Hoparok 1

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

20.06.2022 Ne 1065

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBneHuH TIPOTOKO KiiHiuHoro mociimpkeHHs CLI-06001AA1-04, Bepcis 4.0 Big 18 Gepesns 2022
poky; OHoBneHe locke pociimkyBaHoro mpernapaty CHF 6001 (NEXThaler®) (kog gokymenty CCD-
IMPD-6001-003-FAP-0075), Bepcis 7.0 Bim 09 motoro 2022 p. aHrilicekoro MoBor; OHOBIeHa
bpomypa gocnignvka 3 npenapaty CHF6001 DPI (kox mokymenty CLI-CHF6001-1B-00545), Bepcist 5.0
Bifg 29 kBiTHs 2022 p., aHT/IilicbKOIO MOBOMO; [H(opMariitiHuii MCTOK yuacHUKa Ta ©opma
iHdopMmaLiiiHOol 3ro/iu Ha yuyacTb Yy KiiHiuHOMY gocrhigxeHHi 3 kogom CLI-06001AA1-04, mocmimKeHHs
PILASTER, Bepcis 3.0 Bif 22 kBiTHs1 2022 poKy aHI/1iiicbKOI0 MOBOO; [HpOpMaLliiHUM JIMCTOK yuaCHUKA
Ta PopMma iH(dopMaLliifHOI 3roAW Ha yuyacTb y K/IiHIUHOMY pocriifkeHHi 3 kogom CLI-06001AA1-04,
pnocnimkensss PILASTER, Bepcis 3.0 Big 22 kBiTHsi 2022 poKy yKpaiHCBKOIHO MOBOM; [H(opmariitinmii
JMMCTOK y4yacHWKa Ta Popma iHhoOpMOBaHOI 3roZi Ha ydacTb Y HeOOOB’SI3KOBOMY B3SITTi 3pa3sKiB /st
JI0JIaTKOBOI OLiHKM GioMapkepiB y kiiHiuHOMY fgocsimkeHHi 3 Kogom CLI-06001AA1-04, gocmimkeHHs
PILASTER, Bepcis 2.0 Big 22 kBiTHs1 2022 POKY aHIJiCbKO0 MOBOO; [HopMaljiliHui1 IMCTOK yuyacHUKa
ta ®opma iHbOpMOBaHOI 3ro/ii Ha yuaCTh Y HeOOOB’SI3KOBOMY B3SITTi 3pa3KiB /Jisi 10AATKOBOI OLIiHKU
GiomapkepiB y kiiHiuHoMy gocmimkeHHi 3 kogom CLI-06001AA1-04, mocnimkennss PILASTER, Bepcis
2.0 Big 22 xBiTHA 2022 poky ykpaiHCbKOO MOBOR; CLI-06001AA1-04_Jluct fo /nikaps 3arajbHOi
npakTuku_B2.0_ocTtaTouHa Maiictep-Bepcisi Bif 21 mrotoro 2022 poky aHrmiicekor wmoBoro; CLI-
06001AA1-04_JIuct o nikaps 3arasbHOI npakTUKWA_B2.0_ocraToyHa MarcTrep-Bepcisi Bif 21 aroToro
2022 poKy YKpaiHCbKOI MOBOO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«52-TwKHeBe, paH/IOMi30BaHe, TMO/BiliHe CJiine, Tiareb0 KOHTPOJIbOBaHe [OC/iKeHHSI Y TapasielbHUX
rpyrnax 3 MeTOH OL[iHKH e(eKTMBHOCTI Ta Oe3meuHocTi ABox 03 npernapatry CHF6001 y dopwmi cyxoro
TOPOLIKY [JIS1 iHra/IsALiM, W0 JOAAThCA A0 MiATPUMYHOUOI MOTPIMHOI Tepamnii y nalieHTIiB i3 XpOHIYHUM
0OCTPYKTMBHUM 3axXBOpIoBaHHsM JjiereHb (XO3JT) Ta xpoHiunuM 6ponxiTom», CLI-06001AA1-04, Bepcis
2.0 Big 03 TpaBHsa 2021 poky




2 MPOJOBXKEeHHd fojarka 1

3asiBHUK, KpaiHa ToBapucTBO 3 00MeXeHO0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT IEBEJIOTIMEHT YKPAIHA»
CnoHcop, KpaiHa «K’e3i ®apmatietiui C.r.A.» [Chiesi Farmaceutici S.p.A.], ITanis

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

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




Hoparok 2

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

20.06.2022 Ne 1065

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBleHUM NIPOTOKOJ KJTiHiYHOrO focaigpkeHHs MS200662_0001, sepcia 12.0 Big 14 rpygus 2021 poky,
aHrjificekoro MoBoto; ITonpaBka anst Ykpainu 11.1 (Jozatok) Big 13 kBiTHs 2022 poKy [0 NMPOTOKOIY
KJiHiuHOro pocimpkeHHss MS200662_0001, Bepcis 12.0 Big 14 rpyans 2021 poky, aHI/TiMICBKOI0 MOBOIO;
MemopaHyM 11100 OHOBJAEHUX KpuTepiiB BiamoBigi, Bix 07 kBiTHa 2022 poky, octaHHii mignuc 08
KBiTHS 2022 pOKy, aHr/iMchbKOo MOBOW; IH(opmaiiis ans maijieHta i ¢opma iHbopMoBaHOI 3roau:
MS2006622_0001 ®I3 a1 OCHOBHOrO AOCHI[IKEHHS, YacTWHa 2, Ajs YKpaiHd, peaakuis 2.0 Big 11
KBiTH 2022p. (MS200662_0001 ITabmon I3, pemakiis 7.0 Bim 20 rpyans 2021p.), yKpaiHCHKOIO,
POCiMCBhKOIO, aHT/TiMChbKOI0 MoBamM; IHdopMaliisi A BariTHOI mapTHepku i ®opMa 3rofy Ha HajlaHHS
indopmarii: MS200662_0001, ®I3 asisa BariTHOI mapTHePKH, YKpaiHa, Bepcis 2.0, JaTa: 29 rpyans 2021
p. (MS200662_0001, Bepcis ®I3 pgns BaritHoi maptHepku 5.0, [Harta: 09 nucromaza 2020 p.),
yKpaiHCBhKO0, POCIHChKOI0, aHT/Iiicbkol0 MoBamu; ©opma iHhopMOBaHOI 3ro/iv yuyaCHUKA JOCTiKeHHs
Ha HaJlaHHs [OCAYr 3 Opradisanii MOi3Z0K Ta BigUIKOAyBaHHS BUTpaT KommaHiero «IpiHdaiip»
[Greenphire] B xoxi mpoBefeHHs1 KiiHiuHOrO BurpoOyBanHs MS200662_0001: MS200662_0001_®I3
Greenphire_Yxkpaina_gepcis 2.0 Big 17 motoro 2022 poky Ha ocHoBi Greenphire ICF ROW, Bepcis 2.0
Bif 16 >koBTHsS 2019 poKy, YKpaiHCBKOIO, POCiMChKOI0, aHIJIiCbKOI0 MoBamu; bporiypa «Uu 6ysio y Bac
niarHocroBano XJIJI abo [J1J1?», Bepcist 3, 15 motoro 2022 p., yKpaiHChKOIO, POCIHICHKOI0, aHT/TICHKOI0
MoBamu; [HpopMariitiHuii 6ro/ieTeHb TIPO AOC/TiIKeHHS i MeJUUHUX TIpalliBHUKIB: Bepcis 3, 15 moToro
2022 p, yKpaiHCbKOI, DOCIHCHKOIO, aHr/ilcbKoro MoBamy; I[HdopMaliliHul AWUCT A7 y4YaCHUKIB
JlIoCTIi/pKeHHsT: YKpaiHa Bepcid 2 Big 16 motoro 2022p. Ha ocHoBi Maiictep Bepcil 2 Big 15 moToro 2022
P., YKpalHCBbKOIO, POCIHCHKOIO, aHIJiMChbKOI MoBaMu; KapTka maijieHTa, Ha ocHoBi IlompaBku 11, 13
ciung 2022 p., YKpaiHCHKOI, PpOCIMCBKOIO, aHIJIIMCBbKOIO MoOBaM{; KOHTpO/IbHMM TMepenik /s
BUKOpUCTaHHs Tiepes CkpuHinrom: Bepcigs 3, 15 mororo 2022 p., yKpaiHCbKOIO, POCIMCHKOO,
aHIJIIMCbKOK MoBamy; KapTka [/1s1 OC/TiJHUKIB i3 MepeslikoM KpUTepiiB BK/IHOUeHHsI/HEBK/IFOUeHHS 3TiJHO
[IpoTOKO/Y K/TiHIYHOTO
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nJociimpkeHHss MS200662_0001, Bepcis 12.0 Big 14 rpyans 2021 poky, aHIJIiACBKOIO MOBOH; 3MiHa
Ha3BH KJIiHIYHOTO BUNTPOOYBAHHS:

bYJIO

CTAJIO

«®a3za I/II, mocnifpkeHHs MeplIoro 3aCTOCYBaHHS
y mogen nipenapary TL-895 3 eckanatieto 1o3u y
Mali€HTiB 3 pelyJUBHUMU/pepakTepHUMU B-
K/JIITUHHUMM 3J/I08KiCHUMY 3aXBOPIOBAaHHSAMM Ta i3
MOJaAblIMM 3aCTOCYBaHHSIM Y TIALIi€EHTIB 3
peluiMBHUM/pedhpakTepHUM XPOHIYHUM
niM@oruTapHUM Jieiiko3oM abo  peLaUBHOIO/

