Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«KniniuHe focmimkeHHsT 3 OLIHKU 0i0eKBiBa/IeHTHOCTI JiKapChbKUX 3aco0iB «ApHUTMimM», TabmeTku mo 200
mr, BupobHuiTea [TAT HBII «bopijariBcbkuii XP3» Ta «Cordarone®», tabsetku 1o 200 Mr, BUPOOHUIITBA
«Sanofi-Aventis» 3a y4acTio 3710poBuX 100poOBOJBLiBY», KOJ mociimkenHs BHFZ B-2001, Bepcis 02 Big
08.09.2022 p.

3asiBHUK, KpaiHa

ITAT HBII «bopmiariBcbkuii XP3», YKpaiHa

CnoHcop, KpaiHa

[TAT HBL «bopmiariBcekuii XP3», YKpaiHa

[Tepenik foC/imKyBaHUX
niKapcbKuX 3acob6iB
nikapceka ¢opma,
[103yBaHHsI, BUDOOHUK,
KpaiHa

Apurmin (Amiodarone); TabneTku, ofjHa TabseTka MiCTUTh: AMiozgapoHy Tigpoxsaopus - 200 mr; TTAT HBI],
«bopuariBceknii XP3», YKpaiHa;

Bianosimansuuii (i)
JIOC/TIIHUK (M) Ta MicLe
(s1) mpoBeJeHHs
BUTNIPOOYBaHHS B YKpaiHi

1) ron. nikap Aptuiu B.1I.

Menuunuii 1eHTp TOB «Kninika IHHO®AP - Ykpaina InHoBetiTiB @apma Pecepu», UepHiBerbka 0011.,
HoBocenuiibKkuii paiioH, c. bosiHu

2) K.0.H., 3aB. 1a6. Cabko B.E.

bioananitiuHa 1abopatopiss TOB «Kindapm», M. IpnieHb

[TpernapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

Cordarone (C01B D01; Amiodarone); Tabsetku, 1 TabseTka MicTuTh: AMiozfapoHy Tigpoxsopus - 200 wmr;
SANOFI WINTHROP INDUSTRIE, France

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOr0 JUPEKTOpa

dapmaineBTHYHOr0 AUpPeKToparTy

Isan 3A/IBOPHUX




Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/eHMI MPOTOKO/ KJIiHIUHOTO BUINPOOYBaHHS, Bepcisi 5 Bif 24 ciuns 2022 p.; Popma iHdhopMoBaHOi
srogu, Bepcid 3.0 gs YkpaiHu yKpaiHCBKOIO Ta pociiicbkoro MoBamH Bif, 14 kBiTHs 2022 p. Ha ocHoBi
Maiictep-Bepcii ¢popmu iHpopmoBaHoi 3roau s AociizkeHHs BO42162, Bepcis 5 Big 21 ciuns 2022 p.;
®opMma iHpopMOBaHOI 3rofi Ha MPOBe/IeHHsI a/IbTePHATUBHUX Bi3UTIB BUI3HUM MeJUUHHM T[epCOHAIOM,
Bepcisa 2.0 f1s YKpaiHy yKpaiHCBKOO Ta pOCikChbKOI0 MoBamu Bif 11 ymotoro 2022 p. Ha ocHOBI maiictep-
Bepcii ¢opmu iHdOpMOBaHOI 3roAu Ha Bi3WTHM BHUI3HOTO MEAMUHOTO TEepCOHANy /s AOCTiIKeHHS
B0O42162, Bepcis 2 Big 21 ciuns 2022 p.; [o3Bin Ha BUKOPUCTAHHS Ta repefAauy iHdopMaliii po cTaH
3[10pOB’sl HEMOBJISITH, Bepcis 1.1 g5 YKpaiHu yKpaiHChKORO Ta pociticbkoro MoBamu Bif 01 BepecHst 2022
p. Ha ocHoBi maiicTep-Bepcii ¢opMu /103B0/ly Ha BUKOPUCTaHHsI Ta Tepejauy iHdopmMaliii mpo HeMoBJis
ans pocaigpkenas BO42162, Bepcis 1 Big 21 ciuns 2022 p.; Hoamatok 1: TligTBepykeHHS TallieHTOM
OTPUMaHHS [JJOC/iKYBaHOTO JiKapchkoro 3aco0y, Bepcisi 1.0 Bim 23 keithHa 2020 g YKpaiHu
YKpaiHCbKOIO Ta POCiMCHhKOI0 MOBaMH, Ha 0CHOBI HopmaTuWBHOro [JoKymeHTa 3 BUKOpuCTaHHsa [JI3 mix
yac criaaxy COVID-19, Bepcisi 3.0, 17 kBiTHs 2020 p.; 3asyueHHs1 AOAATKOBOI BUPOOHUUOI [iMbHULI
Ixenentek IHk., CIIIA, BiAmoBifanbHOI 3a BUITYCK Iperapary nopiBHAHHA Coutipic, KOHLIeHTpaT [/
PO3UMHY /i/1s1 BHYTPIillIHbOBeHHUX iH(Dy3iHi, 10 Mr/mi

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

Ne 2147 Bif 04.10.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PaH0Mi30BaHe, BiIKpUTe, KOHTPOJIbOBaHE aKTUBHUM TIperiapaToM, 0araToLieHTPOBe JOCTi/KeHHs (a3u
III gnst orfiHKM epeKTUBHOCTI Ta 6e3MevYHOCTi 3aCTOCyBaHHs KpoBasiiMaly B IMOPiBHSIHHI 3 eKyJ/1i3ymaboM y
TnarjieHTiB i3 MapoKcKM3ManbHOI HiuHOIO reMornobinypieto (ITHI), ski paHillie He oTpUMyBasX JiKYBaHHS
iHribitopamu KomrieMeHTy», BO42162, Bepcis 4 Bix 16 mumnas 2021 p.

3asgBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifmoBianbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepanbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpourypa gocnignuka gias RO7121661 (PD1-TIM3), Bepcis 5 Big uepBHs 2022 p.; Bpoiiypa gocnigHuka
nns RO7247669 (PD1-LAG3), Bepcisi 4 Bix uvepBHs 2022 p.; OHOBNeHa KOpPOTKAa XapaKTepUCTHKa
nikapcekoro 3acoby (SmPC) HiBonymab (Nivolumab, Opdivo) KoHIeHTpaT fjii pPO3UMHY ISt
BHYTpilIHbOBeHHUX iH(Dy3il, 10mr/mn; 3MiHa BiAMOBiZaAbLHOrO JAOCHIJHMKA Yy MICL[i TpOBeAEHHs
K/IiIHIYHOTO BUITPOOYBaHHS:

BYJIO CTAJIO
3aB. BigginenHsm Ko63es O.1. Jikap Jleonora B.B.
KomyHanbHe HeKoMeplliliHe nignpuemctso | KomyHanbHe HeKoMeplliliHe MiANPUEMCTBO
«ObsacHUM 1LIEHTP OHKOJIOTii», OHKOXipypriuHe | «O0G/acHUM 1[eHTP OHKOJOTii», OHKOXipypriuHe
BififileHHss  OpraHiB  TIpPyAHOI  TOPOXKHWHY, | Bi/I/IeHHd  OpraHiB  IpPyJHOI  IIOPOXXHUHH,
M. XapKiB M. XapKiB

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

Ne 1326 Bif 02.07.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«PanziomisoBaHe, cjine, KOHTPO/IbOBaHe aKTUBHUM IperapaToM AoctifpkeHHs1 ¢a3u Il, 1110 npoBoAUThCS
y TPhOX Tpymax, 3actocyBaHHs Tiperapaty RO07121661, PD1-TIM3 6icnerudiuHoro aHTWTina, Ta
RO7247669, PD1-LAG3 o6icrierpdiuyHoro aHTWTi/Ia, y TOPiBHSHHI 3 HiBOJyMaboOM y TMalfi€HTIB i3
TOLITMPEHO0 abo MeTacTaTUYHOI TUIOCKOK/TITUHHOIO KapI[MHOMOIO CTpaBoxoay», BP42772, Bepcis 3 Bifx
02 mororo 2022 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXeHO0 BiznoBizanbpHicTIO «Porn Ykpaina»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JITa, IIBeiiapis

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 JUPEKTOpa

dapmaineBTUUHOr0 ApPeKTopary

Isan 3A/IBOPHUX




Hopartox 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Hocbe pocrimKyBaHoro JlikapchbKoro 3acoby Paminenar, Bepcis Big 20 TpaBHs 2022 pOKy, aHT/TiMCHKOO
MoBot1o; [TogoBKeHHs TepMiHy nipugaTtHocTi Paninenar (APD811) Ta naue6o mo 48 MicsiiB

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

Ne 636 Big 22.03.2019
Ne 636 Big 22.03.2019

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«ADVANCE EXTENSION BizxpuTe po3liupeHe JOCTipKeHHs 3 OL[iHKU JOBTOCTPOKOBOI e(eKTUBHOCTI
Ta Oe3reyHoCTi pasiHerary B TAlli€EHTiB i3 JiereHeBOI apTepiasbHOIO TinepteHsiero», ROR-PH-303
(APD811-303), 3 iHKopriopoBaHO10 MomnpaBkoto 3 Bif 28 uepsHs 2019 poky;
«ADVANCE OUTCOMES pocrimkeHHst eheKTUBHOCTI Ta 0e3reuHoCTi pasiHemnary, CHpsMOBaHe Ha
TIOJITIIIIeHHS pe3y/bTaTiB JIiKyBaHHS IMAaLli€HTIB i3 JlereHeBOK apTepianbHOIO rineprensiero», ROR-PH-301
(APD811-301), 3 iHKOpopoBaHOI0 nonpasBKoro 4 Bif 25 uepBHs 2021 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHor0 iHBecTHLiiero «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«FOmnaiiren Tepan’totikc Kopropetiiia» (United Therapeutics Corporation), United States

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HonaTtok 5

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Ykpaina, MK-3475-B68, [Hpopmaliisi Ta foKyMeHT npo iH(popMoBaHy 3rofy AJisi maijieHTa, Bepcis 2.01
Bif 11 cepmHsi 2022p. ykpaiHCbKOIO MOBOW; OHOBIeHMI 3pa30K MapKyBaHHS [JOC/i>KyBaHOTO
nikapceKoro 3acoby MK-3475_Kit, Bepcis 2.0 Big 22 6epe3ns 2022 poKy, aHIJIiHCHKOIO Ta YKPaiHCHKOO
MoBamy; OHOBJ/IEHWM 3pa30K MapKyBaHHsI [JOC/i/IKyBaHOTO JliKapchkoro 3acody MK-3475_Vial, Bepcis
2.0 Big 22 Gepe3ns 2022 poky, aHT/IIMCHKOIO Ta YKpPaiHCbKOK MoBaMu; OHOB/IEHHH 3pa30K
CTIPOLI[EHOTO MapKyBaHHSI 3apeeCcTpOBAHOTO B YKpaiHi JiKapCbKOTO 3aco0y, SIKUM 3aCTOCOBYETHCS B
KIiHiuHOMy BunpoOyBaHHi s mipotokony MK-3475-B68, Bepcis 2.0 Big 17 cepmus 2022 p.,
YKPaiHCbKOK MOBOIO

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

Ne 1102 Big 02.06.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«docnimkenns 11 dasu nmembposizymady (MK-3475) KoxHi 6 TWKHIB y TaIiEHTIB 3 peliANBYOUO0 abo
pedpakTepHOI0 KIacM4YHO JiMpoMoro Xo/kKiHa abo y maljieHTiB 3 peLiuBy0UO0 abo pe)pakTepHOIO
MEePBUHHOI0 MeZliaCTUHA/IbHO B- KpynmHOK/IITHMHHOW siMpomoro», MK-3475-B68, 3 iHKOpIIOpoBaHOHO
nionipaskoro 02 Big 01 rpyans 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HonaTtok 6

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta

3aTBepyKeHHs CYyTTEBUX ITOIIPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHI TIPOTOKOJ KiiHiuHOro BurpoOyBanHs SB17-3001, Bepcis 2.1 gy Ykpainu Bifg 26 iumHs
2022 poky

Howmep ta faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PanziomizoBaHe, TOJBiliHe ciiime, OaraToOIleHTpPOBe KiiHiUHe AocipkeHHS ¢a3u III s oriHKM
eeKTUBHOCTi, 0e3MeYHOCTi, TepeHOCUMOCTi, (hapMaKOKiHETMKH Ta iMyHOTeHHOCTi mpemapaty SB17
(3amporioHoBaHOro GioCHMIISpy ycTeKiHymaOy) B ToOpiBHsIHHI 3 mperapatoMm Cresapa® B Malli€HTIB i3

OJIIIIKOBHM TICOpia30M cepefHbOr0 abo TSKKOTO crymeHs», SB17-3001, Bepcis 2.0 Big 15 mroToro
2021 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHor0 iHBecTuLiiero «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

Samsung Bioepis Co., Ltd, Republic of Korea

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. resHepanbHOro JjUpeKrTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Hoparok 7

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBneHuM TIPOTOKOA 3 nornpaBkoro 1 Bix 12.05.2022 p.; HogaTtok [0 mpoTokony - KepiBHULITBO 111040
MpOBe/IeHHsT AOC/i/I)KeHHs Tij| yac cepiio3HuX nopyuieHs Bif 20.05.2022 p.; Indopmatiisa A1 naijieHTa Ta
@opma iHdopmoBaHoi 3roau — IIpotokon CNTO1959PSA3005, Bepcisi 2.0 yKpailHCbKOIO MOBOIO [i/Ist
Ykpainu Big 12.08.2022 ; Indopmauis ans maiieHta Ta ®@opma iHdopmoBaHoi 3roau — IIpoTokon
CNTO1959PSA3005, Bepcisi 2.0 pociticbkkoro MoBow0 st YKpainu Big 12.08.2022; Iadopmatiis ans
ocobw, 10 moryisgae 3a mnarjieHToM, Ta ®opma indopmosanoi 3roau — ITporokon CNTO1959PSA3005,
Bepcisi 3.0 ykpaiHCbKOI0 MOBOIO it YKpainu Bifg 12.08.2022; ITndopmatiis g5 ocobu, 10 JOrasAace 3a
narjienToMm, Ta @opma iHdopmoBaHoi 3rogau — ITporokon CNTO1959PSA3005, Bepcis 3.0 pociiicbKoro
MOBOO 11 YKpainu Biz 12.08.2022;

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Bif 20.08.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararorieHTpoBe, paHzOMi30BaHe, TMOZBilHe ciirne, Tialeb0 KOHTPO/IbOBaHe KiliHiuHe AocimpkeHHs 3b
a3y A5 OLiHKK eeKTUBHOCTI Ta 0e3rMeyHOCTi MPU3HAUeHOro MiAIIKIPHO TyceibKymMaly y Talli€HTiB 3
aKTUBHUM TICOPiaTUUHUM apTPUTOM, SIKi paHillle Majyd HeJOCTAaTHIO BiJMOBi/b Ta/abo HerepeHOCUMiCTh
MKyBaHHSI OHUM 3 iHTi0iTOPIiB (hakTOpy HEKpo3y myx/uH ambda», CNTO1959PSA3005, Bix 13.04.2021

p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HonaTok 8

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikallis cyTreBoi OHoBneHui MpoToKoJ 3 norpaBkoo 2 Bix 08.07.2022 p.; JomaTtok A0 NpoToKoJy: KepiBHULITBO 111040
TOTMPaBKU TIPOBe/IEHHST K/IiHIYHOTO BUTNIPOOYBaHHS y pa3i cyTTeBux 36018, Big 14.07.2022 p.; Bpomypa JocmigHuKa
JNJ-80202135 (nipocalimab), Buganusi 7 Big 15.06.2022 p.; IHdopmartiisi gns maiieHta ta Popma
indopmosaHoi 3rogu — ITpotokon 80202135SLE2001, Bepcist 3.0 ykpaiHCbKOIO MOBOMO /151 YKpaiHU Bif,
15.08.2022; Tudopmatiis ans naijieHTa Ta @opma iHpopmoBaHoi 3roau — [Iporokon 80202135SLE2001,
Bepcisi 3.0 pocilicbkkoro MoBoro s YkpaiHu Big 15.08.2022.; Onosnenuit posgin 2.1.S pocke
JIOCJTi/KYBAaHOTO JlikapchbKoro 3aco0y HimokanimMab (M281) Big uepBHs 2022 p.; OHoBeHuid po3ain 2.1.P
JIOChE TOCTTiIKYBAHOTO JlikKapchbKoro 3acoby Hinokanimab (M281) Big uepBHst 2022 p.; OHOBJ/IEHHM PO3/i
2.1.A fmocwe mocmimpKyBaHOTO JTiKapcbkoro 3acoby Himokamimab (M281) Bix uepsHst 2022 p.; OHOB/eHi
po3gimu sIMPD Big 13.06.2022 ta SPC gy po3uuHy Hatpito xyopuay 0,9%.; 306i/bieHHsT TepMiHy
npugatHocti 1713 Hinokanima6, po3urn Ans indysii, 30 mr/ma 600 mr, 20 M, go 30 MicsniB

Howmep Ta fara Haka3zy Ne 1722 Big 11.08.2021
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «bararotieHTpoBe, paHZOMi30BaHe, M0/BiliHe ciire, Tuialebo KOHTPO/JbOBaHe, B TapaselbHUX Tpyrax
BUTIPOOYBaHHS, KO/, KJIiHIUHe [OC/Ti/PKeHHST HirokasiMaby y JOpOC/IMX TMAL[iEHTiB 3 AaKTUBHUM CHCTEMHMM YepBOHUM
Bepcid Ta jarta BoBuakoM», 80202135SLE2001, 3 nonpaskoto 1 Bizx 27.05.2021 p.

3asiBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», benbrisa

CrioHcop, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», bensbrisa

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

B.o. reHepasibHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPaTy IBan 3A/IBOPHUX




HonaTok 9

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3anyueHHsI HOBUX MiCIL[b MPOBe/IEHHsI K/TiHIYHOTO BUTIPOOYBaHHS:
Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/IIAHUKA
/1 Ha3Ba Micus ipoBeieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1. | a.m.H. l'ocriogapcekuii 1.51.

KomyHasibHe HeKoMepIjiliHe MiANpUEMCTBO «TepHomisibcbka o6sacHa KITiHIYHA JTiKapHSI»
TepHoMi/bCbKOI 00sacHOi pagu, OO6siacHUE LeHTP KIIiHIYHOI iMyHOJIOTil Ta asjeproJorii,
peBMaToJIoriyHe BifziseHHs, M. TepHoIiib

2. | nikap KaukoBceka B.B.

KomyHaneHe HekomepijitiHe mignpuemctBo Cymcbkoi obmacHoi paau «CymcbKa obsacHa
K/iHiUHA JiiKapHs», peBMaTojioriuHe BiagineHHss, CyMCbKUM Jiep)KaBHUM yHIBepCHUTET,
MepuyHui iHCTUTYT, Kadepa BHYTPIlLIHbOI Me/IMLIMHU 3 LIEHTPOM pecripaTOpHOI MeJULIUHH, M.
Cymu

3. | A.M.H., ipod. CmisH C.I.

