Honatok 1

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi OnHoBieHu mpOTOKON KiiHIYHOTO BHUnpoOyBanHs LUM-201-01, Bepcis 5.1 Bim 30 jumas 2021
MONPaBKH (aHrmificbKOI0 MOBOIO); 3MiHA Ha3BH KIIHIYHOTO BHIIPOOYBaHHS 3 «baraTtoueHTpoBe BiIKpHUTE
paHJIoMi30BaHe JOCHiKeHHA ¢a3u 2b monaeHHoro nepopanbHoro 3actocyBaHHs LUM-201 npotsarom
6 MicAIiB y paHillle He JIKOBaHUX JiTeW MmpemyOepTaTHOTro BiKy 3 aedimurom ropmony pocry (AI'P), y
napajeiabHUX TIpynax, 3 AaKTUBHUM KOHTposieM» Ha «baraToueHTpoBe BIJKpPUTE pPaHIOMI30BaHE
JOCHTIKeHHS (ha3u 2 MOIeHHOTo nepopanbHoro 3acrocyBands LUM-201 mpotsirom 12 micsmiB y paHimie
He JIIKOBaHMX AITel MpemyoepTaTHOro BiKy 3 Aedimurom ropmony pocty ([AI'P), y napanenbuux rpymax, 3
aKTUBHUM KOHTposieM»; [IpomoBXeHHS TEpMiHYy TPUBAIOCTI KJIIHIYHOTO BHIPOOYBaHHS B YKpaiHi 110
31 xxoBTHs 2023; JIuct indopmarii ms mamienta Ta @opma iHdhopmoBaHoi 3roau A 06aTbkiB, J[03Bin Ha
BUKOPHCTAHHS Ta PO3KPUTTS 3aXHIIEHOI iH(popMalii mpo 3mopos's, Bepeis 2.0 Big 07 BepecHs 2021, mis
Ykpainu (yKpaiHChKOIO Ta POCIHCHKOI0 MOBOI0); JIucT iHdopMmarii qist nanienta Ta @opma iHpopmoBaHOT
3ro/I¥ MaJIOJIITHBOTO Ul YYacHUKIB-Z1Tel BikoM B 7 1o 12 pokis, Bepcis 2.0 Big 07 BepecHs 2021, nns
Vkpainu (ykpaiHCBKOIO Ta pociiicbkor MOBO0); KaprTka mamieHTa, Bepcig 2-10/2021 (ykpaiHChKOIO Ta
pociiicbkor0 MOBOM0); [Hpopmariitnuii 6ykiet, Bepcis 3-7/2021 (ykpaiHChKOIO Ta POCIHCHKOIO MOBOIO);
Indopmarniitnuii mnakar, Bepcis 2-10/2021 (ykpaiHCBKOIO Ta pPOCIHCBKOIO MOBOW); BritoueHHs
JIOJJATKOBOT'O MiCIIsl TPOBEIEHHS KJITHIYHOTO BUIPOOYBaHHS

No I1.1.B. BiAIOBIZAILHOTO JOCHIIHUKA

n/n Hazpa Micuisg mpoBeIeHHS KJIIHIYHOTO BUITPOOYBAHHS

1. k.M.H. Uymak C.O.
Jlep>xaBHa ycTaHoBa «[HCTUTYT OXOpOHHM 370pOB's JAiTel Ta mijuniTkiB HarionansHoi akagemii
MEAMYHUX HayK YKpaiHu», BIAJAUIEHHS €HJIOKPHUHOJIOrI, M. XapKiB

Howmep ta nata Hakazy Ne 1773 Big 20.08.2021
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS
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Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«bararorieHTpoBe BIJIKpUTE paHIOMIi30BaHE JOCTIDKCHHs (a3u 2b IIOJEHHOTO IMepopaibHOTO
3actocyBanHsd LUM-201 mpoTsirom 6 MicAlliB y paHillle HE JIKOBaHUX AITeH MpemyOepTaTHOro BiKy 3
nedinutoM ropmony pocty (II'P), y mapanenbHux rpynax, 3 akTUBHMM KoHTposem», LUM-201-01,
Bepcis 4.1 Bix 29 kBitas 2021

3asiBHUK, KpaiHa

TOB «Kpomochapma Ykpainay

CnoHcop, kpaina

Lumos Pharma, Inc. (Jltomoc ®apwma, Iuk.), CLHA

CynytHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

B.o. resepanbHoro iupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




JonaTtok 2

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

Bpomypa pociigHuka 10CHiKyBaHOTO JIiKapchkoro 3aco0y Jloctapmima6/Dostarlimab (Takox BimomMoro
sk TSR-042), Bepcis 06 Bigm 19 xBitHs 2021 poky aHTIiKHCEKOI MOBOK; bporrypa mociigHuKa
JOCTIKyBaHOTO JiKapcbkoro 3aco0y Hipamapi6 (Niraparib), Bepcis 12 Bim 23 uepBus 2021 poky
aHTIIHCHKOI0 MOBOIO; JloChe mocmimKyBaHOTO JTiKapchbkoro 3aco0y Jlocrapmimab/Dostarlimab, Bepcis 8.0
Bix yepBHA 2021 poky aHrmiiicbkoro MoBoro; Jloganusa koay «GSK4057190A» o onucy I10CIiIKyBaHOTO
mikapcekoro 3aco0y: TSR 042 (TSR 042, WBP-285; Jlocrapmima6/Dostarlimab; Antu-PD-1 (6inok
3amnporpamMoBaHoOi cMepTi KIITUHU 1) MOHOKIOHANBHUX aHTUTLI, 1gG4), po3unn mis iHY31H, 500 mMr/10
M (50 mr/mn); Jomamnst komy «GSK3985771» no omwmcy AOCTIKYBAaHOTO JIIKApCHKOTO 3acoly:
Hipamnapi6 (Niraparib) (L-001946812-005R, L-001946812, MK-4827; Hipamapi® To3miat MOHOTiIpar),
KarcyJu, 100 mr; 3amyueHHs JOJATKOBUX BUPOOHUYMX JUISHOK JUTS JOCHIIKYBAHOTO JIIKAPCHKOTO
3acoby TSR 042 (TSR 042, WBP-285; Hocrapnimab/Dostarlimab; Aatu-PD-1 (Ginok 3amporpamoBaHoi
cMepTi KITHUHU 1) MOHOKJIOH&IBbHUX aHTUTLL, [gG4), pozuun nns iHQy3id, 500 mr/10 mu (50 mr/m):
Fisher Clinical Services GmbH, Himeuuuna; Almac Clinical Services (Ireland) Limited, Ipmanmis;
[Hpopmaniiinuit mucTok namieHTa Ta popma iHpopMmoBaHoi 3roau, Bepcist 9.0 Bix 03 BepecHs 2021 poky
YKpaiHCHKOIO Ta POCIMChbKOI0 MOBaMU; [HCTpyKIIii /Ui malieHTa o0 3acTocyBaHHs npenapary, 100 mr,
Bepcis 2.0 Bix 28 nmunHs 2021 poky yKpaiHCBKOIO Ta pOCIHCbKOIO MOBaMM; IHCTpyKuii ass
narfieHTa 1oJ0 3acrocyBaHHs npenapary, 200 mr, Bepcis 2.0 Big 28 nunusa 2021 poky ykpaiHChKOIO Ta
pociiicbKor0 MOBaMHU; IHCTpyKLIi 1715 malieHTa 1010 3acTocyBaHHs npenapaty, 300 mr, Bepcis 2.0 Bix 28
munHsA 2021 poKy yKpaiHChKOIO Ta pOCiiiCbKOIO MOBaMuU

Howmep Ta nara Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 415 Bixg 18.02.2019

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PanmomizoBaHe, TOABIMHO ciine AociimkeHHS (a3su 3 TOpIBHAHHA TUIATUHOBMICHOI Tepamii i3
npenapatoMm TSR-042 Tta HipamapiOoMm 31 CTaHIAPTHOIO TUTATHHOBMICHOIO Tepami€lo B sSKOCTi 1-i miHii
JIKyBaHHA  HEMYLMHO3HOIO  emiTediaibHOro  paky  sgeynukiB Il ab6o IV craziiy,
3000-03-005/ENGOT-0V44, sepcis 7.0 Bix 19 cepmrst 2020 poky
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3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BINUOBIOAJIBHICTIO
ACCOYIIIMENUTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBIOTIKAJI PICEPY

CnoHcop, kpaina

TESARO, Inc., CIIIA

CynytHi
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

B.o. resepanbHoro aupexkropa Jlupexkropary

(papmaneBTHYHOTrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 3

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPaBOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

Onomnena bpomypa nocmimnuka Ha Bepomizymad (MLNO0002), Bepcis 25 Bim 14 jgumus 2021 p.,
aHTTIHCHKOI0O MOBOIO; 3pa3oKk MapKyBaHHs (BTopuHHa ymakoBka) EntuBio (Bemomizymald) /Entyvio
(Vedolizumab) B/, 300 Mr, MOPOMLIOK JAJIsl KOHIIEHTPATY I pO3uuHy s iH(DY3ii, Bix 02 BepecHs 2021
p-; 3pa3ok mMapkyBaHHs (nepBuHHa yrnakoBka) Entusio (Bemomizymald) /Entyvio (Vedolizumab) B/B, 300
MT, TIOPOMIOK JJIsi KOHIIEHTpaTy i po3unHy ans iH]y3iid, Bix 30 cepmus 2021 p.; 3pa3ok MapKyBaHHs
(BTopunHa ymakoBka) EntuBio (Bemomizyma0) /Entyvio (Vedolizumab) 108 mr/0.68 M, po3uuH mis
iH’ ekl B aBToiHKeKkTOpi, Bix 06 numus 2021 p; 3pa3ok MapkyBaHHS (TMepBUHHA yrakoBka) EHTHBIO
(Bemomizymab) /Entyvio (Vedolizumab) 108 mr/0.68 mut, po34wH i iH’€KI[iH B aBTOIHXKEKTOPi, BiJ
04 xoBtHa 2021 p.; 30imbIIEHHS KUIBKOCTI JocHipkyBaHux B VYkpaini 3 105 mo 120 ocib
(momatkoBo 15 oci0)

Howmep ta nata Hakasy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 614 Bin 01.04.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

VERDICT: PannomizoBaHe, KOHTPOJIbOBAHE BUIPOOYBaHHS JJIsi BU3HAUYEHHS ONTUMAJbHOI LI Tepamil
IIpU aKTUBHOMY BHpa3koBoMy kouiti, RP1706, Bepcist 08 Big 08 uepsHs 2021 poky

3asiBHUK, KpaiHa

TOB «biomamnacy, Ykpaina

CnoHcop, kpaiHa

«Amnimenris, Iak.»/Alimentiv Inc.», Kanaga

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Honatox 4

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

Omnosnenuii mpotokos 42847922MDD3002, 3 iHKOpropoBaHOO morpaBkoro 2 Big 25 yepBHs 2021 poky;
Bpomypa pocmigauka JNJ-42847922 (centopekcant), BumanHs 10 Big 21 uwepBHs 2021 poky,
aHrmificekoro MoBoto; Jlomatok 2 Bim 12 tpaBusa 2021 poky mo bpomypu nocmignuka JNJ-42847922
(cenTopekcanT), Bunanus 9 Bix 23 yepBHs 2020 poky, aHTTIHCHKOI MOBOIO; JlomaTok 1 Bix 22 moToro
2021 poky no bpomypu nocmignuka JNJ-42847922 (cenropekcant), Bunanus 9 Bin 23 yepBusa 2020 poky,
aHTITIHCHhKOI0 MOBOIO; [H(opMariitnmii mucTok 1 popma iHpopmoBaHoi 3roau, Bepcist V4.0UKR(uk)1.0 Bixg
14 Bepecus 2021 poky, mepekiiaj ykpaiHCbKOr MOBOw0 Bin 29 Bepecust 2021 poky; Indopmarniiinuit
miucTok 1 ¢opma iHndopmoBanoi 3roam, Bepcis V4.OUKR(ru)l1.0 Bix 14 Bepecust 2021 poky, mepekian
pociiicbkoro MoBoIO Bif 29 Bepecus 2021 poky; lkana nempecii ['aminerona HAM-D-17 Bix 27 TpaBHs
2021 poxky, ykpaincekoro Moo, Illkanma Maminerona s omiaku aenpecii HAM-D-17 Big 27 tpaBHs
2021 poky, pociiicbkol0 MOBOIO; JIMCT 40 KOJern 0ioJ0 HampaBieHHs TaiieHTiB, Bepcis [VO03
UKR(uk)01] Bim 16 cepmus 2021 pokxy, YKpaiHCBKOIO MOBOIO; Y3arajpHeHa I1H(opmalis 010
npotokony g MII (Meanunux mnpaniBaukiB), Bepcis [V03 UKR(uk)] Big 14 aumuas 2021 poky
yKpaiHChbKOIO MOBOMO; JlucriBka nns mamientis, Bepcis [V02 UKR(uk)] Big 01 motoro 2021 poky,
yKpaiHChbKOIO MOBO0; JluctiBka mis marientiB, Bepcis [V02 UKR(ru)] Bix 01 mrotoro 2021 poky,
pociiicekoro MoBoro; [llogennuk npuiiomy npenapaty s namienta, Bepcis [V03 UKR(uk)01] Bix 16
cepnHs 2021 poky ykpaiHcbkoro MoBoio; LllomenHuk mpuilomy npenapaTy ais mauieHTa, Bepcis [VO03
UKR(ru)01] Bim 16 cepmast 2021 poky, pociiicbkoro MoBoo; Ilmakar mns mamientiB, Bepcis [V02
UKR(uk)] Big 01 mrororo 2021 poky, ykpaiHcbkoro MoBoto; [1nakat nns namienris, Bepcist [V02 UKR(ru)]
Bix 01 motoro 2021 poky, pocilicbkkoro MoBo; [TociOHUK 13 mocmiKeHHs A maiieHTa, Bepcis [V03
UKR(uk)] Bix 28 munus 2021 poky, ykpaiHChbKOIO MOBOIO; KepiBHMIITBO mamieHTa MO JOCIIIKEHHIO,
Bepcis [V03 UKR(ru)] Big 28 mumuas 2021 poky, pociiicbkoro MOBO; bporrypa ans nikaps 1momo
HarpaBiieHHs mnaiienTiB, Bepeis [V03 UKR(uk)] Bix 28 mumasa 2021 poky, ykpaiHChKOr MOBOIO; [HAEKC
Baxkocti iHcomHuil (ISI) Bim 04 Bepecus 2015 poky, Bepcis ykpaiHcekoro MoBowo (End-of-DB
Treatment/Early Withdrawal), Bin
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12 cepnus 2020 poky; Immekc Baxkocti O6e3connst (ISI) (End-of-DB Treatment/Early
Withdrawal), pociiicekoro MoBoro, Bix 12 cepmas 2020 poky; Inmekc Bakkocti iHcomHii (ISI) Big 04
BepecHs 2015 poky, Bepcis ykpaiHChKOI0 MOBOIO (Screening) Bix 12 cepras 2020 poky; [Haekc BaKKOCTI
oe3conns (ISI) (Screening), pociiicbkoro MoBoro Bif 12 cepras 2020 poky; 3pa3ok 300pakeHHs Ha eKpaHi
nonatky Study Hub

Howmep ta nata Hakazy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 2393 Big 21.10.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«baraTomeHTpoBe, TMOABIHHE CiiNe, pPaHIOMI30BaHE, IUIANEC00-KOHTPOJIBOBAHE JOCHIIKCHHS Y
napajeNbHUX Tpynax Ijs OLIHKH e(eKTHBHOCTI Ta Oe3MeYHOCTI CenTopekcaHty B 1031 20 Mr sk
J0JaTKOBOI Tepamii 0 JIIKyBaHHs aHTUJCTIPECAHTAMH B JIOPOCIHX IMAII€HTIB 1 MAI[iEHTIB JIITHOTO BIKY 3
BEJIMKUM JICIPECUBHUM PO3JIa/I0M 13 CUMITOMaMU O€3COHHS, y SIKUX Oyna BiACYTHS aJeKBaTHA BiJMOBIIb
Ha Tepario aHtuaenpecantTamm», 42847922MDD3002, 3 iHKOpIOpOBaHOIO MOMpPaBKo 1 Bix 29 sKOBTHS
2020 poky

