Jomatox 1

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

Onosnennii [Iporokon kiniHiunoro BunpoOyBanus, Bepcig 10 Bix 13 rpynus 2021 p.; @opma indopmoBaHoi
sronu Bepcis 3.0 mus Ykpainu yKpaiHChbKOIO Ta pociiicbkoro MoBamu Binx 22 mrotoro 2022 p. Ha ocHoBI
mMojenbHoi Gopmu iHdGopMoBanoi 3roam i nociimkernas BO39633, sepcis 10; ans namieHTIiB mix yac
JiKyBaHHS, Bij 3 mrororo 2022 p.

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Neo 1804 Big 15.08.2019

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpute, OaraTOLEHTPOBE IPOJOBKEHHS JOCIIKEHb 3 JOBIOCTPOKOBMM CIIOCTEPEXKEHHSAM 32
NalieHTaMH, K1 IpUuiMaiy y4acTh y AOCIIIKEHHSAX aTre30i13ymaly, jie cnoHcopoM Oynu JxeHeHTek [HK.
ta/abo ®.Xopdmann-JIs Pomr JItn», BO39633, Bepcis 9 Big 23 motoro 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pomn Ykpainay

CnoHcop, kpaiHa

®.Xodpdpmann-JIs Pour JIta, HIseituapis

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(¢apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlopaTok 2

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

Inentudikarist cyrTeBoi
MOTPaBKH

OHOBNIEHUH TTPOTOKOJ KIHIYHOTO BUMpoOyBaHHs, Bepcis 4.0 Big 31 Oepesnst 2022 poky aHTIIHCHKOIO
MOBOI; bporrypa mocmigHHKa AOCTiKYyBaHOTO Jikapcbkoro 3aco0y Hipamapi® (Niraparib)/ 3emxkyna
(Zejula) (GSK3985771, MK-4827), Bepcis 13 Bim 03 mmcromama 2021 poKy aHIIIIHACHKOIO MOBOIO;
[ndopmariitnmii ucTok manieHTa Ta popma iHpOpMOBaHOI 3roau — yacTuHa 2, Bepceist 5.0 Bix 17 rpyans
2021 poky yKpaiHCHKOIO Ta POCIHCHKOI MOBAaMH; 3alKC apTepialibHOTO THUCKY Ta YaCTOTH CEPIEBUX
ckopoueHb marieHTku, Bepcis 1.0 Big 11 wepBHs 2021 poky yKpaiHCBKOIO Ta POCIHCHKOIO MOBAaMU;
[acTpykuii moxo npuitomy HipanapiOy/miane6o, Bepcis 1.1 Big 26 munas 2021 poky yKpaiHCBKOKO Ta
POCIHCEKOI0 MOBaMH; 3alydeHHsI N0JaTKOBOI BupoOHWYoi minsHku Almac Clinical Services Limited,
Cnonyuene KopomniscrBo (IliBHiuHa Ipmanmisi) s mocmipKyBaHHX JiKapchbKuUx 3aco0iB: Ilakmitakcen
(Paclitaxel); konueHTpar mist pozunny s iHdy3ii; 6 mr/mi; Kapbomnatun (Carboplatin); koHIeHTpaT Aist
po3uuny juIs iHpYy3iid; 10 mr/mi

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

Ne 767 Bin 02.04.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

PannomizoBane mojBiiiHe ciine OararoueHTpoBe nociikeHHA ¢a3zu 3 nocrapiaimady (TSR-042) B
KOMOiHaIil 3 KapOOIIaTUHOM 1 MaKJITaKCEIOM IMOPIBHIHO 3 Iulanedo B KOMOIHAIIl 3 KapOOIUIaTUHOM 1
NaKIITaKCcelIOM y MAali€HTOK 3 PeLUIMBHUM a0 MEPBUHHUM IOIIUPEHUM pakoMm eHjpomerpiro (RUBY),
4010-03-001, Bepcis 3.0 Bix 23 BepecHs 2021 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIIAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA)

CrnoHcop, kpaiHa

TESARO, Inc., CIIIA

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




JlonaTok 3

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

Inentudikarist cyrTeBoi
MOTPaBKH

21652 Indopmarist qist namienta i @opma iHGOPMOBaHOI 3ro/In JIT OCHOBHOT'O JOCIHKeHHS, Bepcis 2.0
Big 23 rpynus 2021 p. anst Ypainu yKkpaiHChKOO MOBOIO Ha 0a3i ocHOBHOI Bepcii [Hdopmarii 11st namienTa
1 ®opmu iHbOpMOBaHOI 3roau Uil OCHOBHOrO mociiypkeHHs Bepcis 2.0 Bim 16 uwepBrs 2021 p.;
21652 Indopmarist s namienra i @opma iHbOpMOBaHOT 3rofu A1 OCHOBHOTO JOCHTIKEeHHs, Bepcid 2.0
Bix 23 rpyans 2021 p. nist Ykpainu pociiicbkor MOBOIO Ha 0a3i 0OCHOBHOI Bepcii [Hdopmarii 11 mamienTta
1 ®opmu iHPOPMOBAHOI 3roau Ui OCHOBHOTO jaociipkeHHs Bepcis 2.0 Big 16 wepBHs 2021 p.;
21652 KonraktHa opma yuacHuka Bepceis 1.0 Big 23 rpynus 2021 poky ni1s Ykpainu yKpaiHCEKOIO MOBOIO
Ha 0a3i KonraktHoi ¢opmu yuacumka Bepcis 1.0 Bix 03 wepBHs 2021 poky; 21652 KonrakrHa ¢opma
yuacHuka Bepceis 1.0 Big 23 rpynns 2021 poky s Ykpainu pociiicbkoro MoBoro Ha 6a3i KontaktHoi hopmu
yuacauka Bepcigs 1.0 Bim 03 wuepBHs 2021 poky; 21652 IncTpykmii mOJO TOCTaBKH Ipenapary
Oe3rmocepelHbO JI0 TMAIliEHTa, B paMKaxX MPOBEACHHS JociipkeHHs Bepcis 1.0 Bim 29 numHS
2021 ykpaiHcbKOIO MOBOIO; 21652 [HCTpyKIii 111010 TOCTaBKHU Mpenapary 0e3nocepeiHbo 10 NaIieHTa, B
paMKkax mnpoBefeHHs aochimkeHHs Bepcig 1.0 Big 29 mumns 2021 pociiicbkoro MoBow; 21652 Tekct
CIOBIIIEHHS €JIEKTPOHHOIO MOIITOI0 Ta SMS- 1110710 TocTaBKM Harnpsmy naiieHTy Bepceid 3.0 Big 08 rpyaHs
2021 nst Ykpainu yKpaiHChbKOIO MOBOI0O; 21652 TEKCT CHOBIIIEHHS €JEKTPOHHOIO MOMITO0 Ta SMS- 110710
JocTaBky Hanpsamy nanieHTy Bepcis 3.0 Bix 08 rpynus 2021 qyig Ykpainu pociiicbKol0 MOBOIO