KomyHanbHe HekoMepljiliHe MiANPUEMCTBO «TepHOIi/IbCbKa yHiBepCUTETChbKa JliKapHsI»
TepHorminbCbKOi 0071acHOT pajiy, BiagineHHs peBMaTonorii, TepHOMI/LCHKUI HalliOHATbHUN
MeauuHui yHiBepcuTeT iMeHi [.51. 'opbaueBchkoro MiHicTepcTBa OXOPOHH 3/[0pOB'sS YKpaiHH,
Kadezipa BHYTPilIHbO1 MeAULIMHU No2, M. TepHoMiib

Howmep Ta faTa Haka3y
MO3 o0 3aTBepAKeHHSs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2426 Bif 05.11.2021

Ha3sga k1iHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

PanzoMi3oBaHe, TojBiliHe citirte, TuIalle00-KOHTPO/IbOBaHe AochimkeHHs dasu III, ans memoHcTpariii
edektuBHOCTI Ta Oe3meuHocti Tingpakizymady B cy0'ekTiB, sKi paHillle OTPUMYBaIM JIKyBaHHS
inribitopamu @®HII i3 akTHUBHUM McopiatnuauM aptpuToM I (INSPIRE 1), TILD-19-07, Bepcist 1.0 Bif
21 mororo 2020
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3asgBHUK, KpaiHa «AVK’IOBIA Biorek En-En-Ci» (IQVIA Biotech LLC), Crionyueni ITItat AMepyuku
CrioHcop, KpaiHa Sun Pharma Global FZE («Can ®apma I'no6an E¢-3er-1»), O6’ennani Apabceki EMiparu
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepanbHOro jupexKTopa
®apManeBTUYHOI'0 AUPEKTopaTy IBan 3A/IBOPHUMX




Honatok 10

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBJIEHHSI CTUCJIOI XapaKTepPUCTUKHW TiperapaTy MopiBHsSHHS [lemOponizymab Kitpyzaa Big 24 ciuns
2022 poOKy, aHI/IiMCbKOI MOBOK; OHOB/IEHHSI CTUC/IOI XapaKTepUCTUKW TiperapaTy TMOpiBHSHHS
[Tembponi3zymab Kitpyzaa Big 21 BepecHsi 2021 poky, aHT/TiiiCEKOI0 MOBOFO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

LIBRETTO-431: bararoieHTpoBe, paHAoMi30BaHe, Bigkpute gociimkeHHs 111 da3u nopiBHsAHHS Tepartii
niperiapatoM CerrepkaTiHib 3 Teparti€lo TiperapaTaMd Ha OCHOBi TIOXiIHUX TUIATHHU B TIOEAHAHHI 3
riemMeTpekceoM B abo 6e3 KomOiHalii 3 mpuiioMoM ieMOposti3yMaba B SIKOCTi MepIoi JiHii JiKyBaHHS
TIOLIMPEHOT0 UM MEeTacTa3yruoro HeIpiOHOK/TITUHHOTO paKy JiereHi 3 HasBHiCTIO ribpugHoro reHa RET,
J2G-MC-JZJC, Bepcis 3 iHKopriopoBaHoto norpaBkoro (d) Big 18 muctomnaga 2020 poky

3asiBHUK, KpaiHa

«Eni Jlinai Bocrok CA», [Berapis

CnoHcop, KpaiHa

Eni JTinni eng Komnani, CIIA / Eli Lilly and Company, USA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HopaTok 11

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikallis cyTreBoi bpoypa gocnignvka Bepcis 8.0 Big 06 TpaBHs 2022

TIOTIPaBKU

Howmep ta fata Haka3y Ne 2110 Big 16.09.2020

MO3 m00 3aTBepAyKeHHs

KJIiHIUHOTO BUNIPOOYBaHHS

Hassa KiiHiuyHOTO «PanziomizoBaHe TMo/BiliHEe Cilille, y TapasielbHUX TpyTaX, I1aleb0-KOHTPO/IbOBaHe 0araTolieHTpOBe

BUIIPOOYBaHHs, KO/, JOCTi/DKeHHsT 3 OLIIHKK Oe3reKd Ta MepeHOCHUMOCTI IOMICIUHMX MiAIIKIPHUX BBeJeHb OCOLUMaldy y

BepcCis Ta jara KOTOpTaxX HU3bKOI Ta BUCOKOI /103 y TALIi€HTIB i3 TepMiHA/IBLHOI CTa/li€l0 XPOHIYHOI XBOPOOW HUPOK Ha
peryasipaomy remogianisi (TCXXH)», No. BAY 1213790 / 20115, Bepcist 1.0 Big 16 6epe3nsi 2020

3asBHUK, KpaiHa TOB «baiiep», YkpaiHa

CnoHcop, KpaiHa baiiep Al', HimeuunHa

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. resHepanbHOro JjUpeKrTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




HopnaTok 12

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikallis cyTreBoi [Hdopmatiist anis naijienta Ta @opma iHpopmoBaHoi 3roau, Bepcis 7.0 yKpaiHCbKOIO MOBOIO //Is1 YKpaiHu
TOMNPaBKU Bif 29.07.2022; Indopmaryisi ansa maiieHta ta Popma iHpopmoBaHOi 3rozau, Bepcis 7.0 pociiiCbKorO
MOBOO 11 YKpainu Bif 29.07.2022

Howmep ta fata Hakasy Ne 767 Big 02.04.2020
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3Ba kiHiyHOrO «PanziomizoBaHe, 6araTorieHTpPOBe, TIO/BiliHe CJline, M/1ale00-KOHTPOIbOBaHe KiTiHiuHe J0C/iipKeHHs 2b /

BUTIPOOYBaHHS, KO/, 3 ¢asu B mapanenbHUX TpyTax Ajis OLiHKA e(eKTUBHOCTI Ta Oe3meuHOCTi Tyce/bKyMaly B MAl[i€HTIB i3

Bepcis Ta fjaTa CepeHbOr0 CTYIEHI0 TSDKKOCTI Ta TSPKKUM aKTMBHHMM HeCreLM(iuHUM BHUPa3KOBUM KOITOM»,
CNTO1959UC03001, 3 nomnpaskoro 2 Big 03.08.2021 p.

3asgBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




Honatok 13

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Homatok g0 ¢opmu iHpopMOBaHOI 3rofu mMif yac KpW30BOI cuTyallii B YKpaiHi s [JOC/impKeHs
B028984, Bepcis 1.0 ans YkpaiHM yKpaiHCHKOIO Ta pocikicbkkoro MoBamu Bif 10 cepmusi 2022 p. Ha
ocHoBi Matictep-Bepcii ogatka 1 go ®I3 mig uac kpu3oBoi cuTyallii B YKpaiHi, Bepcis 2.0 Bif 15 uepBHs
2022 p.

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

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomiszoBane, OaratorieHTpoBe, ¢asu 3, BigKpUTe AOCTIPKeHHS aneKTHHIOy y TIOpiBHSHHI i3
KPU30TUHIOOM TIpH JTiIKyBaHHI TOIIMPEHOT0 He/IPiOHOKIITUHHOTO PaKy JiereHb, MO3UTUBHOTO A0 KiHa3M
aHaryiacTUuHOI imdomu, 3 IPUBOY SIKOTO PaHillle He MPOBOAWIOCS JiKyBaHHs», BO28984, Bepcis 8 Bif,
18 ciung 2022 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BifIMOBiAabHICTIO «Por YKpaiHa»

CnoHcop, KpaiHa

«®. Xoddmann-JIs Por JIta» (F. Hoffmann-La Roche Ltd), [IBeiiiapis

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Hopartok 14

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Homatok g0 ¢opmu iHpopMOBaHOI 3rofu mMif yac KpW30BOI cuTyallii B YKpaiHi s [JOC/impKeHs
WO042633, Bepcisi 1.0 ans YkpaiHu yKpaiHCbKOIO Ta pociiicbkoro MoBamu Bif 08 ceprmusi 2022 p. Ha
ocHoBi Matictep-Bepcii ogatka 1 go ®I3 mig uac kpu3oBoi cuTyallii B YKpaiHi, Bepcis 2.0 Bif 15 uepBHs
2022 p.

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

Ne 1012 Big 24.05.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomiszoBane, TmoABiliHe ciime, TIalle00-KOHTPOIbOBaHe fociimkeHHs (a3u 111 gnas  ouiHKM
edeKTMBHOCTI Ta Oe3reuHoCTi aj’t0BaHTHOI Tepamii aTte3o/i3ymaboM abo manebo y KombiHarji 3
TpacTy3ymMmaboM emMTaHCHMHOM Yy TarieHTiB i3 HER2-TIO3UTHBHUM pakoM MOJIOYHOI 3a/03W 3 BHCOKUM
PU3MKOM peLMAUBY Mic/s nepefonepatiiHol Tepanii», W0O42633, Bepcis 3 Big 23 moToro 2022 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOr0 BifiNoBianbpHicTIO «Porn Ykpaina»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JIta, IIBeiitapis

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honmatok 15

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikallis cyTreBoi 3asyueHHs1 I0/IaTKOBUX MiCIIb TPOBE/IEHHS K/TiHIYHOTO BUIPOOYBaHHSI:
TIOTIPaBKU Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/IIAHUKA
/1 Ha3Ba Micus ipoBeieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1. | nikap Kupuuenko O.B.

KuiBcbKa KiiHiuHa iKapHs Ha 3a7i3HUYHOMY TpaHcnopTi Ne2 ¢inii «LJeHTp 0XxopoHHU 340pOB’s1»
AKILIIOHEDHOT'0 TOBapMCTBA « YKpalHChKa 3a/1i3HULs», Biili/IeHHs1 IEHHOT0 CTaljioHapy, M. Kuis
2. | A.M.H., ipo¢. Pegis O.1.

Ob6siacHe KOMYyHa/ibHe HEKOMepLIiiiHe MiApueEMCTBO «YepHiBeljbKa 00siacHa K/liHiuHa JiKapHs»,
Migpo3/in ractpoeHTepoJiorii, ByKOBUHCHbKUII [iep)kKaBHUM MeAWYHUM yHiBepcuTeT, Kadezapa
BHYTPIiLLIHbOI MeJULIMHU, M. YepHiBLii

Howmep Ta fara Haka3sy Ne 1849 Big 11.08.2020

MOQO3 11010 3aTBepKeHHs

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «barartonjentpoBe, Bigkpure, Ilomosxene HocmimkenHsa III ®asu pgma OuiHku  loBrorpursasioi
BUTIPOOYBaHHS, KO/, EdektuBHocTi Ta be3meuHocti 3actocyBanHsi Mipikisymaby y IlamieHtiB i3 XBopo6oro KpoHa»,
Bepcid Ta fjaTa I6T-MC-AMAX, 3 IHKOpnopoBaHo10 ronpaskoro (a) Bif 01 mumHa 2021 poky

3asiBHUK, KpaiHa «Eni Jlinai Bocrok CA», LBetinapis

CrnioHcop, KpaiHa Eni Jlinni en Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepasbHOro JUpexTopa
®apManeBTUYHOI'0 AUPeKTopaTy IBan 3A/IBOPHUMX




HonaTok 16

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[IpomoBKeHH TepMiHY TIpOBeJeHHs [AOC/aifpkeHHS B YKpaiHi 0 31 TpaBHsi 2024 poky; OHOB/eHa
Bpoirypa gocnifHuka, Bepcist 12 Big 12 ciuns 2022 p., aHrilcbKor MoBORO; 3MiHa CrioHCOpa Ta afipecu:

BYJIO

CTAJIO

Sun Pharma Global FZE,

Office at #43, Block Y SAIF Zone Sharjah,
122304, United Arab Emirates (O06'egHani
Apabceki EmipaTt)

Sun Pharmaceutical Industries Limited (SPIL)
Sun House, Plot No. 201 B/1

Western Express Highway, Goregaon (E)
Mumbai — 400 063, Maharashtra

India (Inzis)

Howmep Ta fata Haka3sy
MO3 wopo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1960 Big 29.10.2018

Hasga kniniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjarta

«[10BrocTpoKOBe TPO/I0BKeHe AO0CTiPKeHHs Tijiipakisymaly 3 MeTor ZioBeZleHHsI Moro 6e3meuHOCTi rpu
3aCTOCYBaHHI y TAIfi€HTIB i3 TICOpiaTHYHHUM apTpUTOM, SIKi paHille Opasu ydacTb y [OCTi/PKeHHi i3
3aCTOCYBaHHSAM TijiApakizymaby», CLR_18_07, Bepcisi mporokosy 01 3 iHKOPIOpPOBaHOIO IMOMpPaBKowo 1

Big 22 nunHsg 2020 poky

3asiBHUK, KpaiHa

TOB «KniniuHi gocrifkeHHss AMKOH», YKpaiHa

CnoHcop, KpaiHa

Sun Pharma Global FZE, O6’egHani Apabceki Emipatu

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. reHepa/ibHOr0 AMpEeKTOpa

dapMaLeBTUYHOI'0 ANPEKTOPaTy

Isan 3A/IBOPHUX




Honatok 17

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

YkpaidHa, MK-3475-598, Indopwmaiiis Ta AOoKyMeHT TIpo iH(pOpPMOBaHy 3rofy AJis mailieHTa, Bepcis 3.03
Bif 12 cepriHsi 2022 p. yKpaiHCBKOK MOBOK; 3MiHa Ha3BW MiCllb TTPOBEe/IEHHS K/TiHIYHOTO BUMPOOYBAHHSI:

K/IiHIYHUM OHKO/OTiuHui 1eHTp», Il xipypriune
BiffineHHs, [lep)kaBHMM BUIMM HaBYaJIbHUMN
3akna  «IBaHO-®PpaHKiBCchbKUM  HaljioHanbHUM
Me/IMYHUM yHiBepcuTeT», KadeApa OHKOJIOTII,
M. IBaHO-®PpaHKiIBCBK

bBYJIO CTAJIO
I.M.H., npod. KprkaHiBckka A.€. I.M.H., npod. KprkaHiBcbka A.€.
KomyHanbHuit 3aK/Iaz «IIpukapnarcekuii | KomyHasnbHe HeKOMepLliliHe TiJTIPUEMCTBO

«[IpUKapraTcbkKuii  K/IiHIYHMM  OHKOJIOTiUHUM
1eHTp IBaHO-®paHKiBCbKOI 006slacHOT — pagu»,
xipypriute BigaineHHsi Ne2, IBaHO-DpaHKiBCbKUI
HalliOHa/IbHUM MeJUUHMM yHiBepcuTeT, Kadezapa
OHKOJIOT'ii, M. IBaHO-PpaHKIiBCbK

nikap CemereH 0.B.

Ob6nacHe KOMYHaJlbHe HeKoMepLliliHe
TiJIIPUEMCTBO «ByKOBHHCHKMH KJIIHIYHUA
OHKOJIOTIYHUM 11eHTpP», CTPYKTYPHUM MiApo3Ain
JIeHHOT 0 cTaljioHapy, M. YepHiBLi

nikap CemereH 1O.B.

Ob6nacHe KOMYHaJ/lbHe HeKOoMepLliliHe
MiTIPUEMCTBO «ByKOBUHCHKMIA KJIIHIYHUM
OHKOJIOTIYHUM 1|eHTpP», CTPYKTYPHUM Migpo3zin
KJIiHIYHOI OHKOuIOril, M. YepHiBLi

K.M.H. Tpyxin [1.B.

KomyHasnbHa ycraHoBa «OpecbKuii 0061acHUMA
OHKOJIOTIYHUM JUCTIaHCep», CTallioHap JeHHOro
nepeOyBaHHsS JMCIIaHCePHO-TOJIIK/TIIHIYHOT O

BigminenHs, M. Ozgeca

K.M.H. Tpyxin [1.B.

KomyHanbHe HeKOMepLliliHe TiJTIPUEMCTBO
«OpecbKun perioHabHUN KJIIHIYHUA
MPOTUNYX/IMHHUKM  1]eHTp» OpecbKoi  006s1acHOI
pajy, BiagiieHHs ximioreparii, M. Ogeca

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTIiHIUHOTO BUTIPOOYBaHHS

Ne 466 Big 13.03.2018
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Hasga kj1iHiuHOTO «PanziomizoBane moagitine ciine gocmimkenHst 111 ¢a3u, mopiBHsAHHSA KoMOiHarlii membponizymaby Ta

BUTIPOOYBaHHS, KO/, iminimymaby 3 kombiHaljiero memOposisymady Ta rmanebo y paHillle He/liKOBaHWX TIAI[iEHTIB 3

Bepcis Ta fjaTa MeTacTaTUUHUM He/[piOHOKTITHHHUM pakoM JjereHb 4 ctafii 3 PD-L1-MO3UTUBHUMHU TyXJTMHAMH
(TPS >50%)(KEYNOTE-598)», MK-3475-598, 3 inkopriopoBaHow mnompaBkow 06 Big 11 rpyzans
2020 poky

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

CrnioHcop, KpaiHa TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. reHepasibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Honatok 18

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi Bpomypa [docifHuKa, TiepopanbHuii cemarnytuz, npoekT NN9924, niaber 2-ro tumy, BupaHHS 14,
TIOTIPABKU ¢inanbHa Bepcig 1.0 Big 04 numua 2022 poky, anraiiickkoro MoBowo (Investigator's Brochure Oral
Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 14; Final version 1.0; dated 04 July 2022);
Indopmariist anst yuacHvka i popma iHbopmoBaHoi 3roau (ans 6aTekiB), ¢inanpHa Bepcis, 2.0-UA(UK)
Bif 20 numHs 2022 ykpaiHCbKOI0 MOBORO; IHdopMariisi A1 yyacHHMKa Ta (opma 3rofyd Ha yuyacThb (fis
nitel 10 — 13 pokiB), dinansHa Bepcisi, 3.0-UA(UK) Big 20 nunus 2022 yKpaiHCbKOH MOBOIO;
Indopmarisi gns yuacHuka i gopma iHpopmoBaHoi 3roau (A/1s Aitelt Bikom 14 — 17 pokiB), ¢iHanbHa
Bepcis, 2.0-UA(UK) Big 20 numnus 2022 ykpaiHCbKOO MOBO; IH(opwmatiis g1s yyacHuka i ¢opma
iHpopMoBaHOi 3roAu (A1 yUaCHUKIB, SIKUM BUITOBHIOETHCSI 18 Ta Oisbllle POKiB Tif 4ac MpoBeieHHS
JociimpkeHHst), ¢inanpHa Bepcisi, 2.0-UA(UK) Big 20 numnHsa 2022 ykpaiHCbKOK MOBORO; [Hpopmariis i
dopma 3rosiv Ha ydacTh /i1l YOJIOBiKa-IIapTHeEpPA YYaCHUIl B pa3i mepebiry BariTHOCTI 3 BiJXWIeHHSIMU
ab0 Hapo/KeHHsI IUTHUHU 3 TOPYILEHHSIMU CTaHy 370poB’si, diHanbHa Bepcis, 2.0-UA(UK) Big 20 numHs
2022 yKpaiHCbKOK MOBOO

Howmep ta faTa Hakasy Ne 2777 Big 02.12.2020
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «EdexTuBHiCTh Ta Oe3reka MpuiioMy MepopajbHOrO ceMarjayTHAy y TOpiBHSHHI 3 muiarjebo y fiteit Ta
BUTIPOOYBaHHS, KO/, MiTKIB 3 IyKPOBUM [iabeToM 2-ro THIy, sKi JIiKyI0ThCsl MeThOpMiHOM Ta/abo 6a3anbHUM iHCYTIHOM.»,
BepCisi Ta jara NN9924-4437, dinansHa Bepcis 1.0 Big 20 TpaBHs 2020 poky.

