Hopatok 1
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHOB/IeHHsI CeKLii JOCkE AOCIIIKYBaHOTO JikapchbKoro 3acoby Hatpiit Imetensctat (GRN163L): Po3gin
3.2.P. «['oToBWMIA JlikKapchKuii 3acib» Jlocbe nOCTipKyBaHOTO JliKapchKoro 3aco0y IMeTenbcrar, Bepcis 14
Big 23 motoro 2021 poky; OHOB/IEHHS CeKIii J0Che OCTiHKYBaHOTO JHiKapChbKOro 3aco0y Harpiii
Imerensctar (GRN163L): Posgin  3.2.S. «AkTuBHMI (apmalleBTUUHUI  iHrpefieHT»  [locke
JIOCTTiIKyBaHOTO JIiKapchkoro 3aco0y ImertenbcraT, Bepcisi 13 Big 23 mrotoro 2021 poky; 3anyueHHS
JOJATKOBUX (a/bTepPHaTUBHUX) BUPOOHUKIB JOC/IiZPKYBaHOTO JiKapchbKoro 3acoby Hatpiii Imerenbcrar
(GRN163L): Patheon Italia S.p.A, Itasisi; Fisher Clinical Services GmbH, Rheinfelden, Himeuunna

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Jocnimkenns: 3 ouinku mperiapatry Imetensctat (GRN163L) y nikyBaHHI 3a/e)XHUX Bif TpaHCys3iii
MaLieHTiB 3 MienoaucruiactuuHuM cuHapoMoM (M/C) 3 «HU3bKUM» ab0 «IIPOMi>KHMM-1» CTyrneHem
pu3uKy 3a mkanorw IPSS, 3 mporpecyBaHHsSM ab0 BifICyTHICTIO BiATIOBiZIi Ha Tepariito epUTPOIIoe3-
ctumyrorounmu areitamu (ECA)», 63935937MDS3001, 3 nonpaskoto 5 Bif 29 uepBHs 2020 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

I"'epon KopnopeiH, CIIIA / Geron Corporation, USA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hoparok 2

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

Bportypa gocmigHuka [OC/TiiKyBaHOro jiKapchbkoro 3acoby JNJ-17000139 (T'emiitabin (Gemcitabine)
225 wr, cuctema iHtpaBe3ukanbHOI goctaBku (TAR-200)), Bepcisi 5.0 Big 21 kBiTHs 2021 poky
aHrJIifickkoro MOBOIO; [locke AocmifKyBaHOro Jiikapcbkoro 3acoby JNJ-17000139 (I'emijitabin
(Gemcitabine) 225 wmr, cucrtema iHTpaBe3ukanbHOi fgoctaBku (TAR-200)), Bepcisi 5.0 Big 16 kBiTHA
2021 poky aHrmiHCBKOIO MOBOI; [loCcke AOC/ifKyBaHOTO JliKapcbkKoro 3acody JNJ-63723283
(Uetpenimab (Cetrelimab)), Bepcis 10.0 Big 19 kBiTHs 2021 poKy aHIVIiHCBKOI MOBOMW; [T0o/0BKeHHS
TepMiHy MPHUAATHOCTI AOC/i/PKyBaHOTO Jlikapchkoro 3aco0y Iletpenimab (Cetrelimab) (JNJ-63723283;
Lletpeniima0b); niodinizoBaHuii MPOAYKT AJisi MPUTOTyBaHHs po3unHy; 240 mr 3 30 mo 36 micsiiB; 3pa3ok
MapKyBaHHSI [JOC/Ii/I)KyBaHOTO JiKapcbKoro 3aco0y I'emijitTabin (Gemcitabine), Tabmetku mo 225 wr,
cucteMma iHTpaBe3ukanbHOI fAoctaBku (TAR-200), ans mportokony 17000139BLC3001, Bepcisi 3.0 Big
28 ciung 2021 poky aHI/IIMCBKOK Ta YKpPalHCBKOK MOBaMM; 3pa30K MapKyBaHHs CEUOBOrO KareTepa
(Urinary Placement Catheter), ans nporokony 17000139BLC3001, Bepcis 3.0 Big 28 ciuna 2021 poky
aHTTIMCPKOI0 Ta YKpaiHCHKOIO MOBaMM; 3pa30K MapKyBaHHsI [OC/i/I)KYBaHOTO JliKapCbKoro 3acoby
emigitabin (Gemcitabine), Tabnetku mo 225 mr, cuctema iHTpaBe3uKaabHOI goctaBku (TAR-200) +
ceuoBuii kKarerep (Urinary Placement Catheter), ans mpotokony 17000139BLC3001, Bepcisi 3.0 Bif
28 ciuns 2021 poky aHT/IiMCbKOI0 Ta YKpaiHCbKOK MoBamuy; [Himi TekceT s nauieHtiB (OSFT), Bepcis
1.0 Biz 08 moToro 2021 pokKy yKpaiHCBKOI MOBO0; [Himii TekcT ass naiieHTiB (OSFT), Bepcis 2.0 Bifg
29 6epe3Hst 2021 poKy pOCiMCbKOI0 MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baraTolieHTpOBe paHZOMi30BaHe JOC/ifKeHHsl a3y 3 AJis1 oLiHKY epekTUBHOCTI rpenapaty TAR-200 B
KoMOiHalii 3 1eTpeniMaboM y MOpPiBHSHHI i3 CyMyTHBOIO XiMiopazioTeparii€elo B yYaCHUKIB i3 M’s30BO-
IHBA3UBHOK YpOTe/ia/IbHOK KapLIMHOMOK) CeYoBOr0 MixXypa, SKUM He IIPOBOAWIN paJHKa/lIbHY
uucrekroMito», 17000139BLC3001, 3 monpaBkoto 1 Biz 18 BepecHs 2020 poky




2 MPOJOBXKEeHHA J0oJaTKa 2

3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHORK BIATIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYIIMENTC YKPAIHA» (TOB «®PA YKPATHA»)

CrioHcop, KpaiHa Janssen Pharmaceutica NV («fIHccen ®@apmarieBtrika HB»), benbris

CynyTHi —

Marepianu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

Bportypa gocmigHuka [OC/TiiKyBaHOro jiKapchbkoro 3acoby JNJ-17000139 (T'emiitabin (Gemcitabine)
225 wr, cuctema iHtpaBe3ukanbHOI goctaBku (TAR-200)), Bepcisi 5.0 Big 21 kBiTHs 2021 poky
aHrJIifickkoro MOBOIO; [locke AocmifKyBaHOro Jiikapcbkoro 3acoby JNJ-17000139 (I'emijitabin
(Gemcitabine) 225 wmr, cucrtema iHTpaBe3ukanbHOi fgoctaBku (TAR-200)), Bepcisi 5.0 Big 16 kBiTHA
2021 poky aHrmiHCBKOIO MOBOI; [loCcke AOC/ifKyBaHOTO JliKapcbkKoro 3acody JNJ-63723283
(Uetpenimab (Cetrelimab)), Bepcis 10.0 Big 19 kBiTHs 2021 poKy aHIVIiHCBKOI MOBOMW; [T0o/0BKeHHS
TepMiHy MPHUAATHOCTI AOC/i/PKyBaHOTO Jlikapchkoro 3aco0y Iletpenimab (Cetrelimab) (JNJ-63723283;
Lletpeniima0b); niodinizoBaHuii MPOAYKT AJisi MPUTOTyBaHHs po3unHy; 240 mr 3 30 mo 36 micsiiB; 3pa3ok
MapKyBaHHSI [JOC/Ii/I)KyBaHOTO JiKapcbKoro 3aco0y I'emijitTabin (Gemcitabine), Tabmetku mo 225 wr,
cuctema iHTpaBe3ukanbHOI fAoctaBku (TAR-200), ans mportokony 17000139BLC2001, Bepcisi 3.0 Big
29 kBiTHA 2021 pOKy aHIJIIMCBKOIO Ta YKpaiHCbKOIO MOBaMM; 3pa30OK MapKyBaHHS CEYOBOI'O KareTepa
(Urinary Placement Catheter), aas nporokony 17000139BLC2001, Bepcis 3.0 Bix 29 kBiTHs1 2021 poky
aHTTIMCPKOI0 Ta YKpaiHCHKOIO MOBaMM; 3pa30K MapKyBaHHsI [OC/i/I)KYBaHOTO JliKapCbKoro 3acoby
emigitabin (Gemcitabine), Tabnetku mo 225 mr, cuctema iHTpaBe3uKaabHOI goctaBku (TAR-200) +
ceuoBuii kKarerep (Urinary Placement Catheter), ans mpotokony 17000139BLC2001, Bepcisi 3.0 Bif
29 kBiTHA 2021 POKy aHT/iMCHKOIO Ta YKPaiHCHbKOK MOBaMU

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Kniniune gocmimkenns: dasu 2b, ske ouiHoe edeKTHBHICTL Ta OGe3meunHicTh mpemnapaty TAR-200 y
KoMOiHariii 3 1ierpesnimabom, nperapaty TAR-200 y sikocTi MOHOTeparii abo rpernapary 1ietpesiMab y
SAKOCTI MOHOTepamnii B yYaCHUKIB i3 M’130BO-HEIHBa3sWBHMM PakKOM CEUOBOI'0 MiXypa BHUCOKOIO CTYIIeHs
pPU3MKY, 1[0 He pearye Ha iHTpaBe3WKa/lbHe 3acTocyBaHHs Oauumu Kanbmeta-I'epena (BIDK), ski He
Bi/JITIOBiJJaIOTh KpUTEpisM TIPOBEe/IEHHS PpaZMKa/lbHOI LUCTEKTOMilI abo He Oa)karOoTh 11 TIPOBOAMTHY,
17000139BLC2001, Bepcis 2.0 Biz 25 BepecHs 2020 poky