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

Ne 2947 Bix 30.12.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«[ToxgiitHe crirne, paHIOMI30BaHE, MIIANE00-KOHTPOILOBAHE OAraTOIEHTPOBE JTOCIHIKEHHS ISl OIIHKH
e(eKTHUBHOCTI Ta Oe3IeKU eTiH3aHEeTaHTy AJIS JIKyBaHHS Ba30MOTOPHUX CUMITOMIB MPOTATOM 26 THXKHIB
y )KIHOK y mocTMeHonay3i», BAY 3427080 /21652, sepcis 2.0 Bix 15 yepBus 2021

3asBHUK, KpaiHa

TOB «baiiep», Ykpaina




2

MPOJIOBKEHHS 01aTKa 3

Cnoncop, kpaiHa

baiiep Koncetomep Kep AT, IlBeiinapis

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS

Isan 3AZIBOPHHUX




Jonmarok 4

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

OnoBneHuii mpoToko KiaiHiuHOoro nociimkeas CT-OST-122-02, sepcis 5.1 UKR Bix 03 ciuns 2022 poky,
aHTIIChKOI0 MOBOIO; IH(GOpMaltis s marieHTa Ta ¢popma indopmoBanoi 3roau Bepcis 2.0 Bix 03 ciuns
2022 p. nns Ykpainu, CTBOpeHa Ha OCHOBI mabimonHoi Bepcii 7.1 Bix 13 rpymaas 2021 p. ykpaiHCBKOIO,
POCIHiCBKOI0 Ta aHTIINHChKOI0 MoBaMu; [losiCHIOBanbHHI JUCT 10 IIOACHHMKA maiieHTa Bepcis 1.0 Bin
13 ciunst 2022 p ykpaiHCBKOIO, pOCIMCHKOIO Ta aHTITIHCHKOI0 MOBaMU; [HCTpyKIIist /Uist amieHTa, Bepceis 1.4
Bix 13 ciunsg 2022 p. ykpaiHCBKOI, POCIHCHKOIO Ta aHTIINCHKO MOBaMH; TeKCT 3pa3ka peKIaMHOT
inpopmamii Bepcis 1.0 Big 13 ciuas 2022 p yKpaiHCBKOIO, POCIMCBHKOIO Ta aHTIIIHCHKOI0 MOBAMU;
[TamienTcpka yroga mpo ¢inancoBy miatpuMmKky Ipsory Bepcis 1.0 Big 26 ciuns 2022 p ykpaiHCBHKOIO,
POCIHCBKOIO Ta aHTIIIHCHKOI0 MOBaMH

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

Ne 2814 Big 17.12.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

PannomizoBane, moJBiifHE cliirne, miane00-KOHTPOIbOBaHe, OaraToreHTpoBe KiiHIYHe gociimpkeHHs Ib/1la
¢a3u, 10 TPOBOJUTHCA 3 METOI OLIHKM Oe3Me4HOCTi, (papMaKOKiHETUKHM Ta €(eKTUBHOCTI Mpemnapary
OST-122 nmns mepopalbHOTO 3aCTOCYBAHHS Y IMAIIEHTIB 3 BUPA3KOBUM KOJIITOM CEPEIHBOTO 1 TSKKOTO
cryneni, CT-OST-122-02, Bepcis 5.0, 20 nunus 2021 p

3asiBHUK, KpaiHa

IctXOPH Kuinikan Cepgicec In CII Jlimiten, Kinp

CrnoHcop, kpaiHa

«Onkocremna EcEn.» [Oncostellae S.L.], Icnanis

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3A/IBOPHHUX




Jomatok 5

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

BUIIPOOYBaHb»
06.06.2022 Ne 962
InenTudikarist cyrTeBOi 3MiHa Ha3BU MicCLis IPOBEICHHI KJIIHIYHOTO BUIIPOOYBAHHSI:
MOIIPABKH byno Crano
I.M.H., ipo¢. Mapruntok JLIT. I.M.H., po¢. Mapruntok JLIT.

Komynanene  HekomepiiiiHe — mignpuemcTtBo | KomyHanbHe — HeKoMepIiiHE — MiTIPUEMCTBO
«TepHominbChKa  yHIBEPCHTETChKAa  JiKapHs» | «TepHOMmiIbChKa OOJlacHa KIIIHIYHA JIIKapHS»
TepHOMiIbCbKOT  00JIacCHOTI  panau, BijjuieHHs | TepHOMIbCbKOI  00JIaCHOT  paju, BiIUICHHS
Hedpodorii, TepHominbChbKUiI  HamioHANBbHUI | Heposorii, TepHOMIIbCHKUII  HalliOHATBHUI
MEIUYHUN YHIBEpCHUTET iMeHI | MeqUUHUI YHIBEPCHTET imeHi
I.51. TopbaueBcekoro MinicrepctBa oxoponu | I.5I. T'opGaueBcrkoro MiHicTepcTBa OXOpPOHU
310poB's  YKpaiHu, kadedpa BHYTpIIIHBOI | 340poB'ss  YkpaiHu, Kadeapa  BHYTPIIIHBOT

meauuuan Ne3, m. TepHomiib meaunuHr Ne3, M. TepHoIiib
Howmep Ta nara nakazy No 1586 Bix 29.07.2021
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS
Ha3zsa xiriniunoro «PannomizoBaHe, MojBiiHE ciine, MmIanedo-KOHTPOJIbOBaHEe, 0araToeHTPOBE JOCTIKEHHS TS OIliHKU
BUIIPOOYBaHHS, KO/, 0e3neku Ta ePEeKTUBHOCTI 1HIMBITYaJbHO TUTPOBAHUX NEPOPAIbHUX 03 PYHKALUTyaTy y MAalll€HTIB 3
Bepcis Ta JaTa KJIIHIYHUM JIIarHO30M XPOHIYHOI XBOPOOM HUPOK 3 LIYKPOBUM JliabeToM Ta/abo rimepreHsi€ro, Ta xoda 6