3asBHUK, KpaiHa

[MTignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

Crnoncop, kpaina

Janssen Pharmaceutica NV, Belgium

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibnoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

InenTudikamis cyrreBoi
HOTIPaBKU

Omnosnenuii nporokon 42847922MDD3005, 3 iHkopriopoBaHoto TonpaBkoio 4 Big 25 uepsHs 2021 poky;
bpomypa pocmimauka JNJ-42847922 (cenropekcant), BumanHs 10 Big 21 uyepBHs 2021 poky,
aHrmiicbkoro MoBoto; Jlomatok 2 Bing 12 TpaBHs 2021 poky mo Bpomypu mocmigauka JNJ-42847922
(cenTopekcanT), Bunanus 9 Bix 23 uepsHs 2020 poky, aHriiiicekor MoBorw; Jlogatok 1 Big 22 moTOoro
2021 poxy no bpomrypu nocninnuka JNJ-42847922 (centopekcanrt), Buganuas 9 Bix 23 yepsHs 2020 poky,
aHrIiicpKo0 MOBOM; [Hdopmaniitamii mucTok 1 hopma iHpopmoBanoi 3roau, Bepeis V4.0UKR(uk)1.0 Big
13 BepecHst 2021 poky, mepekian yKpaiHChbKO MOBOIO Bix 24 Bepecus 2021 poky; Iadopmarniiinuit
mucToK 1 ¢opma iHbopmoBanoi 3roau, Bepcis V4.0UKR(ru)1.0 Big 13 Bepecuss 2021 poky, mepekian
pociiicekoro MoBoto Bif 24 Bepecust 2021 poky; lkama nenpecii ['aminerona HAM-D-17 Big 27 TpaBHs
2021 poky, ykpaincbkoro Mmoo, Illkana ['aminerona qis ouinku genpecii HAM-D-17 Big 27 tpaBHs
2021 poxy, pociiichkol0 MOBOW; JIMCT 10 KOJerm IoJ0 HamlpaBiCHHs NallieHTiB, Bepcis [VO03
UKR(uk)01] Big 16 cepnust 2021 poky, ykpaiHChKOIO MOBOIO; Y3arajibHeHa iHdopMallis 1010 MPOTOKOITY
g MII (menmunux npauiBHukiB), Bepcis [V03 UKR(uk)] Big 26 cepnHs 2021 poky ykpaiHCHKOIO
MoBow; [H(opmariitnuii mpocnekt qis manienta, Bepeis [V02 UKR(uk)] Bixg 22 motoro 2021 poky,
yKpaiHChbKOIO0 MOBoOM0; JIucrtiBka juig maumieHTiB, Bepcis [V02 UKR(ru)] Bim 22 mrororo 2021 poky,
pociiicekoro MoBoto; LllonenHuk nmpuitomy npenapaty ans mauienta, Bepcis [V03 UKR(uk)01] Bix 16
ceprias 2021 poky ykpaiHcbkoro MoBoro; IllloneHHuK mpuiloMy npenapaty Juisl maiieHTa, Bepcis [VO03
UKR(ru)01] Bix 16 cepnus 2021 poky, pociiicbkkoro MoBoro; [lmakat s namienta, Bepcis [V02
UKR(uk)] Bix 22 mrotoro 2021 poky, ykpaiHcbkoro MOBOIO; [1makar aus maifienTis, Bepcis [V02 UKR(ru)]
Bi 22 mortoro 2021 poky, pociiicbkoro MoBo0; IlociOHUK 3 mocmikeHHs Uil maiieHTa, Bepcis [V04
UKR(uk)] Bix 03 cepnmus 2021 poky, ykpaiHCbKOIO MOBOIO; KepiBHMIITBO MallieHTa IIOAO y4acTi y
nocaimkenHi, Bepcist [V04 UKR(ru)] Big 3 cepnust 2021 poky, pociiicbkoro MoBoto; bpourypa s nikaps
100 HampasieHHs namieHTiB, Bepcid [V03 UKR(uk)] Big 16 nmumus 2021 poky, yKpaiHCBKOIO MOBOIO;
Innexc Baxkkocti iHcomHii (ISI) Bim 04 Bepecus 2015 poky, Bepcis ykpaincpkor Mmoot (End-of-
Phase/Early Withdrawal) Binx 20 cepriast 2020 poxky; [naekc Baxkkocti 6e3conns (ISI) (End-of-Phase Early
Withdrawal) pociiicbkoro MoBoro, Bif 20 cepmust 2020 poky; Inpexc Bakkocti iHcomHii (ISI) Bim 04
BepecHs 2015 poky, Bepcis ykpaiHchkor0 MoBOIO (Screening) Bix 20 ceprus 2020 poky; [Haekc BaKKOCTI
6e3conns (ISI) (Screening), pociiicbkoro MoBoo Bia 20 cepnHs 2020 poky; 3pa3ok 300pa’keHHs Ha eKpaHi
nogatky Study Hub
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Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2674 Bin 18.11.2020

Ha3ssa xmiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«[loxBiitHe ciime, paHIOMI30BaHE OCHIDKCHHS Yy TapajielbHUX TIpylax, IO IPOBOJUTHCS 13
3aCTOCYBaHHSAM KBETIialliHy MPOJIOHTOBAHOI Aii SK Mpemnapary MOpiBHSIHHSA, JJIS OLIHKA €(EeKTUBHOCTI Ta
Oe3rmedHocTi cenropekcaHTy B 1031 20 Mr SK J0JaTKOBOI Tepamii 10 JIKyBaHHS aHTHACHPECAHTAMH B
JOPOCIIMX TAIlEHTIB 1 MALi€HTIB JITHHOTO BiKY 3 BEJIMKHM JACTPECHBHUM PO3JIAZAOM 13 CHMITOMAaMH

O0e3coHHsA, y sKkux Oyna BIACYTHS aJeKBaTHa BIANOBIA, Ha TEpamild aHTUICHpPECaHTaAMU,
42847922MDD3005, 3 inkopriopoBaHoto norpaskoto 3 Bix 13 ciuns 2021 poxy

3asBHUK, KpaiHa [TinnpuemctBo 3 100% inozemuoro inBecTuiliero «AUK’FOBIA PJIC Ykpaina»

CroHcop, KpaiHa Janssen Pharmaceutica NV, Belgium

CynyTtHi —

Marepiaiau/mpenaparu

CYITYTHBOI Tepartii

B.o. renepanbHoro nupekropa Jlupekropary

(papmaneBTHYHOrO 3a0e3neYeHHS Isan 3AZIBOPHUX




JlonaTok 6

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

OnHoBeHU# MPOTOKOJ KiIiHIYHOTO BUlpoOoByBaHHs AC-055-314, cxBanena Bepcis 8 Bix 05 ceprus 2021
poky; Jlomarok 1o mpoTokouy KiiHiuHoro BunpoOoByBanHs moao COVID-19 Bixg 05 cepnast 2021 poky;
Omnosnena bpomypa gociignuka 3 mpemapaTy MauutentaH, Bujganus 18 Bin 04 rpynus 2020 poky;
Honarox mo Bbpomypm pocnmigauka 3 mpenapary Manutentan, Big 21 tpaBHsa 2021 poxy; 3miHa
HaliMeHyBaHHs 3asBHMKa B Ykpaini 3 TOB «KOBAHC KJIIHIKAJI JIEBEJIOIIMEHT YKPAIHA» Ha
TOB «JIABKOPII KJIIHIKAJI JEBEJOIIMEHT YKPATHA»; OHOBEHE MapKyBaHHS TOCIiIKyBaHOTO
JiKapchKoro 3acoby MamuteHTaH, ykpaiHcbkoro MoBow Bif 26 kBiTHS 2021 poky; IHdopmamiiinmii
JUCTOK 1T marienTa i ¢opma inpopmoBanoi 3roau ans Ykpainu, Bepcis 4.0 Big 21 BepecHs 2021 poxy
aHrIiiCchKOI0 MOBOIO; [HopMamiitHuii tucTok 1 namieHTa 1 popma iHhopMmoBaHoi 3roau A YKpaiHu,
Bepcis 4.0 Big 21 BepecHs 2021 poxy yKpaiHCBKOIO MOBOIXO; [H(opmamiifHWii THCTOK JJs TMamieHTa i
dbopma iHpopMoBaHOi 3roau s Ykpainu, Bepcis 4.0 Big 21 Bepecust 2021 poky pociiicbkKOX MOBOIO;
Honatok 1o ¢popmu iHopMoBaHoi 3roau st Ykpainu Bepcii 3 Bix 22 rpynns 2020 poky, Bepcis 1 Big 21
BepecHs 2021 poky aHriicekor0 MoBo1O; JlogaTok 10 ¢popmu iHGOpMOBaHOT 3rou s YKpaiHu Bepcii 3
Bix 22 rpynus 2020 poky, Bepcis 1 Bix 21 BepecHs 2021 poky ykpaiHChbKO0 MOBOMO; [lonaTok 10 ¢popmu
iHpopMoBaHoi 3roau A Ykpainu Bepceii 3 Bix 22 rpynass 2020 poky, Bepeis 1 Big 21 BepecHst 2021 poky
POCIHCEKOI0 MOBOIO

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2006 Big 02.10.2019

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

BaraTtoueHnTpoBe, 0HOTPYIOBE, BIAKPUTE, JOCIIIKEHHS 3 OLIHKU JOBIOCTPOKOBOI O€3IeKH IMpernapaTry
ManuTteHTaH y MalieHTIB 3 JIETEHEBOIO TiMEePTEH3I€I0, SKI paHille JiKyBalucs npenapaToM ManuuTeHTaH B
kiiniuauX gocmimkerHsx (UMBRELLA), AC-055-314, ¢inansHa Bepcis 7 Bix 15 sxoBtHs 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekeHOI0 BifnosiganbHicTI0 « TABKOPIT KJIIHIKAJI JIEBEJIOTIMEHT YKPAIHA»




MPOJOBKEHHS 10/1aTKa 6

Cnoncop, kpaina

Axtenion ®apmacerotikaic JIta. [Actelion Pharmaceuticals Ltd], [lIBetinapis

CynytHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHUX



Jonartok 7

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

Omnosaennii IIporokon kiixiunoro mocmimkendss ROR-PH-301 (APD811-301), 3 iHKOpIOpPOBaHOO
norpaBkoro 4 Big 25 yepBHs 2021 poky; [npopmanilinuii muctox i popma 3roau, Bepeis VS.0UKR(uk)1.0
Bix 10 Bepecust 2021 poky, mepeknan ykpaincbkoro MoBoo Binl 16 Bepecus 2021 poky; [ndopmaniiinuit
JTUCTOK 1 popma 3roam, Bepcist V5.0UKR(ru)1.0 Big 10 Bepecnst 2021 poky, nepekiiag pociiChKO MOBOIO
Bi 16 BepecHs 2021 poky; 301 IlociOHUMK i3 BKa3iBKOI IIOJO 3aCTOCYBaHHS JIIKQpPCHKOTO Mpernapary,
Bepcis [V02 UKR(uk)] Bim 24 TpaBus 2021 poky, ykpaincekoro MoBorw; 301 Irctpykuis momo
3aCTOCYBaHHS JIOCIiKyBaHOTO Tipemnapaty, Bepcis [V02 UKR(ru)] Bix 24 tpaBus 2021 poky, pociiicbKoi0
MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 636 Bin 22.03.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«ADVANCE OUTCOMES nocnimkeHHs e(eKTUBHOCTI Ta O€3MeYHOCTI pajiHemnary, CIpsIMOBaHE Ha
MOJIMIIIEHHS pe3ysbTaTiB JIKYyBaHHS MAalll€HTIB 13 JIETEHEBOIO apTepialibHOO rineprensieo», ROR-PH-301
(APD811-301), 3 inkopriopoBaHo morpaskoto 3 Bix 02 tpasus 2019 poky

3asiBHUK, KpaiHa

[TignpuemcTtBo 3 100% 1HO3eMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

«IOmnaiiten Tepam’rotike Kopriopeitmny» (United Therapeutics Corporation), United States

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




JonaTok 8

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPaBOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuii I[Ipotokon kmiriuHOTO nociimkenns CT-P41 3.1, Bepcis 2.1 Bim 30 mumas 2021 p.,
AHTIIIICHKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[loxBiltHe crine, paHAOMI30BaHE, AKTUBHO KOHTPOJBOBAHE IOCTIKEHHS (azu 3 UIsl MOPiBHIHHS
edekTuBHOCTI, (apmMakoKiHEeTUKH, (apMakoguHaMiku Ta Oe3neunocti mnpemapaty CT-P41 Ta
minen3zoBanoro y CIIIA mikapcekoro 3aco0y Prolia y KiHOK y IMOCTMEHOIIAy3i 3 OCTEOMOPO30MY»,
CT-P41 3.1, Bepcis 2.0 Big 08 xBiTHs 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6mexeHoro BinnopinanbHicTio «KoHTpakTHO-/{ochinnuinpka Opranizaiis IHHOpapm-
Ykpaina»

CrnoHcop, kpaina

CELLTRION, Inc., Republic of Korea/ CEJIUJITPIOH, Iuk, Pecniybmika Kopes

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JonaTok 9

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPaBOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

Omnosnenuii IIporokon gocmimxenHss — IIporokon EX6018-4758, Bepcis 2.0, dinanpHa, Big 13 aumHs
2021 p. (Protocol EX6018-4758, version 2.0, Final, dated 13 July 2021); Indopmarist nnst yuacHuka ta
®opma 3romu Ha ywacTh y gociimkenHi, Bepcis 3.0-UA(UK), dinansna, Bim 14 Bepecus 2021,
yKpaiHCchKOI0 MOBOM; [H(opMmartis s ydacHuka tTa dopma 3rou Ha ydacTb y JOCIHiIpKeHH], Bepcis 3.0-
UA(RU), ¢inansua, Big 14 Bepecus 2021, pociiicbkoro MoBoto; IHdopmariis nns ydacHuka ta Popma
3roJ Ha Y4acTh JUIA momnepenHboro ckpuHinry, Bepcis 2.0-UA(UK), ¢inansna, Big 14 Bepecus 2021,
yKpaiHCbKOIO MOBOI0; IH(dopmanis mis ydacHuka Ta Dopma 3roaM Ha ydacTh AJIA MOMNEPEIHBOTO
ckpuninry, Bepcis 2.0-UA(RU), dinansua, Big 14 BepecHs 2021, pociiicekoro MoBoto; [Hdopmartis s
yuacHuka Ta ®opma 3roau Ha BUKOPUCTAHHS eXxoKapaiorpadiyHuX 300paxeHb s MaiOyTHIX
nocmikens, Bepeis 2.0-UA(UK), dinanbha, Big 14 Bepecus 2021, ykpaiHCbKOI0 MOBOIO; [HbopMarist s
yuacHuka Ta ®dopma 3roau Ha BUKOPUCTAaHHS eXxoKapiaiorpadiyHuX 300paxeHb s MaiOyTHIX
nocaimkens, Bepeisd 2.0-UA(RU), ¢ginanbHa, Big 14 BepecHs 2021, pociiicbkoro MoBoto; [Hpopmaris ans
ydacHUKa JociimkeHHs Ta @opma 3rofu Ha HaJaHHS 3pa3KiB KPOBi Ui MaOYTHIX JOCHIKEHb, BepCis
2.0-UA(UK), ¢inanpnaa, Bim 14 BepecHs 2021, ykpaincpkoro MoBorw; IHMopmarmis mis ydacHuka
nochimkeHHs Ta @opma 3roau Ha HaJaHHS 3pa3KiB KpoBi g MalOyTHIX AOCHiIKeHb, Bepcia 2.0-
UA(RU), ¢inanbua, Big 14 BepecHs 2021, pociiicbkoro MoBoro; [Hpopmanis ans yyacHuka ta dopma
3roqd Ha OOMIH iH(OpMali€ [UId MapTHEpa YYacHUIl y BMIAJKy MaTOJOTIYHOI BariTHOCTI abo
HapO/PKEHHS UTUHU 13 MOpPYIIEHHAMHU cTaHy 370poB’d, Bepcis 2.0-UA(UK), dinanbha, Binx 14 BepecHs
2021, ykpaiHncbkoro MoBoo; [Hpopmaris /g ydacHuka Ta @opma 3roau Ha OOMIH 1HQOpMaI€ A
napTHepa yYacHUIll y BUMA/IKY MATOJOTIYHOT BariTHOCTI a00 HapOKEHHs TUTHHU 13 OPYIICHHSAMH CTaHY
3nopoB’s, Bepcis 2.0-UA(RU), dinansHa, Big 14 Bepecus 2021, pociiicbkoio MoBoto; CynmyTHI Matepianu,
[0 MOXYTh HAJaBaTUCh MAalliEHTaM sKI MPUIMarOTh ydacTh B jgociimkeHHI EX6018-4758 — «ZEUS:
Karamor marepianis s mamienTtiBy, gpinampHa Bepeis 1.0-UA(UK) Bixg 21 kBiTHS 2021 p., yKpaiHCHKOO
MOBOI0; BKITIOUEHHS 101aTKOBUX MICIlb TPOBEACHHS KIIHIYHOTO BUPOOOBYBAHHS:




2 MPOJOBXKEHHS J0/1aTKa 9

Ne [1.1.B. BiAIOBIHAJIBHOTO JOCHITHUAKA
n/n HasBa micus nmpoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1. n.m.H. Yepniok C.B.