2 TPOJIOBXKEHHA J0JaTKa 3

3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHORK BIATIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYIIMENTC YKPAIHA» (TOB «®PA YKPATHA»)

CrioHcop, KpaiHa Janssen Pharmaceutica NV («fIHccen ®@apmarieBtrika HB»), benbris

CynyTHi —

Marepianu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 4
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

IMocwe pocnimkyBaHoro jikapcbkoro 3acody HD201, Bepcis 2.7 Bix 07 TpaBHsi 2021 (aHrmiiCbKOMO
MoBO10); TIpo/i0B)KeHHsI TepMiHY TPUBAJIOCTi KJIiHIYHOTO BUMPOOYBaHHS B YKpaiHi 0 28 mororo 2022

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 928 Big 15.05.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomiszoBaHe, TmoABiliHe criire, OaraTOleHTPOBe [OC/imKeHHs ekBiBameHTHOCTI IIT ¢a3m, ske
MPOBOAUTRECS Yy TapajelbHUX TpyrnaX, 3 MeTOK TOPiBHAHHS e(eKTUBHOCTi, Oe3meyHocTi Ta
(apmakokinetuku miperiapaty HD201 Ta mpemnapaty ['epiienTiH® y TallieHTOK i3 paHHBLOIO CTafi€r0
HER2-no3utriBHOTrO paky MosouHoi 3ano3u», TROIKA, Bepcis 3.0 Big 01.10.2018 3 iHKOpriopoBaHOO
JIOKa/IbHORO 1orpaBkoro 3.0. Big 01.10.2018

3asgBHUK, KpaiHa

TOB «Kpomocgapma YkpaiHa»

CnoHcop, KpaiHa

Prestige BioPharma Limited, Cinramnyp

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM BUpPOOHMUOI AinsHKY 3 Nexgen Pharma, Inc., USA Ha LGM Pharma Solutions, LLC, USA
JUTSL TiIPOKOPTU30HY arleTaT, Cyro3utopii, 90 mr, cymosuTopii pekTtanbHi, 90 Mr (2 1) Ta mianebo 70
TiZIPOKOPTU30HY aleTar, CyIIo3UTOpPii peKTaslbHi:

byJo: Crano:
Nexgen Pharma, Inc., 1000 Cole Avenue, | LGM Pharma Solutions, LLC, 1000 Cole Avenue,
Rosenberg, Texas, 77471, USA Rosenberg, Texas (TX) 77471, United States (USA)

Homep Ta faTa Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Ha3ga ky1iHiyHOrO
BUMPOOYBaHHs, KO/,
BepCis Ta faTa

«Panomi3oBaHe, muIale00-KOHTPO/IbOBAHe, TO/BiMHe ciire gociimpkeHHs 3 ¢a3u, B TPhOX Ipylax, 3
METOI0 OLIIHKM 0e3reKu Ta e(eKTUBHOCTI BUKOPUCTAHHS HOBOTO TIpPerapary TiZ[pOKOPTU30HY aljeTary,
cyno3uTopii, 90 Mr, siKi BBOJSATb 3a JOMOMOI'O0 arjiikatopa Ayist Cyro3utopiiB Sephure® oauH i Ba pa3u
Ha JieHb, Y MAaIli€HTIB 3 BUPAa3KOBUM KOJIiTOM NpsiMoi Kuiiku», CHS1221, Bepcis 1.5 Big 03 moToro 2020

3asiBHUK, KpaiHa

TOB «Kpomocdapma YkpaiHa»

CnoHcop, KpaiHa

Cristcot HCA LLC («Kpictkot Eitu-Ci-Eit En-En-Ci»), USA

CynyTHi
MaTepiaynv/ripernapaTi
CyIyTHBOI Tepartii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HonaTtok 6
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/IeHMI TIPOTOKOJ K/iHiuHOTO BUTpoOyBaHHS, Bepcis 3.0 Bix 29 kBitHsa 2021 poKy, aHI/TiMCHKOIO
MoBO1; CHHOIICHC TIPOTOKO/Y KiiHiyHOTO BuIipoOyBaHHs, Bepcis 3.0 Bim 29 xBitHa 2021 poky,
YKpaiHCBKOK MOBORO; Bpoiiiypa gocsigHyKa Ha JOC/iipKyBaHui jlikapcbkuid 3aci6 AVTO04, suganas 3.0
BiJ 08 kBiTHs 2021 p., aHrniiicbkkoro MoBoto; [HdopMaLiliHuil MMCTOK MaljieHTa Ta popma iHpopmoBaHOi
3roju, Bepcis 2.1 ans Ykpainu Big 12 tpaBHs 2021 poKy, aHIJIiCbKOI0 MOBORO, MepeK/a, yKpaiHChbKOH
Ta pociiicbkoro MoBamy; [Hpopmaritinuii rcToK i hopma iHopmMoBaHOT 3roAu /i/1s1 BariTHOI MapTHEPKH,
Bepcisi 2.1 ans Ykpainu Bif 12 TpaBHs 2021 poKy, aHIVIIMCBKOIO MOBOIO, TMepeK/aj, YKpaiHChbKOH Ta
pociiicbkoto MoBamu; IneHTudikarjifina kapTka matjieHTa, Bepcisi 2.0 Bix 04 TpaBHs 2021 pOKy,
aHTJIIICbKOI0 MOBOIO, TiepeK/iaZi YKpalHChbKOK Ta POCIHCHKO MoBaMM; [HAEKC OL[iHKK SIKOCTi >KUTTS
TAIfiEHTIB 3 I€PMAaTO/IOTiUHUMH 3aXBOPIOBaHHAMM, Bepcist 1.28 Big 30 6epe3nst 2021 poky, yKpaiHCHKOIO
Ta POCIMCHKOIO MOBaMU

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanpomizoBaHe, TOoABiliHe (cline, 0GaraTOLlEHTPOBE MAOCTI[PKEHHS, IO TIPOBOJUTHCS 3 METOH
JeMOHCTpallii eKBiBa/leHTHOI e(eKTMBHOCTI Ta TIOPiBHSHHS Oe3reKu Ta iMyHOTeHHOCTi biormoziGHOro
mikapcbkoro 3aco0y Ycrekinymab (AVT04) Ta mnpemapary Crenapa® y Talli€HTIB 3 XPOHIYHAM
OJIAIIKOBUM TICOPia30M Bifl cepeIHBOrO /10 BaXKKOTO CTYyIMeHs1 TshKKocTi», AVT04-GL-301, Bepcist 1.0 Bif
06 mucromnazga 2020 poky

3asgBHUK, KpaiHa

TOB «BOPJIIBAI /] KITIHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AnBorek Cicc AI'» (Alvotech Swiss AG), llIBeiiiiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hoparok 7
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

OHOBJ/IeHHWI TIPOTOKOJI K/TiHIYHOTO BUMpOOyBaHHs M15-572 3 iHKOPIOpPOBAaHUMHU a/IMiHiCTPaTUBHHUMM
3MiHamu 1, 2, 3, 4, 5, 6 [ans T'onkonry (Kuraii)], 7 i 8 ta ITonpaBkamu 1, 1.01 (ans VHP kpain) 2, 3, 4, 5,
6 Ta 7 (a1 Bcix kpaiH Kpim fnonii) Big 30 ciunsg 2021 poky; Indopmariis Asis naijiedTta Ta iHpopmMoBaHa
3rofla Ha y4acTh Y HAYKOBOMY JOCTi/PKeHHi Ta HeoOOB’SI3KOBOMY [OC/Ii/IKeHHi, Bepcis 8.0 Ay YKpaiHu
Bif 20 kBiTHA 2021 poKy, yKpaiHCBKOIO Ta pocilicbkoro MoBamu; OHoBieHa KopoTka xapakTepucTHKa
nikapceKoro 3acoby Xywipa (aganimymab) 40 mr, po3uuH st iH’€KLili y momepeHbO HAallOBHEHOMY
mmpuii Big 29 ciuas 2021 poky, 3pa3ok MapKyBaHHS JOC/i)KyBaHOTO JliKapChKOTO 3aco0y
Ynagarmtuni6 (ABT-494), 15 wmr, TabneTku, BKPUTI IUTIBKOBOIO OOOJIOHKOIO, YKPaiHCHKOK MOBOO;
3pa30K MapKyBaHHSI JOCTiPKyBaHOTO JIiKapcbKoro 3aco0y ApmaniMmymab 40 mr, moriepeJHbO HarlOBHEHUH
mmpuy i3 0,8 M po3uuHy /s iH’€KUid (BHYTpIILIHS YIMaKoBKa), YKpPaiHCHKOIO MOBO; 3pa3ok
MapKyBaHHSI ZIOC/iI)KyBaHOT0 Jlikapcbkoro 3acoby Agamimymab 40 mr, rornepeJHb0 HallOBHEHWH ILTIPUL]
i3 0,8 M1 po3urHy [/151 iH’€K1Iiii (30BHIIIHS YIaKOBKa), YKPaiHCbKOI0 MOBOIO

