Hoparok 1

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

Onosnenuti [IpoTokon kiiHiyHoOro gociimkeHHs DU176b-D-U312, Bepcis 4.0 Big 08 uepBHsi 2021 poky,
aHrTiiCcbKOI MoBOI; Popma iHdhopmMoBaHoi 3roau ans 6atbkiB, Bepcis V6.0UKR(uk)1.0 Big 25 uepBHsS
2021 poky, nepekaj, ykpaiHCbkoro MoBotro Bif 05 murHsa 2021 poky; @opma iHdbopMoBaHOi 3rofu s
6atekiB, Bepcis V6.0UKR(ru)1.0 Big 25 uepBHs 2021 poky, mepeksiaj, poCiiCbKOX MOBOIO Bif 05 nuriHs
2021 poky

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

Ne 490 Big 05.05.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, paHzOMi3oBaHe, 0OaraTOLIEHTPOBe, KOHTpOJIbOBaHe [JOC/iMKeHHs (a3 3 A1 OL[iHKU
(hapMakoKiHEeTUKM Ta (papMaKOJUHAMIKM e[joKcabaHy i [yis TIOpiBHSHHS e(eKTUBHOCTI Ta Oe3rmeuHOCTi
efloKcabaHy 3i CTaHZAPTHUM JIIKyBaHHSIM aHTUKOATyJ/ISIHTaMM Y TieliaTPUUHUX TIALi€EHTIB Bii HAPOPKEHHS
o Biky MeHie 18 pokiB i3 mMmigTBeppkeHOK BeHO3HOK Tpombembosieto (BTE)», DU176b-D-U312,
Bepcid 3.0 Big 07 uepBHs 2019 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Haiui Cankito, Iuk. (Daiichi Sankyo, Inc.), CILIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

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




Hoparok 2

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBnenuii IIpotokon gocnimkeHHsi — [Ipotokon NN7415-4311, ¢inansHa Bepcisi 7.0 Bij 18 uepBHs
2021 p. (Protocol NN7415-4311, version 7.0, Final, dated 18 June 2021)

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2487 Bipg 17.12.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«EdexTuBHICTH Ta Oe3reka MpodisiakTHUHOTO 3acToCyBaHHs KoHIM3ymaly y maiieHTiB 3 remodimiero A
un B, ycknagHeHoro iHribiTopamu», NN7415-4311, dinanbHa Bepcis 6.0 Big 25 6epesns 2021 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S ([aHis)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




HonaTok 3

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

Iocke pocmipkyBaHoro Jyikapcbkoro 3acody GB004 (IMPD): Po3zin "GB004 Drug Substance (Yuhan
Chemical, Inc.)", pegakuis 1.1 Big 15 yepBHs 2021 p.; Po3ain "GB004 Drug Product (GB004 60 mg Film-
coated Tablets)", pemakiis 2.1 Big 18 uepBHsi 2021 p.; Po3zain "GB004 Drug Product (GB004 60 mg
Gastro-resistant Tablets)", pemakuist 2.1 Big 18 uepBHs 2021 p.; Po3gin "Drug Product (Placebo for GB004
60 mg Film-coated Tablets)", pegakijiss 2.1 Big 18 uepBHs 2021 p.; BkitoueHHsI AOAATKOBUX MiCIlb
TPOBe/IeHHS KJIIHIYHOTO JIOC/TiIDKEHHS :

Ne [1.I.b. BigmoBifasbHOrO AOC/IIIHUKA

n/n Has3Ba miclis ipoBe/ieHHs K/TiHIYHOTO BUTPOOYBaHHS

1 | g.m.H, npod. Pegis O.1.

Ob6sacHe KOMyHa/lbHe HEKOMepIIiiiHe miqnprueMcTBo «UepHiBeribka 006/1acHa K/iHiuHa JTiKapHs»,
nigpo3ain ractpoeHTteposorii, ByKOBUHCBKUI Jep)kKaBHUM MeOUUHWM YHiBepcuTeT, Kadeapa
BHYTPIIITHROI MeJUIIMHU Ta iHGheKLiMHUX XBOpoO, M. UepHiBIIi

2 | a.M.H., ipod. [TonsHcbkmit [LYO.

Ob6siacHe KOMyHa/IbHe HeKOMepIiiiiHe TiAnprueMcTBO «YepHiBel[bKa 00iacHa KJliHiuHa JiKapHs»,
niZpo3in npokrosorii, ByKOBUHCHKUI iep)KaBHUM MeJUUYHUI yHiBepcUTeT, Kadeapa Xipyprii
Nel, M. YepHiBLi

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Big 02.12.2020

HasBsa kjiHiuHOoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«bararorieHTpoBe, paH/[0Mi30BaHe, MO/BIMHO CrTire, ryiarie00-KOHTpoIboBaHe AocyimkerHs 11 da3m, ske
MPOBOJUTLCS 3 MeTor OuiHKKA Tiperiapaty GB004 npu jiKyBaHHI [OpPOCIMX TIALIEHTIB i3 JIETKAM |
CepeHBOTSDKKUM TiepebiroM BUpPa3sKOBOTO KOJIITY B akTuBHiN ¢opwmi», GB004-2101, pepakuis 2.0,
[ToripaBka 1.0, Big 21 >xoBTHS 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»




2 TPOJIOBXKEHHA J0JaTKa 3

CrnioHcop, KpaiHa «Ixubi 004 Tukopropetites» [GB004, Inc.], CIITA

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 4

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

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

OnHoBneHuii npoTokos kiiHiyHoro aocaimkeHHss PRN1008-012, Bepcisi 06 Bix 06 TpaBHs 2021 poky,
aHTJIICHKOI0 MOBOO; 3MiHa Ha3BU MPOTOKOJY KJIiHIUHOTO BUTpOOyBaHHs 3 «PaHJoMi3oBaHe, ro/BiliHe
cirte, Tialie60-KOHTPOIBOBAaHe, OAraToLIEHTPOBE JOC/Ti/PKEHHS JJIsI OI[iHKH e(heKTUBHOCTI Ta 6e3rmeuHoCTi
repopasibHOTO iHribiTopa THpo3uHKiHa3u bpytoHa (TKB) — mnpemapaty PRN1008 asist mikyBaHHS
nemdirycy TOMIDHOTO Ta TsDKKOTO CTyTleHHs» Ha «PaHjoMi3oBaHe, TMo/BiliHe cJimne, Twialebo-
KOHTDOJIbOBaHe, 0araTol|eHTPOBe AOC/Ti/KeHHs /ISl OLIHKK e()eKTUBHOCTI Ta 06e3reuHOCTi epopaabHOro
inribiTopa Thpo3mHkiHa3m bpyroHa (TKB) — Pums3abpytuniba (PRN1008) s mikyBaHHS memMbirycy
TOMIpHOTO Ta TSDKKOTO CTyTIeHHsI»; [HopMarlitiHuii 11McToK maijieHTa i dopMa iHdbopMoBaHoOi 3roau AJis
yuacTi B Joc/ifkeHHi, Bepcis anas Ykpainu 4.0 Big 25 TpaBHs 2021 poKy, YKpaiHCHKOIO Ta POCIHCHKOHO
MoBaMu; JIUCT Jj0 cimeitHoro sikapsi, Bepcisi 5.0 Bi 12 TpaBHst 2021 poky, yKpaiHCbKOIO MOBOIO; KapTka 3
inbopmariiero npo BakiuHaliro PRN1008-012, Bepcis 1.0 Big 19 Gepe3ns 2021 p., yKpaiHCBKOIO Ta
POCiMICBbKOI0 MOBaMH

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

Ne 230 Big 30.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, MoABiKiHO cilinie, myiarie60-KOHTPOIbOBaHe, 0AaraToOLleHTPOBE AOCTIPKEHHS /I OL[iHKH
edeKTUBHOCTI Ta Ge3meuHOCTi mepopasbHOro iHribiTopa THpo3uHKiHa3u bpyrtoHa (TKB) — mpemnapaty
PRN1008 pna nikyBaHHs neM@irycy nomipHoro ta Tsbkkoro cryrneHsi», PRN1008-012, Bepcisa 5.0 Big 22
ciuns 2020 poky

3asgBHUK, KpaiHa

TOB «IIpem’ep Pecepu Ykpaina»

CnoHcop, KpaiHa

Principia Biopharma Inc., CIIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /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»

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

3pa30K OMUTYBa/IbHUKA TIPO SIKiCTh XKUTTS /IS /liTel i3 3ananbHOr0 XBopoboro kuiieunrka (IMPACT III),
penakuist uepBeHb 2013p., Asst MiBHIUHOI AMEPUKH Ha aHIJIMCHKiK MOBi; 3pa3ok 300pakeHHsT Ha eKpaHi
enekTpoHHoro mipuctpoto As nauieHta (MEDIDATA PATIENT CLOUD App Android 2020 1.0/i0S
2020 1.0) pns Ykpainu, Bepcisi v2.2, aHIJIiCbKOI0 MOBOIO; 3pa30K 300pakeHHs1 Ha eKpaHi eJIeKTPOHHOTO
TIPUCTPOIO /ISl AOCHiAHULBKOTrO LeHTpy Ha Tenedoni (MEDIDATA PATIENT CLOUD App Android
2020 1.0/i0S 2020 1.0) ans Ykpainu, Bepcist v2.1, aHriitickkoro MoBoro; [IpumiTka g0 daitny — Takeqa,
PO3’sSICHEeHHSI 0[]0 CTaHAAPTHOTO 3HiMKa eKpaHy, Bepcis 2 Bif 15 kBiTHs 2021p., aHI/TiiCEKOI0 MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzpomiszoBaHe, mozBiiiHe ciine pocmimpkeHHs (a3u 3 A1 OWHKA edeKTMBHOCTI Ta 0Oe3rmeuHOCTi
3aCTOCYBaHHSI BeZloylizymMady /il BHYTPIllIHLOBEHHOTO BBE/IEHHS SIK TTiJTPUMYIOUOi Tepariil y Malfi€HTiB
UTSUOTO BiKy 3 aKTHBHOK XBOpoOoro KpoHa Bifi MOMIpHOTO [0 TSDKKOTO CTYIIeHs, y SIKUX Oy/i0
JIOCATHYTO K/iHIUHOI BiAMOBiAi micisi Tepamii Bemosizymabom fjisi BHYTPIilIHbOBEHHOT'O BBeJI€HHS Y
BigkpuToMy pexxumi», MLN0002-3025, npotokon 3 nonpaBkoro 1 Bix 17 motoro 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxeHoro BianosizanbHicTio «KoHTpakTHO-[ocnifHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

Takena /[leBenoriveHT CeHTep AwMepikac, I[Hk., Criosnyueni Illtatu (Takeda Development Center
Americas, Inc., USA)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