«®a3za I/Il, gociigyKeHHsI MepLIOro 3aCTOCYBaHHS
y mogen npenapaty TL-895 3 eckanauiero 1o3u y
MaljieHTiB 3 pelyMBHUMU/pedpakTepHUMU B-
KJIITUHHHAMMU 3/I0SIKICHUMU 3aXBOPIOBAaHHAMU Ta 13
MOJaAblIMM 3aCTOCYBaHHSM Yy TAL[i€HTIB 3
XPOHIUYHMM  JTiMMOIIUTaDHUM  JIeMKO30M  abo
JpiOHOKMITUHHOIO JliMoIUTapHOIO TiMbOMO}O,

pedpaKkTepHOIO JPiOHOKJTITUHHOIO | IKi  paHillle He OTPUMYBa/M JIiKyBaHHS, Ta
niMmdourTapHoo TiMboMOor0» TMaLi€HTIB 3 peLuAUBHUM/pedpaKkTepHUM
XPOHIUYHMM  JTiMOIIUTapHUM  JIeMKO30M  abo

peLAUBHOO/pedpakTepHO0  1piOHOK/TITUHHOIO

niMdorTapHo TiMGbOMOI0»

Howmep Ta fata Haka3sy
MO3 wopo 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Bif 24.05.2021

Hasga kniniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjata

«®aza I/Il, gocnimpkeHHsT MepIIOro 3acTOCyBaHHsS y Jitofel mperapaty TL-895 3 eckanali€ro 03U y
MaljieHTiB 3 peLUAUBHUMU/pedpakTepHUMU B-KTITUHHUMM 3/10SIKICHUMU 3aXBOPHOBaHHSMU Ta i3
Mo/la/bIIMM 3aCTOCYBaHHSIM y TALli€HTIB 3 peLuAUBHUM/pedpakTePHUM XPOHIUHUM JiM(OLIUTaPHUM

NeWKo30M abo  peruauBHOIO/pedpakTepHOI  APiOHOKTITMHHOK  iMQOIUTapHOI  JTiM(OMOIO»,
MS200662_0001, Bepcis 11.0 Big 27 tpaBHsi 2021 poKy
3asiBHUK, KpaiHa ToBapuCTBO 3 06MeseHo10 BifnosiganbHicTi0 «METENC YKPATHA»
CrioHcop, KpaiHa «Tenioc ®apma, Ink» [Telios Pharma, Inc.], CIIIA
CynyTHi —
Marepianu/mpenaparu
CYyMyTHBOI Tepartii
B.o. renepanbHoOro gjupexkropa /lupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopatok 3

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHri TIPOTOKOJT KiiHiuHOTO BUpoOyBaHHs MK-3475-B15 3 iHKopriopoBaHoo moripaBkoto 02 Bif
04 xBiTHs1 2022 poky; Bpoiypa gocnigavka eHpoptymab BegotuH (Enfortumab Vedotin; ASG-22CE),
BuaHHa 11.1 Big 28 Gepesnst 2022

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PangomizoBane, BigkpuTe pfociimpkeHHs III ¢asu A8 OLIHKM TepiornepaiiiiHOro 3acTOCYBaHHS
eHdopTymMaly BefoTHHY y KoMOiHalii 3 membposizymabom (MK-3475) ropiBHSIHO 3 Heoas'tOBaHTHOO
Teparier reMUTabiHOM Ta LIMCTUIATUHOM Y YYaCHHKIB 3 M'S30BO-iHBa3MBHHUM PakOM CEUOBOTO MiXypa,
npuaaTHUX A JikyBaHHsa pucuiatuHoM (KEYNOTE-B15 /  EV-304)», MK-3475-B15, 3
iIHKOpriopoBaHoto nornpaBkor 01 Bix 14 tpaBHs 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTI0O «MC/] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopartok 4

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

Ykpaina, MK-3475-826, Indopmatiisi Ta AJOKyMeHT Tpo iH(opMoOBaHy 3rofly AJisl naiieHTa, Bepcisg 3.01
Bif 20 kBiTHa 2022 p., YKpaiHChbKOIO MOBOW; YKpaiHa, MK-3475-826, [HdopmMaliisi Ta JOKyMeHT Mpo
indbopmoBaHy 3roay A/is naijiedTta, Bepcist 3.01 Big 20 kBiTHs1 2022 p., pOCiliCbKOI MOBOIO

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2313 Big 12.12.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanziomizoBane, mozBiiiHe citine, TUIAlEeb0-KOHTPO/bOBaHe fociimkeHHs I ¢a3u mopiBHAHHS
nembponizymady (MK-3475) 3 ximioTepariero Ta ximioTepariero 3 riaie6o /s Tepariii nmepioi JiiHii npu
MepCUCTYIOUOMY, peLMAMBHOMY abo MeTactaTnuHoMy pakKy muikd wMatku (KEYNOTE-826)»,
MK-3475-826, 3 inkopriopoBaHoro norpaskoro 07 Big 05 ciuns 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYIyTHBOI Tepariii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Hopatok 5

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHOB/IeHHI TIPOTOKOJ1 KJIiHiUHOTO BUIIpOOyBaHHsS momnpaBka 6, Bepcis 7.0 Big 10 Gepe3nss 2022 poky
aHrJIifickkoro MoBoto; [HdopMallisi mpo Joc/ipkeHHs Ta Gopma 3rofiu AJis AOPOCIUX JIOKanbHa Bepcist
HoMmep 3.0 st YKpaiHu yKpaiHChKOK MOBORO, faTa Bepcii 04 TpaBHsa 2022 poKy Ha OCHOBI MacTep Bepcil
Homep 9.0 Bif 26 kBiTHs 2022 poky; [HdopMmaliis Ta popma 3roZiu Ha HaJlaHHS J@HUX BariTHOI MapTHEPKU
JIOpPOC/IOr0 y4YaCHUKA AOC/i/pKeHHs JIoKajibHa Bepcist HoMmep 3.0 a1 YKpaiHu YKpaiHChKOK MOBOIO, /aTa
Bepcii 04 TpaBHsi 2022 poky Ha ocHOBi Mactep Bepcii Homep 3.0 Bix 16 Gepe3nsi 2022 poky; Bykmer
«[TocibHMK fAns mariedTiB», yokambHa Bepcis 2.0 Big 31.03.2022p. ykpaiHCBKOIO MOBOKO Ha OCHOBi
6a3oBoi Bepcii 2.0 Bix 03.03.2022p.; InTepakTuBHUM «IT0CiOHMK /17151 MAlli€HTIB», JIOKaibHa Bepcis 2.0 Bij
31.03.2022p. ykpaiHCbKOI MOBOIO Ha OCHOBi 0a30Boi Bepcii 2.0 Bix 03.03.2022p.; YUactuHa 2.1.P [Tocke
JOCJTi/KYBAHOTO JTiKapcbKoro 3acoby. Meguunmii riperiapat (bpa3sukyma0), Bepcisi 10.0 Big 21 Gepe3sHs
2022p.; Yactuna 2.1.S [locke mocuipKyBaHOTO JiKapchbKoro 3aco0y. Jlikapcbka peyoBuHa (Bpa3ukyma0),
Bepcis 7.0 Big 21 6epe3ns 2022p.; Yactuna 2.1.P [fockbe AoCmipKyBaHOTo JiKapchbKoro 3aco0y. ITpemnapat
nnate6o (bpa3ukyma0), Bepcist 9.0 Big 21 6epe3nst 2022p.; 3anyueHHs: HOBOI (hOpPMU BUITYCKY T1/1aiieb0 y
¢uiakoHax 6MJT 10 AOCITiHKYBAaHOTO JTiKApCLKOTO 3aco0y Bpasukymab, po3uwH [j1si BHYTPIilIHBOBEHHUX
in’ekuiit, 720 mr y dnakoni 6 mi, Bupobnuku: Vetter Pharma-Fertigung GmbH & Co. KG, Eisenbahnstr.
2-4, Langenargen, Baden-Wuerttemberg, 88085 Germany; FISHER CLINICAL SERVICES UK
LIMITED, LANGHURSTWOOD ROAD, HORSHAM, RH12 4QD, UNITED KINGDOM; Fisher
Clinical Services GmbH, Steinbuhlweg 69, Allschwil, 4123, Switzerland; Fisher Clinical Services Inc.,
7554 Schantz Rd, Allentown, Pennsylvania (PA) 18106-9032, United States (USA); Fisher Clinical
Services PTE LTD, 10 Toh Guan Road #03-11/12, Singapore 608838; MedImmune Ltd (Part of the
ASTRAZENECA GROUP), Aaron Klug Building, Granta Park, Great Abington, Cambridge, CB21 6ET,
United Kingdom; AstraZeneca, Charter Way, Silk Road Business Park, Macclesfield, SK10 2NA, United
Kingdom