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Big 21.11.2017

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanpomisoBane, mogBitiHe ciine mocsizpkeHHs, 111 da3u, A1 MOPiBHSAHHS TIperapary YTaZaldTHHIO
(ABT-494) 3 niaue6o Ta 3 afjaniMmymMaboM y TIaLli€HTIB 3 aKTUBHUM TICOPiaTUUHUM apTPUTOM, $IKi MalOTh B
aHaMHe3i HeaZieKBaTHY BiJMOBigs TIpUHAWMHI Ha OAWH HebionoriuHW XBOPO6O-MOAUGIKyHOUMiA
nporupeBmatuuHuil npenapar (XMIIPIT) — SELECT — PsA 1», M15-572, 3 iHKOpHOpOBaHHMH
azMiHicTpaTuBHUMU 3MiHamu 1, 2, 3, 4 i 5 Ta [TonpaBkamu 1, 1.01 (ans VHP kpain) 2, 3, 4, 5 Ta 6 Bif
15 tpaBHsa 2020 poky

3asBHUK, KpaiHa

«E66Bi biodapmaceroTikan3 I'm6X», IlIBefitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTok 8
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnenuii IIpoTokon kiiHiuHoro BumpoOyBanHs GLPG3970-CL-207, Bepcis 7.0, IlompaBka 6 Bif
12 tpaBHs 2021 poKy, aHI/IiNCBKOK MOBOMO; JIucT-po3’sscHeHHs Bif, CrioHcopa go [Ipotokony, Bepcis 2.0
Bif 21 TpaBHsi 2021 poky, aHrjilicbkkoro MoBorw; YactuHa 1, IHdopmauis ans maiieHta i dopma
iHndopmoBaHoi 3roau, YactuHa 2, ®opma iHpopmoBaHoi 3roau, Yactuna 3, [JogatkoBa IHbopmatiis, amst
Ykpainu, Bepcis 3.0 Bix 19 TpaBHs 2021 p., Ha ocHoBi Matictep-Bepcii ®I3, Bepcis 5.0 Big 13 TpaBHsA
2021 p., aHrMMCbKOI Ta yKpaiHCbKO MoBamu; [ogaTok go YactuHa 1, IHdopmaiiis Ans maijieHTa i
dopma indopmoBaHoi 3rogu, YactmHa 2, Popma iHdbopmoBaHoi 3roaud, YactuHa 3, [lomaTkoBa
Indopmarisi, as Ykpainy, Bepcis 3.0 Big 19 TpaBHst 2021 p., Ha ocHOBi MaticTep-Bepcii P13, Bepcis 5.0
Bif 13 TpaBHa 2021 p., aHIilCBKOIO Ta YyKpaiHCbKOK MoBaMu; PopMma MiATBepAKeHHSI OTPUMaHHS
JOCTi/PKYBaHOTO JTIKApCHKOTO 3ac00y yyacHMKOM BHUIpoOyBaHHS, Bepcist, 1.3 Big 11 TpaBHs1 2020 poOKy,
YKpaiHCBKOH MOBOR; HampaBnenHsi mikapto, Bepcis 02, Big 09 Gepe3ns 2021 poky, aHT/MCBKOI Ta
YKPaiHCbKOK MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, 1oBiliHe criirne, I/ale00-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/I/PKEHHS /I OL[iHKH
edeKTUBHOCTi, 0e3meuHoCTi, TIepeHOCUMOCTi, (apMakoOKiHeTHKH 1 ¢apMaKOJWHAMIKK Tpernapary
GLPG3970 mnpu mnepopanbHOMY 3aCTOCYBaHHI TPOTAroM 12 TWKHIB y AOPOCAMX OCi0 3 aKTUBHUM
nepBUHHUM cuHzApoMoM [llerpena», GLPG3970-CL-207, Bepcis 6.0, IlorpaBka 5 Big 04 Gepe3sHs
2021 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

I'ananaroc HB (I'ananaroc HB), Benbrist/ Galapagos NV, Benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikaiiis cyrreBoi BKJ/TIOUEHHST I0/IaTKOBUX MICITb TPOBeZIEHHsS] BUTIPOOYBAHHSI:
TIOIIpaBKU Ne [1.I.b. BiAnOBiA/ILHOIO JOC/IIJHHAKA
/1 HasBa MmicLisi ipoBe/ieHHsI K/IiHIYHOTO BUIPOOYBaHHS

1 | k.m.H. Apow B.B.

KomyHaneHe HekoMepLiviHe mignpueMcTBo «Micbka KiiHiyHa JikapHs Ne 8» XapkiBCbKOI
MICBKOI paJii, peBMaTOJIOTiuHe BifJiseHHsl, M. XapKiB

2 | 3aB. Biz. ITropa O.A.

KomyHanbHe HekoMepliliHe miarnpueMcTBo KuiBcbkoi obsacHoi pagu «KuiBcbka obsacHa
KJ/IiHIUHA JIiIKapHs», By3bKOCIMelliai30BaHe TepareBTUUHE BiffineHHs, M. KuiB

3 | rosoBHUH fikap, K.M.H. Myxuuyk B.B.

KomyHanbHe HekoMmepLifiHe MiANpUEMCTBO «MiCbKUM IIKiDHO-BEHEPOJIOTIYHUM IUCTaHCep
No2» XapKiBCbKOI MiCbKOI pajiy, AMCIIaHCEPHEe IepMaTO-BEHepOJIOTiuHe BifisieHHs], M. XapKiB

4 | nikap Kysnerjosa H.A.

MeauuHui [IeHTP TOBapUCTBa 3 0OMeKEHO BiAIOBiZa/nbHiCTIO «MenuuHuid 1jeHTp «KimiHika
ciMeHHOI MeULIMHW», CTalliOHapHe BiJJi/IeHHs], BiiJia JlepMaToBeHepoJorii, M. JIHInpo

5 | A.M.H., ipod. Pekanos [I.I".

Mepnunuii neHTp TOB «CyuacHa KiiHiKa», M. 3alOpixKs

6 | aA.M.H., ipod. leBuyk C.B.

Kninika HaykoBo-zmocigHoro iHctuTyTy peabinitauii oci6 3 iHBasmigHicTIO (HaBuasbHO-
HayKOBO-/TiKyBa/JIbHAM KOMII/IEKC) BiHHUIIBKOTO HalliOHabHOTO MeJWYHOrO YyHiBepCUTEeTY
iMm. M.I. Iluporosa, BifAin Teparii Ta KJIIHIYHOI peBMaToOJIOrii, peBMaToJIOriyHe BifJi/eHH,
BiHHMLIBKMI HallioHa/NbHUK MeAuuHui yHiBepcuTeT iM. M.I. TIuporoBa, kadeapa BHYTpPIlIHbOI
MeauLHU No2, M. BiHHULA

7 | K.M.H., 3aB. BiZ. [Iponjak B.B.

KomyHanbHe HeKoMepLifiHe MiAnpueMcTBO JIbBiBCbKOI 00/1acHOi pagy «JIbBiBChbKMI 00s1acHUN
LIKIPHO-BEHEPOJIOTIUHUK [IUCIIaHCep», TOJiKiHIYHe BiggineHHs: Nel 3 AeHHMM CTalliOHApOM,
JIbBiBCbKa 006/1acTh, [TycTOMUTIBCBKMI palioH, cMT COKiJIbBHUKH
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHgomi3oBaHe, mMoABiliHe ciire, OaraTolleHTpoBe KiiHiuHe focyipkeHHs (a3u I gas  oLiHKM
eeKTUBHOCTi, 0Oe3rmeuHOCTi, TMepeHOCMMOCTi, (apMaKOKiHETHKM Ta iMyHOTeHHOCTi mipemapary SB17
(3amporioHOBaHOTO OioCUMIISIPY ycTeKiHyMaOy) B ropiBHSHHI 3 rperapatoM Ctesapa® B Maili€HTIB i3
OJISIIIKOBUM TICOpPia30M CepeHhOro abo TsHKKOro cryreHsi», SB17-3001, Bepcis 2.0 Big 15 nroToro
2021 poky

3asgBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emHolo iHBecTHIielo «AMK’FOBIA P/IC Ykpaina»