HepxaBHa ycraHoBa «HarioHaibHHI HAyKOBHH TIEHTP «[HCTUTYT KapaioJIorii iMeHi akajemika
M./I. Crpaxkecka» HarionanbHoi akagemii MEAMYHUX HayK YKpaiHU, BT HEKOPOHAPHHUX
XBOPOO cepris, peBMartoJorii Ta tepamii, M. Kuis

2. nikap 'opomko O.C.

Komynansne Hekomepuiiine mianpuemctBo KwuiBcbkoi oGmachoi pamu «KuiBcbka obnmacHa
JKapHs», KOHCYJIbTaTHBHO-JIIKYBAJIbHE BijIieHHs, M. KuiB

3. I.M.H., ipod. [namyxk T.O.

ObnacHe KOMyHaJbHE HEKOMEpIiifHe MiANpHEMCTBO «YepHiBenpKka JIKapHS IIBHUIKOI
MEAMYHOI AOMOMOTH», TepaneBTuyHe BiaaiieHHs Nel, BykoBUHChKUI Jep)KaBHUN MEIUYHUN
YHIBEPCHUTET, Kadepa nponeIeBTHKH BHYTPIIHIX XBOpoO, M. YepHiBIi

4, K.M.H. BumneBenskuii 1.1.

Komynanene mignpuemctBo «Jlikapas Nel» KuToMupcbkoi MiCbKOI paad, KOHCYJIbTaTHBHO-
JiKyBasibHe BiiaiieHHs «HaykoBo-10CHiTHUIBKUIA HEHTP», M. JKutoMup

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2237 Bin 18.10.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Jocnimkenns ZEUS - BruuB 3inTiBekiMaOy MOPIBHSHO 3 IJanedo0 Ha CepleBO-CYIMHHI HACHIIKU B
YYaCHMKIB 3 [JiarHOCTOBAaHHMM aTE€pPOCKIEPOTHYHUM 3aXBOPIOBAHHSAM CEPLIEBO-CYAMHHOI CHCTEMH,
XPOHIYHOIO XBOPOOOI HUPOK 1 CHCTEeMHHUM 3amaieHHam»., EX6018-4758, Bepcis 1.0, dinanbHa, Bix
16 xBiTHS 2021 poky

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CnoHcop, kpaiHa

Novo Nordisk A/S, Denmark

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepaabHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Honarok 10

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris cyrTeBoi BxmroueHHs 101aTKOBUX MiCIb TPOBEICHHSI KJIIHIYHOTO BUITPOOYBAHHS
MONPaBKH Ne [1.Ib. BiAMOBiAaIBHOTO TOCIIAHUKA
n/u Ha3sa micis nmpoBeieHHS KJIIHIYHOTO BUIPOOYBaHHS

1. a.M.H., mpod. Kopxx O.M.

Menuko-caHiTapHa 4YacTHHA TPUBATHOTO  aKIIOHEPHOTO TOBAPUCTBA  «XapKiBCHKHM
TPAKTOPHUH 3aBOJI», TEPANICBTHYHE BIUIICHHS, M. XapKiB

2. 3aB. Bij. Jlorowma I1.1.

LlenTp MeaumuHux mociayr Ta peabimitamii JlepkaBHOi aKIIOHEPHOi XOJAMHIOBOi KOMIIaHii
«ApTemy, BIIUIUICHHS JACHHOTO CTaIlioHapy NoJikiiHiku, M. KuiB

3. JI.M.H., mpod. Mopo3 JI.B.

KomyHanbHe HekoMmepIiiiiHe mianpueMcTBo «BiHHUIBKA MichbKa KIiHIYHA JikapHa Nely,
iH(dekiiiiHe BinaUieHHd, BiHHUIBKUI  HaliOHAIBHUNW  MEAMYHUN  YHIBEPCUTET  IM.
M.I. TTuporosa, kadenpa iHGEKIiHHIX XBOpoO 3 KypcoM ermigeMionorii, M. BiHHuIS

Howmep Ta nara Hakazy —
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ha3ssa xiiniunoro «PannomizoBaHe, mojABiitHe crine, muanebo-KOHTPOJIbOBaHe KIiHIYHE AOCTiKeHHs 2b da3u g OmiHKu

BUMPOOYBaHHS, KO, edekTuBHOCTI Ta OesneyHocti pinematoBipa (JNJ-53718678) y mopociaux amMOyJaTOpHHMX MAaIllE€HTIB,

Bepcid Ta Jara 1HpIKOBaHUX pecHipaTopHO-CUHUUTIANbHUM BipycoM (PCB), 3 miaBHIIeHMM pHU3UKOM mporpecii
3axXBOpIOBaHHS, 1110 TTOB’si3aHa 3 PCBy», 53718678RSV2008, Bix 12.03.2021 p.

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

CnoHcop, kpaiHa «IHCCEH ®APMAIEBTUKA HB», benbris

CynyTHi —

MaTepiaau/mpenapaTu

| CymyTHBOI Tepamii
B.o. renepanbHoro nupexropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 11
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

3112-301-001 Ilpouec orpumanus iHpopmoBanoi 3roau Bepcis 2.0 Big 02 mumas 2021, ykpaiHChKOIO
moBoro; 3112-301-001 ITpomec orpumanHs indopmoBanoi 3romu Bepcis 2.0 Big 02 mumas 2021,
pociiicbkoro MoBot0; 3112-301-001 KepiBHUIITBO 110710 BI3UTIB HochimkeHHs _ Bepcis 2.0 Big 02 numnHs
2021, yxpaincekoro moBoro; 3112-301-001 KepiBHuurBo 1o Bi3uTaM aociikeHHs _ Bepcis 2.0 Bixg
02 numus 2021, pociiicbkoro MoBoto; 3112-301-001 Bpomypa narienta_ Bepcis 2.0 Big 02 nunus 2021,
ykpaincekoro MoBoro; 3112-301-001 Bbpomrypa namienta  Bepcis 2.0 Big 02 mumas 2021, pociiichKoro
MoBoro; 3112-301-001 ITnakat mnst mamientiB _ Bepcis 2.0 Bim 02 numusg 2021, ykpaiHCBKOIO MOBOIO;
3112-301-001 ITmakar anst mamienTa _ Bepcist 2.0 Bix 02 smmHs 2021, pociiicbKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«6-THKHEBE 0araTolIEHTPOBE PaHJAOMI30BaHE MOJABIHHE CIiMNe IMIanedo0-KOHTPOIhOBAHE JOCTIHKCHHS B
napajeabHUX Ipynax 3 BUBUEHHS €(EKTHUBHOCTI i Oe3nevyHocTi Kapumnpasuny y aiteit (Bikom Bix 10 no
17 pokiB) mpu JKyBaHHI JI€IPECUBHMX €MI30[iB, IOB’S3aHUX 3 OINOJSApPHUM po3nagoM [ Tumyy,
3112-301-001, nomnpaska 2 Bix 19 mororo 2021 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CrnoHcop, kpaina

«Aunepran Jlimiten», Benukoopuranis (Allergan Limited, United Kingdom)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

IBan 3AZIBOPHUX




Jomarok 12

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
HOIIPABOK J0 MPOTOKOJIIB

KJIIHIYHUX BUMTPOOYBaHb»

29.11.2021 Ne 2646

InenTudikamis cyrreBoi
MOTIPaBKU

Inpopmarniss ans mnamienta ta Dopma iHbopmoBaHoi 3roam — I[Iporokonm AC-065B302, Bepcis
yKpaiHCbKOI0 MOBOW uia Ykpainu Big 24.09.2021, Bepcis 4.0; Indopmanis ans manienta ta Popma
iH(popmoBanoi 3roau — [Iporokon AC-065B302, Bepcis pociiickkoro MOBOtO it YKpainu Bix 24.09.2021,
Bepcis 4.0

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2917 Bin 15.12.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe, paH0Mi30BaHe, MOABIHE ciine, mianedo KOHTPOJIbOBAaHE, B MapajelbHUX I'pylax, B
MOCIIIJJOBHUX TpyIax, aAanTUBHE KIIHIYHE JOCTIIKEeHHS 3 a3y 3 HACTYNHUM BIIKPUTUM MPOJOBKEHUM
NepioioM Ui OLIHKM €(EeKTUBHOCTI Ta O€3MeYHOCTI JIIKYBaHHs CEJIEKCIIaroM sIK JIOMOBHEHHS [0
CTaHJIapTHOI Tepamii y NaIlleHTIB 13 HeonepaOeabHO0 abo CTIHKOIO / PELUIUBYIOUOIO MICIIs XIPYpPriyHOTO
Ta / abo IHTEPBEHLINHOIrO JIKyBaHHA XPOHIYHOI TPOMOOEMOOJIIYHOIO JIE€HEBOIO TilepPTEeH31€0N,
AC-065B302, 3 monpaskoto 3, Bepcis 4, Bin 29.09.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 13

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi 3MiHa Ha3BU MICIS MPOBEACHHS KJIIHIYHOTO BUIPOOYBAHHS .

MONPaBKH byno Crano
K.M.H. MakenoHceka [.B. K.M.H. MakenoHcbka [.B.
Komynanenuit 3aknman  «JlHimpoBchka Mickka | KomyHanpHe — HEKoMepuiiiHE — iAPHEMCTBO
muTsva KiiHigHa JrikapHs NeS» JlmimpoBebkoi | «Mickka auTsA4a KIiHIYHA JiKapHsS No  6»
MiCBKO1 panu, KOHCYJIbTaTHBHO- | JIHIMPOBCHKOI MICBKOI pajn, KOHCYJIbTAaTHBHO-
JIarHOCTHYHEB1TUICHHSI, M. JIHITIpO JIarHOCTHYHE BiIUIeHHs, M. JIHIIpO

Howmep Ta nara Hakasy Ne 2333 Big 25.11.2019

MO3 110110 3aTBEPIKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

HazBa kiiH14HOTO «PannomizoBaHe, MoABiMiHE ciine, IUIale00-KOHTPOIbOBAHE JOCHIIKEeHHs (a3 3 [ OLIHKHU

BUIIPOOYBaHHS, KOJI, 6e3neyHocTi Ta edexTuBHOCTI mpenapary MEDI8897, MOHOKIOHAIBHOrO aHTHUTIIA A0 PeCHipaTOpHO-

BepCis Ta JaTa CHUHIIUTIAJILHOTO BIPYCY 3 MOJOBXXEHUM IEPIOJOM HaliBBUBEJICHHS, Y 3/I0POBUX MI3HIX HEJAOHOILEHUX Ta

noHomeHux HeMoBisAT (MELODY)», D5290C00004, inkopriopoBanuii nonpaskoto 1 Big 1 motoro 2021
P- -

3asiBHUK, KpaiHa ITIinnpuemctso 3 100% iHo3emHo10 1HBecTHLier0 «AUK’FOBIA PJIC Ykpaina»

CnoHcop, kpaina MedImmune, LLC, CIIIA

CynyTHi —

MaTtepiaiu/mpenapaTu

CYIYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Honatok 14
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa Ha3BU MICIS MPOBEACHHS KJIIHIYHOTO BUIPOOYBAHHS .
byno

Crano

K.M.H. MakenoHceka [.B.

KomyHnanpuuit 3aknan «JlHIIpOBChKA MichKa
IuTsAva  KiiHigHa JrikapHs NeS»  JIHimpoBcbkoi
MICBKOI paad, KOHCYJIbTaTHBHO-IIarHOCTUYHE
BiIIIEHHS, M. J[HITpO

K.M.H. MakenoHcbka [.B.

KomynanpHe  HekoMepuiiiHE  HiANPHEMCTBO
«Micbka uTAYa KIiHIYHA JiikapHa — Ne6y
JIHIPOBCHKOI MICBKOI pajau, KOHCYJIbTaTUBHO-
JIarHOCTHYHE BiIUICHHS, M. JIHIIpO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2333 Big 25.11.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBaHe, 1o/BiiiHE ciine, KOHTPOJIbOBAHE MpenapaToM naiiBizymMad nociipkeHHs (asu 2/3 s
ouiHku OesneuHocti mnpenapaty MEDI8897, MOHOKIOHaJIBHOTO aHTHUTIIA JIO peCHipaTOpHO-
CUHIIUTIAJILHOTO BIPYCY 3 MOJIOBXKEHHUM I1E€P10/I0M HaliBBUBEJIEHHS, Y AIT€H 13 BUCOKUM CTYIIEHEM PU3UKY
(MEDLEY)», D5290C00005, inkopriopoBanuii nonpaskoto 1 Big 31 6epe3nst 2021 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJC Ykpaina»

Crnoncop, kpaina

MedImmune, LLC, CIITA

CynyTHi
MaTtepiaiu/mpenaparu
CYIyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHHUX




Jonartok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

CLI-06001AA1-04 Bbykner mis orpumanHs 3roau, Bepeis 1.0 Big 05 6epesns 2021 poky yKpaiHCHKOIO
moBoto ais Ykpainu; CLI-06001AA1-04 Jluct no maumienta, Bepcis 1.0 Bim 05 Gepesns 2021 poky
ykpaincbkoro MoBoto it Ykpainu; CLI-06001AA1-04 Jluct no mikaps, Bepcis 1.0 Big 05 Gepesns 2021
POKY ykpaiHchKoro MoBoto st Ykpainu; CLI-06001AA1-04 Bpomrypa mis Habopy namieHTiB, Bepceis 1.0
B 05 Oepe3nst 2021 poky ykpaincbkoro MoBow ansg Ykpainu; CLI-06001AA1-04 BiransHa Oporrypa,
Bepcis 1.0 Bix 05 6epesns 2021 poky ykpaincekoro MoBoro aisi Yipaiam, CLI-06001AA1-04 JlucriBka,
Bepcis 1.0 Big 05 6epesns 2021 poxy ykpaiHchbkor0 MOBOIO [Uisi YKpainu; KapTka narieHTa, Bepcis 2 Bij
31 cepmas 2021 p. anrmilicekoro MoBoOO Ut YKpainu; Kaprka manienrta, Bepcis 2 Bix 31 cepmas 2021 p.
aHTJIACHKOI0 MOBOIO il YKpaiHM Ha OCHOBI aHrmiicekoi Bepeii 2.0 Bix 19 kBitHsa 2021 p. Ilepexnan
YKpalHChKOI0 MOBOIO Bim 16 BepecHs 2021 p.; CKpIiHIOIOT MPUCTPOIO JUIsl 3alOBHEHHS IIOJCHHUKIB
(ERT eCOA Handheld for Moto G9/Lenovo K12) Bix 08 6epe3ns 2021 poxy; CKpiHIIOT HPUCTPOIO st
3anoBHeHHs1 woneHHUKIB (ERT eCOA Handheld for Moto G8) Big 15 rpyaus 2020 poky; 3miHa
BIJIMOBIAAILHOTO JIOCJIITHUKA y MICIII TPOBEJCHHS KIIHIYHOTO BUIPOOYBAHHS !