3asgBHUK, KpaiHa TOB «HoBo Hopzick YkpaiHa»

CrioHcop, KpaiHa Novo Nordisk A/S (Denmark)

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

B.o. reHepasibHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPaTy IBan 3A/IBOPHUX




Honatok 19

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoitypa gocnigauka PF-06947387 (Aztreonam-Avibactam, ATM-AVI), Bepcisi 3.0 Big nunHs 2022
POKY

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

Ne 1465 Big 08.08.2018

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«[TpocriekTBHe paHZOMi30BaHe OaraToOLeHTPOBE BiJKpUTe TMOPIBHS/IbHE AOCTIIHKeHHS ¢a3u 3, 1o
MPOBOJMTHLCA B Mapasie/lbHUX Ipynax i3 3ac/lilJIeHUM LIeHTpaJIbHUM OL{iHFOBaHHSIM 3 MeTOH BH3HauyeHHS
edekTuBHOCTi, Oe3meyHoCTi Ta TlepeHOCMMOCTI KoMOiHarii a3rpeoHam-aBibaktam (ATM-AVI)
+MmeTpoHizfazon (MTZ) y nopiBHsiHHI 3 MeponieHemtKoicTuH (MER+COL) g niKyBaHHSI CepHO3HUX
iH(eK1ill, 3yMOB/IEHUX IPaMHETaTUBHUMHU OaKTepisiMU, BKIFOUHO 3i CTIMKMUMU /10 6araTOKOMITOHEHTHUX
MKapChbKUX 3aco0iB 30yJHMKAMH, 10 TIPOAYKYIOTh MeTano-0eTa-nakramasy (MBL), a1 siKux BapiaHTH
NiKyBaHHS 00MeXKeHi abo BifcyTHi», C3601002, 3 monpaekoro 2 Bij 18 TpaBHs 2022 poky

3asaBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«®aiizep Iuk.», CIIIA / Pfizer Inc., USA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Honatok 20

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikallis cyTreBoi Bpoiiypa gocnigauka (Palbociclib (PD-0332991)), Bepcis 15 Bia kBiTHS 2022 poKy
TIOTIPABKHU

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

Hasga kiHiuHOrO «®a3a 3, OararolleHTpPOBe paHAOMi30BaHe TIO/BiliHe CJlinle TUIarie00-KOHTPOIBOBAHE IOC/IiPKEHHS

BUIIPOOYBaHHs, KO/, ¢dynBectpanty (Pasznogekc®) 3 uu 6e3 PD-0332991 (manbouuknib) + ros3epesiH y >KiHOK 3 TOPMOH-

BepcCis Ta jara peLientop-no3suTuBHUM, HER2-HeraTMBHUM MeTacTaTUUHUM PakKOM MOJIOYHOI 3a/103H, 3 IPOrpecyBaHHAM
3aXBOPIOBAHHSA MiC/Is TONepegHbol eHAOKPUHHOI Teparii», A5481023, 3 iHKOPIIOPOBAHOK IOIMPAaBKOIO
3 Biz 20 >xoBTHS 2015 POKYy

3asgBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CrnioHcop, KpaiHa @aiizep Ink., CIIIA

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




HopnaTok 21

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpourypa pocnigavka Pembrolizumab (MK-3475), Buganns 22 Bifg 13 TpaBHsa 2022 poky, aHIJiACBKOIO
MOBO}0O; JIncT-po3’sicHeHHs fo cekuint 4.1 ta 1.3 Big 30 TpaBHa 2022 poky go npotokony MK-7902-012 3
iHkoprniopoBaHoto nornpaBkoto 03 Biz 28 TpaBHsi 2021 poky, aHTr/iMiCbKOIO MOBORO; YKpaiHa, MK-7902-
012, TudopmMaiiis Ta JOKyMeHT Mpo iHPpopMOBaHy 3rofy A/s maijieHTa, Bepcis 1.04 Big 17 ceprus 2022
POKY, YKpaiHCbKOI MOBOI0; YKpaiHa, MK-7902-012, Tndbopmatiis Ta JOKyMeHT npo iH(GOpMOBaHy 3roay
Ha HaflaHHS HeoOOB’SI3KOBOTO 3pa3ka MyxXJIMHHOI TKaHWHH, Bepcis 1.02 Big 17 cepmHs 2022 poky,
yKpalHCbKOI0 MOBOIO; 3pa3KM MapKyBaHHS JIOC/i/KyBaHOro Jikapchkoro 3acoby MK-3475: MK-3475
Kit, Bepcis 2.0 Biz 22 Gepe3nst 2022 p., aHTTiHCHKOIO Ta YKpaiHCbKO0 MoBamu; MK-3475 Vial, Bepcis 2.0
Bif 22 Oepe3nss 2022 p., aHT/IMCBKOIO Ta yYKpaiHCHKOK MOBaMH; 3pa30K CIPOL[EHOTO MapKyBaHHS
3apeeCcTPOBAHOrO B YKpaiHi iKapChbKOro 3aco0y, sIKM 3aCTOCOBYEThCS B K/TiHIYUHOMY BUITPoOyBaHHI MK-
7902-012, Bepcist 2.0 Big 17 cepriHs 2022 p. yKpaiHCBKOI MOBO; 3MiHa Ha3BU Ta ajgpecu CrioHcopa:

BYJIO CTAJIO

«Mepk Illaprm enng [oym Kopr.», mgouipre | TOB Mepk LWapn eHn foym (Merck Sharp & Dohme
nigripuemctBo «Mepk enp Ko., Ink.», CIIIA, LLC) .
(Merck Sharp & Dohme Corp., a subsidiary of Appeca: 126 Ictr JliHKonbH aBeHro, 1/c 2000,

Merck & Co., Inc., USA), PaBeir, Heto [Ixepci, 07065, CIIA (126 East
Aspeca: Mepxk [Ipaiie, 1, romToBa ckprrbKa 100, Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. BaiiTxayc-CreiiiuH, wtat Heto-Ixepci, 08889- USA)

0100, CHIA (One Merck Drive, P.O. Box 100,

Whitehouse Station, New Jersey, 08889-0100,

USA)
3MmiHa Ha3eu MIIB Ta BiAmnoBifgansHOro AOCTiHUKA:

BYJIO CTAJIO
a.M.H. Ckopuii [1.1. K.M.H. [Ticelibka M.E.
KomyHaneHe  HekomepLiiiHe  miAnpueMcTBO | KomyHanbHe HeKOMepLliliHe TiAIPUEMCTBO

«O6macHU 1IEHTP OHKOJIOTii», OHKOXipypriuHe | «O6/acHMM IIeHTP OHKOJIOTii», OHKOXipypriuHe
BiIli/IeHHsI TeYiHKKA Ta MiALUUIYHKOBOI 3a/03H, | BiAJi/IeHHd  OpraHiB  4YepeBHOI  MOPOXKHWHY,

M. XapkiB M. XapKiB




2 MPOJOBXKeHHA fojaTKa 21

Howmep ta faTa Hakasy Ne 1143 Big 15.05.2020
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «baraTouieHTpOBe, paHJOMi30BaHe, TOJBiliHe CJliMe, KOHTPO/JbOBAHE 3a JOMOMOIOK aKTUBHOIO
BUTIPOOYBaHHS, KO/, npernaparty KiaiHiuHe mociimkenHss III ¢a3m gyia oniHku Oesrekd Ta eheKTHBHOCTI JIeHBATHUHIOY
Bepcis Ta JjaTa (E7080/MK-7902) 3 mnem6pomizymabom (MK-3475) 'y TmoegHaHHI 3  TpaHCapTepiaTbHOIO

ximioembouizarjiero (TACE) nopiBasiHO 3 mipoBefieHHsM TiibKd TACE y y4YacHUKIB 3 HEBWIIKOBHOIO /
HEeMeTaCTaTUYHOIO Ternarorie/to/sipHoro KapiuHomowo (LEAP-012)», MK-7902-012, 3 iHKOpIIOpOBaHO0O
nioripaBkoro 03 Biz 28 tpaBHs 2021 poky

3asiBHUK, KpaiHa ToBapucTBO 3 06MeXxeHO0 BiznoBifanbHicTI0O « MC/I YKpaiHa»

CrioHcop, KpaiHa «Mepk Ilapn Exg Joym Kopm.», gouipse mianpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamnii

B.o. resepanbHoOro jupeKropa
®apManeBTUYHOI'0 AUPEKTopaTy IBan 3A/IBOPHUAX




HopnaTok 22

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJIeHUI TIPOTOKOJT KiliHiuHOTO BUNpoOyBanHsi MK-3475-866, 3 iHKopriopoBaHoro ronpaBkoio 04 Biz
06 munHs 2022 poky, aHT/ilCbKO MOBOIO; YKpaiHa, MK-3475-866, Bepcis 2.00 Big 11 ceprniusi 2022 p.,
yKpaiHCHKOI0 MOBOMO, iHpopMaLjisi Ta ZOKyMeHT Tpo iHdopMOBaHy 3rofly AJisi TailieHTa; YkpaiHa, MK-
3475-866, Bepcis 02 Big 11 ceprus 2022 p., yKpaiHCbKOIO MOBOIO, iH(OpMaLiiHNN TUCTOK i JOKyMeHT
npo iHdopMoBaHy 3roZly Ha MailOyTHe OiomenuuHe AocmifpkeHHsi; OHOB/eHi 3pa3Kd MapKyBaHHS
mikapceKux 3acobiB: MK-3475 (membposnizyma6); [ucriatun (Cisplatin); I'emuurabin (Gemcitabine):
MK-3475_Kit, Bepcia 2.0 Big 04 nunHa 2022 poKy, aHIVIIMCBKOIO Ta YKpaiHCbKOO MoBamy; MK-
3475_Vial, Bepcisa 2.0 Big 04 nunus 2022 poky, aHIJiNCBKOK Ta yKpaiHCchbKoro moBamu; Cisplatin_Kit,
Bepcig 2.0 Bix 26 numnHs 2022 poKy, aHI/IiMCbKOI Ta yKpaiHcbkoro MoBamu; Cisplatin_Vial,
Bepcis 2.0 Big 26 nunus 2022 poky, aHTIiMcbKOI Ta yKpaiHCbKoro MoBamu; Gemcitabine_Kit, Bepcisi 2.0
Bif 13 numnusi 2022 poky, aHIJiACBKOI0 Ta yKpaiHCchbKoro MoBamu; Gemcitabine_Vial, Bepcis 2.0 Big 13
munHg 2022 poky, aHT/iMCbKOI Ta yKpailHCbKOK MOBaMHu; 3pa30K CIIPOIIEHOr0 MapKyBaHHS
3apeeCcTPOBAHOrO B YKpaiHi iKapChbKOro 3aco0y, sIKM 3aCTOCOBYEThCS B K/TiHIYUHOMY BUITPoOyBaHHI MK-
3475-866, Bepcigs 2.0 Bim 22 cepnHa 2022 poky, YKpalHCBKOIO MOBOH); 3pa30K MapKyBaHHS
JIOC/TiIKyBaHOTO JliKapcbkoro 3acoby MK-3475 (mem6posizymab) /miarniebo A1 JIOKanbHOTO

BUKOPUCTaHHA B JOCIiJHULBKUX LieHTpax, Bepcis 2.0 Bif, 22 cepriHs 2022 poKy, yKpPaiHCHKOMO
MOBOR; 3MiHa BiJIIIOBiJa/IbHOTO JOC/IiJHUKA:
BYJIO CTAJIO
3aB. Biz. Hanbangsu T.A. 3aB. Biz. Kigik A.T.

KomyHanbHe HeKoMeplliliHe mianprueMcTBO | KomyHanbHe HeKoMepIliliHe MiATIPUEMCTBO
«ObsacHUN TIEHTP OHKOJIOTii», OHKOoyposioriuHe | «O6/acCHUM 1I€HTP OHKOJIOTii», OHKOYPOJIOTiuHe
BifTiyieHHs], M. XapKiB BifiijieHHs1, M. XapKiB

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

Ne 1896 Big 27.08.2019




2 MPOJOBXKEHH J0ojaTKa 22

Hasga kj1iHiuHOTO «PaHgomizoBaHe, mnozBiliHe criine gocimkenHs III ¢a3u A7s oOLiHKY TepiorepaijiiHoro 3acTOCyBaHHS
BUTIPOOYBaHHS, KO/, nembpomnizymaby (MK-3475) y komOiHaiii 3 HeoaJ'rOBaHTHOKH XiMiOTeparti€lo TOpiBHSHO 3
BepCisi Ta jara nepionepariiiHAM 3aCTOCYyBaHHsIM I1arie60 y KoMOiHallii 3 Heoa/'FtoBaHTHOI XiMiOTeparli€lo B yUaCHHKIB

3 M'SI30BO-iHBa3MBHUM PAaKOM CEUOBOI0 MiXypa, MpujaTHuX Ajs nikyBaHHs LucruiatiHoM (KEYNOTE-
866)», MK-3475-866, 3 inkopriopoBaHoto nornpaBkoro 03 Bizg 01 ysiunHsa 2021 poky

3asiBHUK, KpalHa ToBapucTBO 3 00MekeHOIO BifnoBiganbHicTI0 « MCJI YKpaiHa»
CrnioHcop, KpaiHa TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)
CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. reHepasibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Honatok 23

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoiypa gocnigauka (Palbociclib (PD-0332991)), Bepcist 15 Bif kBiTHsaA 2022 poky; HomaaTok g0 hopmu
3roJiJ Ha y4dacTb y AociimkeHHi, Bepcisi 4.0 Big 25 numnHsa 2022 poKy, YKpaiHCBKOIO Ta POCIHCBKOMO
MOBaMHU

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, GaraTolleHTpOBe, MOABIMHO ciine gocimkeHHs ¢a3u 3 mpernapaty PD-0332991
(mepopasnpHOTO iHribiTOpa 1UKmiH-3anexHUX KiHa3 (CDK) 4 Ta 6) i3 serpo3osiom y TIOpiBHSHHI 3
KombiHaljiero miatiebo i sieTpo3ony AJisl JiKyBaHHSI )KIHOK y Tiepiofii mocTMeHoray3u, XBOPUX Ha pak
MOJIOUHOI 3a/i034, LI0 € TO3UTUBHUM CTOCOBHO pellenTopiB A0 ectporeHa [ER (+)] i HeraTuBHUM
CTOCOBHO peLenTopiB Ao emnifepmanbHoro ¢akropa pocty 2 tuny [HER? (-)], ski paHiie He oTpuMyBanu
JKOJJHOTO CHCTEMHOTr'0 TIPOTHMPAKOBOTO JIiIKYyBaHHS 3 TMPHUBOJY IpOrpecyBaHHS XBopoOw», A5481008, 3
TOTPAaBKOI0 8 Big 21 TpaBHs 2018 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«®aiizep Iuk.»/ Pfizer Inc., CILIA

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. resHepanbHOro JjUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Hopartox 24

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa KOHTPAKTHOI Ha TOB «KJ/IIHIYHI

BUITPOBYBAHHSA»:

JOCTiAHULIBKOT opraHisauii (3asiBHMKA) B YKpaiHi

BYJIO
TOB «OCT YkpaiHa»

CTAJIO
TOB «KJIIHIYHI BUITPObYBAHHSA»

Howmep Ta fara Haka3sy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjata

«PanzomizoBaHe, moagiliHe ciine gocsimkeHHs ¢as3u 111 3 BUKOpUCTaHHSM ABOX Iialle60 i aKTUBHOTO
TIperapary B IKOCTi KOHTPOJTFO 3 METO BUBUEHHsI e(DeKTUBHOCTI Ta O€3MeYHOCTi 10/IaTKOBOI 8-TH)KHEBOT
Teparii Gygeconizom 9 mr y dopmi Karcyn y mopiBHsHHI 3 OygecoHigom 6 mr y ¢dopmi Karcyn i
OyzecoHizoM-MMX® 9 mr y ¢opmi Tab/eTok y marjieHTiB i3 BUPa3KOBUM KOJTOM, pe)paKTepHUM [0
cTaHJapTHOI Tepariii mecasasuHom», BUX-4/UCA, Bepcis 2.0 Big 02 nurnHg 2019 poky

3asgBHUK, KpaiHa

TOB «KJIIHIYHI BUITPOBYBAHHS», Ykpaina

CnoHcop, KpaiHa

Op. ®anbk ®apma 'M6X, Himeuunna (Dr. Falk Pharma GmbH, Germany)

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepartii

B.o. reHepasibHOro JUpeKTOpa

dapManeBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HonmaTok 25

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBneHa bpoinypa gocmifHuKa [y JOCTIHKYBaHOTO JiKapChKOTO 3aco0y X842, BupaHHsa 3.2 Bif
17 uepBHs 2022 poky; OHoBneHa bpoiiypa gociijHUKa AJ1s1 JOCTIPKYBaHOTO JIiKapcbKoro 3acoby X842,
BUzaHH4 3.3 Bif 11 mmnHsg 2022 poky

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

Ne 833 Big 28.04.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

Panziomi3oBaHe, 3 MIOABIMHOIO iMiTalli€f0 Ta 3 aKTUBHUM KOHTPOJIEM [i/Is MiZ00py [103H, MO/BiliHe cJrire
JIOCJIi/PKEHHS Y TIALli€EHTIB 3 €PO3UBHUM e30(hariToM, CIIpUYMHEeHUM ractpoe3odareajbHO0 pedIrOKCHO
xpopoboto (I'EPX), crynenss C abo D 3a Jloc-AHmkenecbKor Kiacudikaili€ro, a Tako)K y TAIiEHTIB 3
NIpUHAWMHI YaCTKOBUMH CUMITTOMaMH €pPO3UBHOTO e30darity, cripuunHeroro I'EPX, aye 6e3 3aroeHHs 3a
pe3yJIbTaTOM eHJOCKOITIYHOr0 JOC/IipKeHHs MiC/as OTPUMAaHHS HUMHU 8-TH)KHEeBOI'O KypCy 3arorBajbHOL
cTaHzapTHOI Teparii iHribiTopom mnporoHHoi momru (ITIIT), 3aans BUBUeHHs Oe3meuyHOCTI Ta
TIepeHOCHUMOCTI JIIKyBaHHS, IIBUIKOCTI 3arOrOBaHHs epo3ili mic/is 3acTocyBaHHs X842 abo yaHcorpas3ony
MPOTAroM 4 TWKHIB, a TaKOK XapakTepy 3MiH CUMIITOMIB TPOTATOM HACTYIMHOrO 4-TH)KHEBOTO Mepiofy
JIiKyBaHH4 yiaHconpasosioMm, CX842A2201, sepcis 3.0 3 nonpaskoro 2.0 Big 25 iarotoro 2022 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«Cinknyc ®@apma ATl'», IlIBetitapis/ Cinclus Pharma AG, IlIBetijapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HopnaTtok 26

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa Bi/IITOBiIa/TbHOTO TOC/TiTHMKA Y MiCIli TTPOBeIeHHs K/TiHIUHOTO BUIIPOOYBaHHSI:

BYJIO

CTAJIO

I.M.H., npod. fAumnHa 1.O.

HepxaBHa ycraHoBa «HaljioHa/lbHUM iHCTUTYT
¢drusiatpii i myaemoHonorii im. @.I'. SIHOBCbKOTO
HauionanbHol  akajemii  MeJWUYHHMX  HAyK
YKpainu», BifJiJieHHSI [iarHOCTUKH, Tepamii Ta
KJIiHiuHOi (hapMakoJiorii 3axBOpIOBaHb JieTeHb, M.
Kuis

K.M.H. Mockanenko C.M.