CnoHcop, KpaiHa

Samsung Bioepis Co., Ltd, Republic of Korea

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikaris cyTreBoi
TIOTIPaBKU

bpourypa pocnigauka JNJ-67856633, Bupmanus 3, Big 25 mortoro 2021 poky, aHT/IiMCbKOIO MOBOIO;
®opwma iHdhopmoBaHoi 3roau [Tpotokon 64264681LYM1002 ApantoBaHa A/t YKpainu Bepcist Ne 3.0 Bif
22 6epe3nst 2021 poky, Ha ocHOBi Matictep-Bepcii P13 Bepcis 4.0 Bix 09 6epesnst 2021 poky; Informed
Consent Form Protocol 64264681L.YM1002 Country specific version for Ukraine, Number 3.0 of date
22/Mar/2021, Based on the Master ICF version 4.0 of date 09/March/2021, aHriiicbKo0 Ta YKpaiHCbKOIO
moBamu; [ozmatok no Popmu iHpopmoBaHoi 3rogau IIpotokon 64264681LYM1002 ApjantoBaHa Ajisi
Ykpainu Bepciss Ne 3.0 Bim 22 6Gepesnsi 2021 poky, Ha OcHOBi Mmaiictep-Bepcii ®I3 Bepcisi 4.0 Bif
09 6epe3nst 2021 poky; Annex to Informed Consent Form Protocol 642646811.YM1002 Country specific
version for Ukraine, Number 3.0 of date 22/Mar/2021, Based on the Master ICF version 4.0 of date
09/March/2021, anrniiicbkoro Ta yKkpaiHCbKOlo MoBamy; IllogmeHHuk maijieHTa / Patient diary,
64264681LYM1002-ENGO1 INT-1 Version 1.0, 060CT2020 Ukraine, BTKi QD MALT1 QD, local
version 3.0, 0BAPR2021, Ukrainian Language, aHrnilicbkoro Ta ykpaiHCbKOO MoBamu; lllozeHHUK
naijieHTa / Patient diary, 64264681LYM1002-ENGO02 INT-1 Version 1.0, 060CT2020 Ukraine, BTKi
BID MALT1 QD, local version 3.0, 08APR2021, Ukrainian Language, aHr/TiiCbKOIO Ta YKpaiHCHKOIO
moBamy; IllogeHHuk mnauienta / Patient diary, 64264681LYM1002-ENGO03 INT-1 Version 1.0,
060CT2020 Ukraine, BTKi BID MALT1 BID, local version 3.0, 08BAPR2021, Ukrainian Language,
aHIJIiNChKOI Ta yKpaiHCbKOr MoBamy; [Ipotokon 64264681LYM1002 IMOAEHHUWK ITALIIEHTA
npenapaTt JNJ-64264681, npuiiom 1 p/n, npenapat JNJ-67856633, npuiiom 1 p/n, 64264681LYM1002-
UKRO1 INT-1 Version 1.0, 060CT2020 Ukraine, BTKi QD MALT1 QD, local version 3.0, 08BAPR2021,
Ukrainian Language, ykpaiHcbkoro MoBoo; IIporokon 64264681LYM1002 IIIOAEHHUK ITALIIEHTA
nipeniapat JNJ-64264681, ripuiiom 2 p/a, npenapat JNJ-67856633, npuiiom 1 p/a, 64264681LYM1002-
UKRO2 INT-1 Version 1.0, 060CT2020 Ukraine, BTKi BID MALT1 QD, local version 3.0, 08APR2021,
Ukrainian Language, ykpaiHcbkor MoBoRO; [Ipotokon 64264681LYM1002 HIOAEHHUK ITALIIEHTA
npernapaTt JNJ-64264681, npuiiom 2 p/n, npenapar JNJ-67856633, npuiiom 2 p/z; 64264681LYM1002-
UKRO03 INT-1 Version 1.0, 060CT2020 Ukraine, BTKi BID MALT1 BID, local version 3.0,
08APR2021, Ukrainian Language, yKkpaiHCbKOIO MOBOIO
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 833 Big 28.04.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«Bigkpure mocnmimkenHs 1b ¢da3u 3 ormiHKu 6e3meuHocTi, dapMakokiHEeTUKH i (apMaKoAUHAMIKH
niperiapaty JNJ-64264681 y kombiHariii 3 nperapatom JNJ-67856633 B y4yacHUKIB 3 HEXO/PKKiHCHKOIO
niM(poMOI0 Ta XpOHIUYHUM JTiIM(OLIUTapHUM JIelK030M», 642646811 YM 1002, norpaBka 1, Big 06 »KOBTHs

2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEJICIH», Ykpaina

CrioHcop, KpaiHa

fnccen-Cinar Intepuemnn HB, Benbris / Janssen-Cilag International NV, Belgium

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. reHepa/sibHOr0 ANpeKTOopa JlupeKTopary
(¢apmaneBTHUHOrO 3a0e3neueHHA

Isan 3A/IBOPHUX



HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

[HCTpyKLii A71s TaLieHTa Moo 3acTocyBaHHs (eHeOpyTHHIOY mif uac mocsimkenHs GN41791, Bepcis 4
Big 08 motoro 2021 p., yKpaiHCHKOI Ta POCIMCHbKOIO MOBaMH; [HCTPYKIisi /Il y4aCHHKA 100 300py
3paskKiB Kany, Bepcid Bif 11 moToro 2021 p., yKpaiHCBKOIO Ta POCiHCbKOI0 MOBaMH

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BATATOLIEHTPOBE PAHIIOMI3OBAHE TIOJBIMHE CJIIIE JOC/HIDKEHHA ®A3U 11 Y
ITAPAJIEJIBHUX TPYIIAX 3 TIOABIMHMM KOHTPOJIEM IITIALIEBO [JIg OLITHKU
E®PEKTUBHOCTI TA BE3IIEUHOCTI ®EHEBPYTUHIBY TTOPIBHAHO 3 OKPEJII3YMABOM Y
OOPOCJ/IUX TTALUIEHTIB 3 TIEPBUHHUM ITPOT'PECYHOUMM PO3CIAHUM CKJIEPO30M»,
GN41791, Bepcis 3 Big 09 BepecHs 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifambHICTIO «Por YKpaiHa»

CnoHcop, KpaiHa

@.Xoddmann-JIs Poru Jita, [Beiiiiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 12

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

Bporrypa gociifgHuKa st [OC/TiyKyBaHOTO JliKapcbkoro 3acofy Picankizyma0, Bepcisi 7 Big 08 TpaBHsS
2021 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021
Ne 2030 Big 07.11.2018
Ne 341 Big 26.02.2018
Ne 1962 Big 29.10.2018
Ne 1896 Big 27.08.2019

Hasga kiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«bararorieHTpoBe paHJOMi30BaHe AOCIiPKeHHS 3 (a3u, 110 MPOBOAUTHCS y CJIIMOMY /il OLiHIOBaua
e(eKTUBHOCTI Pe)KUMi 3 METOI BUBUEHHSI picaHKi3ymaly y MOpiBHSIHHI 3 yCTeKiHyMaboM IpH JTiKyBaHHi
JIOPOC/IMX TIAIiEHTIB i3 XxBOpoOoto KpoHa cepeHbOBa)KKOTO UM Ba)KKOTO CTYTEHIO TSDKKOCTI, [/ SIKUX
Teparis TperapaTamMH, L0 TPUrHIUYIOTh AaKTUBHICTb (AaKTOpy HEKpO3y TMyX/JWHW, BHUSBUIACh
HeeeKkTUBHOIO», M20-259, Bepcis 1.0 Biz 23 nunns 2020 poky;

«bBaraTolieHTpOBe, paHZOMi30BaHe, MOABiHiHe CJlimne, TUIAle00-KOHTPO/IbOBaHe 52-THXKHEBE BiJKpHUTe
MPO/IOB)KeHe [TOCTi/PKeHHsT TTATPUMYIOYOl Teparii JJisi BHUBYeHHS e(eKTUBHOCTI Ta Oe3rmeyHoCTi
PicanHkizyma0y y maijieHTiB 3 BUpa3KOBUM KojiTom», M16-066, inkopriopoBanwuii [TorpaBkamu 1, 2, 3 Ta 4
Biz 01 »xoBTHA 2020 pOKY;

«BaraTolieHTpOBe, paHIOMi30BaHe, TIO/BiliHe CJIille, TIale00-KOHTPO/IbOBaHe 52-THXKHEBE [TOCITiKeHHS
MiATpUMYIOYOi Ta BiKPUTOI TIPO/OBXKEHOI Teparii [ OLHKKM eQeKTUBHOCTI Ta Oe3meyHoCTi
picaHki3ymalOy y marjieHTiB 3 xBopoboro Kpona», M16-000, 3 iHKOPIIOpOBaHUMH aJiMiHiCTPaTUBHUMHU
3miHamu 1, 2, 4 Ta nonpaeBkamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 30 mucrornazga 2020 poky;

«bararorieHTpOBe, paH/0Mi30BaHe, MOABIMHe cire, 1iarie00-KOHTPOIbOBaHe AOC/iPKeHHS iHYKIIMHOT
Tepartii /i1 BUBYeHHsI e()eKTHBHOCTI Ta 0e3reuHOCTi picaHKizymaly y mMarfieHTiB 3 BUPa3KOBUM KOJIITOM
Bi/l cepeJHLOBa)KKOI /10 BaXKKOi (popMu aKTUBHOCTi», M16-067, iHKOpriopoBaHuii rionpaBkamMu 1, 2 Ta 3
Biz 01 >xoBTHA 2020 pOKY;

«PanpomizoBane mozgiiiHe criine gocmimkenHs I ¢asu, ass nopiBHsSHHS TiperiapaTy PicaHkizymab 3
riare6o y marjieHTiB 3 akTUBHUM TicopiaTnyHuM aptputoM (IIcA), siki MalOTh B aHaMHe3i HeaJ|eKBaTHY
BiJITIOBiib TIpMHAMMHI Ha OAWH XBopoOoMoubiKyrounii mpoTvpeBMaTuuHui miperiapaT (XMIIPIT) abo
rioro HertepeHocuMicTh (KEEPSAKE 1)», M16-011, Bepcis 4.0 Big 10 BepecHst 2020 poky
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3asBHUK, KpaiHa «E066Bi biodapmacetoTikanz 'M6X», [1IBeiiiapis
CrioHcop, KpaiHa AbbVie Inc., USA

CymnyTHi —

MaTepianv/rpernapaT1

CyNyTHBOI Tepariii

B.o. renepannsHoro agupexkropa Jlupekropary
(apmaneBTHUHOTrO 3a0e3meueHHsA Isan 3A/IBOPHUX