Byno Crano
k.M.H. Kimanoyx B.O. nikap Muxaitnoa 3.B.
KomyHnaneHe  HekomepuiiiHe — mianpuemctBo | KomyHanbHe — HEKOMepIiiiHE  MIAIPUEMCTBO

XapkiBcbkoi obnacHoOi paau «Ob61acHa KiiHIYHA
JIKapHs», IMyJIbMO-AJIEPTrOJIOriuHe BIAJIJICHHS 3
IMYHOJIOTIYHUMHU Ta TEPANEBTUYHUMM JIIKKAMH,
M. XapKiB

XapkiBcbkoi obsacHOi paan «Ob61acHa KiIiHIYHA
JKApHS», MYyJIbMO-aJIEPTOJIOTIYHEe BIIIUICHHS 3
IMYyHOJIOTIYHUMH Ta TEPaNeBTUYHUMH JI>KKaMH,
M. XapKiB

Howmep Ta nara Hakazy
MO3 10110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 833 Bin 28.04.2021
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HasBa kjiHI9HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«52-TKHEBe, paHAOMi30BaHe, MOABIMHE clline, MIanedo KOHTPOJILOBAHE JOCHIKEHHS y MapaielbHUX
rpymnax 3 METOI OIHKU e(peKTUBHOCTI Ta Oe3medHocTi nBox A03 npemnapary CHF6001 y dopmi cyxoro
MOPOLIKY JJISl IHTaJISAIHN, 10 JOJAIOTHCS A0 MiATPUMYI0UOi OTPIMHOT Tepamii y MalieHTiB i3 XpOHIYHUM
00CcTpyKTUBHHMM 3axBoproBaHHsAM JiereHb (XO3JI) ta xponiuaum 6ponxitom», CLI-06001AA1-04, Bepcis
2.0 Bix 03 tpaBus 2021 poxy

3asBHUK, KpaiHa

ToBapuctBo 3 oOMexeHoto BianoBiganbHicTIO «JIABKOPIT KJITHIKAJI JIEBEJIOIIMEHT VYKPAIHA»

Cnoncop, kpaiHa

«K’e3i ®apmanentivi C.mm.A.» [Chiesi Farmaceutici S.p.A.], Itanis

CynyTHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




Jonatok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

3miHa 3asgBHUKA KiIiHIYHOro BumpoOyBanHs 3 TOB «Cineoc Xenc Vkpainay» Ha «EOG0OBi
biopapmacsrotikans ['MmOX», LIBeitnapis

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure mocmimkenus Il ¢a3u 3 OMIHKK JOBrOCTPOKOBOI O€3MEYHOCTI MEPOPATBHOTO 3aCTOCYBAHHS
JTHAKIOTUY B AiTel 13 QyHKuioHanbHUM 3akpenom (P3) abo cHHIPOMOM IMOAPA3HEHOTO KUIIEYHUKA 13
3akpenoM (CIIK-3)», LIN-MD-66, nonpaska EU-2 Bix 07 ceprast 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CrnoHcop, kpaina

Allergan Ltd., United Kingdom

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Jonatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

[HpopmamiitHuii nucTok mamieHTa 1 Gopma iHpopMoBaHOI 3roau Juisi YKpaiHU aHTIIHCHKOK MOBOIO,
Bepcia 8/1/0 Bim 04 xoBtHs 2021 p. (Ha ocHoBi 6a3oBoi Bepcii 8.0 Bim 23 Bepecus 2021 p.);
[ndpopmaniiinuii nuctok mamienta i Gopma iHGOpMOBaHOI 3roau Uid YKpaiHU YKPaiHCHKOK MOBOIO,
Bepciss 8/1/0 Bim 04 »xotHS 2021 p. (Ha ocHoBi 06a3oBoi Bepcii 8.0 Bim 23 Bepecus 2021 p.);
[Hdopmartifinuii TUCTOK MamieHTa i popMa iHGOPMOBAHOI 3T0U sl YKpaiHU POCIMCHKOI0 MOBOIO, BEPCis
8/1/0 Bix 04 xoBTHs 2021 p. (Ha ocHOBI 6a30B0i Bepcii 8.0 Bix 23 Bepecus 2021 p.)

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1636 Big 20.07.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Binkpure nocnimkenHsa gasu 1b/2 3 MeToro omiHKK (papMaKOKIHETUKH, O€3MeYHOCTI, €EeKTUBHOCTI Ta
¢dapmakonunamiku npenapary PF-06801591 (inriGitop PD-1) B yuyacHHKIB i3 pO3MOBCIOPKEHUMH
37I05IKICHUMHU HOBOyTBOpeHHsIMU», B8011007, octaTouna Bepcisa nporokoiy, [lonpaska 2 Bijx 24 yepBHS
2020 poky

3asiBHUK, KpaiHa

[aiizep Iuk., CIHA

CrnoHcop, kpaina

[¢aiizep Ink., CIIA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Jonatok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-3475-B21 / ENGOT-enl1l / GOG-3053, Bepcis 1.01 Bix 20 »xoBtHs 2021 p., yKpaiHCHKOIO
MOBOIO, iHoOpMamis Ta JOKYMEHT Tpo iH(QopMoBaHy 3roy Jis THalieHTa; YKpaiHa,
MK-3475-B21 / ENGOT-enll / GOG-3053, Bepcis 1.01 Bixg 20 xoBtHs 2021 p., poCiiiCbKOIO MOBOIO,
iHpoOpMaris Ta TOKYMEHT PO iHPOPMOBaHY 3roAy JJIs MalieHTa

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 80 Big 19.01.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«PanmomizoBane, moxBiiiHe cimine mgociimkeHHs III da3m mns omiaku memOposizymady MOPIBHSIHO 3
ane6o y xomOiHamii 3 aa'foBaHTHOIO XiMioTepamiero 3 abo 0e3 mpomeHeBoi Tepamii s JiKyBaHHS
MAallEHTOK 3 HEAaBHO JIIalrHOCTOBAaHMM PAaKOM E€HJOMETpPIS 3 BHCOKMM PHU3MKOM Micisd omnepauii 3
aikyBanbHot0 MeToro (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», MK-3475-B21 / ENGOT-enll /
GOG-3053, 3 inkopriopoBanoto norpaBkoro 02 Bix 13 Tpasus 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

CnoHncop, kpaina

«Mepk Ilapn Enn JJoym Kopn.», nouipne nianpuemctso «Mepk Enpg Ko., [Hk.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnena Opomrypa gociigauka npenapary Ka6o3zantinid (Cabozantinib (XL184)), Bepcis 17.0 Big 07
munag 2021 poxky aHriiiicbkoro MoBoro; OcCHOBHUHM iH(MOpMAIiiHMN JUCTOK malieHTa Ta Qopma
iHdopmoBanoi 3ronu st Ykpainu, Bepcis 4.0 Bim 19 cepmus 2021 p., yKpalHCBKOIO Ta POCIHCHKOIO
MoBamu; Dopma iH(DOPMOBaHOT 3roAM HA TPOJOBKEHHS MPUHOMY OCIHIHKYBAHOTO mpemnapary (-abo
IpernapaTiB) Mmicis mporpecyBaHHs paky ans Ykpainu, Bepcist 3.0 Big 19 cepnusa 2021 p., ykpaiHCBKOIO 1
POCICBKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2243 Big 05.10.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanaomMizoBaHe BIIKPUTE KOHTPOJIhOBaHE MOCHiIKeHHs (a3u 3 3 oiiHku 3acTocyBaHHS Kabo3aHTiHIOY
(XL184) y xomOiHamii 3 ATe30:113yMab0M y MOpPIBHSAHHI 3 HOBITHBOIO ropMoHanbHoro Tepamiero (HI'T)
Jpyroi JIiHIi y NaIieHTIB 3 METaCTaTUUYHUM KacTpalliHO-PE3UCTEHTHUM PaKOM IMEPEAMIXYpPOBOI 3aJ103U»,
XL184-315, nompaska 2.0 Big 13 TpaBus 2021 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIAAJIBHICTIO
ACCOVIIMENTC YKPATHA» (TOB «®PA YKPATHAY)

«PAPMACBIOTIKAJI PICEPY

CrnoHcop, kpaina

Exelixis, Inc., CIITA

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonarox 20

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nocnigauka, RO5541267 TECENTRIQ (ATte3onizymad/Atezolizumab), Bepcis 18 Bim aumHs
2021 poky anrmiiicekoro MoBoro; [lomatok Nel Bim cepmus 2021 poky mo bpomypu mocmigHuka,
RO5541267 TECENTRIQ (ATte3omnizymad/Atezolizumab), Bepcist 18 Bix munus 2021 poky aHTIiHCHKOIO
MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2006 Big 02.10.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«Bigkpure 6aratoreHTpOBE JOAATKOBE JOCHIKCHHS B MAI[I€HTIB, PAHIIIC BKIIOYCHUX IO JOCIIHKCHHS
npernapary Arte3onizymad, crnoncopom skoro € Genentech ta/abo F. Hoffmann-La Roche Ltd
(IMBRELLA B)», BO40729, Bepcis 4 Big 28 tpaBHs 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «DAPMACBIOTIKAJI PICEPY

ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CrnoHcop, kpaina

F. Hoffmann-La Roche Ltd. /®. Xoddmann-JIs Pour JItx., [lIBetinapis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 21

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

bpomypa nmocminnuka MK-3475, Bumanns 21 Big 02 BepecHs 2021 poky, aHTIIHCBKOI MOBOIO;
Iadopmartis Ta ToKyMeHT npo iH(pOpPMOBaHY 3roAy Ui namienTa, Bepcis 05 mist Ykpainu Bix 13 skoBTHS
2021 p., ykpaiHCBbKOIO Ta POCIHCHKOI0 MOBaMU

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2006 Big 02.10.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane, Binkpute pocmimkeHHs III ¢dasu nemOponizymaby (MK-3475) y mnoenHanHi 3
nenBatuHiOoM (E7080 / MK-7902) y mopiBHSHHI 3 XiMioTepami€ro Mepmioi JiHii JIKyBaHHS IIPH
po3noBCcrOKeHIH abo peuuauByrouid  kapuuHomi engometrpis (LEAP-001)», MK-7902-001, 3
1HKOpriopoBaHoto nornpaskoro 05 Big 17 Oepe3ns 2021 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiganpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipue nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




JonaTok 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa nocminnuka ans aresonizymady (TECENTRIQ®, RO5541267), Bepcis 18 Big mumas 2021 p.;
HNomarox Nel, Big cepmus 2021 pmo Opomypum pochigauka s artezonizymady (TECENTRIQ®,
RO5541267, MPDL3280A), Bepcis 18 Bix mumus 2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1090 Big 19.10.2016
Ne 248 Bix 09.03.2017
Ne 800 Binx 26.04.2018
Ne 621 Binx 24.09.2015
Ne 1804 Big 15.08.2019
Ne 296 Bin 11.02.2020
Ne 211 Bin 07.02.2018
Ne 928 Bix 15.05.2018
Ne 187 Bin 05.02.2021
Ne 1012 Big 24.05.2021
Ne 1012 Big 24.05.2021
Ne 2917 Big 15.12.2020
Ne 1360 Big 10.06.2020
Ne 614 Bin 01.04.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararorieHTpoBe paHaoMizoBaHe Mmialne0o-koHTpoaboBane nociikeHHs 111 ¢as3u are3onizymaldy (anTH-
PD-L1 a"TuTiyio) B pekUMI MOHOTEpAMii Ta B OEAHAHHI 3 XIMIOTEpaIll€l0 HA OCHOBI IUIATUHHU Y MAlII€HTIB
13 HEJIIKOBAHOIO MICIIEBO-TIOIIMPEHOI0 a00 METacTaTUYHOIO YpOTeTialbHOI KapiuHoMmoo», WO30070,
Bepcisa 9 Bin 9 6epesns 2021 p.;

«bararorieHTpoBe, paHIOMI30BaHe, IUIANE00-KOHTPOJIbOBaHe, MojBiHE ciine pochimkeHHs I ¢asu
ate3oiizymady (antu-PD-L1 aHTUTLI0) B SIKOCTI a/1’FOBAaHTHOI Teparii y Mali€HTiB 3 HUPKOBO-KIITHUHHOIO
KapIIMHOMOIO 3 BUCOKHM PU3UKOM PO3BUTKY MeTacTasiB micist Heppekromiin, WO39210, Bepcia 9 Bin 07
motoro 2021 p.;
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«baratouieHTpoBe, paHIOMi30BaHe, MOABIMHE ciine, Iianedo-KoHTponaboBaHe nociipkenns I daszu
are3onizymaldy (antu-PD-L1 aHTHTINO) B AKOCTI a7’ FOBaHTHOI Teparlii Mmicias paJuKalbHOTO JIKyBaHHS Y
MAIIEHTIB 3 MICHEBO-TIOMIHUPEHOI MIOCKOKIITUHHOK KaplIMHOMOIO T'OJIOBH Ta IIMI BUCOKOTO PHU3UKYY,
WO040242, Bepcis 9 Bing 07 ciuns 2021 p.;

«Bigkpure OaraTornieHTpoBe paHgoMizoBaHe npocuipkeHHs Il ¢asu  aresomizymady (antu-PD-L1
AHTUTLJIO0) B AKOCTI a1’ FOBAaHTHOI Teparii y MOpiBHSAHHI 31 CIIOCTEPEKEHHSIM Y MAIIEHTIB 3 yPOTENiaTbHOIO
KapIUHOMOIO 13 TPOHUKHEHHSM Yy M S30BHH IIap 3 BUCOKUM pIBHEM PHU3MKY MICIS XipypridHOTO
BuganeHus», W029636, sepcis 10 Big 13 kBitas 2020 p.;

«Bigkpure, O6araToleHTpoBe NPOAOBXKEHHS JOCHIIPKEHb 3 JOBTOCTPOKOBUM CIOCTEPEKEHHSM 3a
MaIieHTaMH, SKi MPUIMaTH y4acTh Y JOCIIPKEHHAX are30iizymaly, e crioHcopom Oynu JxeneHTek [HK.
ta/abo ®@.Xoddmann-Jla Pour JItay, BO39633, Bepcis 9 Bix 23 mrotoro 2021 p.;

«[loxBiltHe crmine TUIANE00-KOHTPOIbOBaHe paHaomizoBaHe (a3u Il mocmimkeHHs imaracepriOy y
KOMOiHaIIi1 3 aTe30J113yMadOM Ta MaKJIITAKCEIOM B SKOCTI JTIKYBaHHS JJIsl HAI[IEHTIB 3 MiCIEBOMOIINPEHUM
HeornepadeTbHUM a00 METAacCTaTUYHHUM, IMOTPIHHO-HETaTUBHUM pPakoM MoOJo4HOI 3amo3u», CO41101,
Bepcis 5 Bing 21 rpyaus 2020 p.;

«[loxBiltHe crmine TUIANE00-KOHTPOIbOBaHE paHaomizoBaHe ¢asu Il mocmimkenHs imaracepridy y
KOMOiHAIlii 3 MakJIiTakceJIOM B SKOCTI JIIKYBaHHS [JJs TAIl€HTIB 3 TE€HHUMH MOPYLUICHHSIMU
PIK3CA/AKTI1/PTEN B rpyni MicleBONOUIMPEHOTO a00 METACTaTUYHOI'O, MOTPIHHO-HETaTUBHOTO PaKy
MOJIOYHO1 3a103u abo B Tpymi ropMoH-no3utuBHOTO, HER2-HeratmBHOro paky MOJIOYHOI 3a5103u»,
C0O40016, Bepcis 10 (Koropta C) Binx 09 mrotoro 2021 p.;