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2707 Big 28.12.2019
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Ha3Ba kiiHiuHOr O «54-TKHeBe, OaraToLleHTPOBe, PaH/I0OMi30BaHe, MOABilHe cJiire, MIareb0-KOHTPO/ILOBAHEe TOC/TiPKeHHS

BUTIPOOYBaHHSI, KO/, dasu 2 B mapasefbHUX TpymHax [Aas OI[iHKM edeKTHBHOCTI Ta Ge3neku BpasukymaOy y mMallieHTiB 3

Bepcis Ta JjaTa BHPa3KOBUM KOJTOM BiJj cepefHbOro [0 Baxkoro crymeHs akTuBHOCTi (Expedition Lead-in)»,
D5272C00001 (TTonepeaniti kog 3151-201-008), monpaska 5, Bepcis 6.0 Bizg 26 6epe3ns 2021 poky

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




Hopatok 6

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporypa gociignvka: Imxekradhep® (iH’eKiis KapOoKCHManbTO3| 3aji3a), BugaHHs 1 Big 12 mucromaga
2021 poky; OnoBnena Indopmarnisi i ¢opma iHbopmoBaHOI 3rogu A YYaCHUKIB KJIiHIUHOTO
nociimpkenHst, Bepcist 4.0 Big 05 kBiTHsS 2022 p. Ansi YKpaiHU yKpaiHCHKOK MOBOIO, HA OCHOBI aHTJTiCHKOT
Matiictep-Bepcii 3.0 Big 29 6epesnst 2022p.; OnosneHa IHdopmariisi i dopma iHpopmoBaHoOi 3roau s
yUaCHUKIB KJIiHIYHOrO fociimpkeHHs, Bepcis 4.0 Big 05 kBiTHsA 2022 p. A/ YKpaiHy pOCiiiCbKOH0 MOBOIO,
Ha OCHOBi aHrJifickKoi Maiicrep-Bepcii 3.0 Big 29 Oepe3ns 2022p.; 3MiHa Ha3BU Miclig TIPOBeE€HHS
KJIIHIYHOT O JOC/IiIP>KEeHHST:

BYJIO CTAJIO

3aB. Big. Pygenko JI.B. 3aB. Bia. Pynenko JI.B.

KuiBcbka MicbKa KJliHIUHA JliKapHd IIBUAKOI | KoMyHabHe HeKoMeplliliHe TiATIPUEMCTBO

MeJIMYHOI I0TIOMOTM, Kap/io/oriuHe BiagiieHHs, | «KuiBcbka MiCbKa KiIiHIYHA JiKapHS IIBUKOT

M. Kuis MeJuUuHOI  [JOIIOMOrM»  BUKOHABUOI'O  OpraHy
KuiBcbkoi Micbkoi pagu  (KuiBcbkoi  MichKO1
Jlep>KaBHOI aZMiHicTpanii), KapZlosioriyse
BifJineHHs (411 XBOpUX Ha iHGapKT MiokapAy),
M. KuiB

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PaHgomi3oBaHe, 1o/iBikHe ciiine, riarie00-KOHTPOIbOBaHe JOC/TIi/PKeHHS Ik BUBUEHHS e(eKTUBHOCTI Ta
Oe3neudocTi miperapaty Iwkektadgep® (KapbokcumanbTo3a 3amiza) /A8 JIiKyBaHHS — CepLIeBOI
HeJI0CTaTHOCTI Tpy 3ajti3oAe@inuTHUX cTaHax», 1VIT15043, ¢inansHa Bepcis 3 Big 11 ciuns 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXkeHO0 BifnoBiganpHicTIO «KIIP YkpaiHa»
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CrioHcop, KpaiHa «AmepikaH PemxkenT, Ink.», CIIIA (American Regent, Inc., USA)

CynyTHi —
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Hopatok 7

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi Bporrypa Jdocnigavka Bepcist 7.0 Big 04 6epe3nst 2022
TOTNPaBKU

Howmep ta fata Hakasy Ne 2777 Big 02.12.2020
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «BigkpuTe, oJHOTpyIOBe, [JOJATKOBE [OCTiMKEeHHs [y 3abe3reueHHs TIPOJOBXKEHHS JIiKyBaHHS
BUTIPOOYBaHHS, KO/, JapoJIyTaMiZioM TIallieHTiB, sKi Oy/JM BKIIOUeHi y TIONepeAHi MAOC/Ii/pkeHHsS KowmrmaHii baiiep.»,
Bepcid Ta jarta BAY 1841788/ 20321, Biz 02 ciuusa 2020

3asgBHUK, KpaiHa TOB «batiep», YkpaiHa

CrioHcop, KpaiHa baitep Koncetomep Kep AT, IlIBeliiiapist

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 8

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHut IPOTOKOJ KiiHiuHOTO BUipobyBaHHs MK-7684A-003 3 iHKopriopoBaHoto rornpaBkoro 03 Bif
21 6epe3nst 2022 poKy, aHIJIIHCHKOIO MOBOIO; 3ajlyueHHsI CKODOUEHOI Ha3BU TIPOTOKOJY KJTiHIYHOTO
nocnimpkenHs: - KEYVIBE-003; Ykpaina, MK-7684A-003, Indopmatiisi Ta JOKyMeHT Mpo iH(QOPMOBaHYy
3roay AJis nauieHTa, Bepcisg 1.00 Big 18 kBiTHa 2022 p. yKpaiHCBKOIO MOBOMO; YKpaiHa, MK-7684A-003,
IHdopmariitiHuii JTMCTOK i ZOKyMeHT mpo iHpopMoBaHy 3rofly Ha MaibyTHe GiomeaunuHe ZOCTiKEeHHS,
Bepcin 01 Bim 18 «ksitHg 2022 p. ykpaiHcekolo MoBow; MK-7684A-003_6pomypa asist
rnarLjieHTa_yKpalHCbKO MOBOK_1s1 YKpaiHy_12 ceprmus 2020 p._v2; OHOBIeHe [0ChEe AOC/TIPKYBaHOTO
nikapcekoro 3acoby MK-7684A, ID 0804BN, Big 05 kBiTHa 2022 poKy, aHI/TiMCHLKOO MOBOIO; 3MiHa
Ha3BU MiClisg TPOBe/IeHHsI K/TiHIYHOTO BUMPOOYBaHHSI:

BYJIO

CTAJIO

I.M.H., ipod. dyaniuenko O. C.

HepxaBHa ycTraHOBa «IHCTUTYT 3arajsbHOI Ta
HeBifKnagHoi xipyprii imeni B.T. 3aliieBa
HarionaneHol  akazemii  MeJWUHMX  HayK
Ykpainu», BigjiseHHs THiliHOI xipyprii Ha 25
JIDKOK 3 TIaJlaTOK0 IHTEeHCHUBHOI Teparii Ha 6
JIDKOK, XapkiBCcbKa MeIUYHa aKajieMis

I.M.H., pod. Jyaniuenko O. C.

HepxxaBHa ycrtaHoBa «I[HCTUTYT 3arasbHOI Ta
HeBifknagHoi  Xipyprii imeni B.T. 3aiileBa
HaujioHanbHOI akageMii MeMUHUX HayK YKpaiHu»,
BiJiZliNeHHs1 XipypriyHux iH(eKLiil Ta yckiagHeHol
OHKOJIOTIYHOI MarTo/orii Ha 25 JKOK 3 IajaToro
IHTEHCUBHOI Tepamii Ha 6 JKOK, XapKiBCbKa

MiC/SAUIIIOMHOI OCBiTH, Kade[pa OHKOJIOTII Ta | MeWYHa  akaZiemiss  THCASAUTIZIOMHOT  OCBITH,
JUTSUOI OHKOJIOT1, M. XapKiB Kadeapa OHKOJIOTIi Ta [AMTSYOl  OHKOJIOTIT,
M. XapKiB

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 762 Big 20.04.2021
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Ha3Ba kiiHiuHOr O «baraTorieHTpoBe, paHOMi30BaHe, mozBiliHe ciire gocaimkenHss I ¢da3m kKombiHarii MK-7684 3

BUIIPOOYBaHHs, KO/, nembpostisymabom (MK-7684A) ropiBHSIHO 3 MOHOTepari€r0 memMOposisyMaboM B SIKOCTi TepIIoi JIiHii

BepCid Ta JjaTta Teparii Ay yyacHUKiB 3 PD-L1-MO3UTMBHUM MeTacTaTUUHUM He/PiOHOK/IITHHHAM pakoM JiereHiB»,
MK-7684A-003, 3 inHKkopniopoBaHot0 1ioripaBkoro 01 Biz 28 srotoro 2021 poky