Honatok 13

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikaris cyTreBoi
TIOTIPaBKU

bpouypa mocnignuka SAR439774 — fitusiran, BuaanHs 8 Big 25 moTtoro 2021 p., aHI/IiMICbKOIO MOBOIO;
Indopmaryisi A5 marienTta Ta popma iHpopmoBaHoi 3roau, Aast YKpainu, Bepcis 3.0 Big 15 kBiTHs 2021 p.,
aHIJIiMCbKO MOBOIO; IHhOpMaliis A1 narjieHTa Ta dopma iHbopmoBaHoOT 3rou, A/ YKpainu, Bepcis 3.0
BiJ 15 kBiTHs 2021 p., yKpaiHCbKOIO MOBOIO; IH(opMaliist /s natjieHTa Ta ¢popma iHpopMOBaHOI 3roau,
nnst Ykpainu, Bepcist 3.0 Big 15 kBiTHsa 2021 p., pociticbkkoro MoBoto; [HdopMmatiist A5 naijieHTa Ta (popma
iHdbopMoBaHoi 3roau As 6aThKiB, A/ YKpainu, Bepcis 3.0 Big 15 keiTHa 2021 p., aHT/TiMCbKOI0 MOBOIO;
IHdopmMariisi 1 marjienTa Ta dopma iHbopMoBaHOI 3roaM A OaTbKiB, AyiA YKpainu, Bepcisg 3.0 Bix
15 kBiTHa 2021 p., yKpaiHCbKOIO MOBOIO; [H(opMariisi Ast maijieHTa Ta popma iHhopMoOBaHOI 3rofu st
OaTeKiB, A1 YKpainu, Bepcis 3.0 Big 15 kBitHs 2021 p., pocitickkoro MoBoto; [HhopMaLiis A1t yuacHHKa i
dopma iHhoOpMOBaHOI 3ro/u /I MaJIOJIiTHIX 0Cib BiKOM BiJ 12 POKiB 0 MOMEHTY HacCTaHHS MOBHUX 14
POKiB, A/ YKpainu, Bepcist 3.0 Big 15 kBiTHs 2021 p., aHr/ilicbkkor MoBoRO; [HdopMmallis A5 yuyacHuUKa i
dopma iHhoOpMOBaHOI 3ro/iu /I MaJIOJIiTHIX 0Cib BiKOM BiJ 12 POKiB 0 MOMEHTY HacCTaHHS MMOBHUX 14
POKiB, A/ YKpainu, Bepcis 3.0 Big 15 kBiTHst 2021 p., ykpaiHCbKOIO MOBOIO; [H(hopMaLlis A5 yuacHUKa i
dopma iHhoOpMOBaHOI 3ro/iu /i MaJIOJIiTHIX 0Cib BiKOM BiJ 12 POKiB 0 MOMEHTY HacTaHHS MMOBHUX 14
pokiB, s YKpainu, Bepcis 3.0 Big 15 kBiTHa 2021 p., pocilickkoro MoBow; [HdopMallisi A1 yuacHUKa i
dhopma iHbopMOBaHOI 3ro/iu [/1s1 HETIOBHOJIITHIX 0cib BikoM Bizi 14 pOKiB 0 MOMEHTY HaCTaHHS TTIOBHUX
18 pokiB, ansa Ykpainu, Bepcisi 3.0 Bixg 15 kBiTHs 2021 p., aHrmiMickkoro MoBorwo; I[Hdopmariisi s
yuacHMKa i (opma iHpOpMOBaHOI 3roAM [Jjis HEMOBHOJITHIX 0Ci0 BiKOM Bify 14 pOKiB JO MOMEHTY
HacTaHHA TNMOBHUX 18 pokiB, Ais Ykpainu, Bepcig 3.0 Big 15 kBiTHa 2021 p., yKpaiHCBKOK MOBO}O;
Indopmarisi Ay yuacHuka i opma iHhopMOBaHOT 3roAu il HETIOBHOJTITHIX 0ci0 BikoMm Bif 14 pokiB o
MOMEHTy HacTaHHs MoBHUX 18 pokiB, asia Ykpainu, Bepcis 3.0 Big 15 kBitHa 2021 p., pociiicbkoro
MOBOIO; 3pa3oK 300pa’keHHsI eKpaHy eleKTPOHHOro 1jo/ileHHUKa «IlJoleHHUK KpOoBOTeY/ JIiKyBaHHs»
(Bleed/Treatment Diary), Bepcist 1.00 Big 24 Bepechst 2020 p., yKpaiHCbKOIO MOBOO; 3pa3oK 300pa’keHHsI
eKpaHy eJIeKTPOHHOTO 11[0/IeHHUKA «/[HeBHUK KpoBoTeueHui/ eueHusi» (Bleed/Treatment Diary), Bepcis
1.00 Big 24 Bepechst 2020 p., pocilicbKOr MOBOO; 3pa30K 300pakeHHsI eKpaHy e/IeKTPOHHOTO I0/IleHHHKa
«KonTponbHe onutyBaHHs poraspgaua» (Caregiver Quiz), Bepcisi 1.00 Big 24 Bepecus 2020 p.,
YKPaiHCBKOI MOBOM; 3pa30K 300pakeHHsI eKpaHy eJIeKTPOHHOTO IofieHHHKa «KOHTPOBHBIN Ompoc
nuLa, ocyuectsistoilero yxon» (Caregiver Quiz), Bepcisg 1.00 Biz 24 BepecHs 2020 p., poCiliCbKOIO
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MOBOI0; 3pa30K 300pakeHHsSI eKpaHy eJIeKTPOHHOTO IIofieHHUKa «HaBuanbHUM 1mjofeHHUK» (Practice
Diary), Bepcigs 1.00 Bim 24 BepecHsi 2020 p., yKpailHCbKOIO MOBOI; 3pa30K 300pa)keHHs eKpaHy
e/IeKTPOHHOTO 110ZleHHUKa «TpeHupoBouHbIM AHeBHUK» (Practice Diary), Bepcis 1.00 Big 24 BepecHs
2020 p., pociiicbkor0 MOBOIO; 3pa30K 300pa)keHHs eKpaHy eJIeKTPOHHOTO IroZieHHuKa «IlJomeHHNK
npodinaktuku» (Prophylaxis Diary), Bepcist 1.00 Big 24 BepecHsi 2020 p., yKpaiHCbKOIO MOBOIO; 3pa3okK
300pa’keHHsI eKpaHy eJIeKTPOHHOTO IIofieHHUKa «/IHeBHUK npodunaktuku» (Prophylaxis Diary), Bepcis
1.00 Big 24 Bepechst 2020 p., pociliCbKOI MOBOIO; 3pa30K 300pa)keHHs1 eKpaHy eJIeKTPOHHOTO IT[0/IeHHHKA
«KoHTponbHe onuTyBaHHs maijieHTa» (Subject Quiz), Bepcis 1.00 Bix 24 Bepechs 2020 p., yKpaiHCBKOIO
MOBOO; 3pa30K 300pakeHHs eKpaHy eJIeKTPOHHOTO I[oJileHHHKa «KOHTpOJIBHBIM OIMpOC MaljfeHTa»
(Subject Quiz), Bepcis 1.00 Bix 24 BepecHs 2020 p., pociliCbKOr0 MOBOIO; 3pa30K 300pa’keHHsI eKpaHy
eIeKTPOHHOTO 11jo/leHHuKa « TkHeBui mjogeHHUK» (Weekly Diary), Bepcist 1.00 Big 24 BepecHst 2020 p.,
YKPaiHCBKOI MOBORO; 3pa30K 300pa’keHHs eKpaHy eJIeKTPOHHOTO IIofieHHUKa «E>xeHeieTbHbIN THEBHUK»
(Weekly Diary), Bepcis 1.00 Big 24 BepecHss 2020 p., pocificbkor0 MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1545 Big 03.07.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«ATLAS-OLE: Biakpure fgoc/ifykeHHss JOBrocTpokoBoi Oe3sriekd Ta edekTUBHOCTI PiTycipaHy y
natieHTiB 3 remodinmiero A abo B, 3 abo 6e3 inribitopaux anTHTin A0 dakTopy 3ciganHs VIII abo IX»,
LTE15174, Bepcisa 03 Bix 08 rpygus 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OOmexxeHoto BigmosizanbHicTio «KonTpakTHO-[ocmigauipka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA/ [Ixen3arim Kopriopeiiis, CIITA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopartok 14
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

Hoparok (Bepcist 4.0 Big 07 TpaBHsi 2021 poky) Ao IHopmauii ass natjienta Ta @opmu iHpopmoBaHoOi
3rogu, Bepcis 5.0 Big 10 numnus 2018 poky, yKpaiHCHKORO Ta POCiMCbKOH MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 16 Big 13.01.2016

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomisoBaHe, noBiliHe ciirne, miare00-KOHTPOIBLOBaHe, OAaraToieHTPOBe AOCTipKeHHs (a3u 3, 110
MPOBOJUTHLCS B TlapajefbHUX Tpymnax [ OLIHKA Oe3rmeyHoCcTi Ta e(eKTHBHOCTI 3aCTOCYBaHHS
ycTeKiHymMaly [ iHAYKLiAHOI Ta MiATpUMYrOUoi Tepariii y YYaCHHWKIB JOCTi[PKEHHS 3 aKTHBHUM
BHPA3KOBUM KOJITOM cepefHbOr0 abo Ba)KKOro CTyreHs TsKkocTi», CNTO1275UC0O3001, 3
IHKOpPIOpPOBaHOK0 TornpaBkoro 2 Big 20 kBiTHS 2016 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«fHccen-Cinar Inteprernn HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

Bbpomrypa gocniganka, RO5541267 TECENTRIQ® (Ate3onizymab/Atezolizumab), Bepcisi 17 Biz BepecHst
2020 p. aHr/1iMCBKOK MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2006 Biz 02.10.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure bGaraTol|eHTPOBe J0JATKOBE AOC/TiPKEHHS B TMAIli€EHTIB, paHillle BK/IIOUEHUX [0 JOC/IiIPKEeHHS
npeniapaty Arte3osnizymad, crmoHcopom sikoro € Genentech Tta/abo F. Hoffmann-La Roche Ltd
(IMBRELLA B)», BO40729, Bepcis 2 Big 20 mrotoro 2020 p.