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




HonaTtok 6
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

[Tporokon GLPGO0634-CL-205 3 nomnpaBkorw 4 Bifg 13 tpaBHs 2021 poky; 3miHa CrioHCOpa KJIiHIYHOTO
BurpobOyBaHHs 3 «Gilead Sciences Inc.», USA (CIIIA) Ha «Galapagos NV», Belgium (Besnbrisi); 3miHa
Ha3BU 3asiBHUKa KiiHiuHoro BunpoOyBaHHsi 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xenc
YxpaiHa»; [HdbopMmatiis s naiienta/Popma iHhopMoBaHOi 3rofiu, yHiBepcaibHa Bepcis A YKpainu 9.0
Bif 28 TpaBHs 2021 p. yKpaiHCBKOK Ta poOCiiicbkoro MoBaMHu; dopma 3rofu [ijisi CIIOCTEPEXKeHHs 3a
BariTHICTIO TapTHepKH, Bepcisi s Ykpainu 3.0 Big 28 TpaBHa 2021 p. yKpaiHCBKOKO Ta POCIHCHKORO
moBamu; OHoBiieHe [Jocbe gocmimpkyBaHoro Jjikapcekoro 3aco0y (Filgotinib, tablets), Bepcis 11.0 Bix
14 kBiTHa 2021 p.; ITogoB)KeHHs TepMiHy MPUAATHOCTI AOCTiPKyBaHOTO Jlikapcbkoro 3aco0y (Filgotinib,
tablets) mo 60 micsiiB; OHOB/IeHe MapKyBaHHS JOC/TiKyBaHOT0 Jlikapcbkoro 3aco0y (Filgotinib, tablets),
Bepcig 1.0 Bixg 17 tpaBHsa 2021 p.; Jogatok 1 go Bpomypu mocnigHuka, Bepcis 15 Big 18 nucromnaza
2020 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJIIHIYHOTO BUTTPOOYBaHHS

Hasga kiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«bararorjeHTpOBe, BiZKpUTe, [TOBrOCTPOKOBE TIPOCIIEKTUBHE AOC/i/KeHHs1 Oe3reku 1 eqeKTUBHOCTI
nmiKyBaHHSI JiKapcbkuM 3acobom GLPG0634 y maiieHTiB 3 momipHOO abo TsKKOH (opMOro
peBMaToizHOrO apTpuTy», GLPG0634-CL-205, 3 monpaBkoro 3 Bif 15 6epe3ns 2018 p

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, KpaiHa

«Galapagos NV», Belgium (benbris)

CymnyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupexkropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




Hoparok 7
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

3pa3oK eTHKeTKM 3 iHdopmaili€elo Tpo mpernapar yKpaiHChKOH MOBOIO: AHarepa®, Bepcis 2.0 Big 07
uyepBHs 2021 poKy, nmepBUHHe MaKyBaHHS; 3pa30K eTUKEeTKU 3 iHpopMalli€ro mpo npemnapar yKpaiHChKOIO
MOBOIO: AHartepa®, Bepcisg 2.0 Big 07 yepBHs 2021 poky, BTOPUHHe IlaKyBaHHs; 3pa3’0OK €TUKeTKU 3
iHdopmalliero TIpo Tperapar yKpaiHCbKOO MoBOIO: TumopbiH®, Bepcisi 2.0 Big 07 uepHs 2021 poky,
TepBUHHE TIaKyBaHHs1; 3pa30K €TUKeTKH 3 iHdopMalli€ro Mpo mperapar YKpaiHCbKOo MOBOHO: THIopOiH®,
Bepcid 2.0 Big 07 uepBHs 2021 poKy, BTOPUHHE MaKyBaHHS

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2107 Big 17.10.2019

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Xplore: moxgifiHe cimine 6araTtorieHTpoBe AociimkenHs III ¢asuy, 0 MPOBOAUTHCS y MapasenbHUX
rpymnax, 3 TOpiBHSHHA edeKTUBHOCTI Ta Oe3reyHoCTi 3acTocyBaHHs Tperapary Xlucane mMoOpiBHSIHO 3
npernapatoM Lucentis® y maiji€HTiB 3 HeOBacKy/sSIpHOIO (OPMOI0 BiKOBOI MakyJ/IsIDHOI JereHepariii»,
XBR1001, Bepcis 1.0 3 nonpaskoro 5 Bifg 24 motoro 2021 poky

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Ikcbpeiin biogapma, IlIBeris [ Xbrane Biopharma, Sweden]

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 8

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBIeHUI MPOTOKOJ KiiHiuHOro gociimpkeHHs: No. BAY 1101042 /18748 Bepcist 3.0 3 mMi>kKHapoAHOO
nioripaBkoro 2 Bif 09 uepBHst 2021 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Biz 29.07.2021

Has3sBa kiiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzomisoBaHe, 1oBiliHe crire, T1ale00-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/Ti/PKeHHS i OL[iHKH
Oe3nekn Ta e(eKTMBHOCTI iHAWBiJya/bHO THUTPOBAaHUX TMEPOPATbHUX [03 PYHKALUTyaTy y TIALi€HTIB 3
K/IiHIYHUM [[iarHO30M XPOHIYHOI XBOpPOOW HMPOK 3 LIYKPOBUM JiabeToM Ta/abo rimepreHsiero, Ta xoua 6
O/IHI€I0 CepLieBO-CYLUHHOK CYIyTHbOKO Tarosioriero», No. BAY1101042 /18748, Bepcia 2.0 3
iHTerpoBaHoo rorpaskoro 1 Bizx 03 BepecHs 2020p.

3asgBHUK, KpaiHa

TOB «batiep», YkpaiHa

CnoHcop, KpaiHa

baitep AI', HimeuurHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX



HonaTok 9
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnenuii mnporokon BO40729, Bepcis 4 Big 28 TpaBHa 2021 poOKy aHI/IMCBKOIO MOBOIO;
IHdopmaritinuii MCcTOK mnaijieHTa Ta ¢popma iHpopmMoBaHoOi 3rou A1 YKpainu, Bepcis 3.0 Bix 24 TpaBHS
2021 poKy yKpaiHCBKOIO Ta pOCiiCbKOI MoBaMu; 3anyueHHsi komnaHii Scout Clinical (agpeca: 15770
Dallas Parkway, Suite 1075; Dallas, Texas 75248, USA/ CIIIA) 3 MeTowo oprani3aiii HajaHHS
TPAHCTIOPTHUX TOCJIYT TIifi Uac TPOBe/leHHsI K/TiHiYHOTO BUTIpOoOyBaHHs; [JorioBHeHHs [0 iHhopMarlliiiHOTo
JIUCTKa TallieHTa Ta ¢popmu iHHOPMOBAHOI 3ro/iv: opraHisailisi mepeBe3eHb uepe3 kommadito Scout Clinical
nnsi Ykpainu, Bepcisi 1.0 Big 08 kBiTHs 2021 poKy YKpaiHCBbKOWO Ta POCIHCHKOHO MOBaMU;
O6cnyroByBaHHs natieHTiB. EnekTpoHHe ymictyBaHHs, Bepcis 2.0 Big 03 uepeHst 2020 poKy yKpaiHCHKOO
MoBow; ITocnyru ans nauieHtiB. EnektponHi mucty, Bepcis 2.0 Big 03 uepBHs 2020 poKy poCiiiCbKOIO
MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
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

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

OHOB/IeHUI TIPOTOKOJ1 K/TiHiYHOTO BUMpoOyBaHHsT MK-3475-937, 3 iHKOpIIopoBaHOr0 mornpaBkoio 05 Bif
07 uepBHs1 2021 pOKy, aHTI/TilICbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1593 Big 09.07.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[Toxsitine cmine gocmimkenHs: 111 ¢a3m, 0 TPOBOAWTHECS B ABOX TpyIax [jis OLIiHKA Oe3rmeKu Ta
edeKTUBHOCTI eMOpostizymaby (MK-3475) y mopiBHsHHI 3 1uiaijeb0 B SIKOCTi aji’tOBaHTHOI Tepariii y
YYaCHUKIB 13 TernaroLe/t0/IIPHOK0 KapLIMHOMOK Ta II0BHOK pPAaZioJIOTiYHOK BIATOBIALIO MiC/aA
xipypriunoi pe3ekuii abo nokameHOi abmsuii (KEYNOTE-937)», MK-3475-937, 3 iHKOpPIOpPOBaHOO
nonpaBkoro 02 Bix 31 mumnHsa 2020 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 jupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopaTok 11
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBnieHUi MpoOTOKON KiiHiuHOro BurpobyBaHHs XL.184-312, mompaBka 3.0 Bifg 14 TpaBHsi 2021 p.
aHI/IiMcbKOor MoBor; OCHOBHMM iH(MopMalliliHuii MCTOK maijieHTa Ta (opma iHpopMoBaHOI 3rofu AJst
Ykpaiau, Bepcist 7.0 Big 1 uepBHs 2021 p. yKpaiHCHKOIO Ta POCiHChKOIO MOBamu; OHOBjeHa Opoiirypa
pJocnigHuka miperiapaTy Tecentriq (atezolizumab), Bepcisi 17.0 Bix BepecHsi 2020 poKy aHIJiHCBKOIO
MOBOIO

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

Ne 1265 Big 05.06.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, KOHTpO/bOBaHe mAociipkeHHs ¢a3su 3 KabosautiHiOy (XL184) y komGiHariii 3
ATte3osnisymabom mopiBHsHO i3 CopadeHiOOM y TaIlieHTiB i3 TIOMIMPEHO TeraToLeHJISIPHOI0
KapLIMHOMOIO, SIKi He OTpPUMYBa/M IIONEepPeJHI0 CHUCTeMHY [POTUIYX/IMHHY Tepamito», XL184-312,
nioripaBka 2.0 Big 09 ksitHs 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Exelixis, Inc., CIIIA

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHUYHOrO 3a0e3meueHHs

Isan 3A/IBOPHUX




HopnaTok 12
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TTPOTOKOJ KTiHIYHOTO BUNIPOOYBaHHS, Bepcis 8, monpaBka 7 Bif 19 tpaBHs 2021p.; Bpourypa
nocnignuka: Ledigepokon (S-649266), Bepcisi 09 Big 27 TpaBHs 2021p. aHI/ilCbKOI0 MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Has3sBa kiiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpure pocnigkeHHs 3 HepaHOMi30BaHOIO (a30i0 MPUIOMY OAHOPA30BOi [03M y TMAalli€HTIB i3
MiZlo3proBaHMK 200 TiATBEP)KeHUMH iH(QEKI[isIMM, BUKIMKaHUMK aepOOHUMH TrpaMHeraTUBHUMHU
OakTepisiMu, 3 MOZA/BIIOK PaHZOMi30BaHOIO (a30k0 AOC/TiHKeHHsT 6araTopa3oBOro MpyUiioMy Tperapary
i3 KOHTpPOJIEeM aKTHBHUM IperapaToM y TALi€HTIB i3 Mif03pioBaHO0 ab0 MiTBEpPKEHO YCK/IaZHEHOO
iHndekuiero ceuoBuBigHux 1wwsxiB (yICIL), rocmitanbHOoro mHeBMOHiero (I'IT) abo BeHTUSTOP-
acorfifioaHoto mHeBMOHieto (BAII), s ouiHKM 0e3rmeuyHoCTi, TepeHOCUMOCTi i (apMaKOKiHETHKH
tedizepokoy y rocritaaizoBHUX MeJiaTpPUYHUX MaL[ieHTiB BiKOM Bij 3 MicsALiB /10 MeHIlle Hi>XK 18 pokiB»,
1704R2133, Bepcis 7, nonpaBka 6 Big 04 6epe3ns 2021 p.