OJIHIEI0 CEpIIEBO-CY/IMHHOIO CYIyTHbOI marosorieo», No. BAY1101042 /18748, Bepcis 3.0 3
MiKHapoAHOI0 nonpaskoro 2 Bif 09 yepBHs 2021 poky

3asBHUK, KpaiHa TOB «baiiep», Ykpaina
Cnoncop, kpaina baitep AI', Himeuunna
CynytHi —
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




JlopaTok 6

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

C-VISA, Bepcis: «MRL184338_C-VISA_MK8189-008-03 Amendment_17_Dec_2021 UKR(UKR)», s
VYkpainu  ykpaiHcekoro  MmoBow;  C-VISA, Bepcis:  «MRL184338_C-VISA_MK8189-008-03
Amendment_17_Dec_2021_RUS(UKR)», aist Ykpaiau pociiChbKOI MOBOIO

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

Ne 422 Bin 10.03.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«Panmomi3zoBaHe, TOJBilHE-CITIE, 3 IUIANE00 Ta AKTUBHUM KOHTPOJIEM JIiKyBaHHS nociimkeHHs 2b da3u
edpexTuBHOCTI Ta 6e3neunocti MK-8189 y nmanienTiB 3 roctpum emizonom muzodpeniin, MK-8189-008, 3
1HKOpriopoBaHoto nonpaskoro 03 Bixg 17 rpyans 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

CnoHncop, kpaiHa

«Mepk Ilapn Enn Joym Kopn.», nouipne nianpuemctso «Mepk Enn Ko., Ink.», CILIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonmarox 7

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

OHoBJIeHUI TIPOTOKOJ KIiHiYHOTO BUNpoOyBanHs MK-3475-A86, Bepcist 3 iIHKOPIOPOBAHOIO MOMPABKOIO
04 Big 31 Oepesnst 2022 poky, aHIIicbko0 MOBOIO; Ykpaina, MK-3475-A86 Bepcis 01 Big 28 Gepe3us
2022 p., ladopmarmiiinmii 1MCTOK 1 AOKYMEHT Npo iH(OPMOBaHY 3rogy Ha MalHOyTHE OiomMenuvHe
JOCTIPKeHHS, yKpaiHCbKOIO MOBOI0; Ykpaina, MK-3475-A86 Bepcis 01 Big 28 Oepesus 2022 p.,
[adopmariitnuii TUCTOK 1 JOKYMEHT Mpo iHPOPMOBaHY 3rojy Ha MaiOyTHE OiOMEeIUYHE TOCIiIKEHHS,
POCIHCHKO MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«Binkpute, pangomizoBane nociimkeHHs Il ¢a3um ans BUBUEHHS (apMakOKiHETHKH Ta O€3MeYHOCTI
neMOpoIi3yMady sl MiIUIKIPHOTO BBEAEHHS MOPIBHSIHO 3 MeMOpoi3ymMadoM Ui BHYTPIIIHBOBEHHOTO
BBE/ICHHS, B KOMOIHAIIl 3 JABOXKOMIIOHEHTHOIO XiMiOTepaImielo npenaparaMu IUIATHHU, B SKOCTI MEpPLIOi
miHIl  Tepamii 78 yYaCHUKIB 3 METAaCTaTHYHHM  IIOCKOKJIITHHHAM a00 HEIIOCKOKIITUHHUM
He/IpIOHOKIITUHHUM pakoM JereHiBy, MK-3475-A86, Bepcis 3 iHKopropoBaHoro mnompaBkoro 01 Bifg
26 tpasus 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

CnoHncop, kpaiHa

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

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX




JlonaTok 8

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

06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

OHOBNIEHUI TPOTOKOJ KIiHIYHOTO BHNpoOyBaHHS W-5222-301, Bepcis 2.0, 3 1700aJbHOI0 MOMPABKOIO
1 Bin 14 rpynus 2021 poky, aHrmiiicbkor MoBoro; [Hdopmaris ans ydyacHuka gociimkeHHs 1 Dopma
iHpopmoBanoi 3rogu: Bokxapar bio Al W-5222-301 Maiicrep-Bepcis ocHoBHoi ®I3 Bepcis 4.0 14
rpynns 2021 poky Ykpaina Bepcis 2.0 26 ciuns 2022 poky pociiicbKor0 Ta yKpaiHCbKOI MOBaMU

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 827 Bin 18.05.2022

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«PangomizoBaHe, MOJBIMHE Ciline, OaraToleHTPOBE, MOpiBHsIbHE nociipkeHHs 11 ¢a3u 1 Bu3HaYeHHS
e(eKTUBHOCTI Ta Oe3neuHocTl LedeniMy-3uaedakraMy y MOPIBHSAHHI 3 MEPONEHEMOM IpU JIKyBaHHI
YCKJIQAHEHUX 1H(QEKLIH CEYOBUBITHMX WIIAXIB a00 TOCTPOro Mi€JOHEe(PPUTY y JOPOCIHX MALIEHTIBY,
W-5222-301, Bepcis 1.0 opurinansna Big 04 BepecHs 2019 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MeKeHOI0 BiamosizansHicTio «MEJITTENMC YKPATHA»

CnoHcop, kpaiHa

Bokxapar bio AT, Ilseiimapist (Wockhardt Bio AG, Switzerland)

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(¢apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonmaTok 9

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

OHoBileHHMIT  MPOTOKON  KiiHigHOro  BumpoOyBaHHs MK-3475-A18/ENGOT-cx11/GOG-3047, 3
iHKopropoBaHoto monpaBkoro 03 Big 18 Oepesns 2022 pokxy, aHIIIMCHKOI MOBOIO; YKpaiHa,
MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 3.01 Bim 06 kBiTHs 2022 p., yKpaiHCBKOI MOBOIO,
iHpopMaIlist Ta AOKyMEHT mpo iHdopmoBaHy 3romy muis maiienta; Ykpaina, MK-3475-A18/ENGOT-
cx11/GOG-3047, Bepcis 3.01 Bix 06 kBiTHS 2022 p., pOCiliChKOI MOBOIO, iH(OpMaIlis Ta TOKYMEHT PO
iHpopMoBaHy 3roay Juis marienrta; Ykpaina, MK-3475-A18 / ENGOT-cx11/GOG-3047 AMO1, Bepcist
1.00 Bixm 06 kBiTHS 2022 pOKY, YKpaiHCHKOIO MOBOIO, JOTIOBHEHHS 110 iHQOpMAIll Ta JTOKYMEHTY PO
iHpOpMOBaHy 3roy JUls MallieHTa Ha B3ATTS JOJATKOBHX 3paskiB; Ykpaina, MK-3475-Al18 / ENGOT-
cx11/GOG-3047_AMO1, Bepcist 1.00 Big 06 kBiTHs 2022 poOKy, pOCIICbKOIO MOBOI, JOMOBHEHHS JIO
iH(opMartii Ta TOKyMEHTY Ipo 1HGOPMOBaHY 3oy AJIS MAIliEHTA Ha B3ATTS JOJaTKOBUX 3pa3KiB