HepxaBHa ycraHoBa «HaljioHa/lbHUM iIHCTUTYT
¢rusiarpii i myaemonosnorii im. ®@.I'. fIHOBChKOrO
HarionanbHoi  akajemii  MeJWUHMX  HAyK
YKpainu», BiffileHHs1 [iarHOCTUKW, Tepamii Ta
KJIiHiUHOi (papMakoJiorii 3aXBOpIOBaHb JieTeHb, M.
Kuis

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

Ne 833 Biz 28.04.2021

«52-TwKHeBe, paHZOMi30BaHe, TO/BiliHe Cilire, 3 MOABIMHMM MacKyBaHHSIM, 3 KOHTpOJIeM Iiariebo Ta
aKTUBHUM KOHTposieM pochifjkeHHs (Podayminact, Hanipecn® 500 MKr), 1[0 NPOBOAUTLCS B
rapasieJlbHUX Tpyrax 3 MeTOH OL[iHKK eeKTUBHOCTI Ta OGe3meuHocTi ABox 03 mpernapaty CHF6001 y
(dhopMi cyxoro MoOpoLIKy AJs iHrassLii, 0 10AaThCs [0 MiATPUMYOUOi MOTPiliHOT Teparii y maljieHTiB
i3 XpOHIUHUM OOCTPYKTMBHMM 3axBOpioBaHHSAM JjereHb (XO3JI) Ta xpoHiuHuMm OponxiTom», CLI-
06001AA1-05, Bepcis 4.0 Big 18 6epe3nst 2022 poky

ToBapucTBO 3 00MeKeHO0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT JEBEJIOTIMEHT YKPAIHA»

«K’e3i @apmarienrtiui C.1m.A.» [Chiesi Farmaceutici S.p.A.], Itanis

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

3asgBHUK, KpaiHa

CnoHcop, KpaiHa

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. resepanbHoOro jupeKropa

®apManeBTUYHOI'0 AUPEKTopaTy Isan 3A/IBOPHUMX




Hopatok 27

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa MicClisg TPOBe/IeHHs K/TiHIYHOTO BUMPOOYBAHHS Ta BiJINIOBiJa/IbHOTO ZIOC/TiTHUKA:

BYJIO CTAJIO
36upak .M. K.M.H. [letpuna B.O.
Ob6sacHa kniHiuHa JliKapHs, BifaiseHHs xipyprii, | KomyHanbHe HeKoMepIliliHe MiATIPUEMCTBO
M. IBaHO-DpaHKiBCBK «Ob6nacHa kmiHiyHa JikapHs [BaHO-PpaHKiBCHKOI
obmacHoi pazu», racTpOeHTepOJIOriuHe
BigmineHHs, M. IBaHo-®paHKIiBCbK

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

Ne 1275 Big 06.07.2018

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«baraTolieHTpOBe paHOMi30BaHe, TOABIMHO Crire, maleb0-KOHTPo/IboBaHe mociimpkenHs 111 ¢as3u 3
MeTOO OL[iHKWA 03aHIMOAYy [i/1s1 MPUKOMY MepopasibHO MPU TIPOBeeHHI iHAYKLiMHOI Tepariii maijieHTam i3
cepeHBOTSHKKUM a00 TSDKKUM Tiepebirom xBopobu KpoHa B akTHBHiM dopMmi (mocmimkeHHsT No2 3 OLiHKH
iHaykuinHoi Tepanii)», RPC01-3202, pepakuis 6.0 Big 14 yepsHs 2021 p.

3asiBHUK, KpalHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTIO «ITI EC AW-YKPATHA»

CnoHcop, KpaiHa

«Cenmxen IntepHernn I Capn» (Celgene International II Sarl), IlIBeiitiapis

CynyTHi
Marepianu/rpernaparu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 JUPEKTOpa

dapmaineBTHUHOr0 APeKTOoparTy

Isan 3A/IBOPHUX




HonaTok 28

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporirypa fociiHUKa AOCTipKyBaHOTO Jlikapcbkoro 3aco0y Orwrepsimab (Ociperlimab) (BGB-A1217),
penakuis 3.0 Big 19 nucronaga 2021 poky aHI/IiMCbKOIO MOBORO; Bporypa gocaigHuKa JOC/ipKyBaHOTO
nikapceKoro 3acoby Tucnenizyma6b (Tislelizumab) (BGB A317), pegakiiist 9.0 Big 20 »xoBTHS 2021 poKy
aHTJIiIMCbKOK MOBOMO; IH(opMalliiHui MUMCTOK MaijieHTa Ta ¢opMa iHdbopmoBaHOi 3roau, s YKpaiHu,
Bepcisi 3.0 Bim 09 uepBHsi 2022 poKy yKpaiHCHKOIO Ta POCiHiCbKOIO MoBaMu; [HMopMmalliiHuii JUCTOK
naifieHTa ta ¢popmMa iHpOpMOBaHOI 3roJy Ha TIPOBeIeHHS He0OOB’I3KOBUX Oioricil, A1 YKpaiHu, Bepcis
2.0 Big 09 uepBHs 2022 poKy YKpaiHCHKOIO Ta POCiiCbKOI0 MoBamu; IH(opMalliiiHUii IMCTOK TaljieHTa Ta
dopMa iHdbopmoBaHOi 3roZ Ha HeOOOB’sI3KOBe B3ATTS 3pa3KiB KpoBi, s YKpainu, Bepcis 2.0 Bix
09 yepBHs 2022 poKy yKpalHCBKOIO Ta pocilicbKoro MoBamu; [Hopmariifinuii MCTOK narjieHTa Ta ¢opma
iHopMoBaHOI 3rofu Ha MPOJOBXKEHHS JIiKyBaHHSl MPH MPOrpecyBaHHI 3aXBOPIOBaHHS, /s YKpaiHW,
Bepcis 2.0 Big 09 yepBHs 2022 poKy yKpaiHCHKOIO Ta POCiticbKOl0 MoBaMu; JlofaTkoBuid iHhopMarljiiiHuii
JTMCTOK TarjieHTa Ta Gopma iHpopMoBaHOI 3roau Ha 36epiraHHsl i BUKOPUCTAHHS 0i0/IOTiUHUX 3pa3KiB B
MalOyTHIX AOCHi/PKeHHSX, A1 YKpainu, Bepcisi 1.0 Bim 09 uepBHsi 2022 pPOKy YKpaiHCBHKOIO Ta
pociiicbKkoro MoBaMH; [ofaTok /10 iHhopMalliliHOro JIMCTKa MallieHTa Ta ¢opMu iHGOpPMOBaHOI 3roiv Ha
BUIAJIOK Herepe0auyBaHUX CUTYyallid, A5 YKkpainu, Bepcis 1.0 Big 15 uepBHst 2022 poKy yKpaiHCBKOIO
Ta POCICbKOI MOBaMU

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

Ne 1265 Big 23.06.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«docmimkenHsi ¢a3su 2 3 BuBYeHHS edekTuBHOCTI Ta Oesmeunocti Twucnenizymaby (BGB-A317),
MOHOK/IOHa/IbHOrO aHtuTiia g0 PD-1, y moegHanHi 3 npernapatom BGB-A1217, MOHOK/IOHa/JIbHUM
a"tutiziom 10 TIGIT, abo 6e3 HbOTO B MAIL[iEHTOK 3 PELUAUBYIOUMM ab0 MeTaCTaTUYHUM PAKOM IIUHKU
MaTKH, sKi paHillle OTPMMYyBa/IY JIIKyBaHHs 3 IIPUBOAY [AHOr0 3axBoproBaHHs», BGB-A317-A1217-202,
Bepcis 0.0 Big 04 Bepecust 2020 poky

3asaBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJIA/IBHICTIO «®APMACBIOTIKATT PICEPYU
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)
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CnoHcop, KpaiHa BeiGene, Ltd. c/o BeiGene USA, Inc., CIITA

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. reHepa/ibHOT0 JHpeKTOpa
dapMaleBTUYHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Honatok 29

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporypa gocnigauka, PD-332991 (Palbociclib), Bepcist 15.0 Big kBiTHsSI 2022 poKy, aHI/IifCbKOI MOBOIO;
A5481173_Iundopmauis ana maiieHta Ta ¢gopma iHdopmoBaHoI 3roau, YkKpaiHa, Bepcis 2.1.0 Big 26
murHst 2022 p. Ha OCHOBI Bepcii Ha piBHI gocmigkeHHs Bif 01 aumnHsa 2022 p., aHI/IiMCBKO0, YKPaiHCHKOIO
Ta POCICbKOI MOBaMU

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

Ne 531 Big 26.03.2022

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

I[TPOTOKOJI TITIPOAOBXEHHSA JIIKYBAHHA YUYACHUKIB KJ/IIHIYHUX JOCI/IIIKEHD
TTAJIBOLIUKJ/IIBY, CIIOHCOPOM AKMX € KOMIIAHIA «[I®AM3EP», A5481173, ocTaTouHumii
rnporokoJ, 17 nucronazga 2021 p.

3asiBHUK, KpaiHa

[Naiizep Iuk., CIITA

CnoHcop, KpaiHa

[Naiizep Iuk., CIIA

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. reHepa/sIbHOr0 JUPEKTOpPa

dapMaLeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




Honatok 30

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoiitypa pocnigHvka, BUfgaHHsa 7 Bifg 22 kBiTHa 2022 poky, aHIJIiACHKOIO MOBOO; [H(opMmariitiHmii
muctok i ¢gopma 3roau, Bepcigs V5.0UKR(uk)1.0 Bim 22 cepmusi 2022 poky, mepeksaj yKpaiHCbKOHO

MOBOIO Bi[ 24 ceprias 2022 poky; Indopmariiinuii muctok i gopma 3rogu, Bepcis
V5.0UKR(ru)1.0 Big 22 ceprius 2022 poky, mepek/aj, poCiiiCbKO0 MOBOMO Bif 24 cepriHsi 2022
POKY

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

Ne 2243 Big 05.10.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«docnimpkenns: ¢a3u 2 3acrocyBanHsi npernapaty INCB086550 (inribitopa PD-L1 asis nepopaabHOTO
MIpUKOMY) B YUYaCHUKIB JOC/Ii/PKEHHS i3 BUOpaHVUMU COJTiTHUMH TyX/IMHAMM, 1[0 PaHillle He OTPUMYBaIA
MiKyBaHHs iHribiTOpaMy iMyHHHUX KOHTPOJILHUX TOuok», INCB 86550-203, Bepcist 2 3 iHKOPIIOPOBAHOO
noripaBkoro 1 Biz 08 6epe3nst 2021 poky

3asaBHUK, KpaiHa

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

CnoHcop, KpaiHa

Incyte Corporation, United States

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Hopnatok 31

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/IeHHH TIPOTOKOJT KiHiuHOTO BUNpobOyBanHs MK-7684A-004, 3 iHKOpriopoBaHOIO TorpaBKoto 04 Bif
05 cepriHsi 2022 poKy, aHIJIiWCBKOIO MOBOW; YKpaiHa, MK-7684A-004, Indbopmarjilinuii 1UCTOK i
JIOKYMEHT TIpo iH(hOpMOBaHy 3ro/ly Ha MaiOyTHe GiomeguuHe qociimkeHHs, Bepcisi 02 Bix 23 ceprHs
2022 p., yKpaiHCbKOI MOBOO

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

Ne 1722 Big 11.08.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«Bigkpure pocnmimkennast da3u 2 ans oniHkM Oe3neku Ta edekrtuBHOCTi MK-7684A (kombiHaris MK-
7684 [BibocTonimMab] 3 MK-3475 [membOposizymab]) y yuacHUKIB 3 peLiuiuBytOurMy abo pedpakTepHUMHU
reMaTOJIOTIUHUMU 3J/I0SIKICHUMU HOBOYTBOpeHHsIMU», MK-7684A-004, 3 iHKOpPIIOPOBAaHOK MOIPABKOIO
03 Big 18 mororo 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HopnaTok 32

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBneHi po3zai  Jlocke [OCTiZPKYBAaHOTO JiKapchbKoro 3acody Mosunetuzumab (RO7030816),
CTEepPWILHUM PO3uuH A5 iH eKkiiil, 5 mr/0.5mn, 45 mr/mna; P.3.1 -RIM-REGQUAL-118944 v1.0, P.8.1 -
RIM-REGQUAL-091787 v2.0, P.8.3 - RIM-REGQUAL-093938 v2.0, S.7.1 - RIM-REGQUAL-109504
v2.0, S.7.3 - RIM-REGQUAL-110409 v2.0; OHoBreHi po3ginu Jocke Po3urHHMKa 7151 MocyHeTy3ymaly
(RO5541267), crepunbHuii po3umH, 35 wmii: P.3.1 -RIM-REGQUAL-118942 v1.0, P.5.1 -RIM-
REGQUAL-118345 v1.0, P.5.2 -RIM-REGQUAL-118358 v1.0 , P.5.4 -RIM-REGQUAL-118359 v2.0,
P.5.6 -RIM-REGQUAL-118360 v1.0, P.8.1 - RIM REQUAL- 118361 v1.0, P.8.3 - RIM REQUAL-
118362 v1.0; Ononenwii poszin Jocke Tormnizymaby (RO4877533), KOHLIEHTpPAT [/1s1 TIPUTOTYBAHHS
PO3uMHYy AJisl BHYTpilIHbOBeHHUX iH(y3iit 200 mr/ 10 mu (20mn) P.3.1 - RIM-REGQUAL — 077450 v3.0,
AHTTICHKOI0 MOBOO; 3MiHa Ha3BU BUPOOHMYOI AiisiHKY BUpoOHUKa Ha "DHL Supply Chain Operations
GmbH", HimeuunHa ayis Mosunetuzumab (RO7030816), cTtepunbHUI po3uuH Ajis iH €KIjifi, 5 mr/0.5m,
45 wmr/mn, Po3umHHMKa [ MocyHety3ymaby (RO5541267), crepwibHuii po3unmH, 35 M/ Ta
Touunizymaby (RO4877533), KOHL|eHTpaT JJisi IPUrOTYBaHHS PO3UMHY /ISl BHYTPIIIHbOBEHHUX iH(Y3ilt
200 mr/ 10 ma (20m):

BYJIO CTAJIO
DHL Solutions Fashion GmbH Address: In der Au | DHL Supply Chain Operations GmbH Address: In
9, 61197 Florstadt, Himeuunna der Au 9, 61197 Florstadt, Hessen, Himeuunna

[TogoB)XeHHsT TepMiHY TPHUJATHOCTI AOCTipKyBaHOTO Tmperapaty MocyHeTy3ymab (Mosunetuzumab),
po3urH A8 iH ekuiid, 5 mr/ 0,5 mut i 45 mr/ m, o 30 micsiiB Ta Po3unHHMKa Ayis MocyHeTy3yma0y
(RO5541267), crepunbHui po3unH, 35 ma Ao 36 wicauiB; bpomypa pgocnignuka RO7030816
(Mosunetuzumab, BTCT4465A), Bepcis 8, Biz kBiTHs 2022 poKy, aHI/TiMCbKO0 MOBOIO; [HhopMmaliist asis
naijienTa Ta ®opma iHdopmoBaHoi 3roau, AJjis YKpaiHM, OCHOBHA 3rojia, Bepcis 2.0 Bixg 27 numnHs
2022 poky Ha ocHoBi Matictep IT1 Ta @13 s gocnimkenns GA43191, Bepcis 3 Big 23 uepBHs 2022 poky,
aHTTINCHKOI0 Ta YKpAiHCHbKOK MoBaMmu; JIucT-po3’sicHeHHst 1o [Ipotokosy Bim 04 Gepesns 2022 p.,
aHIJIiMCbKOK0 MOBOIO; JIucTu-po3’scHeHHs1 Ao [Ipotokosy Big O7rpyans 2021, aHrIiMcbKOK MOBOIO;
JIuctu-po3’sscHenns g0 I1porokony Bix 03uepBHs2022 p., aHI/IiMCBKO MOBOR; JIMCT-1aM’ATKa A/ist
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npocnigkenHss GA43191Big 03uepBHsa2022 p., aHITIMCBKOO MOBORO; JIMCT-TaM’AiTKa CTOCOBHO 3aCi/laHHS
BHyTpimHboi KoMicii 3 MoHiTopuHry (IMC (Internal Monitoring Committee)), Big 15 6epesnst 2022 p.,
aHIJIIMCBKOK MOBOM; JIMCT-aM’siTka CTOCOBHO 3acifjiaHHsl BHyTpimHboi KoMicii 3 MoHiTopuHry (IMC
(Internal Monitoring Committee)), Big 27 uepBHsi 2022 p., aHI/iHiCEKOK MOBOO; 3MiHa MiCLisl TTPOBeJeHHSI
K/TiHIYHOTO BUTIPOOYBaHHS:
BYJIO CTAJIO
K.M.H. KoBanenko C.O. K.M.H. KoBanenko C.O.
MeauuHuil 1[eHTP TOBapuCTBa 3 O00OMe)xeHOwO | MeAuuHuii 1IeHTP TOBapuUCTBa 3 0OOMeXeHOIo
Bi/ITIOBiJa/TbHICTIO «I"apmoHis Kpacu», | BiATIOBiAABHICTIO «ApeHcis Excruioparopi
BifiiieHHs1 K/IiHIYHMX BUTIPOOYyBaHb, M. KuiB Megicin», BifJia KJIIHIYHUX J0CTipKeHb, M. KuiB
Howmep Ta fara Haka3zy Ne 2672 Big 01.12.2021
MO3 u10/0 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS
Ha3sga kiiHiuHOTO «®A3A IB, BATATOLEHTPOBE, BIAKPUTE OOCJIIIDKEHHA 3 ECKAJTALIEO 103U 3 METOIO
BUTIPOOYBaHHS, KO/, OLIHKU BE3ITEYHOCTI, TEPEHOCUMOCTI, ®PAPMAKOKIHETUKN I ®APMAKOANHAMIKI
Bepcid Ta jjaTa [MIAMIKIPHOI'O BBEAEHHA MOCYHETY3YMABY B VYUYACHHUKIB 3 CHUCTEMHUM
YEPBOHVM BOBYAKOM», GA43191, Bepcis 2 Big 12 cepnns 2021
3asgBHUK, KpaiHa TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», YKpaina
CrnoHcop, KpaiHa F. Hoffmann-La Roche Ltd, Switzerland / ®. Xodbdmanu—JIs Pour Jita, [IBetinapis
CynyTHi —
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. resepanbsHOro jupeKropa
dapMaleBTUYHOI0 JUPEeKTOopaTy Isan 3A/IBOPHUX




Honatok 33

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikallis cyTreBoi 3MiHa Ha3BM MiClis TIPOBe/IeHHs KJIiHIYHOTO BUTIPOOYBAHHS:
TOTMPaBKU BYJIO CTAJIO
I.M.H., ipod. BoHaapenko .M. I.M.H., ipod. Boxgapenko .M.

KomyHanbHe HeKoMepIliliHe nignpuemctso | KomyHanbHe HeKoMepIliliHe MiATIPUEMCTBO
«Micbka kniHiuHa sikapHsg Ned» [IHINpoBCbKOI | «Micbka KiiHiuHa sikapHsd Ned» JIHITIPOBCHKOI
MiCbKOI pajiy, MiCbKHUM XiMioTeparneBTUUHMM | MiCbKOI pajy, XiMioTepameBTHUHe BifijieHHS 3
LIeHTp, M. [JHinpo JIeHHUM CTallioHapoM, [IHITIpPOBCBKUM JeprKaBHUM
MeJUUHKIN yHiBepcuTeT, Kadepa OHKOOrii Ta
MeJMYHOI pafiosorii, M. JIHITpo

Howmep Ta nata Haka3zy Ne 3059 Big 29.12.2020

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Ha3Ba kiiHiuHOr 0O «PaHgomizoBaHe KiiHiuHe gociimpkenHs ®a3m 3 kombiHoBaHOI Teparii AMiBaHTaMaboMm Ta JlasepTiHiOoM

BUIPOOYBaHHs, KO/, y mopiBHsiHHI 3 OcuMepTHHIOOM Ta y MopiBHsHHI 3 Jla3epTiHiOOM $IK TepIOi JIiHii Tepartii y marfieHTiB 3

BepCid Ta JjaTta MiCIIeBO-TIOIIMPeHUM ab0 MeTacTaTUYHUM He[piOHOK/IITHHHMM DAaKOM JieTeHb 3 MYTAIli€l0 perienTopinB
emigepmanbHoro dakrtopa pocty (EGFR-myrartiiero)», 73841937NSC3003, 3 IlompaBkowo 2 Bif
23.09.2021p.

3asgBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. resepanbHoOro jupeKropa
®apManeBTUYHOI'0 AUPEKTopaTy Isan 3A/IBOPHUMX




Honatok 34

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Ykpaina, MK-3475-905, Bepcis 3.01 Big 05 ceprHsi 2022 p., yKpaiHCBKOIO MOBOMO, iHopMallis Ta
JOKyMeHT TIpo iH(dopMoBaHy 3rofy AJisi maiieHTa; OHOB/eHi 3pa3Ku MapKyBaHHS JIiKapCbKUX 3aco0iB:
MK-3475 (nembpomnizymab); Endoptymad Begotun (Enfortumab Vedotin): MK-3475_Kit, Bepcis 2.0 Biz
25 ceprnHs 2022 poKy, aHIJiMCBKOIO Ta yKpaiHCbKOO MoBamu; MK-3475_Vial, Bepcis 2.0 Big 05 ceprHs
2022 poKy, aHTJilcbKOI0 Ta yKpaiHcbkoro moBamu; Enfortumab Vedotin_Kit, Bepcis 2.0 Big 03 ceprius
2022 poKy, aHTJIiMCbKOI0 Ta yKpaiHChKor MoBamu; Enfortumab Vedotin_Vial, Bepcis 2.0 Big 03 cepriHst
2022 poKy, aHTJIIMCBbKOI0 Ta YKPAaiHCHKOIO MOBaMU; 3pa30K CIPOIeHOr0 MapKyBaHHS 3apeeCTPOBAHOrO B
YKpaiHi fiKapcbKoro 3aco0y, sIKMid 3aCTOCOBYEThCS B KiliHiuHOMY BurpoOyBaHHi MK-3475-905, Bepcist
2.0 Big 25 cepniHg 2022 poKy, YKpaiHCbKOK MOBOIO; 3MiHa Bi/INIOBia/IbHOIO JOC/IIIHUKA:

«O0nacHWiA TIEHTP OHKOJIOTii», OHKOYpOJIOTiuHe
Bif1iyieHHs], M. XapKiB

BYJIO CTAJIO
3aB. Bij. Hanbanasu T.A. nikap Kigik S.T.
KomyHanbHe HeKoMepIliliHe mianprueMcTBo | KomyHanbHe HeKoMepIliliHe MiATIPUEMCTBO

«O06nacHuii TIeHTP OHKOJIOTii», OHKOYPOJIOTiuHe
BijisieHHs1, M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
KJTiHIYHOTO BUITPOOYBaHHS

Ne 2006 Big 02.10.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

«PangomizoBade mocmimkends III ¢asu i OLHKM I[UCTeKTOMii B KOMOiHaIlil 3 TiepiorepariiiHumM
3aCTOCYBaHHSIM TeMOpo/TisymMady Ta [jis OI[iHKM I[UCTeKTOMii B KoOMOiHalii 3 TepionepariiHum
3aCTOCyBaHHSIM eH(pOpTyMaby BeJOTHHY Ta meMOposizymaOy TOpiBHSIHO 3 TIPOBeJEHHSIM TiJTbKU
LIACTEeKTOMII [/l YY4aCHUKIB 3 M’130BO-IHBa3MBHUM pPakOM CEYOBOI'O MiXypa, SKUM He MO)KHa IPOBOAUTU
NiKyBaHHS I[UCTUIATUHOM a0o0 siKi BigMoBummcs Bif mikyBaHHs 1ucruiatiHoM (KEYNOTE-905/EV-303)»,
MK-3475-905, 3 iHkopriopoBaHo0 mornpaBkoro 06 Big 04 kBiTHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXXeHOI0 BifnoBifampHicTIO « MCJ/] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMpPEeKTOpa

dapMaLieBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




Honatok 35

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnHoBJleHU# TIPOTOKOJ KiiHiuHOTO AocmimpkeHHs OBI-822-011, ocraTouHa pegakiiisg 7.1 Big 07 OGepe3Hs
2022 p.; CuHOMICKC OHOBJIEHOTO MPOTOKOJIy KiiHiuHOro AgociimkenHss OBI-822-011, octatouHa pepakiis
7.1 Big 07 6epe3nst 2022 p., 0CTaTOUHUI TlepeKiaj, 3 aHI/TiMCHKOT MOBU Ha YKpPaiHCbKY MOBY Bif 12 nuriHs
2022 p.; Indopmariiiinuii MMCTOK [/1s TaijieHTa i popma iHpopmMoBaHOI 3roid, OCTaTOUHA pejaKLiis AJis
Yxpaiau 6.0 Big 05 numus 2022 p., oCTaTOYHUM TMepeK/aj 3 aHIJiiChbKOI MOBU Ha YKPaiHCbKY MOBY Bif
05 ceprius 2022 p., ocTaTOYHUM MepeK/aj 3 aHIJIiMCbKOI MOBU Ha POCIHChbKY MOBY Bif 05 ceprniHs 2022 p.;
3MiHa Ha3BM MiCIis TTPOBe/IeHHS KTiHIYHOr0 BUMPOOYBAHHSI Ta BiZIMOBiJa/IbHOTO OC/TiTHHKA:
BYJIO CTAJIO

3aB. LjeHTpoM byxTees /1.C. 3aB. Bifl. Otuenamn H.M.

KomyHanbHe HeKoMeplliliHe nignpuemMctBo | KomyHanbHe HeKoMeplliliHe MiATPUEMCTBO
«O0nacHU LIEHTP OHKOJIOTii», OHKOXipypriuHe | «O6/laCHUI 1[EHTP OHKOJIOTii», 00/acHU LIEHTP
BififlileHHss M’SIKMX TKaHUH Ta TPYAHOI 3a/1034, | MamoJIorii, M. XapkKiB

M. XapKiB

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

Ne 415 Big 18.02.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure panaomizoBane gocimkenns 11 da3u 3 oifiHku afarnokcany cimoseniny (OBI-822)/0OBI-821
(BakumHu Ha ocHoBi aHTuMreHy Globo H) mpu mpoBefeHHi a/i'toBaHTHOI Teparii maljieHTaMm i3 Tpuui
HeraTMBHUM pakOM MOJIOYHOI 3a703M Ha paHHil cTafii, y sfkux BifgMiuaetbcsi ekcripecis Globo H i e
BUCOKWIM PHU3MK PO3BUTKY pelUuBY (KoZoBe mo3HaueHHs1 fgociimkeHHs: GLORIA)», OBI-822-011,
octaToyHa pepakuis 6.0 Big 17 yepBus 2020 p.

3asiBHUK, KpalHa

TOBAPMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTTO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

OBI Pharma, Inc., TaiiBanb, KuTaiicbka Pecry6stika

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. reHepasibHOro fMpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Hopatok 36

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenHsi bporypu gociifHMKa [JOCTiiKyBaHOro JiiKapcbkoro 3aco0y Mipikizymab (LY3074828),
Bepcis Bif 12 uepBHs 2022 poKy aHIVIIKCHKOI0 MOBOKO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Big 11.08.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baratouentpoBe, Bigkpure, Ilomoexene HocmimkenHs III ®asu pgna Ouivku  loBrorpuBasioi
EdexktuBHOCTI Ta BesneuHocti 3actocyBaHHsi Mipikizymaby y IlamienTie i3 XBopoboto KpoHa»,
I6T-MC-AMAX, 3 iHKOopriopoBaHo1o roripaBkoto (a) Big 01 sumnus 2021 poky

3asgBHUK, KpaiHa

«Eni JTinni Boctok CA», I1IBelapis

CrioHcop, KpaiHa

Eni Jlinni eng Komnani, CIIA / Eli Lilly and Company, USA

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii

B.o. reHepasibHOro JupeKTopa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honatok 37

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporiypa gociifHyKa A8 AOCTIpKyBaHOTO Jiikapcbkoro 3acoby BAF312 Cinonimoa, BugaHas 20, Bif
19 xBitHg 2022 poky; Bpoiypa fgociigHuka A7s [JOCiAKyBaHOro jikapchkoro 3acoby FTY720D
@inronimoz, BumanHs 25, Big 11 kBitHA 2022 poky; IHdopmariitinuii suctok i ¢opma 3rogu ans
yUaCHUKIB, SIKUM BUIOBHIO€TbC 18 pokiB mig yac mocnimkenHs, Bepcis V00.03UKR(uk) 1.0 Big 11
munHa 2022 poky, mnepeknag BUKOHaHO 05 ceprHs 2022 poky (ykpaiHcbkoro MoBOw), (Main ICF
V00.03UKR(uk) 1.0 (11Jul2022); "IndopMalMOHHBIM AUCTOK W (opma corjacusi [ijisi y4aCTHUKOB,
KOTOPBIM MCITO/THSIeTCS 18 net Bo Bpems uccienoBanus”, Bepcig V00.03UKR(ru) 1.0 Big 11
munHg 2022 poky, nepeknas BukoHaHo 05 cepriHsi 2022 poky (pocilickkoro MoBorw), (Main ICF
V00.03UKR(ru) 1.0 (11Jul2022); Iudopmarifinuii auctok i ¢dopma 3rogu anas OaTbKiB, Bepcis
V00.03UKR(uk) 1.0 Big 11 nunns 2022 poky, nepeknaj BukoHaHo 05 ceprmHsi 2022 poky (yKpaiHCBKOHO
MoBoto), (Parental ICF V00.03UKR(uk) 1.0 (11Jul2022); " NHbopmalioHHbIH TUCTOK U (hopMa COT/Iachs
st poputeneit”, Bepcisi V00.03UKR(ru) 1.0 Big 11 nunns 2022 poky, nepeknaj BUKoHaHO 05 ceprmHs
2022 poky (pociticekoro MoBoro), (Parental ICF V00.03UKR(ru) 1.0 (11Jul2022); IMorpaBka g0 [Jdocke
JOCTiHKyBaHoro Jlikapcbkoro 3acoby BAF312, 0.1 mr, 0.25 wmr, 0.5 mr, 1 mr, 2 mr, TabJieTky,
BKPHTI IJTIBKOBOIO 000/10HKO10, 6002850_SM_IP_AMEN_3_967, Bix 25 tpaBHs 2022 poky;
OHoBneHi cekijii Jlocke mocsmipKyBaHoOro Jiikapcbkoro 3aco0y BAF312, 0.1 wmr, TabsieTku, BKpUTI
M1iBKOBOIO 000/10HKOIO: 2.1.P.8 «CrabinpHicTh», 6002850_SM_I_P8_975, Bepcis 4.0 Bix 25 TpaBHs 2022
poky; ITomnpaBka g0 Jlocke mocmimpKyBaHoro mikapcekoro 3acoby BAF312, 0.1 mr, 0.25 mr, 0.5 mr, 1 mr, 2
Mr, TabseTKH, BKPUTI TU1iBKOBOIO 0060s10HKO0, 6002850_SM_I_AMEN_4_967, Bif 02 yepBH#
2022 poky; OHoBneHi cekwii [Jocke gocmimpkyBaHoro jikapcekoro 3acoby BAF312, 0.1 mr, TabmeTky,
BKpUTi TUIiBKOBOIO 060moHKom0: 2.1.P.3 «Bupobuuiro», 6002850_SM_I_P3_975, Bepcis 2.0 Big 01
yepBHs 2022 poky; OHoBiieHi cekiiii Jlocke AocmipKyBaHOro yikapcbkoro 3acoby BAF312, 0.25 wmr, 0.5
mr, 1 wmr, 2 wMr, Tab/ieTKu, BKpUTIi TUIIBKOBOIO 000m0HKOW: 2.1.P.3  «BHpOOHULITBOY,
6002636_SM_I_RDO01_P3_975, Bepcis 2.0 Bi;m 01 wuepBHs 2022 poky; /[ojaHHS BHUPOOHUKIB
JIOC/TiIKyBaHOTo JliKkapcbkoro 3acoby BAF312, 0.1 mr, 0.25 mr, 0.5 mr, 1 mr, 2 mr, TabeTKu, BKPUTI
TTIBKOBOIO 000ji0HKOI0, a came: Confarma France SAS, (CONFARMA FRANCE HOMBOURG),
@panuiis; Fisher Clinical Services GmbH, Himeuunna; [To/joB)keHHsI TepMiHY MPU/JaTHOCTI
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JOCITi/KYBaHOTO Jlikapchkoro 3aco0y BAF312 CinoHimog, Tab/meTku, BKPUTI TUTIBKOBOIO 000J/IOHKOO,
0.1 mr, 1o 30 MicsIiB; 3MiHa MiCIisl TPOBeIeHHsI K/TiHIYHOT0 BUITPOOOBYBAHHS:

«Micbka guTAYa  KiiHIYHA ~ JstikapHS  NeG»
[HITIpOBCBKOI  MICBKOI  pajy, HeBpPOJIOTiuHe
BiZ|/1iJIEeHHSI MOJIOZILLIOTO BiKYy, M. JIHINIpo

BYJIO CTAJIO
K.M.H. MakenoHcbKa 1.B. K.M.H. MakeoHCbKa 1.B.
KomyHanbHe HeKoMeplliliHe nignpuemMctBo | KomyHanbHe HeKoMeplliliHe MiANPUEMCTBO

[THITIpOBCBKOY MICBKOI pagu, JuTSYe
HEBPOJIOTTYHE BijijieHHs1, M. JIHINpo

JUTSYa  K/iHIYHA  JlikapHsa — Ne6»

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

Ne 475 Bip 13.03.2022

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«2-piuHe, paHZOMi30BaHe, TIO/BiliHe cJiire [OC/Ii/PKeHHs BiZICyTHOCTI MeHIoi edeKTUBHOCTI, 110
MIPOBO/JIUTHCS B 3 TpyTax Ayisi TIOPiBHSIHHS eeKTUBHOCTI Ta Ge3neuHocTi odarymymaby ¥ cirnoHiMozy 3
¢biHrosiMoloM y TAL[€HTIB JUTSAUOrOo BiKy 3 pO3CIIHUM CK/Iepo30M, i3 TMOZAabIIUM BiJKPUTUM
posirpeHuM aociikeHHs M», CBAF312D2301, Bepcis 00 Big 28 ciunst 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«HoBapric ®apma Al'», llIBeiiiiapist / Novartis Pharma AG, Switzerland

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. resepanbHoOro fjupeKropa

dapmaneBTUYHOTr0 ANPEKTOPaTy

Isan 3A/IBOPHUX




Honatok 38

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikallis cyTreBoi 3MiHa BiJIIOBila/IbHOTO AOC/IiIHUKA:
TOTMPaBKU BYJIO CTAJIO

nikap JlitoBuenko I.B. A.M.H. ['onoBuenko O.1.

MeguuHuii 1[eHTP TOBapUCTBA 3 O0OOMe)KeHOK | MeAWUHWIA IIEHTP TOBapUMCTBAa 3 OOMEXeHOH
BinoBiganeHicTIO «Xenc KiiHik», MeguuHuM | BignoBiganbHicTIO «Xenc KiliHik», MeaAUuHUN
K/ITHIYHUA ~ [AOCHIAHMIIBKUM  1IeHTp,  BiAjil | KMiHIYHMM  [JOC/TiJHULIBKUN  LIeHTp,  Bigzin

KapzioJiorii Ta peBmMaToiorii, M. BiHHuULIS KapZioJiorii Ta peBMaToJiorii, M. BiHHuLg
Howmep Ta nata Haka3zy Ne 1586 Biz 29.07.2021
MO3 wop0 3aTBepAKeHHS
K/TIiHIYHOT'O BUITPOOYBaHHS
Ha3Ba kiiHiuHOr 0O «PaHgomi3oBaHe, mozBiliHe ciire, Tiarie00-KOHTPOILOBaHe, OaraTorieHTpoBe AochimkeHHs 3b da3m 3
BUTIPOOYBaHHSI, KO/, METOIO OI[iHKM e(heKTHMBHOCTI Ta 0e3MeUHOCTi MiAKIpHOTO BBeZIEHHSI I'ycelbKyMaOy il 3MeHIIIeHHs
BepCid Ta Jjata O3HAaK i CUMIITOMIB Ta CIIOBU/IbHEHHSI PeHTIeHOJIOITYHOI MPOorpecii y narjieHTiB 3 aKTUBHUM I1COPIaTUYHUM
aprpurom», CNTO1959PSA 3004, nonpaska 2 Bif 04 tpaBHs 2022 poky
3asiBHUK, KpalHa TOB «ITAPEKCEJI YkpaiHa»
CnoHcop, KpaiHa Janssen Pharmaceutica NV, Belgium / fliccen @apmatieBtrika HB, Besnbris
CynyTHi —
Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. reHepasibHOro fMpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Honatok 39

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpornypa gocnigavka s ate3onizymady (TECENTRIQ®, RO5541267), Bepcist 19 Big ceprinst 2022 p.