3asiBHUK, KpalHa ToBapucTBO 3 00MekeHOIO BifnoBiganbHicTI0 « MCJI YKpaiHa»

CrnioHcop, KpaiHa «Mepk Ilapn enp Hoym Koprm.», godipHe mignpueMmctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

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




Hopmatok 9

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/leHUI TIPOTOKOJ K/iHIUHOrO AociifkeHHsi 3 momnpaBkow 07, Bepcis 1 Big 21 rpyaus 2021p.,
aHriceKor MoBor; OcHOBHa iHdopMallist mpo AocmipkeHHs i popma iHhopMoBaHOI 3rosiy, Bepcisi 7 Bif
12 ciunsg 2022p., aHraificbkkoro MoBOto; IH¢opMaiiist A1 naijieHTa Ta ¢popMa iHbOpMOBaHOI 3ro/iy, Bepcist
s Ykpainu Ne7 Bif 19 ciuns 2022 p. (Ha ocHoBi OcHOBHOI iH¢opMmallii mpo gocsifkeHHs i dopmu
inopmoBaHoi 3roau Bepcii 7 Big 12 ciuns 2022 p.) anrilicbkoro MoBoto; [Hdopmaliist A/1s naijieHTa Ta
dopma iHpopmoBaHoi 3roau, Bepcis Ne 7 ansg Ykpainu Bifg 19 ciuna 2022 p. (Ha ocHoBi OCHOBHOI
indopmauii npo gocnigxeHHs i popmu iHdbopmoBaHoi 3rofu, Bepcii 7 Bif 12 ciuns 2022p.) yKpaiHCBKOIO
MOBOO; [H¢opmatiist AJis narjieHTa Ta ¢popma iHdhopMoBaHoi 3roau, Bepcis Ne 7 anst YKpainu Bifg 19 ciuns
2022p. (Ha ocHoBi OcHoBHOI iH(opMallii mpo AocimpkeHHs i popmu iHdbopmoBaHoi 3ro/iy, Bepcis 7 Bif
12 ciuns 2022p.) pociiicbkkoro MoBow; CKpiHIIOTH AoAatky pocrimkeHHs EFC16035 Ha Mo6imbHUMI
npuctpii (IRB Screens), Bepcisi Big 27 nunusg 2021 poky, yKpaiHCbKOO MOBO; CKpIiHILIOTH [OJaTKy
nocnimkennss EFC16035 Ha MobGinbHuii npuctpii (IRB Screens), Bepcisi Big 24 mtororo 2022 poky,
POCiHiCbKOI0 MOBOMO; 3HIMKHU ekpaHy 3 miaHiiera (eCOA) EFC16033/16034/16035/16645: 9HPT eCOA
Tablet Screenshots_ 9-HPT Scores, Bepcisi 1.00 Biz 29 kBiTHs1 2022, aHr/1iiICbKOI0 MOBOIO; 3HIMKU €KpaHy
3 maHetra (eCOA) EFC16033/16034/16035/16645: CVLTII eCOA Tablet Screenshots_ CVLT-II
Scores, Bepcis 1.00 Big 29 kBiTHa 2022, aHI/iMCBKOIO MOBOIO; 3HIMKM eKpaHy 3 IiaHueta (eCOA)
EFC16033/16034/16035/16645: SDMT eCOA Tablet Screenshots_ SDMT Scores, Bepcisg 1.00 Big 29
KBiTHs 2022, aHT/1iMCbKOI MOBOM; 3HiMKHU ekpaHy 3 ryiaHieTta (eCOA) EFC16033/16034/16035/16645:
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T25FW eCOA Tablet Screenshots_ T25FW Scores, Bepcis 1.00 Bix 29 kBiTHsi 2022, aHT/iliCbKOIO
MOBOI0; 3MiHa Bi/ITIOBiIa/IbHOTO JIOC/TIiTHUKA Y MiCIli TPOBeJieHHsI K/TiHiUHOTO BUNIPOOYBaHHS:

bYJIO

CTAJIO

J.M.H., 1po¢. JIoraHoBceKuii K.M.
HepxaBHa ycraHoBa «HarlioHanbHUN HayKOBUA
LieHTp pajiauiiHoi MeguuyHd  HauioHaabHOT

akazeMili MeJUUHMX HAyK YKpaiHW», BiAAin
paziawinHol TICUXOHEBPOJIOTiT Incturyty
K/IiHiuHOi  pagiosiorii  Ha  0a3i  BiagineHHs

pafiaiiiiHoi ncuxoHeBposorii, M. KuiB

K.M.H. [Tepuyk L.B.
HepxaBHa ycraHoBa «HallioHa/nbHHM HayKOBUM
LieHTp pajiauiHoi MeguuyvHd  HarjioHambHOT

akazieMii MeJUUHMX HAyK YKpaiHW», BiAfin
paziawinHo1 TICUXOHeBPOJIOTiT Incturyty
K/IiHiuHOI  pagiosorii  Ha  0a3i  BiagineHHs

pafialifiHoi ncuxoHeBposiorii, M. KuiB

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2554 Big 09.11.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PaHgomi3oBaHe, mojBitiHe ciine gocsimkeHHss 3 ¢a3u s BUBUeHHS e(eKTHBHOCTI Ta 6Ge3rmeuHoCTi
nperniapaty SAR442168 y mopiBHsHHI 3 miaie60 B yYaCHUKIB 3 MEPBUHHO-TIPOTPECYIOUMM DPO3CisTHUM
cknepo3oMm (PERSEUS)», EFC16035, 3 monpaBkoto 06, Bepcis 1 Big 04 >xoTHs1 2021p.

3asiBHUK, KpaiHa TOB «Cano@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa Genzyme Corporation, USA (/I>xen3aiim KopropetitH, CIIIA)

CynyTHi —
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hopmatok 10

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

Ckpinmoru gogatky gocrimkenHs EFC16033 na mobinpHuid mipuctpiii (IRB Screens), Bepcisi Big 27
murHs 2021 poky, yKpaiHChKOr MoBoto; CKpiHioTé AofaTky gociimkeHHs EFC16033 Ha MobimbHUI
npuctpiii (IRB Screens), Bepcig Bing 24 motoro 2022 poky, pOCiHiCbKOHO MOBO; 3HIMKU €KpaHy 3
nnaniiera (eCOA) EFC16033/16034/16035/16645: S9HPT eCOA Tablet Screenshots_ 9-HPT Scores,
Bepcisi 1.00 Bix 29 ksiTHs 2022, aHrailicbkoro MOBOIO; 3HIMKM eKpaHy 3 TuiaHiera (eCOA)
EFC16033/16034/16035/16645: CVLTII eCOA Tablet Screenshots_ CVLT-II Scores, Bepcisi 1.00 Big 29
kBiTHS 2022, aHrmilicbkoro MOBOMO; 3HiIMKU ekpaHy 3 myiaHiieta (eCOA) EFC16033/16034/16035/16645:
SDMT eCOA Tablet Screenshots_ SDMT Scores, Bepcist 1.00 Big 29 kBiTHs1 2022, aHT/iliCHKOI0 MOBOIO;
3HiMKku ekpaHy 3 raHiieta (eCOA) EFC16033/16034/16035/16645: T25FW eCOA Tablet Screenshots_
T25FW Scores, Bepcis 1.00 Biz 29 kBiTHsA 2022, aHrTiMICBKOI0 MOBOO; 3MiHa BiJOBiZabHOTO
IOCTiTHAKA Y MICITi MpOBeIeHHs K/IiHIYHOTO BUITPOOYBaHHS:

BYJIO

CTAJIO

I.M.H., ipod. JloraHoBchkuii K.M.
HepxaBHa ycTtaHoBa «HallioHa/bHMI HayKOBWiA
LIeHTp pajianiiHoi MeguuuHyd  HarijioHaabHOT

akazemii MeJUUHMX HAyK YKpaiHW», BiAg1
paiauiiHol TICUXOHEeBPOJIOTi1 IHcTuTYyTY
KIiHiuHOT  pagionorii  Ha  6asi  BiggineHHS

pafialiiiHoi rcuxoHeBposorii, M. KuiB

K.M.H. [Tepuyk I.B.
HepxaBHa ycTtaHoBa «HallioHa/ibHUM HayKOBUM
LIeHTp pajiauiHoi MeguuuHyd  HaifioHambHOT

akazemMii MeJUUHMX HAyK YKpaiHW», Biggia
pafiarifinol TICUXOHEBPOJIOTiT IHcTuTyTY
KIiHiuHOT  pagionorii  Ha 6a3i  BiggineHHS

pafialiifiHoi mcuxoHeBposiorii, M. KuiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Big 05.10.2020




2 MpoAoBXeHHs fojatka 10

Ha3Ba kiiHiuHOr O «PaHgomi3oBaHe, mojBitiHe cjine gocsimkeHHss 3 ¢a3u s BUBUeHHS e(eKTHBHOCTI Ta 6Ge3rmeuHoCTi

BUIIPOOYBaHHs, KO/, nperniapaty SAR442168 y nopiBHsiHHI 3 TepuduyHoMiziom (O6amkio®) B yYaCHHKIB 3 PelJUBYIOUNMHU

BepCisi Ta Jjata dbopmamu poscisHoro cknepo3y (GEMINI 1)», EFC16033, 3 monpaBkoto 05, Bepcis 1 Big 18 nuctomnaza
2021p.