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOIO BIJIIOBIJAIBHICTIO «DAPMACBIOTIKAJI PICEPU
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd. /®. Xoddmann-JIa Pout JITa., IlIBeiitapis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTr0 BUTIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | a.m.H. Jloboma A.M.

KomyHanbHe HekoMmepiiiiiHe mignpueMctBo CyMcbKoi obmacHoi paau «Ob6sacHa AuTsYaA
K/iHIUHa JTiKapHsS», iHQeKI[iHO-00KcoBaHe BiAfineHHs1 AiTeli paHHBOrO BiKy, CyMCbKHI
[\lep’KaBHUM YHiBepcuTeT, Kadezpa negiatpii, M. Cymu

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«PanzomizoBaHe, mTOABiMHe citine, T/1ale00-KOHTPOIbOBaHe [JOCTiKeHHs Gasu 3 A/ OL[iHKU
edeKTUBHOCTI Ta Ge3meuHoCTi pisleMaToBipa y HeMOBJISIT Ta JiTel (BikoM Bif = 28 AHIB 70 < 5 pOKiB) Ta
3ro/I0M Y HOBOHApOKeHUX (BikoM < 28 fHiB), rocriTani3oBaHUX 3 MPUBOAY TOCTPOI iHbeKLil AuxanbHUX
LUIAXIiB, CIPUYMHEHOI pecripaTopHo-cuHLMTIaaeHUM  Bipycom (PCB)», 53718678RSV3001, Bix
17.08.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/mpernapaTy
CYTIyTHKOI Tepamii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

Indopmarisi ana natienra tTa ®@opma iHdopmoBaHoi 3rogu — Ilporokon 54767414MMY 3012, Bepcis
YKpaiHCbKOIO MOBOW i YkKpainu Big 26.05.2021, Bepcis 9.0; Indopmaris gis mnaiieHta Ta @opma
indopmoBaHoi 3rogau — Ilpotokon 54767414MMY3012, Bepcisi pociiicbkoro MOBOIO [Jjisi YKpaiHU Bif
26.05.2021, Bepcis 9.0

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 84 Big 17.01.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBane OararolleHTpOBe KiIiHiUHe [ocifkeHHs 3 ¢a3u TOPIBHAHHSA TAIIKIPHOTO Ta
BHYTDIIIIHbOBEHHOTO BBeZieHHs /[lapaTymymaly Yy Talli€eHTiB 3 peLUJUBHOI0 Yu pedpaKTepPHOO
MHO>XUHHOI0 Miesiomoro», 54767414MMY 3012, 3 nonpaBkoro Amendment 4 Bizg 01.04.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 18
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

MK-3475-671_00 Bporypa 1moz0 HeoaZ FOBaHTHOI Teparlii YKpaiHCbKOI MOBORO 1 YKpaiHu; bpotiypa
nocnigauka MK-3475, suganns 20 Big 08 6epe3nst 2021 poky, aHI/TiHCHKOI MOBOK; YKpaiHa, MK-3475-
671, Indopmatiisi Ta JOKyMeHT Npo iHQOpPMOBaHy 3rofy AJis TaijieHTta, Bepcis 07 Big 15 tpaBHs 2021 p.
yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-3475-671, Indopmatiis Ta JOKyMeHT Tpo iHGopMOBaHy 3rofy AJist
nanjieHTa, Bepcisi 07 Bif 15 TpaBHs 2021 p. pociiicbkoro MoBow; Ykpaina, MK-3475-671, IndopmatiiiiHuii
JIUCTOK i JOKyMeHT Mpo iHhOpMOBaHy 3rofly Ha MaiOyTHe OiomeauuHe gocsimkeHHs, Bepcis 00 Bif
25 TpaBHs 2021 p. ykpaiHCbKOIO MOBOM; YKpaiHa, MK-3475-671, IHpopmaLiiiH1ii TUCTOK i JOKyMeHT
npo iHdbopMoBaHy 3roAly Ha MalOyTHe Giomemuune mocmimkenHsi, Bepcigs 00 Big 25 TpaBHsa 2021 p.
POCiMICbKOI MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 713 Big 13.04.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanyomizoBane, nozgiiiHe-ciine mocrigkeHHs 111 ¢as3u ABOXKOMIOHEHTHOI XiMioTeparii rpernapaTamu
TUIaATMHU B KoMOiHamii 3 mem6posisymabom (MK-3475) abo 6e3 HbOro, B SIKOCTi Heoa/|tOBaHTHOI /
a1’ tOBaHTHOI Tepartii /i MalieHTiB 3 ornepabeslbHUM HeAPiOHOKTITUHHUM pakoM Jierens 11, ITIA Ta I11B
(T3-4N2) cragin (HAPJI) (KEYNOTE-671)», MK-3475-671, 3 iHKopriopoBaHowo momnpaBkoro 05 Biz 18
siinHA 2019 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Enz Joym Kopr.», gouipHe nianpuemcrso «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

Bx/iroueHHs1 10JJaTKOBUX MICL[b MPOBEeIeHHS K/IIHIYHOTO JTOC/TiIPKEHHS:

Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
1 | nikap Jouenp [.I.

ToBapucTBO 3 00OMeXeHOI0 BiAnoBizanbHicTIO «Menoya-KiiHik», MeauuHuii 1ieHTp,
Crieliajsii3oBaHe raCTpOeHTePOJIOriyHe BifiieHHs, M. KuiB

2 | 3aB. Bizg. bimotkau O.Y.
ToBapucTBO 3 00MeXeHOI BifmnoBifanbHiCcTIO «EaensBeiic Memikc», MeauuHWil TIeHTD,
CrieLiiajli3oBaHe racCTpOeHTEPOJIOTiYHe Bifi/liyieHHs, M. KH1iB

3

siikap Yyrnipuna JI.O.
ToBaprcTBO 3 00MeXXeHOI0 BiAIMOBifa/IbHICTIO «LIeHTp ciMeitHOT MeJUITUHM TUTIOC», MequuHui
L[eHTP, JiKyBa/IbHO-TIPOQiIaKTUUHMM mifipo3aia, M. Kuis

Howmep Ta fata Hakasy
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1275 Big 06.07.2018

Ha3sga kytiHiyHOTO
BUMIPOOYBaHHs, KO/,
BepCis Ta faTa

«[lomaTkoBe OarartolieHTpoBe Bizkpure pmociimpkeHHs III ¢da3u 3 MeTol OL[iHKM O3aHIMOAY /ISt
MepopabHOTO TIPUMOMY TIpH JIIKYBaHHI TMAI[iEHTIB i3 cepeHbOTSIKKAM ab0 TSHKKUM repebirom xBopobu

KpoHna B akTuBHi# dopmi», RPC01-3204, peapakiiisi 5.0 Big 03 BepecHst 2020 p.

3asgBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«CenmxeH InTepHernn I Capn» (Celgene International II Sarl), IIBeiitiapis

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

Bx/r0ueHHs J0AAaTKOBUX MICLIb MPOBe/IeHHS KJIIHIYHOTO JOC/TipKEHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS
1 | nikap Honewns [.I'.
ToBapucTBO 3 00Me)keHOIO BiamnoBizanbHicTIO «Menoya-Kiinik», MeauuHuii 1ieHTD,
crierjiaziizoBaHe raCTpOeHTepoJIoriuyHe BifaieHHs, M. Kui
2 | 3aB. Bif. biytotkau O.Y.
ToBaprcTBO 3 0OMeEXeHOIO BiAmoBiganbHiCTIO «EgenbBeiic Megike», MeauuHuii 1[eHTP,
CrieLiiajsli3oBaHe raCTpOeHTEePOJIOriyHe BijiiyieHHs, M. KuiB
3 | nikap YynpwuHna JI.O.
ToBapucTBO 3 00OMeXeHOI0 BifIMOBifaMbHICTIO «LIeHTp CiMeHHOT MeIUIIMHY TUTIOC», MenuHuiA
LIeHTP, JIiKyBa/IbHO-TIPOMiMaKTUUHUM NiApo3ia, M. KuiB

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 1275 Bizi 06.07.2018

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«bararorieHTpoBe paH/|0OMi30BaHe, TOZBIMHO Crire, Maleb0-KOHTpoboBaHe AocsimpkeHHs III ¢a3m 3
MEeTOH OLIHKM 03aHiMoJly JJisi TiepopanbHOro TPUHAOMY TIpU TIPOBEJIeHHI TiATpUMYHOUYOi Tepariii
TMalie€HTaM i3 cepeHbOTSHKKMM abo TsoKkuM Tiepebirom xBopobu Kpona B aktuBHiM ¢opmi», RPCO1-

3203, pepakuis 5.0 Big 28 cepnus 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«CenmxeH InTepHernn I Capn» (Celgene International II Sarl), IIBeiitjapis