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

Ne 1090 Big 19.10.2016
Ne 248 Big 09.03.2017
Ne 800 Big 26.04.2018
Ne 1804 Big 15.08.2019
Ne 211 Big 07.02.2018
Ne 928 Biz 15.05.2018
Ne 475 Big 13.03.2022
Ne 187 Bip 05.02.2021
Ne 907 Big 31.05.2022
Ne 1012 Bif 24.05.2021
Ne 1012 Big 24.05.2021
Ne 2917 Bip 15.12.2020
Ne 1360 Big 10.06.2020
Ne 614 Big 01.04.2021

Ha3sBa kjtiHiuyHOT O
BUIIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«bararorieHTpoBe paH/[0Mi30BaHe I/1alle00-KOHTpoIboBaHe AocmimkeHHs 11 da3u aresosnizymaby (aHTH-
PD-L1 aHTUTL/I0) B peXXUMi MOHOTeparii Ta B IO€ZJHAHHI 3 XiMiOTepari€ Ha OCHOBI I/IaTWHY y Malli€HTIiB
i3 HeJIIKOBaHOIO MiCIIeBO-TIOLIMPEHOI0 ab0 MEeTacTaTUYHOI YPOTelTiaJbHOK KapLuHoMow», W030070,
Bepcis 10 Big 10 ciung 2022 p.;

«baraTolieHTpOBe, paHZOMi30BaHe, IUIAle00-KOHTPO/IbOBaHe, TOABiMHe ciire mocmimkerds III dasu
are3o0s1isymaby (aHtTu-PD-L1 aHTUTI/IO) B SIKOCTi a/’tOBaHTHOI Tepariil y Mal[ieHTiB 3 HUPKOBO-K/TiTHHHOIO
KapLMHOMOIO 3 BMCOKMM DU3MKOM DO3BUTKY MeTacTasiB micsis Hedpekromii», W039210, Bepcis 10 Bif,
12 mucronana 2021 p.;

«baraTolieHTpOBe, paHZiOMi30BaHe, MOABiliHe cJiirne, Timale60-KOHTpoaboBaHe pochimkeHds III dasu
aTe30/1i3yMa0y (aHTu-PD-L1 aHTUTi/I0) B IKOCTi aji’ F0BaHTHOI Tepartii Mmic/si paIMKaabHOTO JIIKYBaHHS Y
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TAaL[€HTIB 3 MiCLIeBO-TIOIIMPEHO0 IIJIOCKOK/IITUHHOK KapLIMHOMOKO T'OJIOBU Ta LIWI BUCOKOI'O PU3UKY»,
WO040242, Bepcia 11 Big 04 mucronaga 2021 p.;

«Bigkpure, OaraTorieHTPOBe TIPO/IOBXKEHHSI JOCTi[PKeHb 3 [OBTOCTPOKOBUM CIIOCTEPEKEHHSIM  3a
natjieHTamH, siKi pUiiMay yuacTb y J0C/IiIPKeHHSIX aTe30/i3yMaly, e crioHcopoM Oynu [IkeHeHTeK [HK.
ta/abo ®.Xobdbmann-JIs Pomr Jita», BO39633, Bepcis 10 Big 13 rpyaus 2021 p.;

«[TogBitiHe cnine muiareb0-KOHTPOILOBaHEe paHAoMi3oBaHe a3u I mocipkeHHs irmaTacepTiOy y
KOMOiHaI[il 3 TaK/JiTakCe/oM B SKOCTi JIKyBaHHS [/ TAL[i€HTiB 3 TeHHUMH TOPYIIeHHSIMU
PIK3CA/AKT1/PTEN B rpymi wmiciieBoromupeHoro abo MeTacTaTU4HOro, MOTPiHO-HEraTUBHOTO PaKy
MOJIOYHOI 3a/03u abo B rpymi TropMOH-TIO3UTUBHOTO, HER2-HeraTMBHOTO paky MOJIOYHOI 3a/i03u»,
CO040016, Bepcisa 11 (Koropra C) Big 17 motoro 2022 p.;

«[ToxgiliHe citine, GaraTtoreHTpoBe, paHzoMi3oBaHe AocaimkeHHs 111 dasu s orfiHKy eheKTUBHOCTI Ta
Oe3reku Heoa/l'tOBAHTHOI Tepariii are3osizymabom abo miaiebo B KoMOiHallii 3 XiMioTeparii€to Ha OCHOBI
rperapariB TJIaTUHW Y TAL[i€EHTIiB 3 orepabeqbHUM HepiOHOKTITUHHUM pakoM jeredp II, ITIA i
BubipkoBo I1IB crazii», GO40241, Bepcis 9 Big 28 motoro 2022 p.;

«PaHgoMi30oBaHe 0araToIleHTPOBe BifKpuTe TiepexpecHe MJOCTiKeHHS [/ OL[iHKA TlepeBaru
3aCTOCYBaHHSI MiAWIKipHOI (opmMu aTe30/i3ymady B TIOPiBHSAHHI 3 BHYTPIllIHOBEHHOK (HOPMOIO
aTe30/1i3yMaly y Talli€eHTiB 3 HeJpiOHOKTITUHHUM pakKOM JiereHb 3a TIOBiZIOM/IEHHSIMM TAIli€HTIiB i
MeJUYHUX MpaLiiBHUKIB», MO43576, Bepcid 1 Big 16 cepriag 2021 p.;

«PangomizoBaHe, 6GararorieHtpoBe, a3y IB/III gocimkeHHs: (hapMakOKiHETHKH, e(heKTHBHOCTI Ta
0e3revHOCTi 3aCTOCyBaHHs Ti/IIKipHOT (opmu aTe3osizymady y TOpIBHSHHI 3 BHYTPillTHbOBEHHOIO
dopmoro aTe3omi3ymMaly y mMaljieHTiB i3 paHillle JiKOBaHUM MiCI[eBOTIOIIMPEHUM ab0 MeTacTaTUYHUM
He/IpiOHOK/TITHHHUM pakoM JiereHb», BP40657, Bepcis 6 Bif 25 nmtotoro 2022 p.;

«PanzmomiszoBane, BigkpuTe, OararouieHTpoBe JocmimkeHHs ¢a3u Il miagTpuMyBambHOI  Teparii
KoMOiHarjieto nypOiHeKTeuHy Ta are30/1i3ymal0y B TOpiBHSIHHI 3 MOHOTEpari€r0 aTe30/1i3ymMaboM y
narfieHTiB 3 ApiOHOK/IITHHHUM pakKOM JiereHb Ti3HbOI CTafii mic/s iHAYKI[ilHOI Teparii mepimoi JiHil 3a
JIOTIOMOT'0F0 KapOoIjiaTHHy, eTONo3uay Ta aTe3omi3ymady», GO43104, Bepcist 3 Big 03 rpyans 2021 p.;
«PanzomisoBane, nozBiiiHe crine, GararorieHTpoBe dasu 111 gocsimkeHHs 3acToCyBaHHS aTe30/1izymaby
(anTu-PD-L1 aHTUTiNI0) TIpOTH TiMarieb0 K aJ’OBaHTHOI Tepariii y Mal[i€eHTiB 3 M’s30BO-iHBAa3UBHUM
pakoM (CeyoBOr'0O Mixypa BHMCOKOIO PpU3MKY 3 HasfBHOK LupKy/aorouow [JHK nyxnauHu micias
uucrekToMii», BO42843, Bepcis 4 Big 06 ciuns 2022 p.;

«PaHgomi3oBaHe, mopBiliHe crime, TMUIale00-KOHTPO/ILOBaHe AochimkeHHs Ga3m I g owiHKM
edeKTHUBHOCTI Ta 0e3reuHoCTi aj’tOBaHTHOI Tepamii aTte3o/i3ymaboM abo manebo y KombOiHarjii 3
TpacTy3ymMaboM eMTaHCHHOM Y marjieHTiB i3 HER2-M03UTHBHUM pakoM MOJIOYHOI 3a/103U 3 BUCOKHUM
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PU3MKOM peLlJuBYy Mic/s NepejonepaLidHoi Tepamii», W042633, Bepcis 3 Big 23 motoro 2022 p.;
«PanziomizoBane, mogBiliHe ciiine, miarie6o-kKoHTpoboBaHe dasu 111 mocmimpkeHHsT aTe305i3ymMady B
noefHaHHi 3 Tiparomymabom (aHTU-TIGIT aHTuTiIo) abo 6e3 Tiparomymaby y mMaljieHTiB i3
Hepe3eKTabe/bHOK TUIOCKOK/TITUHHOK KAapIIMHOMOIO CTPaBOXOJy, UWsl KapIMHOMa He TporpecyBaia
Tic/Is pafvKanbHOI XiMiorpomeHeBol Tepartii», Y042137, Bepcisa 5 Big 27 ceprina 2021 p.;
«PanziomizoBaHe, mozBiiiHe ciiinie, mianebo-kKoHTposiboBaHe (asu 111 gocnimkenHs Tiparonymaby (aHTH-
TIGIT anTHTiNI0) B KOMOiHaIli1 3 aTe30/1i3yMmaboM y TIOPiBHSIHHI 3 Tuiarie60 B KOMOiHarlii 3 aTe30s1i3ymabom
y TAI[i€eHTiB i3 paHillle HeIIKOBAaHMM MiCIIeBO-TIOIIMPEHNM Hepe3eKTabenbHUM abo MeTacTaTUYHUM
PD-L1-ceneKTUBHUM HeJpiOHOKTITUHHUM pakoMm JyiereHb», GO41717, Bepcis 4 Big 03 nmucronaga 2021 p.;
«PanziomiszoBaHe, TmoABiliHe crine, TmIale00-KOHTpPoOboBaHe, ¢a3u Il AocCmimpKeHHST 3aCTOCYBaHHS
aTe30/1i3yMaly y moeqHaHHi 3 GeBaiu3ymabom abo 6e3 GeBai3aymaOy y KoMOiHallii 3 [IMCIIATHHOM Ta
reMiuTabiHOM y TIALIi€HTIB i3 paHillle HeJTiKOBaHWUM TIOIIMPEHUM pakoM OimiapHoro TpakTy», GO42661,
Bepcid 4 Bif 14 rpyans 2021 p.

3asiBHUK, KpalHa ToBapucTBO 3 00MEKEHOI0 BiJNOBiZanbHICTIO «Porr YKpaiHa»
CrnioHcop, KpaiHa @®.Xodpdbmann-JIs Poru JITa (ILBetitiapis)

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. reHepa/sibHOro fMpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Honatok 40

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBNeHUI POTOKO KiiHiuHOTo fociigkeHHs AC-058B303, peaakiiiss 6.UKR.A Big 04 ceprias 2022 p.;
CHUHOMCKC OHOBJIEHOTO TIPOTOKOJY KiiHiyHOro pociaigkenHs AC-058B303, pepakuiss 6.UKR.A Bij
04 cepriasi 2022 p., ocTaTOuHUM MepeK/aj 3 aHTJiiCbKOI MOBU Ha yKpaiHCbKY MOBY Bif 15 cepriHs 2022
p.; [HbopmMaliis A/ naijieHTa Ta gopma iHPopMoOBaHOI 3roJu, ocTaTouyHa pejakiiis 7.0 Ay YKpaiHu Bif
15 ceprniHs 2022 p., oCTaTOUYHUM TepeK/aj, 3 aHIJIikCbKOI MOBU Ha YKpaiHCBKY MOBY Bif 24 cepriHsi 2022
p., OCTaTOYHUM MepeK/aj 3 aHIJIiiCbKOI MOBU Ha POCIMCBKY MOBY Bif 24 cepriHs 2022 p.; bpouypa gns
JlocnigHuKa 3 riperniapaTy noHecumof, (ACT-128800), pegakuis 17 Big 06 TpaBHst 2022 p.; KepiBHULITBO
L[OZI0 TIPOBeJIeHHS AOC/III)KeHHs Mifi YyaC 3HaYHUX MOTPsCiHb Bif 12 TpaBHs 2022 p.; KepiBHULTBO A/
MiCI[b TIPOBe/IeHHS K/IIHIYHOTO AOC/i)KeHHs B YKpaiHi Bif 27 munusa 2022 p.; 3MiHa MicCLisi TpOBeJeHHSs
KJIIHIYHOTO JOC/TiIPKEHHS:

BYJIO CTAJIO
I.M.H., ipod., MockoBko C.IT. I.M.H., ipod., Mockogsko C.IT.
KomyHaneHuii  3aknas,  «BiHHMIbKa oOsiacHa | MeauuHUWA 1IEHTDP TOBAapUMCTBAa 3 OOMEXeHOH
TICUXOHEeBPOJIOTiYHa JIIKapH$ iM. akaz. | BiAMNoBiJambHICTIO «Menuunuii LIeHTp
O.I.FOwenka», BigginieHHs: HeBposorii  Ne3, | «CamtoTem», MiKyBaJbHO-NIPO(DiaKTUYHUN Biaimn,
BinHULBbKMI HalliOHa/TbHUH MeJuuyHUM | M. BiHHuLs
yHiBepcuter iMm. M.I. IluporoBa, Kadezpa
HEPBOBUX XBOP0O, M. BiHHUIS

Howmep ta faTa Hakasy
MO3 1070 3aTBep/I>KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 915 Big 08.08.2017

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«baraTolLleHTpOBe HeropiBHs/IbHE AOC/iKeHHs [TOHeCUMOZY IpU JA0BrOTPUBAJIOMY 3aCTOCYBaHHI B 1031
20 Mr 3 MeTOI0 OILiHKMA HOro 0e3rneuHOCTi, MepeHOCHMMOCTi Ta 3[aTHOCTi KOHTPOJIFOBATH Tiepelir
3aXBOPIOBAHHsI y XBOPDUX Ha peLUJUBYIOUMM pO3CIIHUH CK/Iepo3 (TIPOJOBXKEeHHs [OC/i/PKeHHs
AC-058B301)», AC-058B303, peaaxkiiis 5 Big 20 murnHsg 2021 p.
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3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXXEHOIO BIJITOBITAJIBHICTIO «ITI EC A-YKPATHA»
CnoHcop, KpaiHa «AkTtenion ®apmaceroTukans Jlimiten», [Beliapis

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepanbHOro jupexKTopa
®apManeBTUYHOI'0 AUPEKTopaTy IBan 3A/IBOPHUMX




Hopartok 41

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpourypa pgocnignuka, PF-06873600, Bepcisi 6.0 Big munnHa 2022 p., aHIVIIHCBKOIO MOBOIO;
C3661001_Indopmariiss a1 maijieHta Ta ¢opma iHpopMoBaHOI 3rou Ha y4yacTb y HayKOBOMY
JocuipkeHHi_YkpaiHa_Bepcist 11.11.0 Big 09 ceprias 2022 p. aHI/IiMCbKOI, YKPaiHCBHKOIO Ta POCIMICHKOIO
MOBaMH

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

Ne 2616 Bif 24.11.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PO3IIMPEHE AOOCJIIIKEHHA ©®A3M 1/2a 31 3BUIBIIEHHAM 03N [OJId OULIHKU
BE3IIEUHOCTI, IIEPEHOCUMOCTI, ®APMAKOKIHETUKHY, ©OAPMAKOIMHAMIKIN TA
[TPOTUITY XJIMHHOI AKTUBHOCTI ITPEITAPATY PF-06873600 B AKOCTI MOHOTEPAIIII TA ¥
KOMBIHALII 3 EHJIOKPMHHOK TEPAIIIEIO» , C3661001, nonpaska 7 4o IpOTOKOAy Big 07
yepBHs 2021 poky

3asiBHUK, KpaiHa

[Maiizep Iuk., CHIA

CnoHcop, KpaiHa

[Naiizep Iuk., CHIA

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPaTy

Isan 3A/IBOPHUX




Hopatok 42

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi OnoBnena bBpomrypa gocmigavka IgPro20, Imynornobynin mogauayd G(human immunoglobulin G) /
TI0IIpaBKU Xizentpa (Hizentra®) / IgPro20, Bepcisg 12.0 Bix 14 rpyansa 2021, aHr/ilicbKOI0 MOBOIO

Howmep ta fata Hakasy Ne 2266 Big 12.11.2019

MO3 o0 3aTBepAKeHHSs

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «JlocnipkeHHs 3 OLIIHKKA e(eKTUBHOCTI, 6e3MeuyHOoCTi Ta (hapMaKOKiHETUKH TIPH 3aCTOCYBaHHi Ipernapary
BUTIPOOYBaHHS, KO/, IgPro20 (imyHornoOymiHy fJisi MiAIIKipHOTO BBefeHHs, Xi3eHTpa®) y [JOpPOC/AMX TAIi€HTIB i3
Bepcid Ta jarta nepmaromiosutoM (M) - nocnigxkennss RECLAIIM», IgPro20_3007, nonpaBka 3 Biz 21 munasa 2020 p.
3asgBHUK, KpaiHa TOB «Agsancen Kninikan», YKpaina

CrioHcop, KpaiHa CSL Behring LLC, USA / CiEcEn Bepiur EaEnCi, CIIIA

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepariii

B.o. reHepasibHOro JupeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy IBan 3A/IBOPHUX




Hopatok 43

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

1VIT15043 ITam’saTKa A1 JOCTIAHUKIB MPO 3anpOBa/pKeHHs BifijasieHol mepeBipKy MepBUHHUX [AHUX B
Yxpaini Bizg 01 Bepecns 2022 p.

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PaHgomi3oBaHe, 1o/iBiliHe criine, r/1arie60-KOHTPOILOBaHe JOC/i/PKeHHS /i BUBUeHHS e()eKTUBHOCTI Ta
Oe3meudocti miperiapary Iwkektagep® (KapbokcumanbTo3a 3amiza) A8 JTiKyBaHHS — CepLIeBOT
HeZI0CTaTHOCTI NpH 3astizoAepinuTHUX cTaHax», 1VIT15043, ¢inanbHa Bepcis 3 Big 11 ciuns 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BifnoBizanpHicTIO «KIIP YKpaiHa»

CrioHcop, KpaiHa

«AmepikaH PemkenT, Ink.», CIIIA (American Regent, Inc., USA)

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii

B.o. reHepasibHOro JupeKTopa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Hopartok 44

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi Bporrypa gocmigHMKa [JOC/TiIKyBaHOTO JiiKapcbkoro 3acody @imrotini6 (GS-6034), Buganns 17 Bifg
TIOTIPaBKU 15 unHg 2022 poKy aHTr/TiMCbKO0 MOBOO
Howmep Ta fara Haka3zy Ne 915 Big 08.08.2017

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3Ba kiHiyHOrO «bararorieHTpoBe, BigKpWUTe, AOBrOTpHBaje TOZOBXKEHe JOC/i/PKeHHsS /I OLIiHKM 0e3MeuyHoCTi Ta

BUTIPOOYBaHHS, KO/, edeKTUBHOCTI 3acTocyBaHHs (inroTiHIOy B mMaljieHTiB i3 peBMaroigHuM aptputoM», GS-US-417-0304,

Bepcid Ta jarta rionipaska 7 Bif 21 ciuns 2022 poky

3asgBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIZAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CrioHcop, KpaiHa Galapagos NV, Benbris

CynyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. resHepanbHOro jUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Hopatok 45

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpomypa mgocrmignuka, RO5541267, Tecentriq (ATe3osizymab/Atezolizumab), Bepcis 19 Big ceprHs
2022 poKy aHTTiMCbKOI0 MOBOIO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1532 Bif 21.08.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraTolieHTpoBe, paHjOMi30BaHe, Biakpure pocmimkeHHs III ¢da3u 3 mnopiBHAHHS KOMOiHaLii
ATe3onizymady (antu-Pd-L1 aHTHTi/Ia) 3 af’tOBAaHTHOIO aHTPAIMK/IiHOBOI/TaKCAaHOBOK XiMioTepari€ero
Ha BiZIMiHy Bij TifbKM XimioTepariii B Talli€HTiB 3 orepabe/bHUM TPUYi HETaTMBHUM PAKOM MOJIOUHOI
3an03u» (IMpassion030)., BIG 16-05/AFT-27/W039391, Bepcis 8 Big 24 nuctonazga 2021 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJIA/BHICTIO «®APMACBIOTIKATT PICEPYU
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd. /®. Xodpdmaun-JIs Pou Jitg,. /®. 'obdmanu-JIa Pom JiTa., [Isetirapis

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 JUPEKTOpa

dapmaineBTHYHOr0 AUpPeKToparTy

Isan 3A/IBOPHUX




Hopatok 46

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi CP-4-006 ITnaH fiii y HaA3BUYAMHUX CUTYyaLisX AJis JIiKyBaHHS MalieHTiB mif yac kpusu (MOD-4023 |

TOTNPaBKU CP-4-006 | CP-4-006_LT-OLE Contingency Plan for Patient Management During Times of Crisis VV-
TMF-207586 | Bepcist 1.0 Big 21 6epe3nst 2022 p.)

Howmep Ta gata Hakazy Ne 915 Big 08.08.2017

MO3 wop0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kniHiuHOTO «Bigkpure paHmoMi3oBaHe OaraTolleHTpOBe AOCTIMKeHHS (a3 3, TpuBamicTiO 12 MicALiB, 3 OLIIHKK

BUIIPOOYBaHHs, KO/, e(eKTUBHOCTI Ta Oe3reuHocTi 3acTocyBaHHs niperiapaty MOD-4023 oauH pa3 Ha TWK/€Hb, Y TIOPiBHSIHHI

BepCis Ta jara 3 IIOZIEHHOO Tepariiero ['eHoTporniHOM®, y AiTeld y riperybepTaTHOMY BiLli 3 eil[ATOM TOPMOHY POCTY»,
CP-4-006, ITonpaBka 2 Big 06 TpaBHs 2018

3asiBHUK, KpaiHa TOB «KILIP YkpaiHa»

CrioHcop, KpaiHa OITKO Bbaitonomxikc JIta. (OPKO Biologics Ltd.), I3painb

CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

B.o. resHepanbHOro fjUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Hopatok 47

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa MiCI[sl TTPOBeZIeHHsI K/TiHIYUHOT0 BUIPOOYBaHHS:

BYJIO

CTAJIO

nikap JJobpsiHceka MLA.