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

[ionomxi bi.Bi. [Shionogi B.V.], Hinepnangu

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 13
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM TPOTOKO/Y KJiHiuHOrO BWIIpoOyBaHHS 3 «PaHzoMmi3oBaHe, TOABiliHe crirne, Tuiare6o-
KOHTpOJIbOBaHe, mocipkeHHs 111 da3u migTpumyrouoi MoHoTeparii osarapubom y ydyacHukiB 3 BRCA
Wild Type po3nosciomkenum (FIGO cragis III-IV) BucokogudepeHiiifioBaHUM Cepo3HUM abo
€H/JIOMeTpIiOIJHUM PaKOM SIEYHUKIB MIC/A BIATOBI/I HA CTaHAApTHY IUVIATUHOBMICHY XiMiOTepariito reprioi
ninii (MONO-OLA1)» Ha «PaHj0Mi30BaHe, Mo/BiliHe cJiTe, mialeb0-KOHTPO/IbOBaHe, AocmimpkeHHs 111
a3y migTpuMyrouoi MoHoTeparii osarmapubom y ydacHukiB 3 BRCA Wild Type po3noBcromkeHNM
(FIGO cragis III-IV) cepo3HuM abo eHJOMETPiOiAHUM PAKOM SIEYHHKIB BUCOKOTO CTYTIEHIO 3/I0SIKiCHOCTI
micas BiAMOBiAI Ha cTaHAAPTHY IUIaTUHOBMICHY XimioTeparmito mepioi miHii (MONO-OLA1)»;
Indopmariisi mpo gocifkeHHs Ta ¢popma iHPOpMOBaHOI 3ro/iy, J0KaabHa Bepcisi Homep 1.2 i YKpaiHu
YKpalHCbKOK MOBOR, fAata Bepcii 13 yumnHa 2021 poky Ha ocHoBi Macrtep Bepcii Homep 2.0 Bigm 15
motoro 2021; dopma iHpopMOBaHOI 3roAu AJis TPOBeJeHHs JOCKPUHIHMOBUX MpOLeAyp, JIOKalbHa
Bepcig HoMmep 1.2 ay1g YKpaiHu yKpaiHCbKOK MOBORO, ata Bepcii 13 ynumnHa 2021 poky Ha ocHOBI Mactep
Bepcii Homep 2.0 Big 15 motoro 2021

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

Ne 1012 Big 24.05.2021

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«PanzmomiszoBaHe, mozBiliHe criine, mialie60-KOHTPOIbOBaHe, AocsipkeHHs I dasu migTpumytrodoi
MoHoTeparii onarnapuboM y yudacHukiB 3 BRCA Wild Type posnociompkenum (FIGO cragis III-IV)
BUCOKOAU(epeHI[iioBaHUM Cepo3HUM abo eHJOMETpiOIAHUM pakoM SIEYHUKIB TIiC/Isg BiAmoBigi Ha
CTaHZAPTHY IJIAaTUHOBMICHY XiMioTepamnito nepiuoi aiHii (MONO-OLA1)», D9319C00001, Bepcist 1.0 Bif,
17 rpygns 2020

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary

(apmaneBTHUHOT0 3a0e3meueHHs

Isan 3A/IBOPHUX




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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBneHa Bepcisa bpowypu gocnigHuka, sugaHHs 2020 Big 10 6epesHs 2021; HoBa Bepcisi WOAEHHWKA NaLjieHTa,
Bepcisa 4.0 Big 03 6epe3Hsa 2021 (YKpaiHCbKOK Ta POCiliCbKol MOBaMM); 3MmiHa
MiCLE3HaX0MKEHHS MiCLiA MPOBEAEHHS KMiHIYHOTO BUNPOGYBAHHS:

bYJIO CTAJIO

I.M.H., ipod. Cnobogin T.M. I.M.H., ipod. Cnobogin T.M.

Mepuunnii  ueHtp TOB «Meguunuii  neHTp | Meauunuii  1eHTp TOB  «Meauunuii  LieHTp
«JlomomMora-TuiroC», BY/JL IHinpoBceKa | «/Jomomora-tuitoc», By. IlepbakiBcekoro, 52,
HabGepexHa, 0yz. 26 i, mpum 112, m. Kuis, 02132, | m. Kuis, 04111, YkpaiHa

YKpaiHa
BK/IOUeHHSI ZI0ZIATKOBOT'O MiCIsl IPOBE/IEHHs K/TiHIUHOTO BUMTPOOYBaHHS:

No [1.I.b. BiAmIOBia/ILHOTO AOC/IIIHUKA

/1 Ha3ga Micust mpoBeieHHsT K/TiHIYHOTO BUITPOOYBaHHS

1 | 3aB. Big. CaHoupkuii f.€.

KomyHanbHe HekoMepliiliHe TiarnpueMcTBo JIbBiBChKOi 00sacHOI pagu «JIbBiBChbKa 00OsiacHa
KJ/IiHIYHa JIiIKapHs», HeBPOJIOTiuHe BiafiseHHs, M. JIbBiB

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

Ne 2243 Biz 05.10.2020

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«[IpocniekTiBHe, OaraTolleHTPOBe, paHJOMi30BaHe, TO/BiliHe cJjime, TUIAIE00-KOHTPO/LOBAHE
nocnimkenns 111 ¢a3u B mapasenbHUX Tpymax, 3 METOH OL[iHKM e()eKTUBHOCTI Ta 6e3reku MaciTuHiOy y
KOMOiHarfii 3 prIy30/10M y TIOpiBHSIHHI 3 Tuialjeb0 y KomOiHarlii 3 puay30/10M TIpU JIiKyBaHHI TAIfi€EHTIB 3
6iyanM amiorpodiunum cknepozom (BAC)», AB19001, Bepcis 6.0 ROW giz 09.03.2020

3asgBHUK, KpaiHa

TOB «Cinepxu I'pynn Ykpaina», YKpaiHa




2 TPO/IBXKeHHS fojaTka 14

CnoHcop, KpaiHa AB Science, ®paHyjisg

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBneHMl NPOTOKOJ KiiHiuHOro AocnifpkeHHs MK-3475-826 3 iHkoprnopoBaHow morpaBkoro 06 Bif,
29 uepBHsi 2021 poOKy, aHI/IiWCHKOIO MOBOI; 3MiHAa Ha3BU Ta MiCli TPOBeJeHHsl KJIiHIYHOTO

BUTIPOOYBaHHS:
BYJIO CTAJIO
I.M.H., ipod. BoHgapexnko .M. I.M.H., mpod. BoHgapenko .M.
KomyHanbHuit 3aKaj «/IHinporneTpoBcbka Mickka | KomyHanbHe HeKOoMepLliliHe TiAIIPUEMCTBO

OaratonpodisibHa  KiiHiuHa stikapHs Ne  4»
IuinporeTpoBcbKoi 006/1aCHOI paiv», BifmiseHHsS

«Micbka KiiHiuHa JikapHs Ned» [IHINPOBCBHKOI
MICBKOI pajy, XiMioTeparieBTUUHe BiJJiIeHHsS 3

ximioTeparrii, HepxaBHu 3aK/aj, | JeHHUM CTaljioHapoM, /IHIpOBCHKUM Jlep>KaBHUU
«/IHITIpOTIeTPOBCHKA MeuYyHa akajemisi | MeJUUHKN yHiBepcuTeT, Kadepa OHKoOOrii Ta
MiHicTepcTBa OXOpPOHM 340pPOB’S  YKpaiHW», | MeAU4HOi pafiosiorii, M. [IHirpo

Kadeapa OHKOJIOTII Ta MeAWYHOI pafiosiorii,

M. [THinpo

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJIiHIYHOTO BUTIPOOYBaHHS

Ne 2313 Big 12.12.2018

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PanziomizoBaHe, mozBiliHe citine, TUIAE00-KOHTPO/LOBaHe fAocimkeHHs [ ¢a3u  MopiBHAHHS
remOposnizymaby (MK-3475) 3 ximiorepariieto Ta xiMioTeparii€ro 3 miaie6o i Tepartii mepiioi JiHii mpu
MepCUCTYIOUOMY, peluauBHOMY abo wmertactaTuuHoMmy paky mmidka wmatku (KEYNOTE-826)»,
MK-3475-826, 3 inkopriopoBaHoro 1norpaBkoro 05 Bif 30 >xoBTHs1 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifimoBigampHicTI0O « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOTrO 3a0€3MeueHHA

Isan 3A/IBOPHUX



HonaTok 16

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

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

3amnpoBa/iyKeHHs KOPOTKOTo ifeHTH(ikaropa KiiHiuHoro unpobyBanus M20-259 — SEQUENCE; bykner
I marjieHTa «J{oc/Ti/pkeHHsT 3 BUBUEHHs TIperapariB s JiiKyBaHHA XBOpoOu KpoHa», yKpaiHCBKOO
MoBoto; bBykner ans maiieHta «HayuHoe wucciiemoBanue 6osiesnn Kpona», pOCiHiCBKOIO MOBOIO;
Indopmariitina 6porrypa s naijieHTa «Bam Bigoma xBopoba Kpona. Ham BijjomMa Hayka.», YKpaiHCbKOIO
MoBoIO; IHdopmMariiiiHa Opoirypa s TaiieHTa «Bbl 3HaKOMBbI ¢ Oose3Hpt0 KpoHa. MbI 3HaKOMBI C
HayKOM.», pociiicbkoro MoBoro; [HdopMmaritinuii miakatr «Bam Bigoma xBopoba Kpona. Ham Bimoma
HayKa.», YKpaiHCbKOI0 MOBOM; IHdopMariitiHuii nakaT «Bbl 3HaKOMbI ¢ 60s1e3Hpr0 KpoHa. Mbl 3HaKOMBI
C HayKoOW.», POCIMCbKOI MOBO; ITOCiOHMK /11 HOBOrO yuaCHMKA JOCTipKeHHs, Bepcis 2.0 Bix 04
motoro 2021 poky naasi YKpaiHM yKpalHChKOK MOBOR; «HauanbHOe pYKOBOJCTBO [Jisi YYaCTHUKOBY,
Bepcig 2.0 Bix 04 motoro 2021 poky Ais YKpaiHM pOCIHMCHKOIO MOBORO; 3alyueHHsl [J0AaTKOBOI
opraHi3aiiii, sikiii CrioHCOp fiefieryBaB CBOI 000B’si3KM Ta (DYHKIIi1, TIOB’s13aHi 3 TIPOBe/IEHHSIM KJIiHIYHOTO
BurpobyBaHHst — TOB «Ilentp Kniniuaux Jocimkens JITI»

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

Ne 516 Big 22.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paHJOMi30BaHe AOCIIPKeHHS 3 (pasy, L0 MPOBOAUTLCS y CJINOMY [JI OLiHIOBaua
e(eKTUBHOCTI Pe)KUMi 3 METOI BMBUEHHSI picaHKi3ymMaly y MOpiBHSIHHI 3 yCTeKiHyMaOoM IpH JTiKyBaHHi
JOPOC/IUX TAIli€HTIB i3 xBopoboto KpoHa cepeHLOBaXXKOTO UM Ba)XKKOTO CTYTIEHIO TSKKOCTI, /IS STKHUX

Tepamisi IperapaTtamH, 10 T@PUTHIUYIOTh AaKTUBHICTb (PAKTOpPy HEKpO3y MyX/WHH, BHUSIBUIACh
Hee(eKTHBHOIO», M20-259, Bepcis 1.0 Big 23 sunus 2020 poky.