3asBHUK, KpaiHa TOB «Cano@i-ABeHTic YKpaiHa»

CrnioHcop, KpaiHa Genzyme Corporation, USA (/I>xen3aiim KopropetiiiH, CIIIA)

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




Hopartok 11

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

Ykpaina, MK-7339-003, Indopmatiisi Ta ZOKyMeHT Tipo iHopMoBaHy 3rofly AJisl naiieHTa, Bepcisg 1.01
Bif 06 TpaBHs 2022 p. yKpaiHCBKOIO MOBOW; YKpaiHa, MK-7339-003, Indopmarjisi Ta JOKyMeHT Tpo
indbopmoBaHy 3roay A/ naijiedTta, Bepcist 1.01 Big 06 TpaBHsi 2022 p. poCilicbKOO MOBOIO

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1924 Big 21.08.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanziomisoBaHe, Bigkpurte pociimkeHds 3 da3u s OLiHKK eeKTUBHOCTI Ta 6e31eYHOCTi MOHOTepartii
onarlapubom abo y komOiHarjii 3 6GeBauy3ymaboMm, y TOpiBHsIHHI i3 3acTocyBaHHsM OeBal3ymaOy i3
bTopripuMiUHaAMK y TIALiEHTIB 3 HeorepabeqbHUM ab0 MeTacTaTUUHUM KOJIOPEKTaJbHUM pakoM 0Oe3
O3HaK MporpecyBaHHs XBOpoOu Tic/s iHAyKiliHOI Teparii nepuoi miHii (LYNK-003)», MK-7339-003, 3
IHKOPITOPOBaHO0 1ornpaBkor 04 Bix 29 mmcronaga 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTI0O «MC/] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 12

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi 3anyueHHs 1OIATKOBOT'O MiCIisl POBeIeHHs K/IiIHIYHOTO BUITPOOYBaHHS:
TIOTIPaBKU Ne [1.I.b. BigmoBiZaIbHOrO AOC/TiJHHAKA
n/n Has3Ba micus mpoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. | p.m.H. Mopos C.M.

KomyHabHe mipueMcTBO «[IHINporeTpoBchbKa OararonpodisbHa KliHiuHa JTiKapHs 3 HaflaHHST
TICUXiaTPUYHOI ~ JorioMorv»  JIHIMpOmneTpOBChKOi  00/IacHOI  pafi»,  TICUXOHEBPOJIOTiuHe
BifiZliIeHHs (ICMXOCOMaTUYHUM 11eHTp), M. JIHinpo

Howmep Ta gata Haka3zy Ne 422 Bizx 10.03.2021
MOQO3 110710 3aTBepyKeHHs
KJIiHIUHOTO BUTIPOOYBaHHS

Ha3ssa kiiHiyHOTO «Pangomi3zoBaHe, noziBiliHe-cine, 3 M1aleb0 Ta aKTUBHUM KOHTPOJIEM JTiKyBaHHS JOCTipkeHHs 26 dasu

BUTIPOOYBaHHS, KO/, edekTUBHOCTI Ta 6e3neuHocti MK-8189 y martjieHTiB 3 rocTpum erizozfom mm3odpenii», MK-8189-008, 3

Bepcid Ta fjarta iHKopriopoBaHoto norpaskoro 03 Bif 17 rpygusa 2021 poky

3asgBHUK, KpaiHa ToBapuCTBO 3 00MeXKeHOr0 BifnoBizanbHicTI0 « MCJT YKpaiHa»

CnoHcop, KpaiHa «Mepk Illapn Exg OJoym Kopm.», gouipne nignpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

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




Hopatok 13

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH TIPOTOKOJT KiliHiuHOTro BUnpoOyBaHHsT MK-3475-671 3 iHkopriopoBaHO mornpaBkoio 10 Bif,
24 G6epe3nss 2022 poky, aHIJIiCbKOI0O MOBOO; [TpO/IOB)KeHHSI TPUBAJ/IOCTi K/TiHIYHOTO [JOC/iIKeHHS [0
8,5 pokiB; YkpaiHa, MK-3475-671, Indopmalis Ta AOKyMeHT Mpo iH(OpMOBaHy 3rofy AJis Malji€HTa,
Bepcig 2.00 Big 05 TpaBHa 2022 p. ykpaiHCbKOKO MOBOH; YKpaiHa, MK-3475-671, [lopaTtok [0
indopmatii Ta OKyMeHTy Tpo iH(OpMOBaHy 3ro/ly — HaZlaHHSI PEHTI'eHOJIOTiYHUX 3HIMKiB, OTPUMaHUX B
paMKax CTaHJJaPTHOTO MeJUYHOro o0c/iyroByBaHHs, Bepcisi 00 Big 05 TpaBHs 2022 p., yKpaiHCHKOIO
MOBOIO;

Ykpaina, MK-3475-671, dopatok o iHpopmarii Ta JOKyMeHTy rpo iH(opMoBaHy 3rofy — A0AaTKOBi
PEHTreHOJIOTiYHI AiiarHoCTUYHI fociigkeHHs, Bepcist 00 Big 05 TpaBHsa 2022 p., yKpaiHCbKOIO MOBOO

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 713 Big 13.04.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PangomizoBane, nozgiiiHe-ciine mocmimkenHs 11 da3u 1BOXKOMIIOHEHTHOI ximioTepamii mpernapaTamu
TVIaTUHU B KoMOiHawii 3 memOposisymabom (MK-3475) abo 6e3 HBOro, B SIKOCTi HeoaJ'TOBAaHTHOI /
a/1’TOBAHTHOI Tepariii /IS MaljieHTiB 3 orepabelbHUM HeAPiOHOKTITUHHUM pakoM JiereHs 11, TITA Ta I1IB
(T3-4N2) crapivi (HAPJI) (KEYNOTE-671)», MK-3475-671, 3 iHkoprnopoBaHoro morpaBkor 09 Bif
23 yepBHs 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTI0O «MC/] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary




(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX




Hopartok 14

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi Bpomypa mocnigavka (B) ans mpernapaty PF-06700841 (umcrtoBa Bepcist), Bepcisi 8.0 Big 1 Gepe3sHs
TIOTIPaBKU 2022 poKy, aHT/1iCbKOI0 MOBOO

Howmep ta fata Hakasy Ne 2372 Bip 04.12.2019
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO Panzomi3oBaHe, Mo/BiliHe criirne, Iaineb0-KOHTPOIbOBaHe, 0araToOLleHTPOBe MOC/imKeHHs ¢dasu 2B 3

BUTIPOOYBaHHS, KO/, nizbopy Aiama3oHy 703 A8 OL[iHKY Tipodio edekTuBHOCTI Ta Ge3neuHocti mperapary PF-06700841 B

Bepcid Ta jarta yYaCHUKIB 3 aKTMBHMM CHUCTeMHMM uepBoHMM BoBuakom (CUB), B7931028, c¢inanbHa Bepcis 3
iHKOpITOPOBAHOM) MOMNPaBKOIo 4, Bz 2 6epesHst 2021 p.

3asgBHUK, KpaiHa [Ngarizep Iuk., CIITA

CrnioHcop, KpaiHa [Ndaiizep IHk., CIIIA

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

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




Hopatok 15

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi OwnoBneHa 6pormypa gocmigauka Bepcist 16.0 Big 04 mrotoro 2022
TOTNPaBKU
Howmep ta fata Hakasy Ne 662 Biz 16.03.2020

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «/JlogaTkoBe [OC/II)KeHHS [Jisi OLIHKA [JOBFOCTPOKOBUX pe3yJ/IbTaTiB JIIKYBaHHS TMAL[i€HTIB, SKi

BUTIPOOYBaHHS, KO/, OTPUMYBa/IM JIIKyBaHHA BiJl peTHMHONAaTii HejoHouleHUX y goctimkeHHi 20090», No. BAY 86-5321 /

BepCisi Ta jara 20275, Bepcida 2.0 Big 27 nucrornaga 2019 poky 3 iHterpoBaHoto I[lorpaBkoro 1 Bifg 27 mucronaza 2019
POKY