MeguuHUl 1]eHTP TOBAapUCTBA 3 OOMEXEHOI0
BignoBiganeHicTIO "T'apMoHist Kpacu'", BifginieHHs
K/IiHiYHUX BUTIPOOYBaHb, M. KuiB

nikap JobpsiHCchKa MLA.

MeguuHUE 1[eHTP TOBapUCTBA 3 OOMEXEHOIo
Bi/TIOBIJa/TbHICTIO «ApeHcis Excruioparopi
Mepicin», BigAin KJIiHIYHUX JOC/TIKEeHb,

®i3myHa agpeca: YkpaiHa, 01135, m. Kuis,
ByJ1. HopHOBO/a, 12

FOpuauuna azpeca: YkpaiHa, 08112, KuiBcbka
06n., CBsATOMHCBKMK p-H, c. KariTaHiBKa,
Byn. CobopHa 21-b

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

Ne 2616 Bif 24.11.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Panziomi3oBaHe, BifKpuTe, OaraToOleHTPOBE ZOCTIPKEHHS 3 BUBUEHHS JTiKyBaHHS mperiapatoMm AB-729,
aHa/IorOM HYK/1eo3(T)UJIiB Ta TeriJiboBaHUM iHTeppepoHOM anb(da-2a y TMaLli€eHTiB 3 XPOHIYHOIO
iH¢exuieto Bipycy renatuty B», AB-729-201, Bepcist 3.0 Biz 17 uepBHsi 2022 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», YKpaina

CrioHcop, KpaiHa

Apb6ytyc biodapma KopropeiitiH, CIITA/ Arbutus Biopharma Corporation, USA

CymnyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HonaTok 48

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

[Tpo/ioB>KeHHST TePMiHYy TIPOBe/IeHHsI K/IiIHIYHOTO BUIMPOOYBaHHS B YCiX KpalHax, /le IPOBOAMUTHLCS KITiHiuHe
BUTNPOOyBaHHA Ta B YKpaiHi Ao 02 pokiB i 04 wicsauiB; 3miHa Miclsg TipoBefieHHsT KJIiHIYHOTO
BUITPOOYBaHHS:

BYJIO

K.M.H. Konomiituyk JI.A.

MeauuHui 1]eHTP TOBAapUCTBA 3 OOMEXEHOI0
BiJTOBIJa/TbHICTIO «I'apMOHig Kpacu», BifinieHHs
K/IiHiYHUX BUNIpOOyBaHb, M. KuiB

CTAJIO

K.M.H. Konomiituyk JI.A.

MeauuHuii 1]eHTP TOBapucCTBa 3 OOMEXEHOI0
Bi/TIOBiJa/TbHICTIO «ApeHcis Excruioparopi
Mepicin», BigJia KJIIHIYHUX JOCTipKeHb, M. KuiB

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

Ne 1102 Big 02.06.2021

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHSI, KO/,
BepCid Ta JjaTta

«[TomBifiHO cmime, paHAOMi30BaHe, TUIAle00-KOHTPO/ILOBAHE IOCTIKEeHHS 3 OJHOKPAaTHUM i
OaraToKpaTHUM 3aCTOCyBaHHsM mpernapaTy AB-836, karcugHoro iHribiTopa BipycHoro rematuty B, as
OLIiIHKM MOT0 0e3MeYHOCTi, TTepeHOCUMOCTi Ta hapMaKOKiHEeTHKU Y 3/I0POBUX YUaCHUKIB Ta B YUaCHUKIB 3
XPOHiYHOIO iHdeKI1ier0 BipycHoro renatuty B», AB-836-001, Bepcis 2.0 Big 28 kBiTHs1 2022 poKy

3asiBHUK, KpalHa

TOB «APEHCIA EKCIUVIOPATOPI MEZIICIH», YKpaina

CnoHcop, KpaiHa

Apbytyc Biodapma Kopropetimn, CIITA/ Arbutus Biopharma Corporation, USA

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. reHepa/bHOr0 JUPEKTOpa

dapmaineBTUUHOr0 ApPeKTopary

Isan 3A/IBOPHUX




Hopatok 49

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHUH TIPOTOKO/M KiiHiuHOTO BurpoOyBaHHs JS001-027-I1II-HCC, Bepcist 1.3 Big 26 ciuns 2022
poky; IHdopmaritinuii muctok i dopma 3roau, Bepcis V1.4UKR(uk)1.0 Big 08 uepBHs 2022 poky,
nepeksiaj, yKpaiHCbKO0 MOBOMO Bif 08 numHs 2022 poky; IHpopmartiiiiHuii 1McToK i dopMa 3roau, Bepcis
V1.4UKR(ru)1.0 Big 08 uepBHsi 2022 poKy, mnepek/af, pociicbkoro MoBoro Bif 08 numHs 2022 poky;
[HopmariiiHuii rctok i gopma 3rogu BariTHOi mapTHepku, Bepcis V1.2UKR(uk)1.0 Bixg 06 uepBHs
2022 poky, repeksaj yKpaiHCbKor MoBoro Bif 08 mumHsi 2022 poky; Indopmariinuii muctok i dopma
srogu BariTHol mapTHepku, Bepcis V1.2UKR(ru)1.0 Big 06 uepBHs 2022 poky, nepekiaj, pOCiiiCbKOO
MoBoto Bif 08 numus 2022 poky; ogaTtkoBa (opMa iHhoOpMOBaHOI 3rofid yuyacHWKa Jjs 3abe3reueHHst
MO>KJTMBOCTI B>KMBAHHSI HEBiJIK/IaZIHUX 3aXO[iB y 3B’SA3KYy 3 BiliCbKOBOIO arpecieto Pociiicbkoi ®efepariii
Ha Teputopii Ykpainu, Bepcis V1.0UKR(uk)1.0 Big 22 ceprinsi 2022 poky, nepeksafi yKpaiHCbKOK MOBOIO
Bif, 06 BepecHs 2022 poky; [omaTkoBa cdopma iHboOpMOBaHOI 3rofii yuyacHUKa mJisi 3abe3reueHHs
MO>K/IMBOCTI B>XMBaHHSI HeBiJIK/IaZIHUX 3aXO[iB y 3B’S3Ky 3 BiliCbKOBOI arpeciero Pociiicbkoi depepariii
Ha Teputopii Ykpainu, Bepciss V1.0UKR(ru)1.0 Bix 22 ceprnns 2022 poky, nepeksaj, poCiiCbKOI0 MOBOIO
Bif1 05 BepecHs 2022 poky; 3MiHa MiClis TTPOBe/IeHHs K/TiHIUHOTO BUTIPOOYBAHHS:

BYJIO CTAJIO
K.M.H. [Ticeripka MLE. K.M.H. [Ticenibka MLE.
KomyHanbHe ~ HekoMmepliiiHe — mianpueMmcTBo | KomyHanbHe HeKoMeplliliHe i ATTPUEMCTBO
«ObsacHUN 1]eHTP OHKOJIOTii», OHKOXipypriune | «O0sacHUI 1€HTP OHKOJIOTii», OHKOXipypriuHe
BiZili/IeHHs1 TeYiHKU Ta MiJUUIYHKOBOI 3a/03Y, | BiJJi/IeHHd  OpraHiB  4YepeBHOI  MOPOKHWHY,
M. XapkiB M. XapKiB

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

Ne 422 Big 10.03.2021
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Ha3Ba kniHiuHOro «[IpocriekTiBHe, paHZOMi30BaHe, I71alle00-KOHTPONIbOBaHe, T0/BiliHe ciire, 6GaraToOLieHTPOBe,

BUTIPOOYBaHHS, KO/, peecTpaliifiHe KiiHiuHe gociimkeHHs (as3u 111 ans mopiBHaHHS TopumnaniMady (JS001) y moeaHaHH 3

Bepcis Ta fjaTa neHBaTUHIOOM Ta Twialeb0 y mMOeqHaHHI 3 jeHBaTWHIOOM sk Tepamii 1-i miHii MpW TOMMpeHii
remnaToliesto/spHin KapuuHoMi (I'LIK)», JS001-027-1TI-HCC, Bepcis 1.2 Big 02 BepecHss 2020 poky

3asiBHUK, KpaiHa Iianpuemcrso 3 100% iHo3emHoto iHBecTHIiel0 «AVK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa Shanghai Junshi Biosciences Co., Ltd, China

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. resepanbHoOro jupeKropa
®apManeBTUYHOI'0 AUPEKTopaTy Isan 3A/IBOPHUAX




Hopmatok 50

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi [TogoBXeHHs Tiepio/ly MPOBeieHHs K/TiHiuHOTO BUNIPOOyBaHHS B CBITi Ta B YKpaiHi 10 30 uepBHs 2024 p.
TIOTpPaBKU
Howmep ta fata Hakasy Ne 9 Bigg 02.01.2019

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «PaHJ0Mi30BaHe BiJKpUTe [OOC/TIPKEHHS 3 aKTUBHHMM KOHTPOJIEM, IO TIPOBOAUTHCS 3 METOK0 OLIHKHU

BUTIPOOYBaHHS, KO/, 0e3rmeyHoCTi, TepeHOCUMOCTi 1 edeKTUBHOCTI adabilyHy A BHYTPIIIHBOBEHHOTO / TE€POpPaIbHOTO

Bepcid Ta jarta 3aCTOCYBaHHSI TIpU JIiKyBaHHI TMAalli€HTiB 3i cTadi/IOKOKOBUMM iH(eKLisMU KicToK abo cyrobhiB»,
Debio 1450-BJI-205, octatouHa pegakiis 6.0 3 interpoBanoto [TorpaBkoto 3 Bif 01 nvcronaga 2021 p.

3asgBHUK, KpaiHa TOBAPVICTBO 3 OBMEXEHOIO BIZITIOBITAIBHICTIO «I1I EC AI-YKPATHA»

CrnioHcop, KpaiHa «ebiodapm Intepueran CA» [Debiopharm International SA], IIBetitjapis

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




HopaTok 51

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OwnossieHuit mpoTtokon kiiHiuHoro BuripobyBanHss CNTO1959CRD3001 3 morpaBkoto 5 Bifg 12 jiurnHs
2022 poky; [TomoBKeHHST TPUBANOCTi KJIiHIYHOTO BUMpOOyBaHHS B YKpaiHi f0 31 yumHsa 2027 poky;
3MeHIlIeHHs KiJTbKOCTi TMalli€HTiB, sIKi MPUIIMalOTh y4yacTb Yy K/IiHIYHOMY BUMNpPOOyBaHHI Ha TepUTOpii
Ykpainy, 3 280 g0 160 ocib; 3amyueHHs AOAATKOBOrO BUPOOHMKA JOCITIPKYBAaHOTO JTIKAPCHKOTO 3acoby
CNTO1959 (rycenpkymab) Ta Biamorigne ITnarie6o: Catalent CTS, LLC, CIIIA; OHOBIeHHST MOJYJIiB
Hocwe pocmimkyBaHoro yikapcbkoro 3acoby CNTO1959 (rycenpkyma0) Ta BigmoBigHe ITname6o: Module
3 “Quality” — IMPD: Drug Substance, S-section Chemistry, Manufacturing, and Control, Bepcist 5.0 Biz
munHs 2022 poky; Module 3 “Quality” — IMPD: Drug Product, Pre-filled Syringe 100 mg/mL, P-section
Chemistry, Manufacturing, and Control, Bepcist 5.0 Biz /itororo 2022 poky; Module 3 “Quality” — IMPD:
Drug Product Pre-Filled Syringe 100 mg/mL (Placebo), P-section Chemistry, Manufacturing, and Control,
Bepcisg 4.0 Big motoro 2022 poky; Module 3 “Quality” — IMPD: Appendices, A-section Chemistry,
Manufacturing, and Control, Bepcisi 4.0 Bix motoro 2022 poky; Module 3.2.R “Regional Information” —
3.2.R Medical Device - 1 ml UltraSafe Plus, Bumanus Big 07 mororo 2022 poky; Module 3 “Quality” —
IMPD: Drug Product Pre-Filled Syringe 100 mg/mL, 2 mL fill, P-section Chemistry, Manufacturing, and
Control, Bepcis 6.0 Big mororo 2022 poky; Module 3.2.R “Regional Information” — 3.2.R Medical Device
- 2 ml UltraSafe Plus, Bunanns Big 14 motoro 2022 poky; Module 3.2.R “Regional Information” — 3.2.R
Medical Device - 2 ml YpsoMate, BuzanHs Bif, 17 motoro 2022 poky; Indopmariis Ans narjienta i @opma
indopmoBaHoi 3roau, Mogenb asis Ykpainu, Bepcisg 10.0 Big 26 numnHsa 2022 poky, yKpaiHCBKOIO Ta
pocilicbKor MoBaMu; Matepianu fj1g nauieHTiB: Po3gpyk 3micTy ekpaHy «AHKeTa L[0/I0 CTaHy 37J0POB’si»
(EQ-5D-5L Tablet version), Bepcist 1.00 Big 20 kBiTHs1 2022 poKy, YKpaiHCbKOI0 MOBOI; Po3apyK 3micTy
eKkpaHy «OTMpocHUK 0 cocTossHUM 370poBbsi» (EQ-5D-5L Tablet version), Bepcis 1.00 Big 19 kBiTHs
2022 poKy, pOCiCbKOIO MOBOI; Po37pyk 3MmicTy ekpaHy «IHCTPyKUii JO caMOCTiMHOTO 3arlOBHEHHS
aHKeTH IO 3amaJbHOMY 3axBOpIOBaHHIO KuuleuHuka» (IBDQ), sepcis 1.00 Big 05 mumus 2022 poky,
YKpaiHCBbKOI0 MOBOM; Po37pyK 3MicTy ekpaHy «VIHCTPyKLUM I10 CaMOCTOSITe/IbHOMY 3arlO/IHEHUIO
onpocHuka IBDQ» (IBDQ), Bepcis 1.00 Big 18 nunns 2022 poky, pociliCbKO0 MOBO; Po3/pyk 3micTy
ekpaHy AHketa «PGIC-CD», Bepcig 1.00 Bix 14 uyepBHs 2022 poKy, yKpalHCbKOK MOBOR; Po3zapyk
3MicTy ekpaHy AHketa «PGIC-CD», Bepcis 1.00 Bix 18 TpaBHsa 2022 poKy, pocilicbKor MOBOR; Po3npyk
3micTy ekpaHy AHketa «PGIS-
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CD», Bepcisa 1.00 Big 14 yepBHs 2022 poKy, yKpalHCBKOIO MOBOM; Po3ipyk 3MicTy ekpaHy AHKeTa
«PGIC-CD», Bepcis 1.00 Big 18 TpaBHsi 2022 poKy, pOCiliCbKOIO MOBOIO; PO37pyK 3MiCcTy eKpaHy
OnuryBansHUK «PROMIS Btoma — Koportka ¢opma 7a», Bepcis 1.00 Big 14 uyepBHsi 2022 poky,
yKpaiHCbKO0 MOBOIO; Po3zpyk 3Mmicty ekpany OnuryBanbHUK «PROMIS YTomnsemocts — Kpartkuii
BONPOCHUK 7a», Bepcisg 1.00 Bixg 18 TtpaBHa 2022 poky, poCiiiCbKOIO MOBOIO; Po37pyK 3MicTy ekpaHy
OnuryBaneHuK «PROMIS-29», Bepcia 1.00 Big 14 uepBHs 2022 poky, YKpaiHCBKOO MOBORO; Po3npyk
3MicTy ekpaHy OnuryBanbHUK «PROMIS-29», Bepcis 1.00 Bim 18 TpaBHa 2022 pOKy, POCIHCBKOIO
MoBOMO; Po3/pyk 3MicTy ekpaHy «HaBuanbHUIA MOJy/b i3 KOPUCTYBaHHS MuiaHIleToMm, Bepcis 2.00 Big 25
mactonaga 2020 poky, YKpaiHCBKOIO MOBOW; Po3ipyk 3micTy ekpaHy «YueOHbIi MOAYJ/b IO
WCII0/Ib30BaHuI0 TiiaHiIeTa», Bepcig 2.00 Big 06 nucromaga 2020 poky, pocilickkoro MoBOw; Po3npyk
3MicTy ekpaHy «ONUTyBa/JbHUK 3 Tpalle3ZaTHOCTI Ta MOTipIIeHHs MOBCSIKAEHHOI [isyibHOCTI — XBopoOa
Kpona (WPAI-CD) (enekTpoHHa Bepcisi)», Bepcisi 1.00 Big 14 uepBHsi 2022 poKy, YKpaiHCbKOIO MOBOIO;
Po3apyk 3micty ekpaHy OmutyBanbHUK «Work Productivity and Activity Impairment Questionnaire —
Crohn’s Disease (WPAI-CD) (Electronic)», Bepcis 1.00 Bizg 18 TpaBHsi 2022 poKy, poCiliCbKOI0 MOBOHO

Howmep Ta gata Hakazy Ne 1962 Big 29.10.2018

MO3 o0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «PanziomizoBaHe, nozBiiiHe criine, Tialeb0-KOHTPO/LOBAHE Ta 3 AKTUBHUM KOHTpPOJieM, OaraTolieHTpoBe

BUIIPOOYBaHHs, KO/, JIOCJIi/pKeHHsT (pasy 2/3, 1110 MPOBOAUTHCS y TapajielbHUX Ipynax 3 MeTOK OL[iHKHA e(QeKTHMBHOCTI Ta

BepcCis Ta jara 0e3rmeyHoCTi rycesbkyMaly y marjieHTiB i3 xBopoboto KpoHa B akTHBHil (ha3i BiJj cepeIHLOrO /10 BaXKKOTO
crynens TspkkocTi», CNTO1959CRD3001, 3 nornpaskoto 4 Bif 21 ymnHg 2021 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa Janssen Pharmaceutica NV, Belgium / fliccen @apmatieBtrika HB, Besnbris

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. reHepanbHOro JjUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