3asiBHUK, KpaiHa E66Bi biodapmacerorikansz 'M6X, [1IBetinapis

CrioHcop, KpaiHa «E66BI Ink», CIITA / AbbVie Inc., USA

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

B.o. reHepanbHOro gupexkropa /Ilupekropary

(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Honatok 17

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

3asyueHHs1 10/JaTKOBOT'O MiCLisl IPOBe/IeHHsI K/TiHIYHOTO BUTIPOOYBaHHS:

Ne

/1 Ha3Ba Micust mpoBeieHHsT K/TiHIYHOTO BUITPOOYBaHHS

I1.I.b. BifmIOBia/ILHOTO AOC/TIIHUKA

1 I.M.H., ipod. JliHcekuii [.B.

KomyHanbHe HekoMepijiliHe MiANIpueEMCTBO XapKiBChbKOI 00sacHOi paan «O6macHa KiiHiuHA
ricuxiaTpuuHa JyiikapHs Ne3», 3-Te rnicuxiaTpyuuHe BiJiJIeHHS /i1 JOPOCINX, M. XapKiB

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

Ne 833 Big 28.04.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«PanziomizoBaHe, mofBitiHe ciimie, myiae60- KOHTPObOBaHe AOCTipKeHHS da3u II a1 oriHku edekTiB
niperiapaty RO6889450 (PanmitapoHT) y maijieHTiB i3 mm3odpeHieo abo 3 1mn30adeKTHBHUM pO371aJjoM
Ta HeraTUBHMMU cuMIitoMamu», BP40283, sepcid 5 Big 15 Bepecns 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 ObOmexxeHoto BigmosizanbHicTio «KoHTpakTHO-[ocmignuipbka Opranizauis [HHO(apM-

YKpaiHa»

CnoHcop, KpaiHa

@. Xobhdmanu-JIs Por JIta, [Betitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepa/sibHOr0 ANpeKTOopa JlupeKTopary
(¢apmaneBTHUYHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Honatok 18

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

30i/bIIeHHsT 3arIaHOBAHOI KiJIbKOCTI TMAli€HTIB, 1[0 OyAyTh 3a/ydyaTvcs y K/iHiuHe BUNPOOyBaHHS B
Ykpaini 3 84 mo 126 oci6; 3miHa Ha3BU 3asBHMKa KiiHiuHoro BumpoOyBanHs 3 TOB «IHC Pecepu
Yxpaina» Ha TOB «Cineoc Xesic YKpaiHa»

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

Ne 9 Biz 02.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«12-TxHeBe, HGaraToLeHTPOBE, TIO/I0BXKEeHe AOC/iKeHHs] aKTUBHOTO JIiKyBaHHS [JisI OLIIHKM Oe3MeuHOoCTi
Ta TMEPeHOCHMOCTi OpeKCITirpa3o/y TpH JIiKyBaHHI MAl[ieHTiB i3 a)KUTAL[i€F0 TIOB’SI3aHO0 3 [IeMEHLIi€r0
AunblreriMepiBcbkoro Tumny», 331-201-00182, Bepcis 1.0 Big 18 uepBHs 2018 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CrioHcop, KpaiHa

Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka dapmacbroTiKa
HesenonmenT e, KomepcinizeiiH, [HK.», CIIIA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 19
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

3pa3ok iHdopmarii Ay MmarieHTiB, mo OyZe HaJaBaTHCh Ha €JeKTPOHHOMY TIPUCTPOI [/is TIALli€EHTIB
pocnimkennss VIB7734.P2.S1 (VIB7734.P2.S1 Capture Application Screenshots) pns Ykpainu
yKpaiHCbKOIO MoBoto, Bepcisi 2.0 Big 13 nunns 2021p., Bkatouaroun onuTyBaibHUKA: HADS (AHKeTa
1[0/I0 TPUBOTU Ta Jenpecii B KaiHiYHMX ymoBax); PtGA (3arasbHa oijiHKa cTaHy mnaiieHToM (Patient
Global Assessment, PtGA)); PGIC (Illkasna 3arajJbHOrO0 BpakeHHS Malli€eHTa L[0/I0 3MiH MOro CTaHy
(Patient’s Global Impression of Change, PGIC)); FSMC (IlIkana BromtoBaHocTi (Fatigue scale): MoTopHi
Ta KorHiTuBHI ¢yHkKLil); LUPUS QoL (3anutanbHuk «fkicte >xutts (Qol) mpu BoBuaky»); 3pa3ok
iHndopmatiii A5 matfieHTiB, 110 6y/e Ha/laBaTUCh Ha eJIEKTPOHHOMY MPUCTPOI JJis MALli€HTIB JOC/iI>KeHHS
VIB7734.P2.S1 (VIB7734.P2.S1 Capture Application Screenshots) anasi YkpaiHu pOCiliCbKOIO MOBOIO,
Bepcisi 1.0 Big 22 uepBHs 2021p., Bkmouarouu onutyBanbHUKM: HADS (AHKeTa 10f0 TpUBOTU Ta
Jenpecii B KniHiuHKMx ymoBax); PtGA (3aranbHa ouiHka ctaHy naiientom (Patient Global Assessment,
PtGA)); PGIC (IlIkana 3aranbHOTO BpakeHHsl mMallieHTa 1jof0 3MiH Horo craHy (Patient’s Global
Impression of Change, PGIC)); FSMC (Illkana BromatoBaHocTi (Fatigue scale): MOTOpHi Ta KOTHITHBHI
¢dynkil); LUPUS QoL (3anuTanbHuK «SKicTh kuTTs (QoL) rpu BoBUaKy»)

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

Ne 1722 Biz 11.08.2021

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

«PaHjjomi30BaHe TI0/BiMHEe cime Tale00-KOHTPOIBOBAHE AOCTi/KeHHST a3k 2 [Jid  OLiHKH
edekTUBHOCTI Ta Ge3meuHocti mperiapaty VIB7734 mpu jiKyBaHHI aKTMBHOTO CHUCTEMHOTO UepPBOHOTO
BOBYAKa Bi/| MOMIPHOTO /10 TSHKKOro ctyneHs», VIB7734.P2.S1, Bepcist 1.0 Big 21 rpyans 2020 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 O6MexkeHol BigmnoBiganbHicTIO «KOHTPAaKTHO-JOCTIIHUIIBKA oOpradizaiis [HHo®apwm-
YKpaiHa»

CnoHcop, KpaiHa

«Biena Bbio, Ink.», CIIIA / Viela Bio, Inc., USA

CynyTHi
Marepianu/nperiapaTty
CYIyTHBOI Tepamnii

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




Honatok 20

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

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBnieHMid MPOTOKON  KiaiHiuHOro BumpoOyBanHs MK-3475-A18/ENGOT-cx11/GOG-3047, 3
iHKoprniopoBaHoto nonpaBkoto 02 Bifg 04 uepBHs 2021 poKy, aHIVIIMCHKOIO MOBOIO; YTOYHEHHSl Ha3BU
MPOTOKOJTy K/iHiuHOTO BWIIpoOyBaHHS 3 «PaHjomi3oBaHe, TofBiiiHe ciine pocimkenas 111 da3m
ximiopaziorepamii y komO0iHarii 3 memOposisymabom abo 06e3 HBOTO /ST JiKyBaHHI JIOKAJbHO
PO3MOBCIO/I)KEHOTO paKy IMUKK MaTKu 3 BUCOKUM cTyreHeM pusukKy (KEYNOTE-A18/ENGOT-cx11)»
Ha «PaHjoMi3oBaHe, mozgiiiHe ciine pocnimkeHHs III ¢da3u ximiopagiorepamii y komb6iHauii 3
nembpostisymabom abo 6e3 HbOTO /i/is JIIKyBaHHSI JIOKA/IbHO PO3MOBCIOPKEHOTO PAKy IMUAKA MaTKU 3
BUCOKUM CTyIIeHeM PU3UKY (KEYNOTE-A18/ENGOT-cx11/GOG-3047)»; YxpaiHa,
MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 2.00 Big 09 naumua 2021 p., yKpaiHCBKOI MOBOIO,
iHdopMallis Ta JOKyMeHT mpo iHdopMOBaHy 3rofy AJs maijieHta; YkpaiHa, MK-3475-A18/ENGOT-
cx11/GOG-3047, Bepcist 2.00 Big 09 aumnns 2021 p., pociliCbKO0 MOBOMO, iH(oOpMaLlisi Ta JOKYMEHT Mpo
iHopMoBaHy 3rofly J/is MaljieHTa

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

Ne 1468 Biz 26.06.2020

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanpomiszoBane, mnozgiiiHe ciine pocmimkenHs I ¢as3m  ximiopagiorepamii 'y kKomOiHamii 3
nembpostisymabom abo 6e3 HLOro [ijIst JIiKyBaHHI JIOKaJIbHO PO3MOBCIO/PKEHOI0 paKy IIUHAKH MaTKU 3
BucokuM ctyneHeM pusuky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», MK-3475-A18/ENGOT-
cx11/GOG-3047, 3 inkoprioposaHoro rorpaBkoro 01 Big 06 ciuns 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»

CrioHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HopnaTok 21

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

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

bpourypa pmocnigauka JNJ-56021927 (amanyrtamifg), BuganHs 14 Big 31.03.2021 p.; Indopmauis pas
narjieHTa Ta ®opma iHdbopmoraHoi 3rogu — Ilpotokon 56021927PCR3003, Bepcis 10.0 ykpaiHCBKOMO
MoBow Ans1 Ykpainu Bix 01.07.2021 p.; Indopmatiis ans naiieHta tTa Popma iHpopMoBaHOI 3roau —
[Tpotokon 56021927PCR3003, Bepcis 10.0 pociiicekkoro MoBor Ajas Ykpainu Big 01.07.2021 p;
Indopmariisi Anas BariTHOI TMapTHePKM YyuyacHMKa fociifpkeHHs Ta Popma IHdopmoaHoi 3rogu —
[Tpotokon 56021927PCR3003, Bepciss yKpaiHCbKOK MOBOIO 11 YKpainu Bif 12.07.2021 p., Bepcia 1.0;
Indopmariisi Anas BariTHOI MapTHePKM YyuyacHMKa fociifpkeHHs Ta Popma IHdopmoaHoi 3rogu —
ITpotokon 56021927PCR3003, Bepcisi pocilicbkoro MOBO A1 YKpainu Big 12.07.2021 p., Bepcia 1.0;
[ndpopmariisi gns marienta Ta Popma iHpoOpMOBaHOI 3roAu AJs y4acTi Yy [OC/iPKeHHi [10JaTKOBUX
HaykoBux 3paskiB - IIportokon 56021927PCR3003, Bepcis YKpalHCbKOIO MOBOIK [Jid YKpaiHU Bif
09.07.2021 p., Bepcia 1.0; Indopmatiis s mauieHTa Ta Popma iHPOpPMOBaHOI 3rofu AL y4yacTi y
JIOC/Ti/I)KeHHI [0/JaTKOBUX HayKOBUX 3paskiB - [IpoTokon 56021927PCR3003, Bepcisi pocCiiicbKO0 MOBOIO
Anst Ykpainu Bif 09.07.2021p., Bepcis 1.0

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJIIHIYHOTO BUTTPOOYBaHHS

Ne 589 Big 15.06.2016

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTa

«PanziomizoBaHe, moBiliHe ciiine, miarie00-KOHTPO/IbOBaHe, KIIiHIUHEe AoC/imKkeHHs 3 ¢a3u rpernapary
JNJ-56021927 y maijieHTiB 3 BUCOKMM PH3HKOM JIOKa/li30BaHOTO abo MiCI[eBO-PO3IMOBCIO/PKEHOTO PaKY
nepeAMixXypoBoi  3a/03d, 110 OTPUMYKOTh JIiKyBaHHS TI€PBUHHOI TIPOMEHEBOK)  Tepari€r»,
56021927PCR3003, IlompaBka 2 po IIpotokosy kiiHiuHOro pociipkenHss 56021927PCR3003 Big,
05.11.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbrisa

CnoHcop, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

CymnyTHi
MaTepianu/mpernapaTi
CYMyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTr0 BUTIPOOYBaHHS:
Ne [1.I.b. BigmoBifasbHOrO AOC/IIIHUKA
n/n Has3Ba miclis ipoBe/ieHHsT K/TiHiIYHOTO BUTPOOYBaHHS

1 mvpektop Bpybnesceka 1.B.