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

Ne 1468 Bi7 26.06.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PangomizoBane, mnozgiiiHe cuine gocuiypkeHHs Il ¢asm  ximiopanmiorepamii 'y komOiHamii 3
neMOposiisyMaboM abo 6e3 HbOro Ajsl JIKYBaHHS JIOKAJBbHO PO3MOBCIOUKEHOIO paKy IIMHWKH MaTKu 3
BucokuM cryneHem pusuky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», MK-3475-A18/ENGOT-
cx11/GOG-3047, 3 inkopniopoBanoro nomnpaskoro 02 Bix 04 yepsus 2021 poky

3asBHUK, KpaiHa

TosapucTBo 3 0OMexkeHoto BianoBiganbHICTIO «MCJl Ykpaina»

CnoHcop, kpaiHa

«Mepk Ilapn Enn Joym Kopn.», nouipae nianpuemcto «Mepk Enpg Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Isan 3A/IBOPHUX




Jonatok 10

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

bpomrypa nocmigamka Omnamapu6 (Olaparib) (AZD2281, KU-0059436), Bumanns 21 Bim 31 ciuns
2022 poky, aHriiiicekoro MoBorw; Ykpaina, MK-7339-009, [ndopmaris Ta JoOKyMeHT npo iHPOPMOBaHY
sroay Juist mamienTa, Bepeis 1.01 Bix 18 kBiTHS 2022 p. yKpaiHCHKOIO MOBOKO

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

Ne 38 Big 11.01.2020

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«PanmomizoBaHe Binkpute mociimpkeHHs ¢aszu 2 ta 3 Omamapudy y komOiHarii 3 [TemOpomizymabom y
MOPIBHSIHHI 3 XiMmioTepamieto y komOiHamii 3 [lemOponizymabom micist iHAYKIT KIIHIYHOI MepeBaru 3
NEePILIOIO JIIHIEI XiMioTepamnii y komOiHauii 3 IlemOpomizymabom y mami€eHTiB 3 MiCHEBO-PEHUINBYIOUNM
HeomnepabenpHUM ab0 MeTacTaTUYHUM MOTpiiiHO-HeraTMBHUM pakoM Mojo4Hoi 3ano3un (TNBC)
(KEYLYNK-009)», MK-7339-009, 3 inkopniopoBanoto nornpaskoro 01 Big 02 gepsus 2021 poky

3asiBHUK, KpaiHa

TosapucTBo 3 0OMexkeHoto BianoBiganbHIcTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

«Mepk Ilapn Enn Joym Kopn.», nouipne nianpuemcto «Mepk Enpg Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jomatok 11

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikaris cyrreBoi Bbpomrypa nocminnuka mist Tpactyzymad emrancus (R05304020, Kancina®), Bepcist 16, rpyaens 2021 p.
TIOTIPaBKHU

Howmep Ta nara naka3zy Ne 1012 Big 24.05.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazBa kinigiyHOTO «PangomizoBaHe, mMOJBIMHE cJine, IWIane00-KOHTpoIboBaHe JocuikeHHs ¢a3u I mna  omiHkm

BUTIIPOOYBaHHSA, KO/, eeKTHBHOCTI Ta Oe3Me’HOCTi a1 IOBaHTHOI Tepamii arte3onizymaboM abo miame6o y KomOiHamii 3

Bepcis Ta 1ara TpacTy3ymaboMm eMTaHcuHOM y maiieHTiB i3 HER2-mo3uTMBHMM pakoM MOJIOYHOI 3a703U 3 BHCOKHM
PU3MKOM pEeLUIUBY Micis nepenonepaniiinoi tepamnii», W042633, sepcis 2 Big 11 cepnus 2021 p.

3asBHUK, KpaiHa ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pomr Ykpainay

Cnoncop, kpaiHa ®.Xodpdpmann-JIs Pour JIta, HIseituapis

CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

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




JlonaTok 12

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

BUIIPOOYBaHb»
06.06.2022 No 962
InenTudikarist cyrTeBOi [TpomoBkeHHs TEPMiHY POBEICHHS JOCTIKeHHS B YKpaiHi 10 28 yepBHs 2023 poky
MOTPaBKH
Howmep Ta nata Hakazy Ne 1808 Bim 04.10.2018
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazsBa kiniHiyHOTO «PannomizoBane nocmimpkeHHs 3 ¢a3u, M0 CKIAIA€ThCs 13 ABOX YaCTHH, KOMOiHawii 1iemimiiMaly (aHTu-
BUTIIPOOYBaHHSA, KO/, PD-1 antuTiNa) Ta JBOKOMIOHEHTHOI CXEMHU XiMmioTeparii MOXiJHUMHU IUIATUHHU y Teparii mepuioi JiHii
Bepcis Ta Jara maieHTaM 13 pO3MOBCIO/DKEHMM a00 METacTaTUYHUM  HEIPIOHOKIITUHHHM  PakoM  JIET€HbY,
R2810-ONC-16113, 3 mompaBkoro 5 Bix 16 kBitHa 2020 poky
3asBHUK, KpaiHa TOB «Kniniuni nociipkeHHss AKoH», YKpaina
CnoHcop, Kpaina Regeneron Pharmaceuticals, Inc., USA/ Pemxenepon ®apmackrotikaic, [ak., CIITA
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

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




JonaTok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK 0 MPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikaris cyrreBoi Honatok 1 mo Bpormypu mocmimauka RO5532961 (Ipatasertib, GDC-0068, G-035608), Bepcis 13, Bix
MOIPaBKU motoro 2022 poky, aHTJIHCHKOI MOBOIO

Howmep Ta nara nakazy Ne 2674 Bin 18.11.2020
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazBa kinigiyHOTO «Biakpure, OaratoneHTpoBe, y IBOX TIpymnax nociikeHHs, Ib da3zu ansg ouiHku (apMakOKIHETHUHOT