HopnaTtok 52

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBieHu#t TIpOTOKO/ KiaiHiuHOTO BUripoOyBaHHsS ABX464-108, octaTtouHa Bepcist 3.0, 13 surnuHs 2022,
aHTTICHKO MOBORO; CTHC/THI BUK/IaZi OHOBJIEHOTO MPOTOKOJTY K/IiHiuHOTO BUNpoOyBaHHS ABX464-108,
ocraTtouHa Bepcis 3.0, 13 ymunHg 2022, ykpalHCbKO0 MOBOR; bpoiypa pocnigavka ABX464, BugaHHs
8.0, 29 kBiTHs 2022, aHrnilicbkoro MoBOHO; [HdopMalilinuii TMCTOK mnaljieHTa Ta popma 3rogu, Bepcis 3.0
Bif 22 munHs 2022, ykpaiHCbKOI MOBOIO A1t YKpainu (ABX464-108_PIS/ICF — Ukrainian, UA — V3.0 —
22-JUL-2022); Kaptka maijieHta, ocratouHa Bepcis 3.0 Big 06 kBiTHs 2022 yKpaiHCHKOIO MOBOIO
(0281_Patient Card_Final 3.0_06-Apr-2022_Ukrainian); OmnuTyBaJbHUK IIOA0 CIIOCTEPEKEHHS 3a
rosioBHUM 6osiem, (ONUTYBa/IbHUK III0/I0 TOJIOBHOTO O0stt0), 3akarouHa Bepcis 3.0 Bix 25 motoro 2022,
ykpaiHcbkoro MoBoto (Headache Questionnaire, Final Version 3.0_Ukrainian, 25 Feb 2022);
Indopmariitiauii UCT A7is Jlikaps marjieHTa, Bepcisi: 2.0 ocratouHa Bix 03 6epesHsi 2022 yKpaiHCBHKOIO
MoBoto (Letter for the patient’s doctor, Protocol: ABX464-108 - Version: V2.0 Final, Ukrainian,
03Mar2022); 3roza Ha mojasbllle AOCTi)KeHHs 3a YMOBU BariTHOCTi, Bepcisi 2.0 Big 24 uepBHs 2022,
yKpaiHCbKOI0 MOBOIO i1 Ykpainu (ABX464-108_Pregnancy FU ICF — Ukrainian, UA_V2.0_24-JUN-
2022 (previously “Pregnant Partner ICF”)); THcTpyKuist 7151 3a60py 3pa3Ka Kajia 3a ZI0TIOMOTOr0 TIPO6ipKu
[T aHasli3y Kasia, OCTaTOYHa Bepcis Bif 07-2017 ykpaincekoro MoBor (ABX464-108_K
6999SET Patient Instruction Stool sampling UKR_07-2017_final); Clearblue_Tect Ha
BariTHicTh_IlIBHake Bu3HauenHs 23004302.03 07-2020, ykpaiHCbKOI MOBOHO

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

Ne 254 Bip 08.02.2022

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[Toganeine BigkpuTe mociimkeHHs a3y 2 A1 OL[iHKKA JOBrOTPUBAIOrO Mpodiato 0Oe3rneyHocTi Ta
edekTUBHOCTI mpernapaty ABX464 npu 3actocyBaHHi y f03i 25 Mr ofuH pa3 Ha JeHb MallieHTaMu i3
aKTUBHUM BUPA3KOBUM KOJIITOM CepefHbOr0 Ta TSDKKOro CcTyreHo», ABX464-108, octatouna Bepcis 1.0,
01.09.2021

3asaBHUK, KpaiHa

«Ckoyn IntepHenn Al'», HimeyurHa
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CnoHcop, KpaiHa ABIVAX, ®paHnyis

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. reHepa/ibHOT0 JHpeKTOpa
dapMaleBTUYHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




HonmaTok 53

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBneHuit MpoTOKOJ KiiHiuHOoro BumpoOyBanHsi ACE-LY-312 (D8227C00001), Bepcisi 5.0 Bim 22
uyepBHs 2022 poky; bpoiypa gocnigauka Acalabrutinib (ACP-196, CALQUENCE®), Buganus 11.0 Big,
21 mortoro 2022 p., aHraiicekoro MoBoro; Crpoigene [1/1J13 Vincristine, po3uuH s iH’ €Ki,
aHTTiNCbKOI0 MOBOIO; OOIpYHTYBaHHSI BUKOPUCTaHHs ruiarie6o, Bepcis 2.0 Bixg 03 mucromaga 2021p.,
aHTJIificbKoro MOBOMO; [HhopMaliis npo AocmikeHHs Ta ¢dopMa iHhopMoBaHOI 3ro/id, OCHOBHA Bepcist 6.0
Bif 24 uepBHs 2022 p., MiciieBa Bepcisi Ay Ykpainu 6.0 Big 13 jgumnHa 2022 p. aHIIiMCBKOIO MOBOIO;
Indopmariist mpo gocnigpkeHHs Ta ¢dopma iHhopMoBaHOI 3roy, ocHoBHA Bepcisi 6.0 Bif 24 yepBHs 2022
p., MicueBa Bepciga Aas Ykpainu 6.0 Big 13 yumnHa 2022 p., nmepeknafieHO YKPaiHCBKOK MOBOKO ISt
Yxpaiau Bif 20 nunHs 2022 p.; IHdopmatiis ripo gocrigkeHHs Ta ¢dopMa iHPOpPMOBaHOI 3rofi, OCHOBHA
Bepcist 6.0 Bix 24 uepBHs 2022 p., MiciieBa Bepcis ajas Ykpainu 6.0 Big 13 aurnHsg 2022 p., nepek/iajeHo
pOCilicbKOI0 MOBOIO it YKpainu Bif 20 sumHs 2022 p.; Cxema 0 iHpopMOBaHOI 3ro/iu Malli€eHTa, BepCis
3.0 Big 09 uepBHs 2022 p., yKpaiHCHbKOIO MOBOIO /151 YKpainu; Cxema Zio iHpOpMOBaHOI 3ro/iy Malli€HTa,
Bepcid 3.0 Big 09 uepBHs 2022 p., pocilicbKOIO MOBOIO AJig YKpainu; bporypa s natjieHTa, Bepcis 3.0
Bif 09 uepBHsa 2022 p., yKpaiHCBKOIO MOBOK /i1 YKpaiHu; bpouypa gy nauienta, Bepcig 3.0 Big 09
yepBHsi 2022 p., pOCiCbKOI MOBOI AJisi YKpainu; JIuctiBka gas naijieHTa, Bepcig 3.0 Big 09 uepBHs
2022 p., yKpaiHCBKOI MOBOIO /151 YKpaiHu; JlucTiBka a/is nauieHra, Bepcis 3.0 Big 09 uepsHsa 2022 p.,
POCIHCBKOI0 MOBORO /151 YKpainy; JIUCT f1o yikaps 3aranbHOI npakTuky, Bepcis 3.0 Big 09 uepsns 2022 p.,
YKpalHCbKOK MOBOI 151 YKpainy; JIucT o jikaps 3araabHOI npakTuky, Bepcis 3.0 Big 09 uepsHs 2022
p., POCilicbKoro MOBOMO /i1 YKpainu; [Hdopmariitinuii miuctok pocnimkeHHss ESCALADE, Bepcis 4.0 Big
09 wuepBHs 2022 p., yKpaiHCbKOIO MOBOW JJis YKpaiHu; IHdopmaiiiiHuii JUCTOK [OC/TiPKeHHS
ESCALADE, Bepcia 3.0 Bixg 09 uepBHs 2022 p., pOCIMCBKOIO MOBOIO AJis1 YKpaiHu;
ESCALADE_Orjinka 3actocyBaHHs akanabpytuniby + R-CHOP pans nikyBanHa paudysHoi B-
Be/MKOKITUHHOT  siimpomu  (IBBKJI) He migtumy GCB, Bepcigs yKpaiHCBKOIO  MOBOIO;
ESCALADE_Orjinka 3actocyBaHHs akanabpytuniby + R-CHOP pans nikyBanHa paudysHoi B-
BeMMKOK/TITUHHOT iM¢pomu (JIBBKIT) He nigTuny GCB, Bepcisi pocilicbK0r0 MOBOIO

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

Ne 2674 Bif 18.11.2020
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Hasga kj1iHiuHOTO «Panziomi3zoBaHe, moBiliHe crine, Tuialeb0-KOHTPo/boBaHe a3y 3 JOC/iHKeHHsT akanabpyTHHiOy y
BUTIPOOYBaHHS, KO/, KoMmOiHarlii 3 putykcumabom, 1uknodochamizom, mokcopyOil[iHOM, BiHKPDUCTUHOM Ta MpefHi30HOM
Bepcisi Ta JjaTa (Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y maijieHTiB

BikoM < 70 pOKiB i3 paHillle He/iKOBaHOH JuGy3HOH B-BeNMKOKIITUHHOIO TiM(pOMOIO, 1[0 BUHUK/A 3
KJ/IiTUH HerepmiHanbHOTro 1ieHTpy», ACE-LY-312 (D8227C00001), Bepcis 3.0 Big 05 >koBTH 2021 poky

3asiBHUK, KpalHa ToBapucTBO 3 06MEXeHOI0 BifnoizanbHicTI0 «JJABKOPIT K/ITHIKAJI IEBEJIOIIMEHT YKPATHA»
CrnioHcop, KpaiHa Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. reHepasibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Hopartok 54

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH TIPOTOKOJT KiTiHiuHOTO BUNpoOyBaHHs MK-3475-689 3 inkopriopoBaHow mornpaBkoio 07 Bif
07 uepBHs1 2022 poKy, aHIJIIMCbKOIO MOBOW; YKpaiHa, MK-3475-689, Bepcis 09 Big 05 cepriusa 2022 p.,
yKpaiHCbKOIO MOBOIO, iHdopMmallisi Ta [JOKyMeHT Mpo iHdopMOBaHy 3rofy A/l TallieHTa; YKpaiHa,
MK-3475-689, indopmariiiHuii JUCTOK i JOKyMeHT TIpo iH(GOpMOBaHy 3rofly Ha MallOyTHE GiomeanuHe
JocnigkeHHs, Bepcig 03 Big 05 ceprns 2022 p., yKpaiHCBKOK MOBORO

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

Ne 342 Big 26.02.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomisoBane, Bigkpure poctimpkenns 111 da3u ass oliHKy emMOpostisymady B sIKOCTi Heoa/1' FoBaHTHOI
Tepariii Ta B KOMOiHaI[il 3i CTaHJApPTHUM JIIKyBaHHSM B SIKOCTi a/'FTOBAHTHOI Tepariil Mpu orepabesbHOMY
JIOKOpEeriOHa/IbHO PO3MOBCIOKEHOMY IUIOCKOK/IITUHHOMY paky rosoBu Tta wwwi III-IVA  cragii»,
MK-3475-689, 3 inkopriopoBaHoto noripaBkoo 06 Biz 03 6epe3nst 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BifnoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa
dapMaLieBTUYHOI'0 AUPEKTOPATy

Isan 3A/IBOPHUX



Hopmatok 55

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuii TIporokosn kmiHiuHOro BUnpoOyBaHHsi 21140, Bepcis 2.0 3 rio6aspHOIO TOMpaBKo 1 Bif
28 uepBHs 2022 poky; bpouypa gocnignuka BAY 1841788, Bepcis 7.0, nmonpaska 1.0 Bix 21 aurnHsg
2022 p., aHrIiACBEKOIO MOBOK; [locke mocmimKyBaHOro mikapcbkoro 3acoby [Haponyrtamin (BAY
1841788), Po3ain «Quality», Bepcis 001 Big 13 munnsa 2022 p., aHr/ifickkoro MoBoto; Jlocke Tlnarie6o 10
JOCTiIKyBaHOTO JliKapcbkoro 3acoby daponyrtamin (BAY 1841788), Po3min «Quality», Bepcis 002 Big
13 yumas 2022 p., aHriifickkoro MoOBo; I[ToBHe JloCh€ MOC/IPKYBAaHOTO JIiIKAPCHKOTO 3aco0y
Haponytamin (BAY 1841788), Po3gin «Safety and Efficacy», Bepcis 01 Big 22 numus 2022 p.,
aHTTIMCHKOK MOBOIO; J[0ChE [OC/TiI)KyBaHOTO JTiKapchkoro 3acody BAY 1841788, Po3ain 2.1.P «Drug
Product», Bepcis 07 Big 13 numas 2022 p., aHrailicbkoro MoBow; Jlocke Tlname6o 0 AOC/iKyBaHOTO
JKapChbKOTO 3aco0y BAY 1841788, Po3ain 2.1.P «Drug Product», Bepcisi 06 Big 13 mumHs
2022 p., aHriicbkoro MoBoto;  ba3zoBa ®@I3 it YKpaiHu, aHI/IilCbKOK MOBOIO, Bepcis 2.0 Bif 18 mumnHs
2022 p., nepek/iaZjleHoO Ha YKpaiHCbKy MOBY 151 YKpainu Bif 29 yunns 2022 p.; bazosa @13 g1 YKpainu,
aHTJIiiCbKOI MOBOIO, Bepcisi 2.0 Big 18 numus 2022 p., mepek/iaZieHO Ha POCIHCbKY MOBY AJis1 YKpaiHU Bif,
29 munns 2022 p.; ARANOTE (21140) rpadik npouenyp, Bepcis 1.0 Big 31 TpaBHst 2022 p., yKpaiHCbKOIO
MoBoro s Ykpainu; ARANOTE (21140) rpadik mpoueayp, Bepcisi 1.0 Big 31 TpaBHs 2022 p.,
POCiMICBKOI0 MOBOIO /151 Y KpaiHu

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

Ne 310 Big 23.02.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanzomizoBaHe, moABiliHe citime, Talle00-KOHTPOIbOBaHe JOC/iZ)KeHHS ¢a3u 3  Trpenapary
JlapoJiyTaMifi B ZIOTIOBHEHHS /10 aHAporeHzenpuBariiHoi Tepamii (AIT) y nopiBHsHHI 3 muiarie6o mutroc
AIT y 4o/OBIKIB i3 MeTacTaTUUHKMM TOPMOH-UYT/IMBUM DakoM IMepeaMixypoBoi 3ano3u (MIYPII3)»,
21140, Bepcig Bif, 24 Bepecns 2020 p.




2 MPOJOBXKEHHA J0JaTKa 55

3asiBHUK, KpaiHa ToBapucTBO 3 00MeXeHO0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT IEBEJIOTIMEHT YKPAIHA»
CnoHcop, KpaiHa Bayer Consumer Care AG, IlIBeliapis

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepanbHOro jupexKTopa
®apManeBTUYHOI'0 AUPEKTopaTy IBan 3A/IBOPHUMX




Hopatok 56

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHu MPOTOKO/ KiiHiuHOTO BUnpobyBanHs MK-3475-B61, 3 iHKopropoBaHoto nomnpaBkoro 03 Bif
04 ceprHsi 2022 poKy, aHT/TiCEKOK MOBOO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 187 Bip 05.02.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«BigkpuTe kniHiuHe pocsimkenns 11 ¢a3sy, 110 MPOBOAUTHCS B OJHIN TPy /s OL[iHKY 11eMOpostizymady
B KOMOiHaljii 3 jieHBaTMHIOOM B SIKOCTi TepIOi JIiHil JIiKyBaHHS B YYaCHUKIB 3 PO3MOBCIO/PKEHON /
MEeTacTaTUYHOI0  HECBITJIOKITUHHOK  HHPKOBO-KJITMHHOIO  KapuuvHomow  HUpkA (HcKHKKH)
(KEYNOTE-B61)», MK-3475-B61, 3 inkopriopoBaHoto nioripaBkoro 02 Biz 25 cepriHsi 2021 poKy

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO « MC/] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Hopmatok 57

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S

Ykpainu «I1po rpoBefieHHsT KTiHIUHNX
BUIIPOOYBaHb JIiIKapCHKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX MONPABOK»
24.10.2022 Ne 1913

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH TIPOTOKOJT KiTiHiuHOTO BUNpoOyBaHHs MK-3475-355 3 iHkopriopoBaHOow TiornipaBkoio 07 Bif
17 uepBHst 2022 poKy, aHI/IiMCHKOIO MOBOIO; 3MiHa Ha3BU Ta afipecu CrioHcopa: byno «Mepk Lllapn eHp
HOoym Kopmn.», gouipue nignpuemctBo «Mepk eHf, Ko., Tnk.», CIIIA, (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA), Aapeca: Mepk /[lpaiiB, 1, moiitoBa ckpuHbKa 100, M. BaiiTxayc-
CreiiiH, mtat Heto-Ikepci, 08889-0100, CIIIA (One Merck Drive, P.O. Box 100, Whitehouse Station,
New Jersey, 08889-0100, USA) Crano TOB Mepk Illapmn enz Hoym (Merck Sharp & Dohme LLC),
Appeca: 126 Ict JlinkosbH aBeHto, 11/c 2000, Pageii, Heto Ixepci, 07065, CIIIA (126 East Lincoln Ave.,
P.O. Box 2000, Rahway, NJ 07065, USA); Bpoiiypa gociigHuka Pembrolizumab (MK-3475), BusaHHs
22 Big 13 TpaBHs 2022 pOKy, aHITilICbKOI0 MOBOHO

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

Ne 70 Big 31.01.2017

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzmomisoBane, noggitiHe-cine gocmimkenss 111 da3u g1 mopiBHAHHS TiKyBaHHS TIeMOposti3yMabom
(MK-3475) y komOiHaujii 3 mperapaTamMyd XimioTeparii Ta JiiKyBaHHS TIialebo y KomOiHaiii 3
rperaparaMu  XimioTeparii y TaLi€HTIB 3  padillle HeJiKOBAaHUM  MiCLIeBO-peLMBYOUYUM
HeoriepabeslbHUM ab0 MeTacTaTUUHWM TOTPiiHO-HeraTUBHUM pakoM MosouHoi 3ano3u (KEYNOTE-
355)», MK-3475-355, 3 iHkopriopoBaHot0 noripaBkoro 06 Biz 01 BepecHs 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTI0O «MC/] YKpaiHa»

CnoHcop, KpaiHa

«Mepk llapn Exg Joym Kopm.», gouipne nignpuemctso» Mepk Ena Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITIA

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepa/sibHOro JUpeKTopa

dapmaneBTUYHOr0 ANPEKTOPaTy

Isan 3A/IBOPHUX




HopaTok 58

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
24.10.2022 Ne 1913

[nentudikartis
CYTTEBOI
TTOTPaBKH

Onosnenwuii [Ipotokon kniHiuHoro mocrimkenHs JTX-4014-202, sepcis 3.0 Big 07 nunnsa 2022 p., aHIiMCHKOO
MoBoto; IHdopmariis ans marienta Ta ¢gopma iHdopmoBaHoi 3roau, Bepcis 5.0.0 Ay YKpaiHW, aHIVIiHCBKOO
MOBOM, Bif 15 cepriHsi 2022 p.; IHdopmatiis a5 nanieHta ta gopma iHpopmoBaHoi 3roau, Bepcisi 5.0.0 gmst
Ykpainu, yKpaiHCbKOI MOBOIO, Bifi 15 cepriHs 2022 p.; [Hpopmatiist A/is naijieHTa Ta popma iHpopmMoBaHOi 3roiy,
Bepcis 5.0.0 ans YkpaiHu, pocilicbKoro MOBORO, Bif 15 ceprins 2022 p.

Howmep Ta gata
Hakasy MO3
10710
3aTBepP/)KeHHs
KJIIHIUHOT O
BUTIPOOYBaHHS

Ne 1574 Bip 10.07.2020

Hasga kj1iHiuHOIO
BUTIPOOYBaHHH,
KO/, BepCisi Ta
JaTta

«docnimkenns 2 da3u inriditopy PD-1 JTX-4014 B sikocTi MoHOTepartii Ta y KoMm6OiHatiii 3 BonpaTtesimabowm, sikuii
€ aronicrom ICOS, y marjieHTiB 3 MeTacTaTUUHUM HeApiOHOKIITMHHMM pakom JereHb (HZPJI) micis ogHoro
TioTriepeJHO0 OTPUMAHOTO PeXKUMY TUIATUHOBMICHOI XiMioTepartii, Bifjibpanux 3a 6iomapkepamu», JTX-4014-202,
Bepcis 2.0 Biz 14 Bepecns 2020 p.

3asiBHUK, KpaiHa

ToapuctBo 3 ObMexeHor0 BiamosiganbHicTio «KonTpakTHO-/ocigaunpka Opranisaris [HHodapM-YKpaiHa»

CnoHcop, KpaiHa

Jounce Therapeutics, Inc., United States of America

CynyTHi
Marepianu/mpernap
aTy CyIyTHBOL
Tepariii

B.o. reHepa/ibHOro AMpeKTOpa

dapMaLeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