KomyHanbHe HeKoMepLjiliHe miAnpueMcTBO «KHiBCbKa MicbKa IICMXOHEBPOJIOriuHa ikapHs No3»
BUKOHaBUOro oprany KuiBcbkoi mickkoi pagu (KuiBcbkoi MickKoi Zep»kaBHOI agmiHicTpatii),
3arajibHoTIcuXiaTpruuHe BifgineHHs: Ned, KuiBcbka 0071., BacibKiBCbKME p-H, CMT. ['/1eBaxa

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

Ne 38 Bif 11.01.2020

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«BigkpuTe po3impeHe A0C/TiPKeHHS /1S OL[iHKK 0e3rmeuHOCTi Ta mepeHocuMocTi rperapaty SEP-363856
y maijieHTiB i3 mm3odpeHiero», SEP361-303, Bepcis 3.01 3 iHKOpIIOPOBaHOI HECYTTEBOIO MOIPaBKOI)
2.00 Big 25 ciung 2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHLielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH ®apmMmackroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

Bx/iroueHHs1 10JJaTKOBOTO MiClLisi TIPOBE/IEHHS [OCTiPKEHHSI:
Ne [1.I.b. BigmoBifasbHOrO AOC/IIIHUKA
n/n Has3Ba miclis ipoBe/ieHHsT K/TiHiIYHOTO BUTPOOYBaHHS

1 | pupektop Bpy6neBceka I.B.

KomyHanbHe HeKoMepLjiliHe miAnpueMcTBO «KHiBCbKa MicbKa IICMXOHEBPOJIOriuHa ikapHs No3»
BUKOHaBUOro oprany KuiBcbkoi mickkoi pagu (KuiBcbkoi MickKoi Zep»kaBHOI agmiHicTpatii),
3arajibHoTIcuXiaTpruuHe BifgineHHs: Ned, KuiBcbka 0071., BacibKiBCbKME p-H, CMT. ['/1eBaxa

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

Ne 38 Bif 11.01.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomiszoBaHe, TmofBiliHe cline, TLIANe00-KOHTPOJILOBAHE, 0OaraTOleHTPOBE JOCTi/PKEeHHs, 110
TPOBOJMUTLCA B Mapare/bHUX TpyMnax, i3 3aCTOCyBaHHSAM (DiKCOBaHMX /03 /Il OL[iHKA e(eKTUBHOCTI Ta
6e3meunocti niperiapaty SEP-363856 y martjieHTiB i3 mm3odpeHi€to y rocTpoMy TICUXOTUYHOMY €ITi307i»,
SEP361-302, Bepcig 3.00 3 iHKopriopoBaHO CcyTTeBOIO nonpaBkoro 2.00 Biz 26 ciunsg 2021 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH @apmachkroTikasic [Hk.» (Sunovion Pharmaceuticals Inc.), CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Hopartox 24
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

Hakneiika Ha enekrpoHHud wmofeHHHMK, PM-T041 Bepcis 01 ykpaiHcbKOrO MoBOw; Haknelika Ha
eneKTpOHHUM 1oAeHHUK, PM-T041 Bepcisi 01 pocitickkoro MoBot0; «CTUCIUM AOBigHUK, Asneprad LIN-
MD-64. TlopratuBuuii npuctpii (YPrime D450). Bepcisi gokymenTa: 1.0, ukUA, 18-JItoT-2020 p.»,
YKpaiHCBKOI MOBOH); «Kpatkoe cripaBouHoe pykoBozacTBo, Allergan LIN-MD-64. MobunbHoe
ycrpouicTBo (YPrime D450). Pepakius nokymenTa: 1.0, ruUA, 12 ©e 2020 r.», poCiliCbKOIO MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Biz 09.11.2020

Hasga kiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JaTta

«bararorieHTpoBe, paH/|0OMi30BaHe, TMO/BiliHe CJiiMe, Miarie00-KOHTPOBOBaHEe JOC/TimKeHHs (a3u 3 B
napasielbHUX Tpyrnax 3 OL[iHKKM 0Oe3nevyHocTi i edeKTUBHOCTI JIiIHAKIOTHAY TIPU TiepopajbHOMY
3aCTOCyBaHHi y fiiTeld BikoM 6—17 poKiB, 1110 CTpa)kJatoTh Ha ¢yHKLioHaabHUM 3arop (P3)», LIN-MD-64,
Bepcist EU-3 Biz 08 cepnHst 2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Allergan Ltd., United Kingdom

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary

(apmaneBTHUHOT0 3a0e3nmeueHHs

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT KiJTbKOCTI yUaCHMKIB JOCTiPKeHHs B YKpaiHi BiJ monepeaHbo 3arutaHoBaHoi 3 100 go 130
ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PaHOMi30BaHe, MOJBiMHE CJliMe [OCII[)KeHHs, L]0 TPOBOAUTHCS 3 BHUKOPUCTAaHHSIM AaKTHUBHOIO
Tiperiapary B SIKOCTi KOHTPOJIIO [Ijisl OL[iHKHM JOBIOTPUBAJIOI 0€3MeYHOCTi i mepeHOCHMOCTi ripernapaty SEP-
363856 y mauieHTiB i3 mmsodpenieto», SEP361-304, Bepcigs 3.00 3 iHKOpPIIOPOBaHOK CYTTEBOIO
nioripaBkoro 2.00 Big 14 ciuns 2021 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHLiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH @apmachkroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIITA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

BkittoueHHs1 fikapcbKoro 3aco0y KapboriatuH, posunH jjis iHgy3ii, 600 Mr, 1110 BUKOPHUCTOBYETHCS SIK
niperiapat mopiBHsHHsA, Janssen Pharmaceutica NV, Besnbris, Fisher Clinical Services, CIIA, Fisher
Clinical Services GmbH, IlIBeiitjapisi, Hospira UK Limited, Benuka Bpuranisi; Bk/itoueHHs J/likapCbKOTO
3aco0y ITemeTpekcei, TIOPOIIIOK /il TIPUTOTYBAaHHS KOHLIEHTPATy A/ PO3UMHeHHs A iHdy3ii, 500 mr,
10 BUKOPUCTOBYETHCS SIK TIperapart nopiBHsHHS, Janssen Pharmaceutica NV, Bensbrisi, Thermo Electron
Limited, Benvika bputanisi, Fisher Clinical Services, CIIIA, Fisher Clinical Services GmbH, IllIBeiiiiapis,
Seacross Pharmaceuticals Limited, Benuka bputanisi; 3pa3ok MapKyBaHHS [OC/Ii/I)KyBaHOTO J1iIKapCbKOTO
3aco0y Ilemerpekces, 500 Mr, MMOPOIIOK /1Sl IPUTOTYBaHHSI KOHLIEHTPATY AJIsi PO3UMHEHHs Ayis iHDy3ii;
3pa30K MapKyBaHHSI AOCTipKyBaHOTO Jiikapcbkoro 3acoby Kapb6oruiatux, 600 Mr, po3unH s iHGYy3il;
BK/TFOUEHHSI 10/IaTKOBOTO MiClisi IPOBeZieHHsI K/IiHIYHOTO BUIIPOOYBAHHS:

No I1.I.b. BiAgmIOBia/ILHOT'O AOC/IIIHUKA

/1 Ha3Ba Micust mpoBeieHHsT K/TiHIUHOTO BUITPOOYBaHHS

1. | nikap Pekyra A.C.
Mepnunuii neHTp «OK!KitiHiK+» ToBapuCTBa 3 00Me)KeHOI0 BiJTIOBiZabHICTIO «MiXKHAPOTHUIMA
IHCTUTYT KJIIHIYHUX JOCTI/PKEHby, BiIZILJT XiMioTepariii cTalioHapHOro BifAiieHHs, M. KuiB

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

Ne 614 Big 01.04.2021

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomiszoBane Bigkpure KiiHiuHe gocmimpkeHHss @a3m 3 kKomOiHarii AmiBaHTamalby Ta Teparii
KapbornatuHom Ta IlemeTpekcenom y mopiBHsHHI 3 KapOorinatuH-IlemMeTpekcesoM y malli€HTIiB 3
MiCIIeBO-TIOIIMPeHUM ab0o MeTacTaTUYHUM HepiOHOK/IITHHHUM PAaKOM JieTeHb 3 MYTAl[i€l0 periernTopiB
enigepmanbHoro (akropa pocrty (EGFR) 3i BcraBkamu B ek3oHi 20 (Exon 20ins)», 61186372NSC3001,
Bix 17.07.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris




2 MPOJOBXKEeHHA JojaTka 26

CnoHcop, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», Benbris

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

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

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiCI[sl POBe/IeHHsI BUITPOOYBaHHS:

byno

Crano

I.M.H., ipod. Tanbko O.I1.
KuWiBCbKMM MICBKUM LIEHTP PernpojyKTUBHOI Ta

riepyuHaTanabHOl MeULMHH, BiiTiIeHHSA
PerpoAyKTUBHOI Ta eHZOKPUHHOI TiHeKOJIOrii,
M. Kuis

JI.M.H., ipod. Tanbko O.I1.

KomyHanbHe HeKOMepLliliHe i ATIPUEMCTBO
«KuiBcbKHI MiCbKWM LIeHTp pPernpojyKTUBHOI Ta
repuHaTajbHOI MeULIMHA» BUKOHABYOI'O OpraHy
KuiBcbkoi Micbkoi pazu  (KuiBcbkoi MicbKol
Jlep>kaBHOL azMiHicTparnil), Bifii/IeHHs
perpoAyKTosiorii Ta eHJOKPUHHOI TiHeKOoJIorii,
M. KuiB

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJIiHIYHOTO BUTIPOOYBaHHS

Ne 893 Big 15.04.2020

Hasga k/iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«baraToLeHTpoBe HEKOHTPOJ/IbOBaHe [OC/iJKeHHS KOHTpPALelTUBHOI

eeKTUBHOCTi, 0e3MeuHoCTi,

repeHOCUMOCTi Ta apMakokiHeTvkH Tipeniapaty LPRI-424 (gieHorect 2mr/etuninectpagion 0,02 Mr) npu
3acTocyBaHHi BripozsoBx 13 uukiis», LPRI-424/301, ocratouHa Bepcis 3.0, 26.01.2021

3asgBHUK, KpaiHa

«Ckoyn Inteprenn Al'», HimeyurHa

CnoHcop, KpaiHa

«Uemo Pezepu C.JI.» (Chemo Research S.L.), Icianis

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3neYeHHA

IBan 3A/IBOPHUX




HonaTok 28

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

[TomoB>XeHHsT TPUBAJIOCTI K/IiHIUHOTO BUITPOOYBaHHS B CBiTi Ta B YKpaiHi 70 13 mictomnaza 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2707 Bip 28.12.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzmomizoBaHe, nozBiliHe ciiinie, TU1aleb0-KOHTPO/ILOBaHe, OaraTolieHTPOBe JOCTimKeHHsT da3u 3b s
OLiHKM e(eKTUBHOCTI Ta Oe3reky redarikcaHTy y JOPOC/IMX YYaCHHUKIB 3 HeIOZaBHO BCTaHOBJIEHUM
XpOHIYHMM Kaunuiem», MK-7264-043, 3 inkopriopoaHoro nornpaskoro 03 Big 25 nucromnaga 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BinoBigampHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Honatok 29

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

OmnosneHa bporitypa gocnigauka S 95005 (TAS-102, Lonsurf®), Bepcisi 8 Big 11 TpaBHs 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Binkpure panzpomizoBaHe gocrimkeHHs 111 da3u, sike mopiBHIOE TpUQUIYPUIUH / TUTIPALIWA Y TIOEAHAHHI
3 OeBaiu3ymMaboM Ta MOHOTepari€l0 TpUMIypUAUH / TUITIpalWa Y TIAL€HTIB i3 pedpakrepHUM
MeTacTaTUUHUM KosopeKTaabHUM pakoM (gocaimkenHss SUNLIGHT)», CL3-95005-007, ¢inanbHa Bepcis
2.0 Big 30 rpygus 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHOI0 BifmoBizampHicTIO «KIIP YKpaiHa»