«[ToxBiitHe crimne, 6araToneHTpoBe, panaomizoBane gociimkeHHs Il daszu mis ominku eeKTHBHOCTI Ta
Oe3IeKu HEeO0a ' TOBAaHTHOI Teparii are3oii3ymadom abo mianedo B KoMOiIHaIll 3 XIMiOTeparii€r0 Ha OCHOBI
IpernapariB IMJIaTUHU Yy TMali€eHTIB 3 onepadenbHUM HeApiOHOKMTUHHUM pakoMm Jerenb II, IIHA 1
BubipkoBo IIIB craxaii», GO40241, Bepcis 8 Bix 12 cepnug 2021 p.;

«PannomizoBane, OararouentpoBe, ¢aszu IB/IIl nocnmimpkeHHs QapMakOKIHETHKH, €(pEeKTUBHOCTI Ta
0€3MeYHOCTI 3acTOCYBaHHsS MiJIIKIpHOI (opMH aTe30ii3ymMaldy y MOpPIBHSAHHI 3 BHYTPIIIHbOBEHHOIO
dbopmoro are3omizymady y MaIi€HTIB 13 paHille JIKOBAaHUM MIiCIEBONOMIMPEHUM a00 METaCTaTHYHUM
HEIPIOHOKIITUHHUM pakoM Jierenb», BP40657, Bepcis 5 Bix 10 motoro 2021 p.;

«PannomizoBane, mojABiliHE ciimne, 6aratonentpose (a3 Il mocmimkeHHs 3acTOCYBaHHS aTe30Ji3ymMady
(antu-PD-L1 anTHTiNO) TpoTH miarnebo sK aa’IOBaHTHOI Tepamii y Malli€HTiB 3 M’sI30BO-IHBa3UBHUM
pakoM CEYOBOrO0 MiXypa BHCOKOTO PH3HWKY 3 HasgBHOWO mupkymodor JHK myxmuam micns
LHCTEKTOMI»,
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B0O42843, Bepcis 3 Big 08 6epesns 2021 p.;

«PangomizoBaHe, TMOJBIHE cIine, IIANE00-KOHTpoIboBaHe mociimkeHHs ¢asu Il nmns  omiHkwm
epeKTUBHOCTI Ta Oe3Me4YHOCTi aJ IOBaHTHOI Tepamii are3onizymaboMm abo minanebo y KomOiHamii 3
TpacTy3yMaboM emMTaHcMHOM Yy mailieHTiB i3 HER2-mo3uTHBHHM pakoM MOJIOYHOI 3aJl03M 3 BHUCOKHUM
PU3UKOM pPEUUAMBY Ticis mepenornepauiinoi tepamii», W042633, Bepcis 1 Big 14 xosthsa 2020 p.;
«PangomizoBaHe, MojBiiHE ciine, Manedo-koHTposboBane (asu Il gocmimkeHHs are3oiizymaldy B
noeananHi 3 Tiparomymabom (antu-TIGIT antHtino) abo 6e3 Tiparomymaly Yy Mali€HTiB i3
HEPEe3eKTa0CIBbHOW TUIOCKOKIIITHHHOK KapIMHOMOKO CTPABOXOJY, YHs KapIlMHOMa HE IporpecyBaa
MICII paguKaNbHOI XiMionpoMeHneBoi Teparii», Y042137, Bepcis 4 Big 14 ciuns 2021 p.;
«PannomizoBane, noaBiitHe ciine, miaarnedo-koHTponsoBaHe (aszu I mocnimxenHs tiparonymady (aHTH-
TIGIT anTtuTino) B koMOiHaIii 3 aTe301i13yMaboM y OpiBHSHHI 3 11ane6o B koMOiHaIlii 3 aTe301i3yMadom
y TAIl€HTIB 13 paHille HEJlIKOBAaHUM MICIIEBO-TIOMIUPEHUM Hepe3ekTabenbHuM abo meractaTuuHuM PD-
L1-cenekTHBHUM HEAPIOHOKIMITUHHUM pakoMm JiereHb», GO41717, Bepcia 3 Bix 02 mmcromana 2020 p.;
«PannmomizoBane, mojBiiiHe ciine, Mane0o-koHTponsoBaHe, (asu Il gociimkeHHs 3acTOCyBaHHS
aTe30Ji3ymMaly y moeqHaHHi 3 OeBanuzymabom abo Oe3 OeBanm3ymady y KOMOIHAIT 3 UCIIATHHOM Ta
reMIMUTa0lHOM Yy MAII€HTIB 13 paHillle HENIKOBAHUM IOMIMPEHUM pakoM OuriapHoro Tpakty», GO42661,
Bepcis 3 Bix 03 6epesnst 2021 p.

3asiBHUK, KpaiHa ToBapucTBo 3 06MexeHo00 BianoBiAanbHICTIO «Pom Ykpainay
CrnoHcop, kpaina ®.Xopdpmann-JIs Pomr JIta, [lseiuapis

CynyTHi —

MaTepiajau/npenapaTu

CYNyTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

InenTudikamis cyrreBoi
HOTIPaBKU

MK-3475-937, Vkpaina, Bepcig 07 Bix 13 sxoBTHS 2021 pOKy, YKpaiHCBKOIO MOBOIO, iH(OpMaIlis Ta
JOKYMEHT Tpo iH¢opMoBaHy 3roay st narienta; MK-3475-937, Vkpaina, Bepcis 07 Big 13 KOBTHsA
2021 poky, pociiicbKo0 MOBOIO, iH(OpMaIis Ta JOKYMEHT Mpo iH(GOPMOBaHY 3rojy Ui MaIll€HTa;
BxitoueHHs 1071aTKOBOTO MICIIS IPOBEJICHHSI KJITHIYHOTO BUITPOOYBaHHSI:
No [1.I.B. BiMOBIJAIEHOTO JOCITITHAKA
/i Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS

1. nikap 3penux JI.B.
Mennunnii  1meHTp «YHiBepcanbHa KiiHIKa «OOepir» TOBapHCcTBa 3
BinoBiganbHICTIO « KanuTany, KJiHIKO-KOHCYJIbTaTHUBHE BiIIIeHHs, M. KuiB

00OMEXKEHOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1593 Big 09.07.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[lomsiitne cnine pochimxkenHs Il ¢asu, mo npoBoauTbCS B OBOX IpymHax Ui OLIHKKA Oe3neKku Ta
epexTuBHOCTI nemOpoinizymady (MK-3475) y nmopiBHsHHI 3 Iulanebo B SIKOCTI /1 FOBaHTHOI Tepamii y
YYaCHUKIB 13 TenaTOLETIOJISIPHOI0 KaplIMHOMOIO Ta IIOBHOI paIlOjOTIYHOI BIJHNOBLAIIO MICHA
xipypriunoi pesekiii abo nmokanpHOi abmsamii (KEYNOTE-937)», MK-3475-937, 3 iHKOPIOpPOBaHOIO
norrpaBkoro 05 Big 07 yepBHs 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianosinanbHicTiO «MCJl Ykpaina»

CnoHcop, kpaiHa

«Mepk Hlapn Ena Joym Kopm.», nouipue nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa J{upexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoOBJIEHUH MPOTOKOJI KIIHIYHOTO BHIPOoOyBaHHS, Bepcis 4 Bixg 15 BepecHs 2021 p.; OnoBnena dopma
iHpopmoBaHoi 3roau, Bepcis 4.0 s YkpaiHu yKpaiHCHKOIO Ta pociichkor0 MoBaMu Bif 19 xoBtHs 2021
p. Ha ocHoBi maiictep-Bepcii popmu indpopmoBanoi 3roau mist gocnimkenns GN41791, sepcis 5, Big 30
ceprns 2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2554 Bin 09.11.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«BATATOIIEHTPOBE PAHJIOMISOBAHE IIOJBIMHE CJIIIE JOCJIDKEHHS ®A3U 11 Y
IMAPAJIEJIbBHUX TPYIIAX 3 TIOJBIMHUM KOHTPOJIEM IUIALIEBO JJII OIIHKU
E®EKTUBHOCTI TA BE3ITEYHOCTI ®EHEBPYTHHIBY TTIOPIBHAHO 3 OKPEJII3YMABOM VY
JOPOCJIMX MAHIEHTIB 3 TNTEPBUHHUM ITPOI'PECYIOUMM PO3CIIHUM CKJIEPO30My,
GN41791, Bepcis 3 Bing 09 Bepecus 2020 p.

3asiBHUK, KpaiHa

ToBapucTso 3 06MexeHo010 BianoBiAanbHIcTIO «Pour Ykpaina»

CnoHncop, kpaina

®.Xopdpmann-JIs Pour JIta, [seiuapis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-7339-006, Bepcis 4.03 Big 13 xoBTHsS 2021 poky, ykpaiHChKOIO MOBOIO, iH(opmarliis Ta
JOKYMEHT Mpo iH(pOpMOBaHY 3roay uii mamienTta; Ykpaina, MK-7339-006, Bepcis 4.03 Bix 13 >koBTHs
2021 poky, pociiicbKor MOBOIO, iH(OpMAallis Ta JOKYMEHT PO iHPOPMOBaHY 3roy JUIs Malli€HTa

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1593 Big 09.07.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Jocnimkenns Il dazu mis nemOponizymaldy y KomOiHaiii 3 meMeTpekcenoM / mpenaparoM IIaTHHH
(kapOorutatTiH  a00 MMCIUIATHH) 3 TMOAAJBIIAM BBEICHHSIM nemOpomizymady y KomOiHamii 3
MIATPUMYIOUYHM JIIKYBaHHSIM oJlaniapuOoM abo meMeTpeKceoM B AKOCTI Tepamii mepioi JiHil y HalieHTiB
13 METacCTaTMYHUM HEIUIOCKOKIITHHHUM HEIPIOHOKIITHHHUM pakoM JiereHiBy, MK-7339-006, 3
iHKOpropoBaHoo nonpaskoro 04 Bix 10 6epesns 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianopiganbHicTi0 «MCJl Ykpaina»

Cnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipue nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupekropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

[TogoBXeHHST TPUBAJIOCTI KIIHIYHOTO AociifpkeHHs B YkpaiHi no 31 rpyans 2023 poxy, 3MeHIICHHS
KUIBKOCTI YYaCHHKIB JociipkeHHs B Ykpaini 3 60 1o 50 oci0; 3miHa Miclis TpOBEIeHHS! BUTTPOOYBaHHS .

byno

Craio

I.M.H. ['puropenxo A.M.

KomyHanpHe ~ HeKoOMepIiiiHE  HiANPUEMCTBO
«BinHnnpka Micbka KiiHiYHA JikapHs «LleHTp
Marepi Ta JWTHHHW», BIIIIJICHHS TiHEKOJOrii 3
MaJIOIHBa3MBHUMHU OIEpaIlisiMu, M. BiHHUTIS

1.M.H. I'puropenko A.M.

MenuyHuii [EHTp TOBApUCTBA 3 OOMEXKEHOIO
BIJITOBIJABHICTIO «IlHHOMEA-TICHTD
EHI0XIpyprii», BiAiIEHH,
M. Bigaung

Xipypriuae

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2674 Bin 18.11.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe, paHJOMi30BaHe, MOABIiHE ciine, mianedo-KOHTPoIboBaHe JociikeHHs ¢as3u Ila, mo
MIPOBOAUTHCS B MapajiebHUX Tpynax Juisd HEepeBIPKM KOHIEMIi 3 METOI OLIHKM e(EeKTUBHOCTI Ta
6e3neuynocti npenapaty TU2670 npu nepopajibHOMY NpHIOMiI B Mali€HTOK 3 00JieM BiJ MOMIPHOTO 10
TSDKKOTO CTYIICHIO, TTOB’s13aHO0TO 13 eHnomerpiozom», TUC3PII-01, Bepcis 1 Bix 07 TpaBusa 2020 poky

3asiBHUK, KpaiHa

IianpuemcTio 3 100% ino3emuo0 inBecTHIie0 «AMK TOBIA PJIC Ykpaina»

CrnoHncop, kpaiHa

TiumBio Co. Ltd, Republic of Korea

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepasibHoro aupexkropa /lupekropary
(dhapManeBTHYHOTO 3a0€3neYeHHA

IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

BxmroueHHs 101aTKOBOTO MICIISl TPOBEICHHS KITHIYHOTO BUTIPOOYBAHHS .

No I1.1.B. BiAIOBIMAJILHOTO JOCHITHUKA
/i Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS
1. nupektop Kocenkona I.B.

KomyHnaneHe HekoMmepuiiiHe mianpueMcTBo «Yepkacbka oOJacHa TICHXiaTpUYHA JIIKapHS
Yepkacbkoi ob0aacHOT paau», xiHoue BigaiieHHs Nell, gonosiue Bigmineras Nel2, Uepkacbka
00i11., M. CMml1a

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 38 Bix 11.01.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PanmomizoBaHe, moO/BiiHE ciine, Mane00-KOHTPOIbOBAaHE, OaraTOLEHTPOBE JOCHIDKEHHS, IO
MPOBOJIUTHCS B MApAJIENIbHUX TPYIax, 13 3aCTOCYBaHHSAM (hIKCOBAHUX 103 ISl OIIHKUA €(EeKTHUBHOCTI Ta
6e3neuynocTi npenapary SEP-363856 y mariieHTiB i3 MHU30(QPEHIEI0 Y TOCTPOMY NCUXOTHUYHOMY €Mi30.11»,
SEP361-301, Bepcis 4.00 3 iHKOPITOpOBaHOKO CYTTEBOIO monpaBkoro 3.00 Bix 26 cigns 2021 poky

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO 1HBECTHITIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

«Cynosion ®apmaceroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHUHOrO 3a0e3MeYeHHSA IBan 3AJIBOPHUX




JonaTok 28

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

Marepianu ajs y9acHHKIB nociipkeHHs: [loctep 3 iHGopMaltiero Ay 3adydeHHs Mali€HTiB A0 y4acTi y
nocmimxenni FLAIR, 2.0 Bix 12 tpaBus 2021 poky, yKpaiHCBKOIO Ta POCIHChKOIO MoBaMu; BebcalT s
namieHTiB «AstraZeneca FLAIR Patient Recruitment Website Protocol v2.0 (05 Aug 2020) Ukrainian
v1.0», Bepcis 1.0 Bix 14 tpaBHs 2021 poky, yKpaiHCBKOIO MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 187 Bin 05.02.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«PanmomizoBaHe, TOBIHE cIine, MmIaned0-KOHTPOJIbOBaHE, 0AraTOIEHTPOBE MOCHiKeHHS 2b (a3 3
nigoopy no3u mpenapary AZDS5718 y maiieHTiB 3 XpOHIYHOIO XBOPOOOIO HHUPOK 3 MPOTETHYpI€O»,
D7551C00001, Bepcis 3.0 3 inkopriopoBaHoto nonpaskoro Ne2 Big 25 ciuns 2021 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Ykpaina»

CrnoHcop, kpaina

«Actpa3eneka Aby, [Iserris / AstraZeneca AB, Sweden

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris cyrTeBoi
MOTIPaBKH

bpomypa nocmiganka MK-3475, sunanns 21 Big 02 Bepecus 2021p., aHTI1HCHKOI0 MOBOO; 3MiHA Ha3BU
MICIIsl IPOBEJCHHS KIIIHIYHOTO BUITPOOYBAHHS:
byno

Craio

I.M.H., ipod. bonmapenko .M.

Komynanenuit  3akiman  «/lHinmpomerpoBchka
MichKa OararonpodinbHa KiaiHiuHA JiKapHSI No 4y
JIHITpONETPOBCHKOI 00JIACHOT painy, BiAIIICHHS
ximiorepariii, HepxaBHuit 3aKiaj
«/lHimporneTpoBchka MeIUYHA aKazeMist
MinicTepcTBa OXOpPOHH 3H0POB’sl  YKpaiHm»,
kadeapa OHKOJIOTIT Ta MEIMYHOI PpasioJIorii,
M. JlHinpo

I.M.H., ipo¢. bormapenko .M.