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

Bx/1roueHHs1 10JJaTKOBOTO MiClisi TIPOBe/IEHHs K/IIHIYHOTO [OC/Ti[PKEHHST:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 nikap Yynpuna J1.O.
ToBapuCTBO 3 0OMeXXEeHOI0 BiIMOBiZaIbHICTIO «LIeHTp CiMeHOI MeJUIIMHU TUTI0C», MeanuHUH
LIeHTP, JiKyBa/IbHO-NPOQilaKTUUHMM mifipo3aia, M. Kuis

Howmep Ta fata Haka3sy
MO3 1oz 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1275 Bip 06.07.2018

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bBaraTolleHTpOBe paHOMi30BaHe, TIOABIMHO Crire, Tuialeb0-KOHTPO/IbOBaHe mgociipkeHHs 111 dasu 3
MeTOI0 OL[IHKWA 03aHIMOJy /151 IPUKMOMY MepopabHO TMPU MPOBeJeHHI iHAYKLIMHOI Tepariii narjieHTam i3
cepeIHbOTSKKAM abo TsKKUM riepebirom xsopobu Kpona B aktuBHil dopmi (gocimkenHs Nel 3 orjiHKu
iHgyKiinHOI Teparii)», RPC01-3201, pemakiiis 5.0 Big 03 BepecHst 2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBIJAJIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«CenmxeH InTepHern I Capn» (Celgene International II Sarl), IIBeiitjapis

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

[MTomoB>XeHHST TPUBAJIOCTI K/IiHIUHOTO BUIPOOyBaHHS B YKpaiHi 10 31 ymrHs 2025 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 300 Big 22.05.2015

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpute po3impeHe [JOCTiMKeHHSI i3 CIOCTepeXXeHHsSIM Oe3reKu TMaljieHTiB 3 XBOPOOOK KpOHa B
aKTUBHIN (pa3i Biji cepeJHBOTO [0 TSPKKOTO CTYTIeHsI B&)KKOCTI, sIKi paHillle NpuiiMaid y4acThb y MPOTOKOJI
eTpoJstisymab da3za III gocmimkenns GA29144», GA29145, Bepcis 6 Bizg 29 kBiTHs 2019 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emHoro iHBecTuiclo «AVIK'FOBIA PZIC YkpaiHa»

CnoHcop, KpaiHa

«®. Xohdmann-JIs Poru Jita», HIsetiapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

Hocbe pocnimpkyBaHoro mikapcbkoro 3aco0y Filgotinib, Bepcis 11.0 Bix 14 ksitHs 2021 poky,
aHIJIIACHKOI0 MOBOIO; [lO/IOBXKEHHsI TpUBAsoOCTi TepMiHy mpuzaaTHocti [JI3 ¢inroTinidy, Tabnerkwy,
BKDUTI TITIBKOBOIO 000/10HKO10, 200 Mr 3 36 Mics1iiB 10 60 MicsiiiB

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1753 Big 06.08.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomiszoBaHe, ToABiliHe criime, T1ale00-KOHTPOIbOBaHe [OC/TimKeHHsT (a3u 2 /s OL[iHKU BIUIUBY
¢inroTiHi0y Ha mMapameTpu CIlepMH Yy JIOPOC/IMX YOJIOBIKiB i3 aKTUBHMM pEBMAaTOiJHUM apTPUTOM,
MCOPiaTUYHUM ~ ApTPUTOM, aHKIJIO3YIOUMM  CIIOHAWIITOM abo [JOPeHTreHOJIOTiYHUM — aKCiaJlbHUM
crionaunoaprpurom», GLPG0634-CL-227, Bepcis 2.0 3 iHKopriopoBaHor0 norpaskoto 1.0 Bifg 26 TpaBHsA
2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Galapagos NV, Benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

[Tog0B>KeHHS TPUBAJIOCTI MPOBeIeHHs K/TiHIUHOT0 BUNTPOOyBaHHs B YKpaiHi fio 20 ciuas 2023 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1090 Biz 19.10.2016

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorjeHTpoOBe paH/iOMi30BaHe T1alle00-KOHTpoiboBaHe nocmimpkeHHs 111 ¢a3u aTe3onizymady (aHTH-
PD-L1 aHTuUTIi/I0) B peXXuMi MOHOTeparii Ta B IO€JHaHHI 3 XiMioTeparii€lo Ha OCHOBI MJIATUHU Y TIALiEHTIB
i3 He/MKOBaHOIO MiCI|eBO-TIOIIMPEHOI0 ab0 MeTacTaTUYHOK YPOTesliaJbHOK KapIHOMOo», W030070,
Bepcis 9 Bix 9 6epesns 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 Bi/noBifambHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®. Xodbdmann-JIs Pom Jitg (LIBetitiapis)

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/ieHUi IPOTOKOJI K/iHiuHOro BUmnpobyBaHHs MK-3475-B15 3 inkopriopoBaHoto moripaBkoro 01 Bif
14 TpaBHsa 2021 poky, aHI/ilCbKOI MOBOW; YKpaiHa, MK-3475-B15, Bepcis 1.00 Bizx 03 uyepBHs
2021 ykpaiHCbKOIO MOBOIO, iH(popMallisi Ta JOKYMeHT Tpo iH(opMoBaHy 3rofy AJis TMaljieHTa; YKpaiHa,
MK-3475-B15, Bepcis 1.00 Big 03 uepBHsi 2021 pocilicbkko0 MOBOIO, iH(opMmallisi Ta JOKYMEHT Ipo
iH(OpMOBaHy 3rofly //Is TalLli€HTa; 3aJyueHHs! 10JaTKOBOTO MiCIisl MPOBe/IeHHs BUMIPOOYBaHHs B YKpaiHi:
No [1.I.B. BigTIOBiiA/ILHOT'O AOC/IIAHUKA

/1 HasBa miciis mpoBeieHHsT K/TiHIYHOTO BUNIPOOYBaHHs

1. | k.m.H. Cabazain M.E.

KomyHanbHe HekoMmeplifiHe mignpuemMctBo JIbBiBcbkoi 06macHoi pasu  «JIbBiBChKMM
OHKOJIOTIUHUM perioHanbHUM JIiKyBa/JbHO-AiarHOCTUYHUIN LIeHTP», YPOJIOTiuHe BijJieHHs,
M. JIbBIiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzoMizoBaHe, BigkputTe gpociaimkeHHs III ¢a3u g ouiHKM mepiornepaljiiHOrO 3acTOCyBaHHs
eHpopTymaly BeJoTHHY y KoMOiHarjii 3 mem6posizymabom (MK-3475) mopiBHSHO 3 He0a[|tOBaHTHOIO
Teparier reMUTabiHOM Ta LIMCIUVIATUHOM Yy YYaCHUKIB 3 M's30BO-iHBa3MBHHMM DAaKOM CEUOBOTO MiXypa,
npuaatTHuX A jaikyBaHHs nucriatuHom (KEYNOTE-B15 / EV-304)», MK-3475-B15, Bepcist 00 Bif,
04 nmucronaza 2020 poky.

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CrioHcop, KpaiHa

«Mepk Illapn Exng OJoym Kopm.», gouipHe nianpuemctso «Mepk Enp Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUeHHs1 10/1aTKOBOT'O MiCLisi TPOBeZleHHs1 KIiHiYHOro BUNPOOyBaHHSI:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. | nikap Pekyra A.C.
Mennunuii  neHTp  «Ok!KmiHik+»  ToBapucTBa 3  00OMeXeHOI  BiAMOBiZaIbHICTIO
«Mi>KHapOAHUM IHCTUTYT KIIHIUHUX JOC/i[pKeHb», BigAin XiMioTepamii cTaljioHapHOTO
BinzinenHs, M. Kuis

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 3059 Big 29.12.2020

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PangomizoBaHe KiiHiuHe gocmimkeHHs ®a3u 3 KombiHoBaHOT Teparii AMiBaHTamMaboMm Ta Jla3epTiHiOoM
y miopiBHSIHHI 3 OcrMepTHHIOOM Ta y TOpiBHsIHHI 3 Jla3epTiHiOOM sIK Tepioi /iHii Teparii y marfieHTiB 3
MicLieBO-TIOIIMPeHMM abo MeTacTaTUUHUM He[piOHOK/IITUHHMM DaKOM JieTeHb 3 MYTAlli€l0 periernTopiB
ernizepmanbHOro dakropa pocty (EGFR-myTartiero)», 73841937NSC3003, Big 05.06.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/mpernapaTy
CYTIyTHKOI Tepamii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/bIIIeHHsT KiZTbKOCTI I0C/TiZPKyBaHUX B YKpaiHi (3 20 10 35 o0cib)

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2266 Big 12.11.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docmimpKeHHs 3 OLiHKKA e(eKTUBHOCTI, 6e3MeyHOCTi Ta (hapMaKOKiHETHKH TIPU 3aCTOCYBaHHi Tperapary
IgPro20 (imyHOrnoOymiHy [/ TMiJIMIKipHOTO BBeAeHHs, Xi3eHTpa®) y /[IOpOC/AMX TMAIiEHTIB i3
nepmaromiosutoM (M) - pocnimkennss RECLAIIM», IgPro20_3007, nonpaska 3 Bizg 21 aumnHs 2020 p.