CnoHcop, KpaiHa

[HcTuTyT Mi>kHapogHux gociimkedb «CEPB’Ex» (Institut de Recherches Internationales Servier (I.R.1.S.)),
®dpaHLis

CynyTHi
MaTepianv/mpernapaTi
CYIyTHBOI Tepartii

B.o. renepansHoro jupekropa /JIupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 30

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpomypa asist gocmigaKa 3 mperiapary Hipamapu6, pegakist Nel2 Biz 23 uepBast 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 757 Big 04.07.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBaHe TOABiMiHO citinie T/1alle00-KOHTPOIbOBaHe OaraToleHTpOBe AOCTiMKeHHS 3 dasu 3
OL[iHKM MiATPUMYIOUOi Tepartii HiparrapuboM y Talli€HTOK i3 MOLIMPEeHUM PaKOM SIEUYHUKIB, Y SKUX OyJI0
3apeeCcTpoBaHO BiAMNOBIAb Ha Tepariiro Mepiioi JiHii i3 3aCTOCyBaHHAM XimioTeparneBTUYHUX IIperapariB
Ha ocHOBI iatuHW», PR-30-5017-C, pepakuis 6.0 3 ITonpaBkoro NeO5 Big 19 cepriasg 2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AN-YKPATHA»

CnoHcop, KpaiHa

«TECAPO Iukopnopetiteny», CIIIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT 3aTIaHOBAHO] Ki/TbKOCTI IOC/Ti/PKYBAHUX [I7Ist BK/IFOUEHHsT y BUTIPOOYBaHHS B YKpaiHi 3 67 /10
82 CKpMHOBaHMX Mal[i€HTIB

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docnimkenns 11 ¢a3u 3 mMeToro oLiHKK Oe3meuHOCTi ¥ edeKTUBHOCTI Teparii rperiapatom SYD985,
KOH’IOraTOM aHTHUTi/Ia Ta J/IKapCcbKOI pPEUOBMHM, L0 TNPOBOJAWUTLCA B OJHIM TIpyni NAalli€eHTOK i3
peLAVBHUAM, TTOIIUPEeHUM ab0 MeTacTaTUUYHUM pakoM eHJoMeTpito 3 ekcripecieto HER2, y skux panilie
OyJ10 BUSIB/IEHO TIPOTPeCyBaHHsI 3aXBOPIOBAHHSA Ha TJIi UM ITiC/Is TPOBEIeHHs XiMioTeparlii mepioi JIiHii Ha
OCHOBI Ipernaparis ratuHu», SYD985.003, pepakuisa 3.0 Big 30 BepecHs 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«bitionzic b.B.», [Byondis B.V.], Higepnanau

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

[HCTpyKLisi 3i 300py 3pa3ka Kamy Aas amOynaTopHuX maijieHTiB, pegakuis 1.0.3 Big 16.07.2021p. ans
YKpainu ykpaiHCbKOO MOBOIO; KapTka mopasky 3a yuacTe y fgociigxeHHi, Bepcisi 1.0 Bixg 04 TpaBHsS
2021p. pna YKpaiHM yKpalHCBKOK MOBOK; OnuTyBaibHUK «BeuipHil mjofeHHUK», Bepcig 4.0 Bix 18
6epe3nst 2021p. ans YKpaiHu yKpaiHCBKOK MOBOIO; AHKeTa I1I0/io cTaHy 370poB’st EQ-5D-5L, Bepcis 1.1
Bif 25 uepBHs 2021p. gns YKpaiHM YKpaiHCBKOIO MOBOM; [HCTpPyKLii [0 caMOCTIMHOrO 3arlOBHEHHS
aHKeTHU M0 3arnajJbHOMY 3axXBOPHOBAHHIO KHllleyHWKa, Bepcig 10 Bix 25 uepBHa 2021p. g YkpaiHu
YKpalHCbKOI0 MOBOMO; OnutyBanbHUK SF-36 «Baille 3710poB’a Ta caMonouyTTs», Bepcis 2 Bif 25 uepBHSA
2021p. pnia YKpaiHu yKpaiHCbKOK MOBORO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1722 Bip 11.08.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpute (a3 2, AOBroCcTpOKOBe pO3MIMpeHe [OoCTimpKeHHs Oe3neku bpasmkymady y maiji€eHTiB 3
BUPA3KOBUM KOJITOM Bifi cepefHboro A0 Bakkoro ctyneHss akTUBHOCTI (EXPEDITION OLE)»,
D5272C00002 (TTonepeaniti kog 3151-202-008), momnpaBka 2, Bepcis 3.0 Big 29 6epe3ns 2021

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
MaTepianv/ripernapaTi
CyMNyTHBOI Tepartii

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




Honatok 33

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

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

JIuct mopAsKu mallieHTy, octaTouHa peakuis 1.0 ans Ykpainu Big 21 numus 2021 p., ocTaTouHUA
repeKsaj, 3 aHIJIIMCbKOI MOBM Ha POCIMCBbKY MOBY Bif 29 munHa 2021 p., ocTaTouyHMM Tepeknaf 3
aHI/TiCbKOI MOBU Ha YKpaiHCbKY MOBY Bif 29 nunHsa 2021 p.; JIMCT NojsgKY NaLjieHTy MiJJliTKOBOrO BIKY,
octratoyHa pegakuis 1.0 ais Ykpainu Big 21 sunnsg 2021 p., ocTaTOYHUM TlepeK/af 3 aHTJlikCbKOI MOBU
Ha pOCiKcbKy MOBY Bij 29 nunnsa 2021 p., ocTaTOuHUM Nepeksaj, 3 aHIVIiCbKOI MOBU Ha YKPaiHCbKY MOBY
Bifg 29 smunHa 2021 p.; JIuct mofsku 6aThbKaM Malli€eHTa, ocTaTouyHa pefakiis 1.0 ans Ykpainu Big 21
munHg 2021 p., ocTaTOYHMN Tiepeksaj, 3 aHIJikChbKOl MOBU Ha POCIMCBKY MOBY Bif 29 numus 2021 p.,
OCTaTOUHWM TepeK/az 3 aHIIiMCbKOI MOBM Ha YKpaiHCbKy MOBY Bif 29 numnHsa 2021 p.; CeifgouTBo npo
yuacTb y JAOCHifKeHHi, octarouHa pepaakuis 1.0 ans Ykpainu Big 21 nunua 2021 p., ocTaTouHui
repeKsaj, 3 aHIJIIMCbKOI MOBM Ha POCIMCBbKY MOBY Bif 29 munHa 2021 p., ocTaTouyHMM Mepeknaf 3
aHI/TiMCbKOI MOBHU Ha YKpaiHCbKY MOBY Bif 29 munHs 2021 p.

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«/IBopiuHe mo/BiliHO cJiille paHAOMi30BaHe OaraTolLleHTPOBe AOC/I/PKeHHS 3 aKTUBHHUM KOHTPOJIEM, 110
TIPOBO/IUTHCS B [JIiTeH i MizyTiTKIB i3 pO3CisTHUM CK/IEPO30M 3 METOO OLiHKU 0e31eYHOCTi i e(heKTUBHOCTI
GbidroimMoy /s IepopaIbHOTO 3aCTOCYBaHHS OJWH pa3 Ha o0y B MopiBHSAHHI 3 iHTepdepoHoM [3-1a ass
BHYTPIIIIHBOM SI30BOTO BBEZIEHHSI OJIMH pa3 Ha TWX/JeHb (OCHOBHUM eTar) i3 J0JAaTKOBUM eTarioM IpHU
3acTocyBaHHi (iHronimoay npotsroM 5 poki», CFTY720D2311, octatouHa pegakiiis 08 Bix 21 cepnHs
2019 p.

3asiBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«HoBapric ®apma Cepgice3 Al'», [1IBeliliapis

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 34

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

28.08.2021 Ne 1824

Inentudikariis cyrreBoi OHoBNleHMI TIPOTOKO/ KiiHiyHOTO BurpoOyBaHHsS RP1706, Bepcis 08 Bim 08 uepBHs 2021 poky
TI0IIpaBKU aHrMiicbKO MOBOIO; [H(oOpMaLiliHUI JIMCTOK ydacHMKa JAOC/iZpkeHHS i ¢opma iHdopMOBaHOI 3rofu,
Bepcisi 04 Bixg 28 uepBHsi 2021 p., yKpaiHCBKOIO Ta pOCiMCHKOK MOBaMu; 3MiHa Ha3BU CIIOHCOpa
K/IiHiuHOTO BUTpoOyBaHHs 3 «Pobaprtc Kninikan Tpattanc Iak.»/ Robarts Clinical Trials Inc., Kanaga Ha
«AnimenrTiB, IHK.»/Alimentiv Inc.», Kanaza; [Hdopmalijitina KapTka mMaijieHTa, Bepcis 2 BiJ 22 >XOBTHS
2020p., yKpaiHCBKOIO Ta pOCiHChKOIO MoBamu; IHCTpykKwii 3i 300py 3paskiB Kamy. s 3paskiB, II0
30MparoThCs BJIOMA Ta MIPUHOCATHCS [0 AOC/iHULIBKOTO LeHTPY, B pefakuii Bepcii 1.0 Bixg 04 rpyaHs
2019 p., dinaneHa Bepcis 3.0 Big 06 ymucromaga 2020 poKy ykpaiHCbKOIO MOBOIO; BkaziBku 3i 300py
3pa3KiB Kay, sKi HeoOXiHO 3i6paTH BIOMa Ta TIPUHECTU A0 JOC/iAHUIBKOTO LeHTPY, B pe/aKiiii Bepcii
1.0 Big 04 rpygus 2019 p., ¢inanbHa Bepcisi 3.0 Big 06 nucromaza 2020 poky poCiificbKO0 MOBORO;
MomenHuk BBeseHHs BemosmizymaOy (m/im), Bepcis 03 yKpaiHCBKOH Ta pociiickkoro MoBamu; Work
Productivity and Activity Impairment Questionnaire: Ulcerative Colitis V2.0 OnuryBanbHUK
MPOAYKTUBHOCTI TpaLli Ta 3HWKeHHs] akTUBHOCTI: Bupaskosuii kosit B2.0 (WPAI:UC), Bepcis 03 Big 22
koBTHS1 2020 poOKy yKpaiHCBKOIO Ta PpOCIMCHbKOH MOBaMM; YTOYHEHHsl IL[0/0 JiKapcbKoi (opmu
JocimKyBaHoro Jyiikapcbkoro 3acoby EnrtuBio (Bemosisyma6)/ Entyvio (Vedolizumab), mopoiok st
KOHL|EHTpATy [/s1 po3uuHy Ajs iHdy3iit, 3 300 mr/m Ha 300 Mr y duiakoHi; 3anyueHHs 0JaTKOBUX MiCllb
TIPOBe/IeHHS K/TiHIYHOTO BUTTPOOYBAHHS:

Ne [1.I.b. BigmoBifasbHOrO AOC/IIIHUKA

n/n Has3Ba miclis ipoBe/ieHHsT K/TiHIYHOTO BUTPOOYBaHHS

1 nikap FOpkis A.€.

KomyHaneHe HekoMmepijitiHe miarpueMcTBo «OjecbkKa obslacHa KiiHiuHa JiikapHs» OjecbKoi
obstacHOi pajy, nostik/iHiuHe BiggineHas, M. Oneca

2 [.M.H., ipo¢. Baosuuenko B.1.