KomyHanpHe  HEKOMepILiliHE  MiANPHEMCTBO
«Micpka xiiHiuHa JikapHa Nedy JIHIMPOBCHKOI
MICBKOT paju, XiMiOTepalleBTHYHE BIIIUICHHS 3
JEHHUM CTalliOHAPOM, JIHITPOBCHKHIA
JEpKaBHUKA MEIMYHHMU YHIBEpCUTET, Kadeapa
OHKOJIOTI{ Ta MeM4YHOI pasiororii, M. JJHinpo

Howmep Ta nara Hakasy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2107 Big 17.10.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Hdocmipxenns 11 gasu s memOponizymady y koMOiHawii 3 KapOOmIaTUHOM / TaKCaHOM (TIaKJIiTaKcel
abo Hab0-makiliTakcea) 3 MOAANBIIMM BBEACHHSIM MeMOpoiizymady y KoMmOiHamii 3 MiATPUMYHOUYUM
JIKyBaHHSAM oJianapu6oM abo 0e3 HbOro B SIKOCTI Teparlii mepoi JiHii y Mali€eHTiB i3 METaCTaTUYHUM
TUIOCKOKJIITUHHUM HeIpiOHOKIITHHHNM pakoM JereHiB (HKPJI)», MK-7339-008, 3 iHKOpPIOpOBaHOIO
nonpaskoro 03 Bij 08 rpynns 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMexeHo10 BiamoBiganbHicTIO «MCJl Ykpainay

Cnoncop, kpaiHa

«Mepk lapn Eun JJoym Kopm.», nouipne nianpuemcto «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

BxmtoueHHs 101aTKOBUX MICIb TPOBEICHHS KJIITHIYHOTO JTOCIIPKCHHS

No I1.1.B. BiAIOBIMAJILHOTO JOCHITHUKA
/i Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS
1. K.M.H. JIuca T.I.

Komynanene  HexomepmiiiHe — miampueMcTtBo  «OOnacHa — KIIiHIYHA — JIKapHA — IM.
0.0. I'epbaueBcbKOro» KUTOMUPCHKOI 001aCHOT pajiv, TeMATOJIOTIYHE BIIIUICHHS 3 JIIKKaMH
iHTeHCHUBHOI Teparnii, M. JKuromup

2. k.M.H. KucensoBa O.A.

Memuunuii  nearp  «Ok!KiminHik+»  ToBapucTBa 3  OOMEXKEHOIO  BiIOBIAAIBHICTIO
«MiKHApOOHUI 1HCTUTYT KIIHIYHUX JIOCHI/DKEHb», CTalllOHApHE BIAAUICHHS, BIIALI
remaroJorii, m. Kuis

3. K.M.H. Anamuyk [.A.

Komynanene mianpuemctBo «KpHUBOpPI3bKHI OHKOJIOTIUHUHN AucriaHcep» JHIMponeTpoBChKOL
oOnacHoi paau', XiMioTepaneBTH4HE BijiiaeHHs, M. Kpusuii Pir

4. 3aB. eHTpoM Y ceHko ['.B.

KomyHaneHe HekomepliiiiHe mianmpueMcTBo «Micbka KiiHI4HA JikapHs Ne4» JIHIIPOBCHKOI
MICBKOT paJid, MICbKUH T€MaTOJIOTIYHUHN 1IEHTp, M. [{HiTpo

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 516 Bix 22.03.2021

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
Bepcis Ta qaTa

«bararorieHTpoBe paH/IOMi30BaHe, MOJBIHHO ciine, mianedo-KoHTpoiaboBaHe pocmikenHs 11 ¢aszum 3
METOI0 OLIHKHM €()eKTHUBHOCTI Ta 0€3MeYHOCTI JIIKyBaHHS TadacuTtamMaOoM y MO€JHAHHI 3 JIEHATIOMII0M
JOJIATKOBO 110 Ximioreparii 3a cxemoro R-CHOP y mopiBHsiHHI 3 XiMioTeparti€eio 3a cxemoro R-CHOP y
MAIIEHTIB 3 yIeplie BHUsIBICHOI Audy3HO B-kpynHoxmituaHOIO dimdpomoro ([IBKIJI), siki panime He
MPOXOAMIM JIKYBaHHS 32 LIUM IOKa3aHHSAM 1 BXOAATH JO TPYNH BHUCOKOTO MPOMIKHOTO ab0 BHCOKOIO
pusuky», MOR208C310, octatouna penakuis 4.0 Big 17 uepsns 2021 p.




2 NpOAOBXKEHHS Aoaarka 30

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXXEHOIO BIJITIOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»
Cnoncop, kpaina «MoppoCuc AI'» [MorphoSys AG], Himeuunna

CynytHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

B.o. resepanbHoro rupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




Homarok 31

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
HOIIPABOK J0 MPOTOKOJIIB

KJIIHIYHUX BUMTPOOYBaHb»

29.11.2021 Ne 2646

InenTudikamis cyrreBoi
MOTIPaBKU

[TponoBkeHHs TEpMiHY IPOBEIECHHS JOCTIKEHHS B YKpaiHi 10 28 nrotoro 2024 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1246 Big 26.05.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«baraTtonieHTpoBe, BIIKPHUTE, JOBIOCTPOKOBE IOCTIDKCHHS 3-1 ¢a3u misd OIIHKK OE3MeYHOCTI Ta
edextuBHOCTI Tipemapary edraprurimon (ARGX-113) 10 Mr/kr st BHYTPIIHBOBEHHOTO BBEICHHS Y
JOPOCTUX TAIIEHTIB 13 TEPBUHHOI IMYHHOIO TpoMOouurtonenieo», ARGX-113-1803, ¢inansHa Bepcis
npotokoiy 6.0 Bix 22 rpynns 2020 p.

3asiBHUK, KpaiHa

TOB «Kuiniuni gocnimkeHHs Aiikon», Ykpaina

Crnoncop, kpaina

Argenx BVBA, Belgium/ Ap:xxenkc bBBA, benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3NMeYCHHS Isan 3AZIBOPHHUX




Jonatok 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

TAK-935-3002 Indopmamis ans O6atekiB 1 dopma iHbOpMOBaHOI 3roau, AId YKpaiHH, aHTIIHCHKOIO
MoBoto, Bepcis 1.0, agmin. 3mina 1 Bix 22 xoBtHs 2021p.; TAK-935-3002 Iadopmaris miast GaTbKiB i
dbopma iHpopMOBaHOI 3roau, s YKpaiHu, yKpaiHCbKOIO MoBoro, Bepcis 1.0, ammin. 3mina 1 Big 22
xoBTHS 2021p.; TAK-935-3002 Indopmanis ans 6atekiB i ¢popma iHPOPMOBAHOI 3roau, uis YKpaiHuy,
pociiicekoro MoBOIO, Bepcis 1.0, anmin. 3miHa 1 Big 22 sxoBTHS 2021p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1966 Bin 15.09.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

BbaratouenTtpoBe, pannomizoBaHe, MO/BIiHE ciine, Mm1ane00-KOHTPOIbOBAaHE JTOCIIHKEHHS B MapalelbHUX
rpynax Jjis OLIHKM e(pEeKTUBHOCTI, Oe3medHOoCTi Ta nepeHocuMocTi CoTikiecTaTy B SIKOCTI J10OJaTKOBOI
Teparii y maIieHTiB JUTAYOro BiKy Ta qopocnux i3 cunapomoM Jlennokca-I'acto (CJIT'), TAK-935-3002,
1HiianbHa Bepceis Bif 24 6epesns 2021 poxy

3asiBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosiganeHicTio «KoHTpakTHO-Jlocminuunpka Opranizauis IHHOpapM-
Ykpaina»

Crnoncop, kpaina

Takena Jlesenmonment Centep Amepikac, Tuk. (TJIC Amepikac) (Takeda Development Center Americas,
Inc.(TDC Americas)), United States of America

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 33

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa mocmigauka Ontamalimab, Bumanns 10.0 Bim 25 wepBusi 2021 p., aHMIIHCBKOIO MOBOIO;
[adopmaris mis namienta Ta popma iHbGopMoBaHoi 3roau (BupaskoBuid koiit) Bepcis 10.1.0 st Yikpainu
aHrmicbko0 MOBOIO Bix 16 BepecHs 2021 p.; Indopmaris mast namienta ta popma iHGOPMOBAHOI 3roau
(BupaskoBwuii komit) Bepcia 10.1.0 nns Yipainu ykpaiHcbkoro MoBoto Bia 16 Bepecus 2021 p.; Indopmariis
JUIS TTatieHTa Ta gopma iHpopMoBaHoi 3roau (BupaszkoBuii koiiT) Bepeis 10.1.0 st Ykpainu pocilicbKoro
MoBoro Bif 16 BepecHs 2021 p.; Indopmamis mis namienta ta ¢Gopma iHGopmoBaHOi 3roau (XxBopoda
Kpona) Bepcis 10.1.0 mans Ykpainu anrmiiiicekoro MoBoro Bin 16 Bepecus 2021 p.; Indopmaris mis
namieHTa Ta ¢opma inpopmoanoi 3roau (xBopoda Kpona) Bepcis 10.1.0 ana Ykpainu ykpaiHCBKOIO
MOBOIO BiJI 16 Bepecus 2021 p.; [npopmanis ans mamieHnta ta ¢popma iHHOPMOBAHOI 3roaU
(xBopoba Kpona) Bepcis 10.1.0 mans Ykpainu pociiicekoro MoBoro Bin 16 BepecHs 2021 p.; ocwe
JOCTIKYBAHOTO JIIKapchKoro 3aco0y Ontamalimab, Bepcis 7.1 Big mumas 2021 p., aHMTIHCHKOK MOBOIO

Howmep ta nata Hakasy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 466 Bin 13.03.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«loBrocrpokoBe posmmpene gochikeHHs ¢da3u 3 nns omiHKKM Oe3nedHocti npenapary SHP647 y
NAIIEHTIB 13 BUPA3KOBUM KOJITOM abo xBopoOorw KpoHa cepenHbOro Ta Ba)KKOTO CTYHEHS TSKKOCTI
(AIDA)», SHP647-304, Bepcis 3 nonpaskoto 4 Bia 21 Bepecust 2020 poxy

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHow BinnosimanshicTio «KoHTpakTHO-/{ochinnuipka Opranizaiis IHHOpapm-
Ykpaina»

Cnoncop, kpaiHa

«laitep Xwproman [xenerik Tepamis, [nk.» (Shire Human Genetic Therapies, Inc.),USA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepaabHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




Honatok 34

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

[Toci6HuK 13 mocmimkenHs s namienTta Big 26 cepmas 2021 poky [V02 UKR(uk)], ykpaiHChKOIO MOBOIO;
[TociOHuK 13 mocmikeHHs 1 mamienTa Big 26 cepras 2021 poky [V02 UKR(ru)], pocilicbkor0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 516 Bin 22.03.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, MOBIHHE CIine, mIaned0-KOHTPOJIbOBaHE 52-THKHEBE TOCIIHKCHHS JIJIsl OI[IHIOBAHHS
e(eKTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBAHHS €TPACIMO/ly B MAILI€HTIB 13 aKTUBHUM BUPA3KOBUM KOIITOM
MOMIPHOTO CTYIEHs TSHKKOCTI», APD334-210, 3 monpaskoro 1.0 Big 02 wepsHs 2021 poky

3asiBHUK, KpaiHa

[MTignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJC Ykpaina»

CrnoHcop, kpaina

«Apena @apmackroTikans, [ak.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Jonatok 35

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

Enextponne nuctyBaHHs oOciyroByBaHHs naiieHTiB kommanii Scout Clinical, Bepcis 2.0 Bix 13 BepecHs
2021 poky, aHTIiHCHEKOI0 MOBOIO; ENeKTpoHHE MHCTyBaHHS OOCIYroBYBaHHS Malli€HTIB KoMmaHii Scout
Clinical, Bepcia 2.0 Bix 13 Bepecus 2021 poky. IlepeknaneHo ykpaiHChKOIO MOBOIO Bix 18 >KOBTHS
2021 poky; EnexTponHe nucTyBaHHS 0O0CIyroByBaHHs mamieHTiB kommanii Scout Clinical, Bepcist 2.0 Bix
13 Bepecus 2021 poky. Ilepeknaneno pociiicekoro MoBoto Bia 20 xoBTHs 2021 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1246 Big 26.05.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomMizoBaHe, BiAKpUTe, OaraTOLICHTPOBE JOCHiKeHHS (a3u 3 g BHUBYCHHS KoMOiHamil
3aHyOpyTiHiOy (BGB-3111) 3 purykcumabom y TOpIBHSHHI 3 KOMOIHAIi€l0 OEHIaMyCTHHY 3
PUTYKCHUMaOOM y TAIlIEHTIB 3 paHillle He TIKOBAaHOK MaHTIHHOKIITHHHOIO TiM(OMOI0, SKUM He TIoKa3aHa
TpaHCIUTaHTalisi ctoBOypoBux kiituH», BGB-3111-306, Bepcis 3 momnpaskoto 2.0 Bix 16 rpyxus 2020

POKY

3asBHUK, KpaiHa

ToBapucTBO 3 06MeskeHOI0 BifnosifansHicTio «JIABKOPIT KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

Crnoncop, kpaina

beit/[>xen JIta [BeiGene Ltd], CILIA

CynyTHi
MaTtepiaiu/mpenaparu
CYMyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 36

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

VYkpaina, MK-3475-866, Bepcis 1.03 Bim 27 xoBTHs 2021 p., yKpaiHCBKOIO MOBOIO, iH(DOpMmaIlis Ta
JOKYMEHT Ipo iH(opMOBaHy 3roay s maiienrta; Ykpaina, MK-3475-866, Bepcia 1.03 Bixg 27 >k0BTHS
2021 p., pociiicbkor0 MOBOIO, iHPOpMAILis Ta JOKYMEHT Mpo iHPOPMOBaHY 3roay JJIs Malli€eHTa

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBane, nozasiitHe ciine gocmimkeHHs Il ¢ga3u ansg oumiHku mepiomepariiHOro 3acCTOCYBaHHS
nemOpoizymady (MK-3475) y xomOiHamii 3 HEOAqIOBAaHTHOIO XIMIOTEpAIi€l IMOPIBHIHO 3
nepionepamifHiuM 3acTOCYBaHHAM I1aneb0 y KoMOiHAIlT 3 He0al'FOBAaHTHOIO XIMIOTEpAaIli€l0 B YYaCHUKIB
3 M'SI30BO-IHBa3UBHUM pPakoOM CEUOBOIO MixXypa, MNpUAATHUX JUId JIIKYBaHHS LHCIJIATUHOM
(KEYNOTE-866)», MK-3475-866, 3 inkoprnopoBanot nonpaBkoro 03 Big 01 gumast 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianopiganbHicTi0 «MCJl Ykpaina»

Cnoncop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipue nignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0€e3Me4YeHHS