BUTIIPOOYBaHHSA, KO/, B3a€MO/Ii1 JTIKApChKUX TPErapariB qapojiyraMiga Ta inmataceprida Ta 6e3meKy 3aCTOCYBaHHS iX KOMOiHaii

Bepcis Ta gaTa IpU KacTpaT-pe3ucTEHTHOMY paky mepeaMixypoBoi 3ano3um», GP42658, Bepcis 1.0, Bim 14 cepmus
2020 poky

3asBHUK, KpaiHa TOB «APEHCIA EKCITVIOPATOPI MEJICIH», Ykpaina

CnoHcop, Kpaina ®. Xohdmann-JIs Powr JIta, [seiiuapis / F. Hoffmann-La Roche Ltd, Switzerland

CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

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




Jomarox 14

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnenuii po3zain 3.2.S gocke JJI3 I'ycenprkymad (CNTO1959), mrotuii 2022 p.; OnoBnenwuii po3ain 3.2.P
nocbe JIJI3 T'ycenpkymad (CNTO1959), nonepenuro 3amoBHeHuid mmpui, 100 mr/mn, motuit 2022;
Omnosnennii po3ain 3.2.A nocke JIJI3 I'ycenmbkymad (CNTO1959), mrotuii 2022 p.; Onosiienui po3ain 3.2.R
nocbe J1JI3 I'ycenpkymad (CNTO1959), Bin 07.02.2022 p.; Bxiatouenns noaatkoBoro BupoOHuka Catalent
CTS, LLC, CHIA, ans JI3 rycenpkymad (CNTO1959), po3unn ams iH'eK1iid y HONEPEaHBO 3aTIOBHEHOMY
mmpui, 1 wma, 100 mr/miu; Buxin wmartepianiB jmias  mamieHTta: JIucT-mpuBiTaHHS IS TaAIli€HTa
CNTO1959PSA3005-UKROS, Bepcis 1.0 Bixg 13.04.2021p. ykpaiHCHKOIO MOBOIO; JIMCT-TIpUBITAaHHS LIS
narienTa CNTO1959PSA3005-RUUOS, Bepcis 1.0 Big 13.04.2021p. pociiicbkoro MoBoto; «I1]o moTpi6HO
sHatn npo gociimkerHs SOLSTICE» CNTO1959PSA3005-UKRO6, Bepcis 1.0 Big 13.04.2021 p.
yKpaincbkoro MoBoto; «I1{o Bu maete 3natu mpo SOLSTICE» CNTO1959PSA3005-RUU06, Bepcis 1.0 Bin
13.04.2021 p. pociiicekoro MoBoto; «Ilocionuk yuacaukay CNTO1959PSA3005-UKRO7, Bepcis 1.0 Bix
13.04.2021 p. ykpaincbkoro MoBo10; «/loBinHuk ydacHuka» CNTO1959PSA3005-RUUO7, Bepcia 1.0 Bix
13.04.2021 p. pociiicbkoro MoBo1; «KapTka-nam’sitka 3 BigoMocTsiMu 1po BisUTH» CNTO1959PSA3005-
UKRO8, Bepcis 1.0 Bim 13.04.2021 p. ykpaiHcpkoro MoOBow0; «KapTka HaragyBaHHsS MNpO BI3UT»
CNTO1959PSA3005-RUU08, Bepcis 1.0 Bix 13.04.2021 p. pocilickkoro MoBor; KapTka s mamieHTa
«daxyemo!» CNTO1959PSA3005-UKRO09, Bepcist 1.0 Big 13.04.2021 p. ykpaincbkoro MoBoto; Kaprtka s
namienTa «J{sxyemo!» CNTO1959PSA3005-RUUO09, Bepcis 1.0 Big 13.04.2021 p. pociiicbk0r0 MOBOIO

Howmep Ta nata Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1773 Bix 20.08.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararorieHTpoBe, paHIO0Mi30BaHe, MOABIHHE Cile, MIanedo KOHTPOIhOBaHE KIHIYHE JOCHIKEHHS 3b
¢a3u a5 OUiHKK e(EeKTUBHOCTI Ta OE3MeYHOCTI MPU3HAYEHOTO MiJIIKIPHO T'ycelbKymMaly y Mali€HTIB 3
AKTUBHUM IICOPIaTUYHUM apTPUTOM, SIKi paHillle MajJyd HEAOCTaTHIO BIAMOBIAb Ta/ab0 HENEPEHOCUMICTh
JIKYBaHHS OHUM 3 1HT101TOpiB pakTOpy HEKpO3y myxJyuH anbharn, CNTO1959PSA3005, Bix 13.04.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris




MPOJIOBXKEHHA loAaTka 14

Cnoncop, kpaiHa

«IHCCEH ®APMAIEBTHUKA HB», benbris

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepanii

B.o. renepanbHoro rupexkropa Jlupexkropary

(papmaneBTHYHOTrO 3a0€3MeYeHHS

IBan 3AZIBOPHHUX



HonaTok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
06.06.2022 Ne 962

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnenuit po3zin 3.2.S gocwke JJJI3 I'ycenpkymad (CNTO1959), moTuii 2022 p.; Onosnenwuii posain 3.2.P
nocbe JIJI3 T'ycenpkymad (CNTO1959), monepenuro 3amoBHeHuid mmmpui, 100 mr/mn, motui 2022;
Omnosnenuii po3ain 3.2.A nocke JJI3 I'ycenbkymad (CNTO1959), nrotuii 2022 p.; Onosnenuit po3ain 3.2.R
nocbe J1JI3 I'ycenmpkymad (CNTO1959), Bix 07.02.2022 p.; Bxarouenns nogarkoBoro BupooHuka Catalent
CTS, LLC, CHIA, ans JJI3 rycenpkymad (CNTO1959), po3unn a1 iH'eKLill y HONEPEAHbO 3aIIOBHEHOMY
mmpwuiti, 1 Mo, 100 mr/mi

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

Ne 1773 Bix 20.08.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«bararonieHTpoBe, paHIOMi30BaHe, MOJBIMHE ciimne, Tuianed0 KOHTPOJbOBAaHE KIIIHIYHE TOCHIKEHHS 4
¢a3u a5 OUIHKK e€(EeKTUBHOCTI Ta O€3MeYHOCTI MPU3HAYEHOTrO MiJIIKIPHO I'ycelbKyMaly y Mali€HTIB 3

aKTHBHUM aKCIaJbHUM TICOPIATUYHUM apTPUTOM, SIKI HIKOJM HE OTPUMYBAJIU O10JOTIYHY TEparmitoy,
CNTO1959PSA4002, Big 14.04.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CnoHncop, kpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JlonaTok 16