KomyHanbHe HekoMmepljiiHe MiANpueMCTBO «KUTiHIUHA /iKapHS IBHUJKOI MeJWYHOI OMOMOTH
M. JIbBOBa», LieHTp Teparii, JIbBIBCbKMI HalliOHa/JIbHUN MeJUYHUI YHiBepcuTeT imMeHi [lanuna
lanuipkoro, kadeapa tepamii Nel, MequuHOI AiarHOCTUKM Ta remMaToJiorii i TpaHcy3ionoril
(haky/bTeTy Mic/IAUIJIOMHOT OCBiTH, M. JIbBiB
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 614 Big 01.04.2021

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

VERDICT: «PangomizoBaHe, KOHTPO/IbOBaHe BUIIPOOYBaHHS [ijisi BU3HAUEHHS ONTUMAsbHOI LijIi Tepartii

IIpY aKTUBHOMY BHpa3koBoMmy KoJliTi», RP1706, Bepcis 04 Bix 05 TpaBHs 2020 poky

3asgBHUK, KpaiHa

TOB «biomanac», Ykpaina

CnoHcop, KpaiHa

«Pobaprc Kninikan Tpaitanc Iuk.»/ Robarts Clinical Trials Inc., Kanazga

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupekropary

(apmaneBTHYHOT0 3a0e3MeueHHs

IBan 3A/IBOPHUX



Honatok 35
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

OnHoBieHu#i IPOTOKOJ KiiHiyHOTO BUunpobyBanHs CP-MGDO013-01, 3 iHKOPITOpOBaHOO TOMPABKOK 7 Bif
07 TpaBHsi 2021 poky; OHoBnena CP-MGDO013-01, Indopmatiis g1 natieHta ta ¢opma iHpopmoBaHoOi
3roJiJi — pO3ILIMPeHHs] KOrOpTU AJsi YKpaiHu, ¢inanbHa Bepcis 5.0 Big 19 numnsa 2021 p. Ha OCHOBI
aHrJiiticeKoi IHdopmatiil Ass naijieHTa Ta dopmu iHhOpMOBaHOT 3roiv — PO3IIMPEHHST KOropTH, Bepcis 8.0
Bif 24 uepBHsa 2021 p., yKpaiHCbKOIO Ta pocilicbkkoro MoBaMu; OHoBneHa CP-MGDO013-01, Indopmargis
IS mailieHTa Ta dopMa iHbopMoBaHOI 3roAu — Koropta 3 HasiBHiCTIO ekcripecii HER2 ans Ykpainu,
¢inanbHa Bepcis 2.0 Big 19 mumnnHs 2021 p. Ha ocHOBIi aHrmaivicbkoi IHdopmatiii Ans naijieHTa Ta dopmu
iHdopmoBaHoi 3rofu — Koroprta 3 HasiBHicTiO ekcripecii HER2, Bepcisi 8.0 Big 24 uepBusi 2021 p.,
YKPaiHCbKOIO Ta POCiCHKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2313 Bip 12.12.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«Bigkpure pocnimkenHss 1 ¢asu, 110 Briepile MPOBOJUTHLCS HA JIIO/WHI, 3 eckanauieo go3u MGDO013,
bicnenudiunoro DART® mporeina, 1o 3B's3ye PD-1 ta LAG-3 y mauieHTiB 3 HeorepabesbsHUMHU abo
MeTaCcTaTUYHMMU HOBOYTBOpeHHsaMU», CP-MGDO013-01, 3 iHKopriopoBaHO0O IOIpaBkoro 6 Bizg 09 yepBHs
2020 poky

3asBHUK, KpaiHa

TOB «KLIP Ykpaina»

CnoHcop, KpaiHa

Makpo/lxxeHikc, Ink. (MacroGenics, Inc.), CIIIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 36

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

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBieHul TIPpOTOKON KhiiHiuHOro mgochimkeHHs AC-058B202, pepaxiiis 11 Big 04 TtpaBHsi 2021 p.;
CHHOIICHC OHOBJIEHOTO TIPOTOKOJY KJIiHIYHOro gociigkeHHs AC-058B202, pemakuis 11 Big 04 TpaBHs
2021 p., ocTaTouyHM TMepeKaaj 3 aHIJIIMCbKOI MOBM Ha yKpaiHCbKy MOBY Bifg 23 uepBHs 2021 p.;
[Hdopmariisi asis maifieHTa Ta dopMa 3rofd Ha y4yacTb y AOCTI[KeHHi, ocTaTroyHa pepakiis 10.0 (anas
YKpalHCbKUX JOCTIAHULILKUX 11eHTpiB) BiZ 06 numnusa 2021 p., ocTaToOuHWM Mepek/aj 3 aHr/IilicbKol MOBU
Ha YKpaiHCbKy MOBY Bif 22 nunHs 2021 p., 0CTaTOYHUM MepeK/aj 3 aHIIiMCbKOI MOBU Ha POCIMCBKY MOBY
Bif 22 nunHsa 2021 p.; Bpouypa gis gocnigHuka 3 npernaparty noHecumof, (ACT-128800), pepakuisi 16
Biz 04 yepBHs 2021 p.

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

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«barartolieHTpoBe paH/IOMi30BaHe, TIO/IBiMIHO CJlille [OC/i/I)KeHHs, 1[0 TPOBOAUTHLCS B MapasiebHUX
rpyrax XBOPHX Ha pPelUAMBYIOUMI PeMIiTYIOUMi PO3CiSHMIA CK/Iepo3 i3 METOH BUBYEHHsS 0e3MeyHOCTi,
MepeHoCUMMOCTi 1 e)eKTUBHOCTI mperapary moHecumo/, (aroHicta perentopiB S1P; assi mepopanbHOro
MpYiioMY) TIpM TPUBAJIOMY 3acToCyBaHHI B f103ax 10, 20 i 40 mr Ha #oOy (TTpOOB>KEHHsT JOCITiPKeHHs
AC-058B201)», AC-058B202, peaakiiisi 10 Big 19 >koBTHs 2020 p.

3asaBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

Axresnion ®apmacstoTikans JItg, lIsennapis

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 37
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBNleHM TIPOTOKOJ KJIiHiuHOTO BUTIPOOyBaHHs, Bepcis 3 Bifg 29 ciuas 2021 p.; 3miHa cmoHcopa
K/IiHiuHOTO BUMpobyBaHHs 3 BironpinT Mepicinc Kopriopetis [Blueprint Medicines Corporation], CIIIA
Ha ®.Xoddmann-JIs Powr JIta, [lBeiiuapisi; 3miHa odililiHOrO mnpejAcTaBHMKA CIOHCOpa B YKpaiHi
(3asBHMKA) 3 TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPAIHA» Ha ToBapiCTBO 3 0OMEXEHOH0
BifnoBifaneHicTIO «Poin  YkpaiHa»; 3miHa Koy KiiHiuHOoro BumpoOyBaHHsi 3 BLU-667-2303 Ha
B042864; bpomtypa gocnigHvka ass npancetuHioy (Pralsetinib, BLU-667), Buganns 5.0 Big 12 mtoToro
2021 p.; Popma iHpopmoBaHOi 3roau, Bepcis 2.0 Aas YKpaiHu yKpaiHCHKOIO Ta POCiHCHKOK MOBaMU Bif
10 uepBHs 2021 p. Ha ocHoBi Matlictep-Bepcii ¢popmu iHpopmoBaHOi 3roau Asis gociiipkeHHs BO42864,
Bepcis 5 Bif 14 kBiTHs 2021 p.; Popma iHpopMOBaHOi 3roau Ha y4acTb y (a3i npeckpuHiHry, Bepcis 2.0
s YKpaiHU yKpalHChKOK Ta pociickkoro MoBamu Bif, 10 uepBHsa 2021 p. Ha ocHoBi Mmaiictep-Bepcii
¢hopmu iHopMOBaHOI 3rou Ha yuacTs y (asi nmpeckKpuHiHry Ass gociigkeHHss BO42864, Bepcis 2 Bif 24
motoro 2021 p.; [Jo3Bin Ha BUKOPUCTaHHS Ta repejady MeAW4yHoI iHdopMaliii po BaritTHicTb, Bepcis 1.0
I1si YKpaiHU YKpaiHChKOIO Ta pociiicbkoro mMoBamu Bif 10 uepBHsi 2021 p. Ha ocHOBi maiictep-Bepcii
dhopmu 3rov Ha HaflaHHA iH(OpPMallii BariTHOI MapTHEPKO AJisA AocimkeHHss BO42864, Bepcis 2 Bif
19 motoro 2021 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJIiHIYHOTO BUTTPOOYBaHHS

Ne 3059 Big 29.12.2020

Hasga kiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PanoMi30BaHe BifkpuTe nocmipkeHHs (ha3u 3 3 BUBUEHHS MPaiCeTUHIOY y MOPiBHSHHI 3i CTaHAAPTHUM
NMiKyBaHHSIM Tepariieto repiioi JiHii RET-mo3WTHBHOrO MeTacTaTHUHOrO HeAPiOHOKTITUHHOTO pakKy
nereHi», BLU-667-2303, Bepcis 3 nonpaskoro 1 Big 10 xxoBTHA 2019 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMEXXEHOI0 Bi/moBizambHiCcTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@&.Xoddbmann-JIs Pom JItga, [IBeliiapis

CymnyTHi
MaTepianu/mpernapaTi
CYMyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HonaTok 38

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHHH TTPOTOKOJ KiHiuHOTO BUTNIPOOYyBaHHS 54767414MMY 3007 3 iHKOPIIOPOBAHOO TIOMPABKOO 8
Biz 02 uepBHs 2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«®a3a 3, paH/[0Mi30BaHe KOHTPOJIbOBaHe BifKpuTe AocmimkeHHs Benkeiiny (bopre3omib), MendasnaHy Ta
npepHizony (BMII) y mnopiBHsHHI 3 gapatymymabom y komb6inarii 3 BMII (J-BMII) y panime
HeJIIKOBaHUX TMAL|i€HTIB 3 MHOXHWHHOIO MI€/IOMOIO, $KMM He T[I0Ka3aHa BMCOKOZJ030Ba Teparis»,
54767414MMY 3007, 3 iHKOpIIOpOBaHOXO Io1paBKoro 7 Bif 16 rpyHsa 2019 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«SHccen-Cinar IntepHerunn H.B.», benbris

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Honatok 39

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

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBieHMI MTPOTOKOJI 3 iIHKOPIIOPOBaHO0 TOTpaBKoto, Bepcist 8.0 Bif 26 TpaBHsi 2021 poKy aHI/TiMCHKOO
MOBOR; 3MiHa KOHTaKTHUX AaHux CrioHcopa:

BYJIO CTAJIO
HaiimenyBanHs  ropugnuHoi  ocobu/  TL.Ib. | HalimenyBanHs  topuauuHoi  ocobw/  IL.LB.
¢isuuHoi ocobm: Acerta Pharma BV, Hinepnanau | ¢isuunoi ocobu: Acerta Pharma BV, Hinepnanau
I1.I.b. koHTakTHOI 0cobu: Ruth Penn I1.IL.  KOHTakTHOI  ocoOu: Nico Stam;
Miciie3Haxo/pKeHHsT  FOpUAMYHOI  ocobw/miciie | Miclie3HaXxo/pkeHHsT  FOPUAMYHOI  0cobu/Miciie
npo>kuBaHHs QisuuHoi ocobu: Kloosterstraat 9, | mpoxkuBaHHs (isuuHoi ocobu: Kloosterstraat 9,