IBan 3AZIBOPHUX




Honatox 37

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

[Hdopmamiitiuii uctok s namienta Ta gopma 3roau, Bepcis VS5.0UKR(uk)1.0 Big 13 Bepecus 2021
POKY, mepekiiaa yKpaiHcbkoo MoBoIo Bif 19 xoBTHs 2021 poky; [Hdopmartiiinuii TMCTOK IS MallieHTa Ta
¢dopma 3roau, Bepcis V5.0UKR(ru)1.0 Bix 13 Bepecust 2021 poky, nmepekiaj pociiicbkoro MOBOIO Bifj 19
xoBTHS 2021 poky; Jluct mocmigamky Bim 09 Bepechsi 2021 poxy aHrmiiicekoro MoBoro; Ilepekian
yKpaiHCcbK0r0 MOBOIO BiJl 18 sk0BTHs 2021 poky nucra gocninnuky Big 09 BepecHs 2021 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 230 Bix 30.01.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«24-THKHEBE paHJIOMI30BaHE, MOJBIMHE cClIile, IIaned0-KOHTPOJIbOBAaHE OaraTOLICHTPOBE JOCIIIKEHHS
¢azu 2 3 HacTynHuUM 80-TH)KHEBHM IEpIOJIOM MPOJOBKEHHS JIIKYBaHHS aKTHUBHUM IpEnapaTtoMm JUis
OLIIHKK e(ekTuBHOCTI Ta Oe3neunocti mpenapary CC-90001 y mamieHTiB i3 1A10NaTUYHUM JIET€HEBUM
¢bi6pozom», CC-90001-1PF-001, 3 inkopriopoBaHoto morpaBkoro 3 Bifg 28 cepmast 2019 poky

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO 1HBECTUIIIEIO «AVK'TOBIA PJIC Ykpaina»

Crnoncop, kpaina

«Cenmxen Kopmopeiinma» (Celgene Corporation) , CIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatok 38

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

301IbIICHHS] KITBKOCTI MAIlI€HTIB, SKI MPUUMATUMYTh Y4acTh Y KJIIHIYHOMY JOCIIKEHHI B YKpaini 3 20
1o 35 oci6

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 465 Bin 27.04.2017

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«barartomeHTpoBe, BiIKpUTE, paHIOMI30BaHEe, KEPOBAHE MOISIMH JTOCIIHKCHHS TSI OI[IHKY €()eKTHBHOCTI,
Oe3neku Ta papMaKOKIHETUKH MpernapaTy MaluuTeHTaH B MOPIBHSAHHI 31 CTAaHAAPTOM JIIKYBaHHA y AiTe 3
JIETEHEBOIO apTepiayibHOIO TinepTen3ieto», AC-055-312, ocrarouna Bepcist 8 Bix 25 ciuns 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6mexeHoro BinnopinanbHicTio «KoHTpakTHO-/{ochinnuinpka Opranizaiis IHHOpapm-
Ykpaina»

CrnoHcop, kpaina

ACTELION Pharmaceuticals Ltd., Switzerland

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Jonatox 39

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

OHOBJIEHUH TPOTOKOJ KJIIHIYHOTO AOCTipKeHHS 3 mompaBkoro 06, Bepcis 1 Big 04 sxotHs 2021p.,
aHrmiicekol0 MoBoto; ll{omennuk mamienta ans peecrpauii npuitomy JIIT, Bepcist 8.0 Bix 14 »oBTHS
2021 p., aHTIHCHKOIO, YKPAiHCHKOIO Ta POCIHICHKOI0 MOBaMHU

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2554 Bing 09.11.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomMizoBaHe, MoJBiHE ciine MochipKeHHS 3 (a3u i BUBYEHHS €(EKTHBHOCTI Ta O€3MEeYHOCTI
npenapaty SAR442168 y mopiBHAHHI 3 aned0 B yYacHUKIB 3 MEPBUHHO-TIPOTPECYIOUUM PO3CISTHUM
ckaepo3zom (PERSEUS)», EFC16035, 3 mompaskoro 05, Bepcist 1 Bix 29 numns 202 1p.

3asiBHUK, KpaiHa

TOB «Canodi-ABeHTic YkpaiHa»

Crnoncop, kpaina

Genzyme Corporation, USA ([Ixensaiim Kopropeiima, CIITA)

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0€e3NMeYCHHS Isan 3AZIBOPHHUX




Jonatox 40

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

OHOBJIEHUH TIPOTOKOJ KIIHIYHOTO JOCHiIKeHHs 3 mompaBkoio 05, Bepcis 1 Bim 29 munusa 2021 poky,
AHITMCHKOI0 MOBOI; BKIIIOUCHHS Ha3BU JIOCHIKYBAHOTO Jlikapchbkoro 3aco0y — Tolebrutinib
(TonebpyTtuHi0); OcHoBHA iH(OpMaIlid PO JOCTiIKeHHs Ta ¢opMa iHPOPMOBAHOT 3rOAH, Bepcis 5 Bif
04 cepmust 202 1p., anrnificekoro MoBoto; [Hdopmartis 1is namienra i gpopma iHPOPMOBaHOI 3r0IU, BEpCis
s Yxpainu NeS Big 30 ceprus 2021p. (Ha ocHoBi OcHOBHOI iH(OpMaIlii Ipo AOCHiIKEeHHS Ta hopMu
iHpopmoBaHoi 3roau, Bepcis S Bix 04 cepmus 2021p.), ykpaiHChKOIO Ta pocilickkoro MoBamu; LllogenHuk
nanienTa, Bepcis 5.0 Big 30 numas 2021 poky, yKpaiHCbKOIO Ta pociiicbkoro MoBaMu; KapTka yuacHuka

JOCIIKeHHs/TIAIlieHTa, Bepcis 3 g YKpaiHu yKpaiHCBKOIO Ta POCiHiChbKOI0 MoBaMH Bifg 11 KOBTHA
2021p.

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2487 Bin 17.12.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Jl0BrocTpoKoBe pO3MIMPEHE TOCTIIKEHHS 3 OLIIHKM Oe3neku Ta epekTuBHOCTI mpenapaty SAR442168 y
YYaCHUKIB JOCTIHKSHHS 3 PEIUIUBYIOUYUM PO3CITHUM cKkiepo3om», LTS16004, 3 monpaskoro 04, Bepcis 1
BiJ 28 xoBTH: 2020 poky

3asiBHUK, KpaiHa

TOB «Canogi-ABeHTic YkpaiHa»

Crnoncop, kpaina

Genzyme Corporation, USA ([Ixensaiim Kopropeiima, CIITA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




Honatok 41

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoBJIEHUH MPOTOKOJI KIIHIYHOTO BUIPoOyBaHHs, Bepcis 4 Big 08 BepecHs 2021 p.; Onosnena dopma
iHpopmoBaHoi 3roam, Bepcist 2.0 ans Ykpainu ykpaiHCBKOIO Ta pociiicbkoro MoBamMu Big 01 >KOBTHA
2021 p. Ha ocHoBi maiictep-Bepcii ¢popmu iHdhopmoBaHoi 3roau s gocaimkenus GO42909, Bepcis 2 Bin
07 Bepecust 2021 p.; KommaHnisi, sika i€ 3a JOBIpEHICTIO, Ky HaJaB CIIOHCOP YW 3asBHUK Ha BBE3CHHS
JOCTIKYBAaHUX JIIKapChKUX 3aco0iB Ta cymyTHix MatepianiB: TOB «®apmacodt»; TOB «Kopeke
VYkpaina»; CymytHi matepianu: [lnaHmern/eneKTpoHHI ONMUTYBAIBHUKH, 3apsiiHI MPUCTPOI Ta CYMyTHI
Mmatepianu; Jlabopatopui Habopu COVANCE/Labcorp

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1966 Bin 15.09.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, BifkpurTe, OararoueHTpoBe, nociikeHHs ¢(azu Il ansg ouiHkM epeKTUBHOCTI Ta
O€3IMeYHOCTI 3aCTOCYBaHHS MOCYHETYy3ymMaOy y KoMOiHaiii 3 JICHATIOMIIOM Yy TOpPIBHSIHHI 3
pUTyKCMMaOoM y KOMOIHAIil 3 JICHATIOMIIOM Yy TMali€eHTiB 3 (OJIKYIAPHOK JIM(OMOIO MiCis
IIOHalMeHIIIe O/IHI€T JTiHIT cucTeMHoi Tepanii», G042909, Bepcis 2 Bix 19 kBiTHs 2021 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo010 BinoBiAanbHICTIO «Pom Ykpainay

Crnoncop, kpaina

®.Xopdpmann-JIa Pour JIta, HIseitnapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatok 42
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY
29.11.2021 No 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

OnHoBeHUH TPOTOKOJ KJIiHIYHOTO BUNpoOyBanHs MK-4280A-007, 3 iHKopropoBaHo0 mmonpaBkoro 02 Bif
17 Bepecuss 2021 poky, aHTIilchKO0O MOBOI; bpormypa mocmimauka MK-3475, Bumanns 21 Bim 02
BepecHs 2021 poky, aHrnilicbkoro MoBoto; Ykpaina, MK-4280A-007, sepcisa 1.00 Bix 13 »xosTHs 2021 p.,
YKPaTHCHKOIO Ta POCIMCHKOI0 MOBaMU, [H(opmalrist Ta JOKYMEHT Mpo iHPOPMOBaHY 3ro Ty JUIS Malli€eHTa

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«Jocmimkenns III dasu MK-4280A (xomOinamis dasesenimady [MK-4280] 3 memOpomizymabom
[MK-3475]) y nopiBHsHHI 31 CTaHAApPTHUM JIKYBAaHHSM IpPH PaHillle BXE JTIKOBAHOMY METACTaTHYHOMY
PDL1-mo3uTHBHOMY KOJOpEeKTaIbHOMY paky», MK-4280A-007, 3 inkopropoBaHoio nomnpaBkoro 01 Bix
23 nunas 2021 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosinanbHicTiO «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk Hlapn ena Joym Koprm.», nouipue mianpuemctso «Mepk enn Ko., [ak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYMYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 43

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

OnHoBeHUH TPOTOKOJ KIiHIYHOTO BUlpoOyBanHs MK-7684A-004, 3 inkopriopoBaHoIo monpaBkoro 02 Bif
20 BepecHs 2021 poky, aHrmiiicbkoro MOBOI; bpomrypa gocnigauka MK-7684/MK-7684 A, Bunanns 9 Bin
23 cepnns 2021 p., anrmuiiicekoro MoBor; bporrypa nocniqauka MK-3475, suganns 21 Big 02 BepecHs
2021 p., aHrIilcbKO0 MOBOIO; [H(pOpMAITis Ta JOKYMEHT PO iHPOPMOBaHY 3rojy JUIs Malli€HTa, YKpaiHa,
MK-7684A-004, sepcis 1.00 Big 20 >xoBTHs 2021 p., yKpaiHChKOIO MOBOIO; [HoOpMallis Ta TOKyMEHT Mmpo
iHhopMoOBaHy 3roay i mamieHTta, Ykpaina, MK-7684A-004, sepcis 1.00 Bix 20 >xotHs 2021 p.,
pociiicbkoro MOBO; [HpopMaiiHUil JUCTOK 1 AOKYMEHT Mpo 1HPOPMOBaHY 3roAy Ha MaiOyTHE
OloMenuuHe gociikeHHs, Ykpaina, MK-7684A-004, sepcis 01 Big 20 xoBTHa 2021 p., yKpalHCHKOIO
MOBOO; [HpopMariiHUN JTUCTOK 1 JOKYMEHT IMpo iHGopMOBaHy 3roAy Ha MaiOyTHe OiomeauyHe
nociimkenns, Ykpaina, MK-7684A-004, Bepcis 01 Bim 20 sxoBTHs 2021 p., pPOCIHCHKOIO MOBOIO;
3anpoBaKEHHS IOJATKOBHUX MarepiaiiB IS MaIi€HTIB: Bpomypa IS rmariesra
«MK-7684A-004 01 Bbpomrypa ans mamieHTa JtiMpoma_yKpaiHCHKOIO MOBOIO JUIsl YKpainu 14 yepBHs
2021 p.», yKpaiHCBKOIO MOBOIO, Al YKpaiHu, Bepcis Bia 14 uepBHsa 2021 p.; bpourypa ans marieHta
«MK-7684A-004 01 Bbpomropa mnamuenta Jlumdopma Ha pycckoMm s3bIKe it YKpauHBL 14  HIOHS
2021 r.», pociiicbkkol0 MOBOI, Juid YKpainu, Bepcis Bif 14 yepBHs 2021 p; bpomypa mis mamieHta
«MK-7684A-004 01 Bbpomrypa juig  mali€eHTa MHOKMHHA  Mi€JIOMa_yKpaiHCHKOI  MOBOIO IS
VYkpainu 14 uepBus 2021 p.», ykpaiHCbKOIO MOBOIO, i YKpaiHu, Bepcis Bing 14 yepBus 2021 p.;
Bpomypa mnst mamienta «MK-7684A-004 01 Bpomrtopa ans marmueHta MHOMKECTBEHHAss MUEIIOMa_Ha
pycckoMm si3bike it YkpauHbl 14 wuronst 2021 r.», pociiicbkor0 MOBOMW, s YKpainu, Bepcis Big 14
yepBHa 2021 p.; Ilocionuk nns mamienta «MK-7684A-004 01 IlocibHuk 11040 BI3UTIB AJs
namieHTa_jimMdpoma_ykpaiHCbKOIO MOBOIO Ui Ykpainu 14 yepBHsa 2021 p.», yKpaiHCHKOIO MOBOIO, JJIs
VYkpainu, Bepcis Bin 14 uepBus 2021 p.; [HociOuuk ans namienta «MK-7684A-004 01 PykoBoacTBO 1o
BU3UTaM Juisl manueHTta JluMmdoma Ha pycckoM s3bike uis YkpauHbl 14 uions 2021 r.», pociiicbKoro
MOBOIO, a1  YkKpainu, Bepcis Bix 14 gepHs 2021 p.; IlociOHuk g mauieHTa
«MK-7684A-004 01 ITociOHWK 11010 BI3UTIB JJIS MAI[iEHTa MHOXKWHHA MIEJIOMa_YKPATHCHKOIO
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MoBoOI0 Jutst Ykpainu 14 ugepBus 2021 p.», yKpaiHCbKOIO MOBOIO, /Ui YKpaiHu, Bepcis Bix 14 uepBHS
2021 p.; Tlociomuk jns  mamienta  «MK-7684A-004 01 PykoBoacTBO 1O BH3UTaM IS
narpenTa MHOXecTBeHHasi MHeJIOMa Ha PyCcCKOM si3bIke Juist YKpauHbl 14 utons 2021 r.», pociiicbKor0
MOBOIO, JUIsl YKpainu, Bepcis Bix 14 yepsns 2021 p.

Howmep ta nara Hakasy
MO3 1010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1722 Big 11.08.2021

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«Bigkpure pocmimpkeHHs ¢a3u 2 s omiHku Oe3neku Ta edextuBHOCcTi MK-7684A (kombinaris MK-
7684 [BibocTonimad] 3 MK-3475 [memOpounizymad]) y y4aCHUKIB 3 PeUUANBYIOUUMHU 200 pedpakTepHIMU
reMaToJIOTTUHUMHU 3JI0SKICHUMH HOBOYTBOpeHHsIMU», MK-7684A-004, 3 iHKOPIOPOBAHOIO MOMPABKOIO
01 Bix 14 wepBus 2021 poxy

3asBHUK, KpaiHa

ToBapucTBO 3 0OMex)eHo0 BianoBiganbHicTIO «MCJl YKpaina»

Cnoncop, kpaiHa

«Mepk Hlapn eng Joym Koprm.», nodipue mianpuemctso «Mepk enn Ko., [nk.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmManeBTHYHOIO 3a0€e3MeYeHHS

Isan 3AZIBOPHHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 TPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBieHH POTOKON KIIiHIYHOTO BUnpoOyBanus MK-3475-B61, 3 inkopriopoBaHoro nomnpaskoro 02 Bix
25 ceprias 2021 poky, aHTTCBKOI MOBOO; bpomrypa nocmiganka MK-3475, sunanns 21 Big 02 BepecHs
2021 poky, aHrmiicekor0 MoBOw0; Ykpaina, MK-3475-B61, Bepcis 1.01 Big 06 xoBtHs 2021 poky,
YKpaiHCbKOIO MOBOIO, iH(oOpMallis Ta JOKYMEHT mpo iH(OpMOBaHy 3rofy Ui Mali€eHTa; YKpaiHa,
MK-3475-B61, Bepcis 1.01 Big 06 xoBTHs 2021 poKy, poCiiicCbKOIO MOBOIO, iHPOpMALis Ta TOKYMEHT PO
iHdopmoBany 3rony nans mnamienta; MK-3475-B61 00 Maiictep-Bepcisi Oporrypu 3 BinOopy 3paskiB
TKaHWUH_YKpaiHCBKOIO MOBOIO Juisi Ykpainu 22 Bepecus 2020 p.; MK-3475-B61 00 Maiictep-Bepcis
Opomypu 3 BigZOOpY 3pa3KiB TKaHHH pPOCIMCHKOI MOBOIO Jiisi Ykpainu 22 BepecHs 2020 p.;
MK-3475-B61 00 KepiBHHITBO 3 TpOBEIEHHS BI3UTIB JJIs Mali€HTa YKPaiHCHKOIO MOBOIO JIJIS
VYkpainu 22 Bepecus 2020 p.; MK-3475-B61 00 KepiBHULITBO 3 TpOBEACHHS BI3UTIB M
narieHTa_pociichkoro MOBOKO Jutst Ykpainu 22 BepecHs 2020 p.