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

BUIIPOOYBaHb»

06.06.2022 Ne 962
InenTudikaris cyrreBoi Omnosnenuii mporokout, Bepcis 8.0 Bix 01 6epe3ns 2022; OcHoBHa iHndopmairis i hopma iHPOpMOBaHOT 3r0IU
MTOTIPABKH yYacHUKa JIOCIHiKeHHs, yacTuHa 2, (ans kpainu) Big 10 6epesns 2022. Koxg KB: 1336-0011. BICTMS

Bepcis: M2 08 UKRO7. Mosa Bepcis ta gata: UKRO7 ykpaincbka Ta pociiiceka 01 (30 6epesns 2022)

Howmep ta nata Hakazy Ne 662 Big 16.03.2020
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

HasBa xmiHiuHOTO «Binkpure mocmimkenns ¢aszu Ib 3 migbopy mo3um BI 836880 y xombinamii 3 e3abenmimMabom yis

BUIIPOOYBaHHS, KO/, XapaKTePUCTHKU OE3MEYHOCT1, MEPEHOCUMOCTI, (papMaKOKIHETUKH, (papMaKoJUHAMIKU Ta e(heKTUBHOCTI y

BepcCis Ta Jata MAIIEHTIB 3 MICIEBONOMKUPEHUM a00 METaCTaTUYHUM HEIJIOCKOKJIITUHHUM HEIPIOHOKJIITHHHUM pPakoM
JIeTeHi Ta IHIIUMH COJIITHUMU IyxJuHaMmmy, 1336-0011, Bepcis 7.0 Bix 16 cepnus 2021

3asBHUK, KpaiHa TOB «IOKYMEJIC» («CIA IOKYME]JIC»), JIatBis

Crnioncop, kpaina Boehringer Ingelheim RCV GmbH & Co KG, Agcrpis

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Jomatok 17

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikaris cyrTeBoi OmnogiieHa Opomrypa gociigHuka no npemnapaty beapamizymad (MEDI-563, Benralizumab, FASENRAT™),
MTOTIPABKH Bepcis 20 Bix 21 kBiTHS 2022 pOKY aHTIIHCEKOK MOBOO

Howmep Ta narta Haka3zy Ne 1326 Big 02.07.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HasBa kiiHi4yHOTO «baratonieHTpoBe, paH/I0OMI30BaHE, MOJBIHHE CIille, y HapaleilbHUX Ipynax, IUlanedo-KOHTPOIbOBaHE

BUTIIPOOYBaHHSA, KO/, 3-yacTHHHE J0cIiKeHHs (a3u 3 s neMoHcTpalii eekTuBHOCTI Ta 6e3mnekn OeHpaizymaly y HaimieHTiB

Bepcis Ta gaTa 3 €03UHO(IbHUM racTpuToM Ta/abo ractpoentepurom (The HUDSON GI Study)», D3258C00001, Bepcis
4 Bix 15 Bepecns 2021 poky

3asiBHUK, KpaiHa TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, Kpaina AstraZeneca AB, Sweden

CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

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




JlonaTok 18

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

bpomrypa nocmigamka Omnamapu6 (Olaparib) (AZD2281, KU-0059436), Bumanns 21 Bim 31 ciuns
2022 poky, aHrmiicpkor MoBoro; Ykpaina, MK-7339-006, sepcis 5.00 Bim 24 Gepesnst 2022 poky,
YKpaiHCBKOIO MOBOIO, iH(oOpMamiss Ta TOKYMEHT Mpo iH(GOpMOBaHY 3romy JUlsl MAali€eHTa; YKpaiHa,
MK-7339-006, Bepcis 5.00 Bin 24 6epesnst 2022 poky, poCiiCbKOI0 MOBOIO, iH(pOpMaIlisi Ta TOKYMEHT PO
iH(OpMOBaHy 3roJy IJIsl IaIi€HTa

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1593 Bin 09.07.2019

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Jocmmkenns I ga3zu nns memOponizymady y kKoMOiHaIii 3 meMeTpeKce oM / MpernapaToM TUIATUHU
(xap6orutaTiH a0 UCIUIATHH) 3 TOAAIBIINM BBEIEHHAM eMOpoIi3yMady y koMOiHaii 3 HiATPUMYIOUUM
JIKyBaHHSM oJiariaprOoM abo meMeTpeKce10M B IKOCTI Teparii IepiIoi JiiHii y Mali€HTIB 13 METacTaTUYHUM
HETUIOCKOKJIITUHHUM HeIpiOHOKITITUHHUM pakoM JereHiBy, MK-7339-006, 3 iIHKOpIIOpOBaHOIO MTONPaBKOO
05 Bix 23 rpyans 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

CnoHncop, kpaiHa

«Mepk Ilapn Enn Joym Kopn.», nouipne nianpuemcto «Mepk Enpg Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX




JonaTok 19

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

OmnosiieHa O6porrypa gociigauka s nepry3ymady (RO4368451), sepcis 21 Bix mrotoro 2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1403 Big 14.06.2019
Ne 1399 Bin 27.07.2018

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«bararoneHTpoBe, B OJHI{ IpyIi CXeMU JIIKYBaHHS, BIIKPUTE MPOJOBKEHE MOCIIHKEHHS NepTy3ymaly B
pekuMi MOHOTeparnii abo y KoMOiHaIlii 3 IHIIMMU MPOTUIYXJIMHHAMHU 3aC00aMH Yy TMAIIEHTIB, 110 paHime
npuiiMalli y4acTh y BUIPOOYBaHHAX NEpTy3ymMaly, CIIOHCOPOM SKHMX BHCTymnana koMmnasis Xodpdman-Jla
Pommy, M0O29406, Bepcis 3.0 Big 14 nmucronana 2019 p.;