Oss, 5349 AB, Higepnangu; Oss, 5349 AB, Higepnaugu

KonTakTHuii Tenedon: +1 650 241 33 50 KonTakTtHuit Tenedon: 0031 412700545

dakc: - dakc: -

Apipeca efleKTpOHHOT TOLITH: Afipeca eyileKTPOHHOI TIOIITH: nico.stam(@acerta-
Ruth.Penn@acerta-pharma.com pharma.com

Bpoiirypa mocmiiHMKa JOC/TipKyBaHOTO JTiKapChKoro 3aco0y Akanabpytinib (ACP-196), Buganns 10.0 Bif
12 mororo 2021 poky aHIIiiCbKOI MOBOIO; [lomoBHeHHs A0 iHdopMaljii jjs maijieHTa Ta dopMu
iHbopMoOBaHOI 3roiu /i/1s1 TALli€HTIB, 1110 MPO/IOBXYIOTh y4acTh y AOC/TiAKeHHi A/ YKpainu, Bepcis 1.0
Bif 04 uepBHsa 2021 poky (oHOBIeHWM Nepeksaf, Bepcig 1) ykpaiHCbKOrO MoBOrO Ta Bepcis 1.0 Bim 04
yepBHs 2021 POKy poCificbKoro MOBOIO; ITo/[0BXKeHHsI TepMiHy MPOBe/IeHHsI KIiHIYHOTO BUTIPOOYBaHHS B
YxpaiHi 10 11 cepriag 2026 poky

Howmep Ta fata Haka3sy
MO3 1wozo 3aTBepAKeHHs
KJIiIHIYHOTO BUITPOOYBaHHS

Ne 109 Big 10.02.2017

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, GaraToljeHTpoBe, BigkpuTe AociimkeHHsi III ¢a3su Akanabpytinioy (ACP-196) B
nopiBHSHHI 3 abo Ixenanmicibom y moemHaHHi 3 Putykcumabom, abo beHzamycTiHOM y TIO€aHaHHI 3
Putykcumabom, Ha BUOIp [JOC/TiJHUKA, Y TAL[i€HTIB 3 PelUJUBYIOUOI0 ab0 pedpaKTOPHOI XPOHIUHOIO
nimdormrapHoto netikeMieto», ACE-CL-309, 3 iHKopriopoBaHO0 MorpaBKoto, Bepcis 6.0 Big 03 uepBHs
2020 poky
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3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHORK BIATIOBIOAJIBHICTHO «®APMACBIOTIKAJI PICEPY
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa Acerta Pharma BV, Higepnangu

CynyTHi —

Marepianu/nperiapaTty

CYTyTHBOI Tepamnii

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




Honatok 40
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

OnHoBneHnii NpoToKoa KiiHiyHOro pochifmkeHHss MK-7339-012, 3 inkopniopoBaHoro mornpaBkoro 05 Bif
09 uepsHs 2021 poky aHIJ/IilicbKOK MOBOIO; YkpaiHa, MK-7339-012, Bepcis 2.00 Big 29 uepBns 2021 p.,
YKpaiHCBKOI0 MOBOM, iH¢opMmallis Ta [JOKyMeHT Tpo iH(opMoBaHy 3roay [/s TMallieHTa; YKpaiHa,
MK-7339-012, Bepcisi 2.00 Big 29 uepBHs 2021 p., pociiicbkoro MOBOMO, iHdOpMaLlisi Ta JOKyMEHT Mpo
iH(OpMOBaHy 3rofly //Is TalLli€HTa; 3aJyueHHs! 10/JaTKOBOTO MiCIisl MPOBe/IeHHs BUTIPOOYBaHHs B YKpaiHi:
No I1.I.b. BifmIOBifa/ILHOTO AOC/IIIHUKA

/1 Ha3Ba Micust mpoBeieHHsT K/TiHIUHOTO BUITPOOYBaHHS

1. | gupektop Cokyp L.B.

KomyHanbHe  HeKOMepIjiliHe — TTATIPUEMCTBO  «XepPCOHCHKHMM  00/IaCHUM  OHKOJIOTiUHHMA
J¥criaHcep» XepCOHChKOI 00s1acHOi pagu, pagiosoriude BiagineHHs Ne 2, M. XepcoH, CMT.
AHTOHIBKa

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Big 26.06.2020

Ha3sga kytiHiyHOTO
BUMIPOOYBaHHs, KO/,
BepCis Ta faTa

«Hdocmimkennst 111 da3u membOposnizymady (MK-3475) y KombiHallii 3 CynmyTHBOIO XiMiOTIpOMEHEBOIO
Teparie 3 TMOAAIbIIMM BBEeJEHHSAM MeMOposizymalby 3 omarnapuboM abo 6e3 HBOrO TIOPIBHSHO 3
CYIyTHBOIO XiMiOTIPOMEHEBOIO Teparii€ro 3 IOAAIbIINM BBeJeHHSAM JypBaiymMady B Y4YaCHUKIB 3
Heorepabe/TbHUM JIOKaJIbHO PO3IMOBCIO/KEHUM HeJpiOHOK/IITHHHUM pakoM nereHiB III cragii (HAPJT)»,
MK-7339-012, 3 inkopriopoBaHoro mniorpaBkoro 03 Biz 01 >xoBTHs1 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXKeHOI0 BifimoBizampHicTI0O « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Illapn Eng Joym Kopn.», gouipsae nianpuemctso «Mepk Exg Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hoparok 41

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

28.08.2021 Ne 1824

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBIeHU# TIPOTOKOJ KiliHiuHOro BUnpoOyBaHHsi MK-3475-859 3 iHKopriopoBaHoro moripaBkoto 04 Bif
07 uepBHs 2021 poKy, aHIIiMCbKOK MOBOMO; IH(opmallisi Ta JOKyMeHT Mpo iHQOpPMOBaHy 3roAy AJsi
naijiedTa, YKpaina, MK-3475-859, Bepcisi 11 Bix 01 mumnust 2021 poky, yKpaiHCbKO0 MoBOI0; [Hopmariis
Ta JOKYMEHT Ipo iH(popMOBaHy 3roAy [s TaijieHTa, YkpaiHa, MK-3475-859, Bepcia 11 Big 01 numnus
2021 poKy, poCiiCbKOI0 MOBOIO

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

Ne 9 Biz 02.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, mozBikiHe cjline KiiHiuHe gocipkeHHs (asu 3 membposizymaby (MK-3475) vy
KoMOiHariii 3 ximioTepariero y ropiBHsHHI 3 T1aebo y KoMOiHallii 3 ximioTepari€ro B SKOCTi JTiKyBaHHS
nepioi fiHii y mnariedtiB 3 HER2-HeraTwBHOO, MOMepeHLO HETiKOBAHOW, HeorepabenbHo abo
METACTaTUUHOIO aZIleHOKapLIMHOMOO IIMYHKY abo ractpoe3odareansHoro 3’eaHanas (KEYNOTE-859)»,
MK-3475-859, 3 iHkopriopoBaHoro noripaBkoro 03 Biz 11 ciung 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianv/ripernapaTi
CyMNyTHBOI Tepartii

B.o. renepasibHOro JupekTopa /{upekropary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Hoparok 42
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.08.2021 Ne 1824

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBieHUi MPOTOKO/ KiiHiuHOro BUnpobyBaHHs MK-3475-B68, 3 inkopriopoBaHot morpaBkor 01 Bif
30 uepBHsi 2021 poky, aHrfificbkoro MoBoro; YkpaiHa, MK-3475-B68, Indopmaliisi Ta JOKyMeHT Tpo
iHdbopMoBaHy 3roay As mauieHTa, Bepcis 1.00 Big 21 gumns 2021 p. yKpalHCBKOIO MOBOIO; YKpaiHa,
MK-3475-B68, Indopmaliis Ta JOKyMeHT Tpo iH(opMoBaHy 3rofy AJisi maiieHTa, Bepcig 1.00 Big 21
nunHst 2021 p. pociicbKor MOBOHO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docnimkenns 11 dhasu membposnizymaby (MK-3475) koxkHi 6 THXKHIB Y Mal[i€HTIB 3 PeIlUAUBYHOUO0 abo
pedpakTepHOIO KJIaCUYHOO JliMpoMoro Xo/pKKiHa abo y MaljieHTiB 3 peLjuBY0U0I0 abo pedpakTepHOIO
MePBUHHOI0 MeJZliaCTUHA/IBbHO B- KpynHOKmiTHHHOIO niM@omoro», MK-3475-B68, Bepcis 00 Bifg 26
ciyng 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 43

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

28.08.2021 Ne 1824

Inentudikaris cyrreBoi
TIOTIPaBKU

BKJ/TIOUEHHST I0/IaTKOBUX MiCITh TPOBEIEHHS K/TiHIYHOTO BUIPOOYBaHHSI:

Ne I1.I.b. BiATIOBiIa/IBHOTO OC/IiTHUKA

/1 Ha3sBa Micuis mpoBe/ieHHs1 KJIiHIYHOTO BUIIPOOYBaHHSI

1 pupekrop Ieaienko I1.B.

KomyHanbHe HekoMeplijiliHe mignpuemMcTBo «KuiBcbka Micbka KiiHiuHa JtikapHs Ne3»
BUKOHaBYoro opraHy KwuiBcbkoi Mmicbkoi Pagu (KuiBCbKOI MiCBKOI [ep>KaBHOI agMiHicTpallii),
ypoJIOTiuHe BiffiyieHHs, M. KuiB

2 K.M.H. KBau M./I.

MeiMyHHMH 1IeHTP TOBapUCTBa 3 00Me)KeHO0 Bi/[NoBi/ja/ibHICTIO «["apMoHisi Kpacu», M. KuiB

3 I.M.H., ipod. atiieB B.I.

Ob6nacHe KOMyHa/lbHe HeKOMepIjiiiHe MiAMpuUeMCTBO «UepHiBelbka 00s1acHa KJTiHiUHA JIiKapHS»,
yPOJOTiuyHUM Miapo3aii, M. YepHiBLi

4 nikap [Mlocrak M.B.

KomyHansHe HekoMeplliviHe miAnpueMcTBO «Micbka KiiHiuHa ikapHs NelO» OpecbKoi MiCbKOT
paju, ypoJsoriuse BigaineHHs Ne2, M. Ozieca

5 sikap Jlecusik O.M.

KomynaneHe HekoMmepLiiHe mifnpuemMcTBo «KiliHIUHA JiKapHS IIBHUAKOI MeQUYHOI [OIOMOTH
M. JIbBOBa», yposioriuHe BififiiieHHs1, M. JIbBiB

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJIIHIYHOTO BUTTPOOYBaHHS

Ne 1012 Biz 24.05.2021

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bBaraTolieHTpOBe paHAOMi30BaHe BifKpuTe K/iHiuHe JociipkeHHs 2/3 ¢da3u 3 OLiHKU e(eKTUBHOCTI Ta
Oe3rieku (ikcoBaHOi KOMOiHallii KeTOpoJaKy/miTodeHOHY/(heHTTiBepHHiI0 B TMOPIiBHAHHI 3 aKTUBHUM
KOHTPOJIEM Y TAL{ieHTiB i3 6OMbOBUM CUHJPOMOM IiC/s XipypriyHoro BTpPyuaHHsSI Ha OpraHax 4yepeBHOI
MOPOXXHUHU Ta Masioro taszy», KPF07-T, Bepcist npotokony 2.0 Big 22.02.2021 p.
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3asgBHUK, KpaiHa [MpAT «®PapmarieBTruHa dipma «/lapHutis», YKpaiHa
CrioHcop, KpaiHa [MpAT «PapmarieBTryHa ipma «/lapHuLis», YKpaiHa
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