3asgBHUK, KpaiHa TOB «batiep», YkpaiHa

CrnioHcop, KpaiHa baiiep AT', HimeuurHa

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

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




Hopatok 16

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hocwe pocmimkyBaHoro sikapcbkoro 3acoby ARGX-113 with rHuPH20, po3uuH anas migmkipHux
in’exuin, Bepcis 5.0 Big 19 nucronazga 2021p., aHr1iMcbKO0 MOBORO; Jl0Che A0C/IKYBaHOTO TIKapChKOTO
3aco0y ARGX-113 with rHuPH20, po3uuH ans migmkipaux in’ekuiid, po3gin «Appendices rHuPH20»,
Bepciai 5.0 Big 04 >xkoBTHa 2021p., aHrmilcbkol MoOBOM0; Ilof0BXKeHHs TepMiHy NpUAATHOCTI
JocimKyBaHoro Jiikapcbkoro 3acoby ARGX-113/rHuPH20, posumH g1 migmkipHux iH’exiii, 180
Mr/Mi 10 24 MicsLiB

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

Ne 1360 Big 10.06.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«Bigkpure mipozokeHHs1 gochimkeHHss ARGX-113-1802 pgnst BUBUEHHSI JOBIOCTPOKOBOI Oe3MeuHOCTi,
repeHoCUMOCTi Ta edeKTUBHOCTI npernapaty Edrapririmoa PH20 ans mialikipHOro BBeZieHHs y TALi€EHTIB
i3 XpPOHIUHOIO 3aMa/ibHOI0 JleMiefliHi3ytouoro nosiHerponarieto (X3AIT)», ARGX-113-1902, Bepcis 4.0
Bizx 07 ciunga 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxeHor BianosizanbHicTio «KoHTpakTHO-[ochignuibka Opranisauis IHHOdapm-
YKpaiHa»

CnoHcop, KpaiHa

argenx BVBA, Belgium/ apgxenkc BBBA, Benbris

CymnyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHYHOrO 3a0e3neueHHs

Isan 3A/IBOPHUX




Hopmatok 17

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa Bi/JIITOBiIaIbHOTO JOC/TiTHMKA B MiCIli MPOBe/IeHHs K/IiIHIYHOTO BUITPOOYBaHHS:

BYJIO CTAJIO
I.M.H., reH. [lupektop Ckopwuii [.1. K.M.H., 3aB. BiJ. [Ticerjpbka M.E.
KomyHanbHe HeKOoMepLliliHe nigrpuemcTso | KomyHansHe HeKOoMepLliliHe TiJIIPUEMCTBO

«O6siacHU TIEHTP OHKOJIOTii», OHKOXipypriuxne
BiZili/IeHHs1 TeYiHKW Ta TiUUTYHKOBOI 3aj103H,
M. XapKiB

«O6sacHUM LIEHTP OHKOJIOTii», OHKOXipypriuHe
BiZili/IeHHs1 TeYiHKW Ta TIiUUTYHKOBOI 3a/103H,
M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 422 Bipn 10.03.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«[IpocriekTriBHe, paHZOMi30BaHe, I71alle00-KOHTPOIbOBaHe, T0/BiliHe ciire, 6GaraToOL|eHTPOBe,
peecTpaliifiHe KiiHiuHe gociimkeHHs (as3u 111 ans mopiBHsHHS TopumnaniMady (JS001) y moenHaHH 3
neHBaTUHIOOM Ta Twialeb0 y mMOeqHaHHI 3 jeHBaTWHIOOM sk Tepamii 1-i miHii MpW TOMMpeHii
remnaTolie/to/isApHin KapuuHoMi (I'LIK)», JS001-027-1TI-HCC, Bepcis 1.2 Big 02 BepecHs 2020 poky

3asgBHUK, KpaiHa

Iianpuemcrso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Shanghai Junshi Biosciences Co., Ltd, China

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA

IBan 3A/IBOPHUX



HopmaTok 18

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

Marepianu s NaLfi€HTiB, 1110 CTOCYIOTHCS JOMOMDKHOIO iHCTPYMEHTY [/ KJIIHIYHOIO [OC/IiKeHHS
STABILIZE-CKD - mobinbHoro gozaatky mig Ha3zsoro Unify 3.0 Bepcis 1.0 Big 01 6epesns 2022 poky st
YKpaiHu yKpaiHCbKOK MOBOK0; OHoBiieHa bpomypa pgocorigHuka no rnperniapaty LOKELMA™
(uuKIOCUITIKaT LIUPKOHItO HaTpito), Bepcist 11 Bix 05 TpaBHs 2022 poky

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

Ne 2426 Bif 05.11.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«MixHapo/iHe, paHioMi30BaHe, TI0/IBiliHe cJiire, Tiale60-KOHTPOIboBaHe Joc/imkeHHs ®a3u 3 3 MeTor
OL|IHKM BIUIMBY LIMKJIOCWU/IIKATy LMPKOHIKO HATPit0 Ha IPOrpecyrouy XPOHIYHY HUPKOBY HeJOCTaTHICThb
(XHH) y yuacnukis 3 XHH Ta rinepkasniemieto abo i3 pusukom rinepkamiemii», D9488C00001, Bepcis 1.0
Big 24 yepBHs 2021 poky

3asaBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca, AB, Sweden

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hopatok 19

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

Onosnenuii nporokon MS200527_0080, Bepcis 4.0 Big 03 kBiTHs 2022 poky; IHpopmaLiiiH1ii TUCTOK
narjieHTa i gopma 3rogu, Bepcis V4.1UKR(uk)1.0 Big 17 TpaBHsa 2022 poky, repeksaj yKpaiHCbKOO
MOBOKO Bifg 24 TtpaBHsi 2022 poky; I[HdopmaniliHuii UCTOK maljieHTa i ¢opma 3roAu, Bepcis
V4.1UKR(ru)1.0 Big 17 TpaBHst 2022 poKy, nepek/az pociiiCbKO MOBOO Bifi 24 TpaBHs 2022 poky

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

Ne 1924 Big 21.08.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararoneHTpOBe, paH/i0Mi30BaHe, TO/IBiliHe CJIire, 3 MO/BIMHOI iMiTalli€l0, KOHTPOJbOBaHE AKTUBHUM
niperniapaToM, gociimkenHs 111 ¢asy, 1110 MpoBogUTHCS B Mapase/bHUX IPynax 3 OL[iHKK e()eKTUBHOCTI Ta
Oe3nevHOCTi eBOOpyTHHIOA y MOPiBHSHHI 3 TePUQIYHOMIZIOM B YYaCHUKIB i3 PeLUIUBYIOUMM PO3CisIHUM
cksiepo3om», MS200527_0080, Bepcis 3.0 Big 19 TpaBHs 2021 poky

3asaBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, Himeuunna

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Honatok 20

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

Onosnenuii npotokon MS200527_0082, Bepcis 4.0 Big 03 kBiTHs 2022 poky; IHpopmaLiiiH1ii TUCTOK
narjieHTa i gopma 3rogu, Bepcis V4.1UKR(uk)1.0 Big 17 TpaBHsa 2022 poky, repeksaj yKpaiHCbKOO
MoBoto Bifg 19 tpaBHsi 2022 poky; I[HdopmaliliHuii UCTOK maljieHTa i ¢opma 3roAu, Bepcis
V4.1UKR(ru)1.0 Big 17 TpaBHst 2022 poKy, nepek/az pociiicbKor MOBO Bif 19 TpaBHs 2022 poky

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

Ne 1924 Big 21.08.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararoneHTpOBe, paH/i0Mi30BaHe, TO/IBiliHe CJIire, 3 MO/BIMHOI iMiTalli€l0, KOHTPOJbOBaHE AKTUBHUM
niperniapaToM, gociimkenHs 111 ¢asy, 1110 MpoBogUTHCS B Mapase/bHUX IPynax 3 OL[iHKK e()eKTUBHOCTI Ta
Oe3nevHOCTi eBOOpyTHHIOA y MOPiBHSHHI 3 TePUQIYHOMIZIOM B YYaCHUKIB i3 PeLUIUBYIOUMM PO3CisIHUM
cksiepo3om», MS200527_0082, Bepcis 3.0 Big 19 tpaBHs 2021 poky

3asaBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, Himeuunna

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hopartok 21

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHOB/IeHHI TIPOTOKOJI K/TiHIYHOTO BUITPOOyBaHHS TompaBka 5, Bepcisg 6.0 Bixm 07 rpyaas 2021 poky
aHrJIifickkoro MoBoto; [HdopMallisi mpo Joc/ipkeHHs Ta Gopma 3rofiu AJis AOPOCIUX JIOKanbHa Bepcist
HoMmep 3.0 a1 YKpaiHM yKpaiHCBKOK MOBOR), AiaTa Bepcii 12 kBiTHg 2022 poKy Ha OCHOBI mMacTep Bepcil
Homep 9.0 Biz 03 rpyaus 2021 poky; [Hpopmaiiist Ta popma 3roAu Ha HaZlaHHS JaHUX BariTHOI MApTHEPKU
JIOpPOC/IOr0 y4YaCHUKA AOC/i/pKeHHs JIoKajibHa Bepcist HoMmep 3.0 a1 YKpaiHu YKpaiHChKOK MOBOIO, /aTa
Bepcii 12 xBiTHA 2022 poky Ha ocHOBiI Macrtep Bepcii HoMep 4.0 Bix 03 rpyans 2021 poky; Bbykier
«[TocibHuK a5 matieHTa», Bepcist 2.0 Big 14.03.2022p. ykpaiHCbKOIO MOBOM; IHTepakTUBHUM «IT0CiOHUK
Juis1 nawieHrtay», Bepcis 2.0 Big 27.04.2022p. ykpaiHcbkoro MoBor0; YactuHa 2.1.P Jlocbe 1OC/IiIKyBaHOTO
miKapceKoro 3aco0y. Meauunuii npeniapat (bpa3sukyma0), Bepcist 10.0 Big 21 6epesnst 2022p.; YactruHa
2.1.S [lockbe mocii/pKyBaHOTO JiKapchbKoro 3acoly. Jlikapceka peuoBuHa (Bpasukyma6), Bepcis 7.0 Bif
21 6epesnsi 2022p.; Yactuna 2.1.P [ocke mocmiimkyBaHOro jikapchkoro 3acoOy. Ilpemapat rtuiaie6o
(Bpa3ukymab), Bepcis 9.0 Big 21 6epe3nst 2022p.; 3anyueHHs1 HOBOI pOpMU BUIYCKY T1arie60 y diakoHax
6MJ1 10 TOCTiIYKYBaHOTO JIiIKapChKOTo 3aco0y bpa3ukyma0, po3uuH /i/1s1 BHYTPIllTHbOBEHHUX iH’€KIil, 720
Mr y duakoHi 6 w1, BupoOHMKHM: Vetter Pharma-Fertigung GmbH & Co. KG, Eisenbahnstr. 2-4,
Langenargen, Baden-Wuerttemberg, 88085 Germany; FISHER CLINICAL SERVICES UK LIMITED,
LANGHURSTWOOD ROAD, HORSHAM, RH12 4QD, UNITED KINGDOM; Fisher Clinical Services
GmbH, Steinbuhlweg 69, Allschwil, 4123, Switzerland; Fisher Clinical Services Inc., 7554 Schantz Rd,
Allentown, Pennsylvania (PA) 18106-9032, United States (USA); Fisher Clinical Services PTE LTD, 10
Toh Guan Road #03-11/12, Singapore 608838; MedImmune Ltd (Part of the ASTRAZENECA GROUP),
Aaron Klug Building, Granta Park, Great Abington, Cambridge, CB21 6ET, United Kingdom;
AstraZeneca, Charter Way, Silk Road Business Park, Macclesfield, SK10 2NA, United Kingdom

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1360 Big 10.06.2020




2 MPOZOBXKeHHH fojartka 21

Ha3Ba kiiHiuHOr O «52-TKHeBe, OaraToIleHTPOBe, paHAOMi30BaHe, TO/BiiiHe cJiire, ryaredo Ta aKTUBHO-KOHTPOIbOBAHE
BUIIPOOYBaHHs, KO/, JocmipkenHst, Gasu 2b/3 B mapasesibHUX Ipyriax i3 Ge3nepepBHUM TepexoZioM MiX (a3amu, [/ OL[iHKH
BepCid Ta JjaTta edekTHBHOCTI Ta Oesreku BpasukymaOy y maijieHTiB 3 xBopoOoro KpoHa Bij cepeHBOrO /10 Ba’KKOTO

cryrieHsi aktTuBHOCTI (INTREPID Lead-In)», D5271C00001 (ITorepeaniii kog 3150-301-008), morpaBka
4, Bepcis 5.0 Big 24 motoro 2021 poky

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»
CnoHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —

Marepianu/rpernaparu

CYIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hopatok 22

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/leHUI TIPOTOKOJ K/iHIUHOTO AociifkeHHs 3 momnpaBkowo 05, Bepcis 1 Big 21 rpyausa 2021p.,
aHriceKor MoBor; OcHOBHa iHdopMallist mpo AocmipkeHHs i popma iHhopMoBaHOI 3rosiy, Bepcisi 7 Bif
12 ciunsa 2022p., aHrniiceKow MoBoo; IHdopMallis s naijieHTa i dopma iHpopMoBaHOI 3ro/u, Bepcis
st Ykpainu Ne 7 Big 19 ciunst 2022 p. (Ha ocHoBi OcHoBHOI iHdopmalii rnpo gociimkenHs i dopmu
inpopMoBaHoi 3rogu Bepcisi 7 Big 12 ciunsa 2022p.) aHrmiiicbKoro MoBoto; IHdopmaliisi A5 maijieHTa i
tdopma iHdbopmoBaHoi 3roau, Bepcisi Ne 7 mnast Ykpainu Big 19 ciuns 2022p. (Ha ocHoBi OcHOBHOI
indopmauii npo gocnigxeHHs i popmu iHdbopmoBaHoi 3rofu, Bepcii 7 Bif 12 ciuns 2022p.) yKpaiHCBKOIO
MoBoto; [HhopMaliis Asis naiieHTa i dopma iHbopMoBaHoi 3rofu, Bepcist Ne 7 anst Ykpainu Big 19 ciuns
2022p. (Ha ocHoBi OcHoBHOI iH(opMallii mpo AocimpkeHHs i popmu iHdbopmoBaHoi 3ro/iy, Bepcis 7 Bif
12 ciuns 2022p.) pociiicbkkolo MoBow; CKpiHIIOTH AoAatky pochimkeHHs EFC16645 Ha MoGimbHUMI
npuctpii (IRB Screens), Bepcisi Big 27 nunusg 2021 poky, yKpaiHCbKOO MOBO; CKpIiHILIOTH [OJaTKy
nocnimkennss EFC16645 Ha MobinbHuii npuctpiii (IRB Screens), Bepcisi Big 24 mtororo 2022 poky,
POCiHiCbKOI0 MOBOMO; 3HIMKHU ekpaHy 3 miaHiiera (eCOA) EFC16033/16034/16035/16645: 9HPT eCOA
Tablet Screenshots_ 9-HPT Scores, Bepcisi 1.00 Biz 29 kBiTHs1 2022, aHr/1iiICbKOI0 MOBOIO; 3HIMKU €KpaHy
3 maHetra (eCOA) EFC16033/16034/16035/16645: CVLTII eCOA Tablet Screenshots_ CVLT-II
Scores, Bepcis 1.00 Big 29 kBiTHa 2022, aHI/iMCBKOIO MOBOIO; 3HIMKM eKpaHy 3 IiaHueta (eCOA)
EFC16033/16034/16035/16645: SDMT eCOA Tablet Screenshots_ SDMT Scores, Bepcisi 1.00 Bix
29 keBiTHa 2022,  aHrAidCbKOO  MOBOKW;  3HIMKM  ekpaHy 3  maHmera  (eCOA)
EFC16033/16034/16035/16645: T25FW eCOA Tablet Screenshots_ T25FW Scores, Bepcis 1.00 Bifg
29 xsiTHs 2022, aHIJiWCBKOI MOBOI; 3MiHa BiAMNOBiAA/LHOrO JOCAIAHWKA y MICIi TNpPOBe/eHHs
KJ/IIHIYHOTO




MPOJOBXKEeHH JojaTka 22

BUTIPOOYBaHHS:

BYJIO

CTAJIO

I.M.H., ipod. JloraHoBchkuii K.M.
HepxaBHa ycTtaHoBa «HallioHa/bHMI HayKOBWiA
LIeHTp pajianiiHoi MeauuuHyd  HariioHaabHOT

akazemii MeJUUHMX HAyK YKpaiHW», BiAgu1
paiauiiHol TICUXOHEeBPOJIOTi1 IHcTUTYTY
KIiHiuHOT  pagionorii  Ha  6asi  BiggineHHS

pafialiiiHoi ncuxoHeBposorii, M. KuiB

K.M.H [Iepuyk [.B.
HepxaBHa ycTtaHoBa «HallioHasibHUN HayKOBUM
LIeHTp pajialiHoi MeguuuHd  HaifioHambHOT

akazeMii MeJUUHMX HAyK YKpaiHW», BiggiI
paziauiliHol TICUXOHEeBPOJIOTi1 IHcTuTyTY
KIiHiuHOT  pagionorii  Ha 6a3i  BiggineHHS

pafialiifiHoi mcuxoHeBposiorii, M. KuiB

Howmep ta faTa Hakasy
MO3 u10/0 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Big 05.10.2020

Hasga kniniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjata

«PangomizoBaHe mofBitiHe ciine gocimkeHHsi III ¢da3u 3 BUBUeHHsI eeKTHMBHOCTI Ta Oe3meuHOCTi
nipeniapaty SAR442168 y nopiBHsHHI 3 r1anie60 cepef; y9aCHUKIB 3 BTOPUHHO-TIPOTPECYIOUNM PO3CisIHUM
cknepo3om 6e3 perausie (HERCULES)», EFC16645, 3 monpaBkoto 04, Bepcist 1 Big 26 murHsa 2021p.