«PannomizoBane, OaratoreHTpoBe, Biakpute, gociimkeHHs Il ¢a3u 3 nBoma rpynamu miKyBaHHS JUIS
OLIHKM (papMaKOKIHETUKH, €(EeKTHUBHOCTI Ta Oe3MeKH NiAMKIPHOTO BBEIEHHS (IKCOBAHOI 103U
KOMOIHOBaHO1 JTiIKapchKOi GOpMHU NepTy3yMady 3 TpacTy3ymMaOOM B IMO€IHAHHI 3 XIMIOTEpaIi€lo y NallleHTiB
3 HER2-nio3utuBHMM paHHIM pakoM MoJouHoi 3ai03u», W040324, Bepcis 2.0 Bix 12 xoBtHa 2018 p.;
«PannomizoBaHe, OaraToleHTpoOBe, MOABiiHe-ciile, IIaleb0-KOHTPOJILOBAHE JOCIIIKEHHS, Y SKOMY
MOPIBHIOKOTHCS XIMIOTepallis IUII0C TpacTy3ymad IUIroc mianedo Ta XiMioTeparis IUTFC TpacTy3yMal IIIoc
nepTy3ymad, 110 MPU3HAYAIOTHCS y SKOCTI aJ’FOBaHTHOI Tepamii y maiieHTiB 3 onepabensHuM HER2-
MO3UTUBHUM IIEPBUHHUM DPAaKOM MOJIOHHOI 3anmo3u», BIG 4-11/B0O25126/TOC4939¢g, Bepcis D Bin
02 mrotoro 2015 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pom Ykpainay

CrnoHcop, kpaiHa

®.Xodpdpmann-JIs Pour JIta, HIseituapis

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 20

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nociiganka AOCTIKYBaHOTO JIiKapchkoro 3aco0y Brexpiprazole (OPC-34712), Bunanns 17 Bix
27 Bepecus 2021 poky; 331-10-236 Vkpaina I[adopmarniiinuit nauct i ¢opma iHdOpMOBaHOI 3roau
yJacHHKa JOCHIDKEHHS, SKOMY BHUITOBHIOETHCS 18 pOKIB mij 9ac ydacTi B JociikeHHI Bepcis 6.1 Bix
26 ciuns 2022 p., ykpaiHCbKOIO Ta pociiickkoro MoBamu; 331-10-236 Vkpaina Indopmaris mist 6aTbkiB 1
dopma iHpopmoBanoi 3rogu_Bepcis 6.1 Bim 26 ciuns 2022 p., yKpaiHCHKOI Ta POCIHCHKOI0 MOBaMH;
331-10-236 Vkpaina Indopmamiiinuii nuct Ta dopMa 3roau Ui yYaCHUKIB JOCHIDKEHHS BIKOM
13-14 pokiB, Bepcis 6.1 Bim 26 ciuas 2022 p., YKpaiHCBKOI Ta PpOCIHCHKOIO MOBaMH;
331-10-236 Vkpaina Indopmamiitnuii nuct Ta dopMa 3roau Ui yYaCHUKIB JOCHIDKEHHS BIKOM
14-17 poxkiB (BkitouHO), Bepcis 6.1 Big 26 ciunsa 2022 p., yKpaiHCBKOIO Ta POCIHCHKOIO MOBaMH;
[TonoBxkeHHs TepMiHYy TPUBAJIOCTI TOCTiPKeHHS B YKpaiHi 10 31 rpyaus 2026 poky

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

Ne 1465 Big 08.08.2018

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«JloBrorpuBane OaraToLEHTPOBE BIJIKPUTE IOCITIKEHHS A OLIHKM O€3MeYHOCTI Ta MEepeHOCHMOCTI
3MIHHMX J103 OpeKkcminpaszony $K HIATPUMYIOYOIro JIIKyBaHHA Yy MIUITKIB (Bikom 13—17 pokiB) 3
mm3ogppeniero», 331-10-236, Bepcis 6.0 3 nonpaskoto 5 Bix 04 cepnus 2021 poky

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaiHa

Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Onyka ®apmachloTiKI
Jesenonment enn Komepcinizeiiny, [ak.», CIIIA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 21

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

DRMO06-AD07/J2T-DM-KGAA ®opma 3roau jyist aiteid Bikom 12 ta 13 pokis, Bepcis i Ykpainu 4.1.0
Big 19 xBiTHs 2022 p. yKpaiHChKOIO Ta pociiicekoro MoBamu; DRMO06-ADO07/J2T-DM-KGAA ®opma
3roJu JJsl HemoBHOMNITHIX (Bikom 14-17 pokiB), Bepcis mis Ykpainm 4.1.0 Bixm 19 ksitas 2022 p.
YKpaiHChKOIO Ta pociiicbkoro MoBamu; DRMO06-ADO07/ J2T-DM-KGAA THCTpyKIlisl MO0 BBEACHHS
npemnapaty B qomamaix ymoBax (Patient Instruction Card v3.0; 24Sep2021), ykpaiHCBKOIO Ta pOCICEKOIO
moBamu; LY3650150, Ximiunuii ckiaaa, BUPOOHUITBO Ta KOHTPOJb, IONpaBKa Juis YKpaiHu
01 (LY3650150 KGAA Ukraine IMPD Amend 01 2022 04); MapkyBaHHs TOCTiI)KyBaHOTO JIIKAPCHKOTO
3aco0y yKpaiHCbKOIO MOBOwO i Ykpainu: 606316 - KGAA L2 LY PFS BK, Syringe, Biakpurte
mapkyBaras LY3650150 250mg/2mL, Bepcis 3.0 Big 18 cepmas 2021 p.; 606317 - KGAA L2 LY CART
BK, Carton, Bigkpute mapkyBanHs LY3650150 250mg/2mL, Bepcis 1.0 Bim 12 uepsus 2020 p.;
608541 - KGAA L2 LY PTM DB CART BK, Carton, 3acnimuiene mapkyBanas LY3650150 250mg/2mL
a6o marne6o, Bepcis 1.0 Big 07 mororo 2022 p.; 608542 - KGAA L2 LY PTM DB INNERCART BK, Inner
Carton, 3acmiruiene mapkyBaHHs g LY3650150 250mg/2mL a6o BignmoBigue tutane6o (Label ID#:
LIL9655CS1); 608572 - KGAA L2 LY PTM DB OUTERCART BK, Outer Carton, 3aciiriene
mapkyBaHHs Uit LY3650150 250mg/2mL a6o Bignosiane mutane6o, Bepcist 1.0 Big 27 ciuns 2022 p.;
608573 - KGAA L2 LY PTM DB PFS BK, Syringe, 3acniruiene mapkyBanHs uist LY3650150 250mg/2mL
abo BignoBigHe miare6o, Bepcis 1.0 Big 27 ciuns 2022 p.; 608574 - KGAA L2 LY PTM DB PFS BK,
Syringe, 3acmimneHe mapkyBaHHa LY3650150 250mg/2mL a6o mnaunebo, Bepcis 1.0 Big 07 mrororo
2022 p.; 608630 - KGAA L10 LY PFS 250MG BK, Syringe, Biakpute mapkyBaHHs LY3650150
250mg/2mL, Bepcist 1.0 Bix 17 moTtoro 2022 p.; 608631 - KGAA L10 LY PFS CART 250MG BK, Carton,
BigkpuTe MapkyBanHa LY3650150 250mg/2mL, Bepcis 1.0 Bix 17 moToro 2022 p.