3asiBHUK, KpaiHa

TOB «Agancen KiiHikan», YKpaiHa

CnoHcop, KpaiHa

CSL Behring LLC, USA / CiEcEn Bepinur EnEnCi, CILIA

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(apmaneBTHUHOTO 3a0e3nMeueHHsA Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/leHul TIPpOoTOKON KiiHiuHOro AociimkeHHss EFC16034 3 mompaBkoto 04, Bepcisi 1 Big 14 KBiTHsS
2021p., aHriiicbkoro MoBO; OcHOBHa iH¢opMmallis Mpo AocuipkeHHs: i ¢opma iHdopmoBaHoi 3roay,
Bepcis 6 Bif 29 kBiTHsA 2021p., aHrnilicbkoro MoBOO; IH(opMaliis Ass naiieHTta Ta Gpopma iHdhopMoBaHOi
srogu, Bepcig s Ykpainu Ne 6, Big 07 TpaBHs 2021p. (Ha ocHoBi OcHoBHOI iHpopmarii mnpo
nocnigkeHHs i dopmu iHopmoBaHoi 3roau Bepcisi 6 Big 29 kBiTHS 2021p.) aHr/IiMCHKOIO MOBOIO;
IHdopmariist asist natjiedTa Ta dopMa iHdhopMoBaHoi 3roau, Bepcisi A YKpainu Ne 6 Big 07 TpaBHs 2021p.
(Ha ocHoBi OcHOBHOI iH(opMaliii mpo AocimpkeHHs i dopmu iHdbopmoBaHoi 3rou, Bepcis 6 Bif 29 KBiTHsA
2021p.) ykpaiHcbKoro MoBoto; [Hpopmaliist s narjieHTa Ta popma iHhopmMoBaHoi 3roau, Bepcist Ne 6 st
Ykpainu Big 07 TpaBHsa 2021p. (Ha ocHoBi OcHoBHOI iHdopmarllii mpo gociaimkeHHs i dopmu
indopmoBaHoi 3roau, Bepcis 6 Big 29 kBiTHs 2021p.) pocilickkoro MoBorwo; IllofeHHMK mMarjieHTa Ajist
peectpauii npuiiomy JII1, Bepcis 7.0 o PAO4 Big 07 TpaBHsi 2021 p., aHr/1ilCbKOO, YKPAiHCHKOIO Ta
POCiMICBbKOI0 MOBaMH

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, moaBiliHe ciire gociimkeHHs 3 da3u A1 BUBUEHHS e(DeKTUBHOCTI Ta Oe3reuHOCTi
niperiapaty SAR442168 y nopiBHsiHHI 3 TepudyHomigom (O6amkio®) B yUaCHUKIB 3 PeLIUANBYOUMMU
dbopmamu poscisiHoro ckneposy (GEMINI 2)», EFC16034, 3 nonpaBkoto 03, Bepcis 1 Big 28 BepecHs
2020p.

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim KopropetitiiH, CIIIA)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnenuii [TpoTokos KiiHiuHoro urpoOyBaHHsi Debio 1143-SCCHN-301, Bepcis 6.0 Big 7 rpygHs
2020 p.; 3miHa Ha3BuW 3asBHUKA KiiHiuHOrOo BumpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB
«Cineoc Xenc Ykpaina»; Debio 1143 (Xevinapant) bporrypa docnignauka (B/I), Bepcist 13 Biz 28 >koBTHsI
2020 p. anrjiiticekoro moBoto; [I/1J1I3 Debio 1143, po3uuH /s TIepOpasbHOTO 3acTocyBaHHs 20 Mr/mil,
Bepcisg 1.2 Bix ciuns 2021 p. aHriiticekoro MoBoro; I/IJI3 mnaue6o go Debio 1143, po3uuH s
MepopasibHOTO 3aCTOCyBaHHs, Bepcisi 1.2 Bif ciuns 2021 p. aHrmiiicbkoro MoBoro; Debio 1143-SCCHN-
301 Iadopmaritiamii TUCTOK i hopMa 3roau [jisi OCHOBHOTO JOCTipKeHHs1, Bepcis 2.1.0 Big 05 Gepe3ns
2021 p. aHrmMCHKOI, YKpAiHCBKOIO Ta pociiickkoro MoBamu; Debio 1143-SCCHN-301 Ilanpaemis
COVID-19, Tndopmariiiiauii mucTok i dopma 3rogau, Bepcis 2.1.0 Bix 10 6epe3nst 2021 p. aHrTilCHKORO,
YKPaiHCHKOIO Ta POCIKCHKOI MOBaMU

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, mTo/BiliHe cJiinie, TIalle00-KOHTPOIbOBAHe MAOCHIKeHHS (a3 3 [/ BUBUYEHHS
niperiapaty Debio 1143 B koM0iHarii 3 ximMioTepari€to Ha OCHOBi MperapariB MJIATUHU Ta TTPOMEHEBOI0
Teparti€ro 3 MOAY/IbOBaHUM 3a IHTEHCHUBHICTIO MYYKOM i CTaHZAPTHUM (pakKL[iOHyBaHHSM y MaLli€HTIB i3
MICLIeBO PO3MOBCIO/)KEHOK IUIOCKOK/IITUHHOK KapLMHOMOK TO0JIOBU Ta IIWiI, W0 BiANOBIJar0Th
KpUTepiAM i pajuKanbHOi XimioripoMmeHeBol Tepamii (TrilynX)», Debio1143-SCCHN-301, Bepcis 4.0
Big 23 nunHa 2020 p. 3 nonpaBkamu 1-3

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Debiopharm International S.A., Switzerland (I1IBetitiapist)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

08.07.2021 Ne 1397

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/IeHHI TIPOTOKOJT K/TiHiYHOTO BUMpoOyBaHHs, Bepcist 2 Bif 21 xxoBTHs 2020 p.; Popma iHdhopmoBaHOT
3roau, Bepcis 2.0 ais YKpaiHu yKpaiHChKORO Ta pociiicbkoro moBamu Bif 20 kBiTHa 2021 p. Ha ocHoBi
MaiicTep-Bepcii gopmu iHpopMoBaHOI 3roau Ass fociifpkeHHss W042312, Bepcis 2 Big 16 >KOBTHSA
2020 p.; [loxenHuk narjieHTa s peectpauii 3actrocyBanHs 1JI3, Bepcis 2.0 gy YKpaiHd yKpaiHCbKORO
Ta pociiickkoro MoBamu Bij 20 kBiTHa 2021 p. Ha ocHOBi II[ofleHHMKa TiallieHTa [jsi peecTparfii
3aCTOCYBaHHSI /IOC/IiZPKYBAHOTO JIiKapchKoro 3aco0y, Bepcis 2.0_GDC-9545, karicysiu, Ta Tperapar
nopiBHsHHA Big 01 rpygusi 2020 p.; Jlucr-nofjsika mauieHTy, Bepcisi 1.0 yKpaiHCBbKOIO Ta pPOCIMCHKOMO
MoOBaMH; 3HIMKM eKpaHy eyieKTpoHHUX onutyBaabHUKIB (EORTC QLQ-C30, BPI-SF, EORTC QLQ-
BR23, PRO-CTCAE, EQ-5D-5L, FACT-GP5), Bepcis 1 Big 26 >koBTHs1 2020 p. yKpaiHCbKOIO MOBOIO Ta
Bepcis 1 Bifg 29 xoBTHA 2020 p. pOCiNiCEKOI MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PAHAOMI3OBAHE, BIAKPUTE, BA'ATOLEHTPOBE AOCJII>)XEHHA ®A3N I JIA OLIHKU
E®OEKTUBHOCTI TA BE3IIEYHOCTI GDC-9545 ¥ IIOPIBHAHHI 3 BUBPAHORKO JIIKAPEM
EHJOKPMHHOIKO MOHOTEPAIIIEKO ¥ ITALIEHTIB 13 PAHIIIE JIIKOBAHUM ECTPOI'EH-
PELHEIITOP-ITIO3UTUBHIM, HER2-HEI'ATUBHUM MICHEBO-IIOIIMPEHUM ABO
METACTATUYHMM PAKOM MOJIOYHOI 3AJI031», WO42312, Bepcis 1 iz 15 Tpasus 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xoddmann-JIs Poru Jita, [Beiiiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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Inentudikariis cyrreBoi
TIOTIPaBKU

Ownosnenuti [TpoTokos KaiHiuHOTO BUNIPOOYBaHHS, Bepcis 9 Bix 07 mortoro 2021 p.; HJogatok 1 Bepcis 1.0
ISt YKpaiHu yKpaTHChKOO Ta pociiicbkoro MoBam# Bifi 20 kBiTHs1 2021 p. 10 dopmu iHbopMoBaHOT 3roAu
Bepcii 8.0 mns YkpaiHM yKpaiHCBbKOIO Ta pocilicbkoro MoBamu Bif 27 kBiTHS 2020 p. Ha ocHOBi
MozenbHoro [lomatky 1 mo dopmu iHdopmoBaHoi 3rogu Bepcis 10 ans gocmimkenHs W039210 Bin
23 nucronajaa

2020 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 248 Big 09.03.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bBaraTolieHTpOBe, paHZOMi30BaHe, TUIale00-KOHTPOJ/IbOBaHe, TOABiMHe ciine pocmimkeHHs III da3u
ate3o/i3yMady (aHTu-PD-L1 aHTUTI/IO) B SKOCTI /1’ FOBAaHTHOI Tepariii y Malli€HTiB 3 HUPKOBO-KJ/TiTHHHOIO
KapLMHOMOIO 3 BHCOKMM PH3UKOM DO3BUTKY MeTacTasiB micsisg HedpekTomii», WO39210, Bepcisa 8 Bif,
15 mrotoro 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BinoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




