AMK’FOBIA PIIC Ykpaina»

CnoHcop, Kpaina InnoCare Pharma, Inc., USA

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

Havanbunk ®apmManeBTHYHOIO YNpaBJIiHHSA Isan 3AZIBOPHUX




Jlomatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
11.01.2023 Ne 51

InenTudikarist cyrTeBOi
HONPaBKU

[TpoTokoun kininigHoTO BUNpoOyBanus MK-7684A-003 3 inkopriopoanoro nomnpaskoro 04 Bix 08 mucromnana
2022 poky, aHriificbkoro MOBO; Jlocke mocmimKyBaHOro Jikapchkoro 3acody MK-7684/MK-7684A,
ID 084YSS, Bim 05 xoBTHs 2022 pOKy, aHITHCHKOIO MOBOIO; 3MiHAa HAa3BH BUPOOHUYOI JIISHKH,
BIMOBIAANIbHOT 32 BHIIYCK JOCHIKyBaHOro Jikapceoro 3acody MK-7684A 10/10 wmr/mn
(MK-3475 (ITembpomizyma6, Pembrolizumab) 10mr/min /MK-7684 10mr/mit), 20 MJT CTEPHIIBHOTO PO3YUHY
JUIsl BHYTPIIIHbOBEHHOT iH(DY3ii, hiakoH:

BYJIO CTAJIO
Merck Sharp & Dohme Corp. USA Merck Sharp & Dohme LLC, USA
bpomypa nociimanka PEMBROLIZUMAB (MK-3475), Bumanus 23 Big 26 xoBtHs 2022 poky,
AHMTIHCHKOI0 MOBOIO; 3pa3ok BropuHHOr0 MapkyBanus MK-3475 Kit, Bepcis 2.0 Bix 18 xoBtHs 2022 poky;
3pa3ok nepsuHHOTrO MapkyBanHs MK-3475 Vial, Bepcis 2.0 Big 18 xxoBTHs 2022 poky; 3pa3ok BTOPHHHOTO
mapkyBanHs MK-7684A Kit, Bepcist 2.0 Bin 28 Bepecus 2022 poky; 3pa3ok MEPBUHHOTO MapKyBaHHS
MK-7684A Vial, Bepcis 2.0 Bim 28 Bepecus 2022 poxy, 3MiHa Ha3BU MPOTOKOJY KJIIHIYHOTO
BUIIPOOYBaHHS:

bYJIO

CTAJIO

«bararoneHTpoBe, paH0Mi30BaHe, M0/IBiiHE cIline
nocimipkenus Il ¢asu komOinamii MK-7684 3
nemOponizymabom (MK-7684A) mopiBHSHO 3
MOHOTEpaIi€eo NeMopoIi3yMadoM B SIKOCTI EPIIOT
niHii Tepamnii ans yyacHukiB 3 PD-L1-no3utuBHIM

«bararonieHTpoBe, paH0Mi30BaHe, MO/BiiHE cIline
nocmipkenus Il ¢asu kombinamii MK-7684 3
nemoOponizymabom (MK-7684A) mopiBHSHO 3
MOHOTEpai€er NeMopoIi3yMadoM B SIKOCT1 EPIIOT
niHii Tepamii s yyacHukiB 3 PD-L1-no3utuBHNIM

METaCTaTUYHUM  HEIPIOHOKIITUHHUM  PaKOM | METaCTaTUYHHUM  HEAPIOHOKIITUHHUM  paKkoM
JIET€HIB» nereniBy (KEYVIBE-003)
Howmep Ta nata Hakazy No 762 Bim 20.04.2021

MO3 mrono 3aTBEpIKEHHS
KJIIIHIYHOT'O BUNTPOOYBaHHS
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Ha3ga kiiniunOTrO «bararonientpoBe, pangomizoBaHe, mozBiiiHe cmine apochimkeHHs Il ¢asn kombGinamii MK-7684

BUIPOOYBaHHS, KO/, 3 nemOposizymadbom (MK-7684A) nopiBHAHO 3 MOHOTEpAIT€I0 MEMOPOII3yMaOOM B SIKOCTI TEpPIIOi JIHIT

Bepcis Ta Jara Tepamii Juis ydacHHKIB 3 PD-L1-mo3uTMBHUM MeTacTaTUYHMM HEAPIOHOKIITHHHUM pPAaKOM JIETCHIBY,
MK-7684A-003, 3 inkopriopoBanoto nomnpaBkoro 03 Big 21 6epe3ns 2022 poky

3asBHUK, KpaiHa ToBapuctBo 3 oomexeHoro BianosiganpHicTI0O «MCJ[ Ykpaina»

CroHcop, kpaiHna TOB Mepk Illapn eng Joym, CIHA (Merck Sharp & Dohme LLC, USA)

CymytHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

Havanbank @apManeBTHYHOIO YIPaBJIiHHS IBan 3A/IBOPHUX