2 MPOJIOBXKEHHs Joatka 21

Howmep ta nara nakasy Ne 2616 Big 24.11.2021
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «JloBrocTpokoBe MOCTIIHKCHHS IS OIlIHKM Oe3Meku Ta ePeKTUBHOCTI JieOpikizymaba y TMaIli€HTIB 3

BUNIPOOYBaHHSA, KO/, aTOMIYHKUM JIEPMATUTOM MOMIPHOTO 1 TSDKKOTO cryneHs», DRM06-AD07/J2T-DM-KGAA, nporokoun Bix

BepcCis Ta gaTa 27.03.2020 p., monpaska 1 Big 12.12.2020 p.

3asiBHUK, KpaiHa TOB «Cineoc Xenc Ykpaina»

Crioncop, kpaina Dermira Inc. a wholly-owned subsidiary of Eli Lilly and Company, USA («/epmipa, [HK.», nodipHs
KOMIIaHisl, 1110 3HaXOAUThCs Y TOBHIN BiacHOCTI komnanii «Em Jlim ean Kommaniyn, CIITA)

CymyTHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYeHHS Isan 3AZIBOPHUX




JlogaTok 22

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

[Tpotokon kiiHiuHOTO BHIpoOyBaHHS B7541007, ocraroyHa Bepcis HMPOTOKOJY 3 TOMPAaBKOK 3 BiA
15 Gepesns 2022 poky, aHriiiicekoro mosoro; JOIIOBHEHHS /IO IHOGOPMOBAHOI 3IOJIM HA
YYACTDH ¥V KJIHHIYHOMY JOCJIIKEHHI, Vkpaina, Bepcis Big 28 Oepe3ns 2022 p. Ha OCHOBI
Bignoianoi Bepcii 13 Bix 03 ceprus 2021 p., ykpaiHCbKOIO MOBOIO

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«baraToneHTpoBe, paHAO0MI30BaHe, MOJBIMHE CIine, IIaned0-KOHTPOJIbOBAaHE NOCTIKeHHS (a3u 20 3
Mi100pOM ONTUMAIIBHUX J103 JUTS OIIHIOBaHHS €(DEKTUBHOCTI, 0€3MEYHOCTI i (papMaKOKIHETHKHU MIpernapary
PF-06480605 y nopociux y4acHHKIB 13 BUPa3KOBHM KOJIITOM IIOMIPHOTO 200 BaXKKOTO CTYIEHS TSKKOCTI,
B7541007, ocraTouHa Bepcist npotokoiy, [lonpaska 2 Bix 1 BepecHs 2020 poky

3asiBHUK, KpaiHa

[¢aiizep Iuk., CILIA

CnoHcop, kpaiHa

[Naiizep Iuk., CIHA

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepanbHoro nupexropa Jlupexkropary

(¢apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 23

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBneHM MPOTOKOIN KiiHIYHOTO BUNpoOyBanHs MK-3475-689 3 inkopnopoBaHoto nonpaBkoio 06 Bif
03 6epe3ns 2022 poky, aHTIIHCEKOI0 MOBOIO; Ykpaina, MK-3475-689, sepcis 08 Bix 13 kit 2022 p.,
YKpaiHCBKOIO MOBOIO, iH(oOpMamiss Ta TOKYMEHT Mpo iH(GOpMOBaHY 3romy JUlsl MAali€eHTa; YKpaiHa,
MK-3475-689, indopmaiiiiiHuii JIUCTOK 1 JOKYMEHT Mpo iHPOPMOBaHY 3roay Ha MailOyTHe OiomMeauvHe
nociipkenns, Bepcis 02 Bix 13 kBiTHs 2022 p., yKpaiHCEKOIO MOBOIO

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 342 Bin 26.02.2018

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBane, Biakpure nociaipkeHss 11 ¢pazu nns ominku nemOposnisymaly B SIKOCTI HE0A [ FOBAaHTHOT
Teparii Ta B KOMOiHawii 31 CTaHAAPTHUM JIIKYBaHHSIM B SIKOCTI aJl'fOBaHTHOI Teparii npu onepadeabHOMY
JIOKOPET10HAIbHO PO3MOBCIO/UKEHOMY IIJIOCKOKJIITUHHOMY paky ronoBu Ta 1mwmi [I-IVA  cranii,
MK-3475-689, 3 inkopnopoBaHoo nonpaskoro 05 Bij 13 tpaBHs 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMexeHo10 BianoBiaaabHicTI0O «MC/] Ykpaina»

CnoHncop, kpaiHa

«Mepk Illapn Exn Jloym Kopr.», nogipue mianpuemctBo «Mepk Eun Ko., Tak.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 24

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

BUIIPOOYBaHb»
06.06.2022 Ne 962

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBneHM TPOTOKOJ KiIiHIYHOTO BUnpoOyBanHs MK-3475-937, 3 inkopnopoBaHoto nornpaskoo 06 Bif
22 motoro 2022 poky, aHTJIIHCHKOI MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1593 Bin 09.07.2019

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«[Togsitine cnine gochimkenHs Il da3u, mo mpoBOAWTHCS B IBOX rpymax JUisl OLIHKA Oe3MeKku Ta
epextuBHOCTI memoOpornizymady (MK-3475) y mopiBHSHHI 3 11ane00 B SKOCTI /i FOBAHTHOI Tepartii y
YUYaCHUKIB 13 renaToLETIOISIPHOI0 KapIIMHOMOIO Ta MOBHOIO PaioIOTiYHO0 BiMOBIAJIIO MICHs Xipypri4HOi
pesekii abo sokanbHoi adisii (KEYNOTE-937)», MK-3475-937, 3 inkopriopoBaHoto monpaskoro 05 Bif
07 uepBHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

CrnoHcop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.», nouipnae nignpuemctso «Mepk Exn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3A/IBOPHUX