3asaBHUK, KpaiHa

TOB «CaHodi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (I>xen3arim Koprnopetritn, CIIIA)

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 23

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHH TIPOTOKOJT K/TiHIYHOTO BUTNPOOYyBaHHs, Bepcisi 9 Bif 28 motoro 2022 p.; ®opma indbopmoBaHOi
3roau Bepcisi 9.0 A YKpaiHu yKpaiHCBbKOIO Ta pociticbkoro MoBamu Bif 11 kBiTHs 2022 p. Ha ocHoBi
MozienbHOI dopmu iHpopMoBaHoi 3rogu ansa pociaimkeHHs GO40241 (IMpower030) Bepcisi 9 Big 28
mororo 2022 p.

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

Ne 928 Biz 15.05.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[TogBitiHe cjine, 6araTorieHTpoOBe, paHAoMi3oBaHe AociimkeHHs 111 dha3u A/s oLiHKK eeKTUBHOCTI Ta
Oe3reku Heoa/l'FOBAaHTHOI Tepariii are3osizymabom abo rianebo B KoMOiHallii 3 xiMioTeparii€ro Ha OCHOBI
mpernapariB IJIaTUHK Y TIAL[iEHTIB 3 orepade/sbHUM HeqpiOHOKIITUHHUM pakoM Jjerenp II, IIIA i
BubipkoBo IIIB crazii», GO40241, Bepcis 8 Bix 12 ceprus 2021 p.

3asaBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifnoBifanbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hopartok 24

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHOB/IeHHI MPOTOKO/ KJTiHIYHOTO BUNPOOyBaHHS, Bepcis 8 Bix 18 ciuns 2022 p.; Popma iHdbopmoBaHOT
3roau Bepcis 10.0 gnst YKpaiHu yKpaiHCBKOKO Ta POCiHMChbKOO MoBamu Bif 29 kBiTHsA 2022 p. Ha ocHoBi
MozienibHOI hopmu iHbopMoBaHoOi 3roau Ajs gocaigkeHHs BO28984, epcis 12 Bix 18 ciunsa 2022 p.;
OnoBneni posginu 2.1.5.2.1 «Bupobuuk(u)» (S.2.1_cmc376453), 2.1.S.2.3 «KoHTponb MaTepiaiiB»
(S5.2.3_cmc380348), 2.1.S.4.4 «Amnanmisu cepiii» (S.4.4_cmc379896), 2.1.P.3.1 «BupobHuK(u)»
(P.3.1_cmc389881) moche AOC/iPKYBAaHOTO JIiIKAPCHKOT0 3aC00y AJIEKTHHIO

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

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PangomizoBaHe, OararorjeHTpoBe, ¢da3u 3, BigKpUTe MAOCTIMKeHHS aneKTUHiOy y TMOpiBHSAHHI i3
KPU30THHIOOM TIpU JIiKyBaHHI MOIIMPEHOT0 HepiOHOK/IITHHHOTO PaKy JiereHb, TIO3UTUBHOTO /10 KiHa3u
aHarIaCTUYHOI JiM(poMH, 3 PUBOJY SIKOT'O PaHillle He TIPOBOX/IOCS JiKyBaHHs», BO28984, Bepcis 6 Bif,
04 mucronazga 2019 p.

3asgBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifmoBianbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

«®. Xodbdmann-JIs Poru JIta» (F. Hoffmann-La Roche Ltd), [1IBetitiapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Hopmatok 25

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHri POTOKOJ KiiHiuHOTO BUNpoOyBaHHs X1.184-312, monpaBka 4.0 Bizx 28 Gepe3nst 2022 poky
aHTJIiiCbKOI0 MOBOIO; Bporitypa gociigHvka miperapaty Tecentriq (atezolizumab), Bepcist 18 Big nurHs
2021 poky anrjilicekoro mMoBoro; JlormoBHeHHss Nel Bim cepriHs 2021 poky mo Bpomypu pocnifHvka
ripertapaTy Tecentriq (atezolizumab), Bepcis 18 Big sumHs 2021 poky aHT/TiMCbKOI MOBOH; OCHOBHMIA
iHdopMarifiHuii MMCTOK TallieHTa Ta (opma iHbopMoBaHOI 3roau A YKpainu, Bepcis 9.0 Big 07 kBiTHA
2022 poKy yKpaiHChKOI0, POCIMCBKOIO Ta aHI/IIMICbKOK0 MOBaMHU

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

Ne 1265 Big 05.06.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PaHziomizoBaHe, KOHTpO/bOBaHe mAocyimkeHHs (a3 3 KabozauTiHiOy (XL184) y kombGiHarjii 3
ATte3omisymabom rmopiBHsiHO i3 CopadeHiOoM y TallieHTiB i3 TIOIMIMPEHO TeraToLeTHJIIPHOI0
KapLIMHOMOIO, $IKi He OTpPUMYB&/JIU IIOMEepPeJHI0 CUCTeMHY IIPOTUIYX/IUHHY Teparito», X[L184-312,
nioripaska 3.0 Big 14 tpaBus 2021 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIOZAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIMENTC YKPATHA» (TOB «®PA YKPAIHA»)

CnoHcop, KpaiHa

Exelixis, Inc., CIITA

CymnyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHYHOrO 3a0e3neueHHs

Isan 3A/IBOPHUX




Hopatok 26

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHrH MPOTOKOJ KiIiHiYHOTO BUNpoOyBaHHs MK-7339-008, 3 inkopriopoBaHo0 morpaBkow 05 Bif
18 motoro 2022 poky, aHIJilicbKol0 MOBOM; [Hdopmallis Ta JOKYMeHT Ipo iHGopMOBaHy 3rofy AJist
naijieHTa, Ykpaina, MK-7339-008, Bepcis 6.00 Bix 06 TpaBHs1 2022 p., ykpaiHCbKOIO MOBOIO; [HhopMmaliis
Ta JJOKYMEeHT Mpo iHhopMOBaHy 3roy AJis mailieHTa, YKpaiHa, MK-7339-008, Bepcisi 6.00 Big 06 TpaBHs
2022 p., poCiiicbkKOr0 MOBOIO; 30ibllleHHS 3arylaHOBAaHOI KilIbKOCTi [IOC/Ti/PKYBaHUX Il BCHOTO
K/iHiyHOrO BUTpoOYBaHHs (y cBiti) 3 732 mo 857 ocib

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

Ne 2107 Big 17.10.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«Hocmimkenns 111 ¢a3m a1 membponizymaly y KomOiHalii 3 KapOoriaTiHOM / TakcaHOM (TIaKJTiTakcest
abo Hab-maksiTakcesn) 3 TOJA/MBIIMM BBeJeHHAM IeMOposisymady y KomOiHawii 3 miaTpuMyrounm
MiKyBaHHSIM oJiariapubom abo 6e3 HBOrO B SIKOCTi Tepariil mepioi JiiHil y MalfieHTiB i3 MeTacTaTUYHUM
TUIOCKOK/TITHHHUM HeZpibHoKmiTHHHMM pakoMm JiereHiB (HKPJI)», MK-7339-008, 3 iHKOpmopoBaHOO
riorpaBkoro 04 Bif 22 xoBTHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Hopatok 27

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

20.06.2022 Ne 1065

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuii IIpoTokos kiiHiuHoro BumpoOyBanHs G029527, Bepcis 10 Big 03 motoro 2022 p.,
aHrmicpKor MoBoto; [HopmaLis A5 natjiedTa i popma iHdopmoBaHoi 3roau, Bepcis 14 At YKpaiHu
aHr/ificekoro MoBoro Bif 21 kBiTHs 2022 p.; [HdopMaris ans mauieHTa i ¢dopma iHPoOpMOBaHOI 3roau,
Bepcis 14 nns YKpaiHud yKpaiHCbKOIO MoBOIO Bif 21 kBiTHs 2022 p.; Indopmariis g1 natjienTa i dopma
indopmoBaHoi 3roau, Bepcisi 14 a5 YKpaiHu pociiicbkoro MOBORO Bif 21 kBiTHs1 2022 p.

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 549 Big 27.08.2015

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«3s (hasa, BigKpUTe, paH/OMi30BaHe [OC/i/KEHHs /i1 OL[iHKM e(heKTHUBHOCTI Ta Oe3reKu Iperapary
ATe3onizymadb (ANTI-PD - L1 aHTHTI/IO) B TOPiBHSHHI 3 ONTUMAa/IbHOIO MiATPUMYIOUOIO TEPATTi€l0 TiCIst
a/’TOBaHTHOI XimioTepamii ocHoBaHOi Ha LlucrijatuHi y mMal[ieHTiB 3 TIOBHICTIO pe3eKTabe/bHUM
HeIpiOHOK/TI THHHUM pakoM jereHb IB-1TIA cragii», GO29527, Bepcis 9 Bix 17 keiTHs 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6MexxeHoo BiamoBigampHicTIO «KOHTpaKTHO-AOCTIIHUIIbKA oOpraHi3aiis [HHO®apwm-
YKpaiHa»

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd, Switzerland («®. Xoddmanu-JIs Poui JITay, [Beiiiapis)

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary

(apmaneBTHUHOT0 3a0e3nmeueHHs

Isan 3A/IBOPHUX