Howmep ta nata Hakasy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 187 Bin 05.02.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«Bigkpure xiiHiuHe nocuipkeHHs 11 ¢asu, 1mo npoBoAUTECA B OAHIN TPy ISl OI[IHKA IEMOPOJIizyMady
B KoMOiHamii 3 JIeHBaTMHIOOM B SKOCTI MEpIIOi JIiHII JIIKYBaHHS B YYAaCHHUKIB 3 PO3MOBCIO/KEHOIO /
METaCTaTUYHOIO  HECBITJIOKJIITUHHOIO  HHUPKOBO-KJIITUHHOIO  KapuuHomoro  HuUpku  (HCkHKKH)
(KEYNOTE-B61)», MK-3475-B61, 3 inkopriopoBatoro nompaskoto 01 Big 15 kBiTHst 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoro BianosinanbHicTiO «MCJl Ykpaina»

CnoHcop, kpaiHa

«Mepk Hlapn Ena Hoym Kopm.», nouipne nignpuemctBo «Mepk Eun Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

OHoBeHUN TPOTOKON KiiHIYHOTO BUNpoOyBaHHs (3441052, ocraroyHa penakiis TPOTOKOIY 3
nonpaskoro 1 Big 20 Bepecus 2021 p., anriiiicbkoro MoBoio; CTOpiHKA MIAMUCY MPOTOKOTY KIIHIYHOTO
BurnpoOyBanHs C3441052, ocraTtoyHa penakiis mpoTokony 3 morpaBkoro 1 Big 20 Bepecus 2021 p.,
nianucana crioacopom; CHHOIICHC TPOTOKOITY KiTiHIgYHOTO BUnpoOyBanHs C3441052, ocraTouHa penakiis
nporokony 3 mompaBkoro 1 Big 20 BepecHs 2021 p. ykpaiHCbKOIO MOBO; CHHOICHC MPOTOKOIY
KiiHigHOTO BUTIpoOYyBaHHs 3441052, ocrarodHa pemakilis MPOTOKOIY 3 mompaBkor 1 Bim 20 BepecHs
2021 p. pociiicbkoro MoBorw; bpomrypa nocminnuka Kceranni (enzalutamide MDV3100), Bepcist 12.2 Bin
24 uepBHs 2021 p., anrmiiicekoro MoBoto; [H(opmamis as namienta ta ¢popma iHPOPMOBAHOI 3rO/H,
VYkpaina, Bepcis 3.3.0 Bix 15 >xoBtHs 2021 p. Ha OCHOBI Bepcii Ha piBHI AocuikeHHs Bif 11 sxoBTHS 2021
p., QHIITIMCHKOIO, YKpaiHCBKOIO Ta pociiickkoro MoBamu; IHdopmarmis mis mamieHta ta ¢opma
iH(OpPMOBaHOI 3ro/IM Ha y4acTh Yy MONEPEeIHbOMY CKpUHIHTY, YKpaiHa, Bepcis 3.3.0 Bix 15 xoBTHs 2021
p. Ha OCHOBI Bepcii Ha piBHI JociiakeHHs Bif 27 BepecHs 2021 p., aHINiCHKOIO, YKpaiHCHKOIO Ta
pociiicekoro MoBamu; I[Hpopmamis g namieHta Ta (opma iHGopMoOBaHOI 3roau Ha O0OpOOKY
NEepCOHANBHUX JaHMX, YKpaiHa, Bepcis 1.1.0 Bim 15 BepecHs 2021 p., aHrmiCbKOIO, YKPaiHCHKOIO Ta
pociiicekoro MoBamH; JIMCT mpo aaMiHICTpaTHBHI 3MIHU J0 HMPOTOKOJY KIIHIYHOTO BUIIPOOYBaHHS Bix 3
ceprins 2021 p. aHrmiiicbkoro MoBoo; JKypHai npuiioMy 3HE0O0IOBAILHUX IpenapariB y BUTJISAL 3BITY 13
CKPMHIIOTaMM €KpaHy MPUCTPOIO JUIsl yUYacHHKa KiiHiyHOro BunpoOysaHHs C3441052, Bepcis 1.0 Bix 3
ceprus 2021 p., pociiicbkoro MoBo10; JKypHai npuiloMy 3HE00IOBAJIbHUX MPENapaTiB y BUIIISIL 3BITY 13
CKPUHILIOTaMH €KpaHy MPUCTPOIO JJIsl YJacHHMKA KiliHIYHOro BurnpoOyBanHs C3441052, sepcis 1.0 Bix 04
cepnHs 2021 p., ykpaiHCbKOI0 MOBO0O; XKypHai 0010 y BUIIIA/I 3BITY 13 CKPUHIIOTAMU €KpaHy MPUCTPOIO
JUId yJacHHMKa KiiHigyHoro BumpoOyBanHs C3441052, epcis 1.0 Big 3 Bepecus 2021 p., pociiicbkoro
MoBOI0; JKypHasl 00JII0 y BUIVIAII 3BITY 13 CKPUHIIOTAMM €KpaHy MPHUCTPOIO JJIS yYaCHHMKa KIIHIYHOTO
BurnpoOyBanHs C3441052, Bepcis 1.0 Big 16 cepnus 2021 p., ykpaiHCbKkor0 MOBOIO; Excripec-a10BiTHUK 3
BUKOPHUCTaHHSA MOPTATUBHOI'O MPHUCTPOIO I YUaCHUKA JOCTIKeHHs, Bepcis 2.0, pocilicbkOl0 MOBOIO;
Excripec-noBiIHUK 3 BUKOPUCTaHHS MOPTATUBHOTO MPUCTPOIO JJIs y4acHHKa JOCHIJKeHHs, Bepcis 2.0,
YKpaiHChKOIO MOBOIO; 3amUTAJIbHHUK Ui OLIHKM CHUMITOMIB 13 OOKy ceuoBOi cucteMu E€BporeichKoi
oprasizanii 3 JOCIIIPKEHHS Ta JIKyBaHHS paKy
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(EORTC QLQ PR25), Bepcisa 1.0 Bix 3 cepmas 2021 p., poCiiicbKOX MOBO; 3alMTAIBHUK JJIS OIlIHKH
CUMNTOMIB 13 OOKYy ceuoBOi cucTeMu €BpOMEchKkoi opraHizamii 3 JOCHIPKCHHS Ta JIKYyBaHHS pakKy
(EORTC QLQ PR25), Bepcis 1.0 Bix 04 cepmust 2021 p., ykpaiHCbKOIO MOBOIO; AHKETa CTaHY 3JI0POB’S
(EQ-5D-5L), Bepcis 0.3 Big 24 cepmust 2021 p., pociiicbkoro MOBOIO; AHketa ctany 310poB’s (EQ-5D-
5L), Bepcis 1.0 Bix 16 cepmus 2021 p., ykpaincskoro MoBoro; 3anutansauk (General Handheld-Subject),
Bepcis 1.0 Bix 3 BepecHst 2021 p., pocitickkoro MoBoto; 3anutanbauk (General Handheld-Subject), Bepcis
1.0 Bix 16 cepriast 2021 p., yKpaiHCbKOO MOBOIO; AHKETa «3arajibHa OIlIHKa MaIlIEHTOM CTYIICHSI TSHKKOCTI
(PGIS)», Bepcis 1.0 Big 3 Bepecus 2021 p., pociiicbkoro MOBOIO; AHKeTa «3arajbHa OI[iHKA Hali€eHTOM
crynens Tsokkocti (PGIS)», Bepcis 1.0 Bin 16 ceprius 2021 p., ykpaincbkoro MoBoto; [logeHHuK npuiiomy
JocipKyBaHoro npenapary, Bepcis 1.0 Big 3 BepecHs 2021 p., pociiickkoro MoBoro; [1{oneHHuk npuiiomy
JocipKyBaHoro npemnapaty, Bepeis 1.0 Big 17 cepnus 2021 p., ykpaiHcbkoro MoBoro; HaBuanns, Bepcist
1.0 Bim 3 Bepecus 2021 p., pociiicbkoto MoBoro; HaBuannsa, Bepcis 1.0 Bim 04 cepmus 2021 p.,
YKpaiHCHKOI0 MOBOIO; 3amUTAJIBHUK JUIS OLIHKM 3arajdbHOrO CTaHy 3J0pOB’S MpHU 3JIOSKICHUX
HOBOYTBOpPEHHSIX €Bpomenchkoi opraHizamii 3 mociimkenas ta jikyBanHa paky (EORTC QLQ C30),
Bepcis 1.0 Bim 3 BepecHs 2021 p., pociiicCbKOIO MOBOIO; 3amUTAIBHUK AJISl OL[IHKUA 3arajJbHOrO CTaHy
3II0OPOB’sl TIPH 3JIOSIKICHUX HOBOYTBOPEHHSX €BPOIEHCHKOI opraHi3amii 3 JOCTiKeHHS Ta JIIKYBaHHS paKy
(EORTC QLQ C30), Bepcis 1.0 Big 04 cepmus 2021 p., ykpaiHcbkor MoBoro; 3anutanbHuK (Pain Log
(BPI-SF Question 3), Bepcist 1.0 Bix 3 Bepecus 2021 p., pociiickkoro MoBoio; 3anurtaibHuk (Pain Log
(BPI-SF Question 3), Bepcis 1.0 Big 16 cepmus 2021 p., ykpaiHChbKOIO MOBOIO; MapKyBaHHS MPHCTPOFO
Bepcis 1.0 ykpaiHcbkoro MoBoro; Diaep maiienTa, Bepeist 1 Big 24 BepecHs 2021p., ykpaiHCbKOI MOBOIO;
3pa3ok aucTa 10 nauieHTa, Bepeid 1.0 Big 29 uepsns 2021 p., ykpaiHcbkoo MoBolo; KapTka HaragyBaHHS
HacTynHOro Bi3uty, Bepcia 1.0 Bigm 29 uyepBHs 2021 p., ykpaiHCcbkor MOBOW0; bpomypa momo
MO>KJIMBOCTI B3TH y4acTb y KJIIHIYHOMY JaociijkeHHi, Bepcisa 1.1 Big 29 nunuHs 2021 p., yKpaiHCbKOIO
MOBOI0; 3pa3ok jucta 10 Jikaps, Bepcia 1.0 Bixm 29 uepBus 2021 p., ykpaiHChkor0 MoBow; KapTka
HaraJyBaHHs HACTYMHOro Bi3uTy, Bepcis 1.0 Bigx 29 uepBusa 2021 p., ykpaiHChbKOIO MOBOI0; bporrypa
II0JI0 MOKJIMBOCTI B3ATH y4acTh Yy KIIHIYHOMY JochijkeHHi, Bepcis 1.1 Big 29 mumus 2021 p.,
YKpaTHChKOI MOBOIO; 3pa3ok JucTa 1o jikaps, Bepcis 1.0 Big 29 yepsHs 2021 p., yKpaiHCHKOIO MOBOIO;
®naep, Bepcist 1.0 Bix 29 uepsus 2021 p., ykpaincbkoro MoBoro; [lociOHuk 3 HamaHHS iHQOpMOBaHOT
3roau, Bepcis 1.1 Bix 29 nunug 2021 p., ykpaincbkoro MoBoto; [1nakat namienta, Bepcist 1.0 Big 29 yepBHs
2021 p., ykpaiHCcbkOIO MOBOIO; I'padik 3aXofiB Ul yYacHHKiB, BKIIOUEHHX Yy KJIIHIYHE JOCIIIKEHHS,
Bepcis 1.0 Bix 29 uepBus 2021 p., ykpaincbkor MoBot0; Ctikep LG 115 KIIIHIYHOTO TOCIIIKEHHS, BEPCis
1.0 Big 29 uepBHs 2021 p., ykpaincekoro MoBor0; CTikep SM aiist KIiHIYHOTO AOCHiIKeHHSs, Bepeis 1.0 Bia
29 yepBHs 2021 p., ykpaiHcbkoro MOBOIO; [losiska mamieHTy 3a
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1 pik ydacti y nocmimkensi, Bepcis 1.0 Bix 29 ueppus 2021 p., ykpaiHcbkoro MoBOM; [lomska mamieHTy

3a 2 poku ydacti y nocuimkensi, Bepcis 1.0 Big 29 uwepBHs 2021 p., ykpaiHchkoro MoBoro; [lomska
MalieHTy 3a 3 poKW ydacTi y jgochiimpkeHHi, Bepcis 1.0 Bix 29 uvepBus 2021 p., yKpaiHCHKOIO MOBOIO;
[Tonsika mamieHTy 3a y4acThb y AocmiukeHHi, Bepcis 1.0 Bix 29 gepBus 2021 p., yKpaiHCBKOIO MOBOIO;
[Toasika mamieHTy 3a 3aBEpIICHHS Y4acTi y KIIHIYHOMY AociipkeHHi, Bepcis 1.0 Bix 29 yepsus 2021 p.,
YKPalHCBKOIO MOBOIO

Howmep Ta nara Hakazy Ne 1586 Bix 29.07.2021
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Hasga xiiHiuHOTO TALAPRO-3: PAHJIOMI3OBAHE, IOJBIMHE CIJIIIE JOCJIPKEHHS ®A3M 3, MO
BUIIPOOYBaHHS, KOJI, [IPOBOJIMTLCSI 3 METOIO IIOPIBHSIHHA TAJIABOIIAPMBY B  KOMBIHALIIL 3
Bepcis Ta Jara EH3AJIYTAMIJIOM TA IUIALIEBO B KOMBIHALI 3 EH3AJIYTAMIJIOM V YOJIOBIKIB I3

METACTATUYHUM T'OPMOHOUYTJIMBUM PAKOM IIEPEJMIXYPOBOI 3AJIO3U 3
MVYTAIICIO 'EHA DDR, C3441052, ocraTouHa Bepcis mpotokoury Big 28 ciuns 2021 poky

3asiBHUK, KpaiHa [aiizep [uk., CLIHA
CrnoHcop, kpaina [¢aiizep Iuk., CILIA
CynyTHi —
MaTepiajau/npenapaTu

CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBepKEHHS CYyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB

KJIIHIYHUX BUTIPOOYBaHbY

29.11.2021 Ne 2646

Inentudikaris CyrTeBoi
MOTIPaBKH

Onosnenuit nporokoia MM-398-01-03-04, Bepcis 8.0 Big 07 sxoBTHs 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2006 Big 02.10.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, Bigkpute nociipkeHHs Gas3u 3 13 BUBUCHHS 1H €KIIITHOTO JIIIOCOMAIBHOTO IpUHOTEKAHY
(OHIBAMJI®) nOpiBHAHO 3 TONOTEKAHOM Yy MAILI€EHTIB i3 APIOHOKIITHHHMM pPaKoOM JIETeHi, SKHi
mporpecyBaB mix yac abo micis Teparii mepmioi JiHii Ha OCHOBI mpemnapartiB miatuamy, MM-398-01-03-
04, Bepcis 7.0 Big 24 nuctonana 2020 poxy

3asiBHUK, KpaiHa

[MTignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJC Ykpaina»

CrnoHcop, kpaina

Ipsen Bioscience Inc., CIIIA

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepaabnoro jupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




