Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX IMOINPaBOK /0
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECEeHHs 3MiHM Z10 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHU 3[J0pPOB’Sl YKpaiHU
Biz 03 mortoro 2023 poky Ne 200»
3.03.2023 Ne 426

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta jlata

«[TopiBHsIbHA OIfiHKa e(eKTUBHOCTI Ta nepeHocuMocTi nperiapaty TEPBIHA®IH, kpem 1% BupoOHUIITBA
AT «JIy6rudapm» i npenapaty JIAMI3WNJI, kpem 1 % BupoOHurTBa kKommanii «GSK Consumer Healthcare
SARL» y naitieHTiB 3 gepmaTodiTiero cton», Ko pocaimkerHs LF — TBF/C -1/22, Ne 3 Bix 02.02.2023

3asgBHUK, KpaiHa

AT «JlybHudapm», YKpaina

CrioHCOp, KpaiHa

AT «JlybHudapm», YKpaina

[Tepenik gocmimKyBaHUX
MiKapChKUX 3acobiB
nikapcbka opMma,
JI03yBaHHSI, BUPOOHUK,
KpaiHa

TEPBIHA®IH (Tep6inadiny rigpoxnopus (Terbinafine hydrochloride)); kxpem 1 % mo 15 r y Ty6i, mo 1
Ty6i B maurii 3 kapToHy; 10 mr/r; AT «JIlyorudapm», YKpaina;

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta MicLie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) k.m.H. Kagurpo6 1.B.
KomyHanbHe HeKoMepLiiliHe MiANpUEMCTBO «MicbKul IIKipHO-BeHeposoriuHuit  aucriaHcep Nel»
XapKiBCbKOI MiCbKOI pajii, lepMaToJ/IoriuHe BifJiieHHs, M. XapKiB

[TpernapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

JIAMI3WNIJI (Tep6inadiny rigpoxnopug (Terbinafine hydrochloride)); Kpem 1 % 1o 15 r abo mo 30 r B TyO0i,
1o 1 Ty6i B KapToHHiM Kopobiii; 10 mr/r; GSK Consumer Healthcare SARL, Switzerland

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. Haya/ibHNKAa PapManieBTUYHOI0 yIPaB/IiHHA

Onekcangp I'PINEHKO




Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikallis cyTreBoi Omnosnenuit [Tpotokon NN6535-4730, dinanbHa Bepcis 10.0 Big 20 rpyaHsa 2022 p., aHT/TiMiCbKOIO MOBOO
[0TIpaBKU 3 momatkamu; [loroBHeHHs I: I'100ambHUH Mepestik K/IFOUOBUX CIIBPOOITHUKIB i BifmoBiAHMX BiagimiB Ta
rocravasbHUKIB K/IiHIYHKMX MaTepianiB (inanbHa Bepcis 3.0, Big 30 rpyans 2022., aHr1iliCbKOI0 MOBOIO

Howmep Ta fara Haka3zy Ne 1326 Biz 02.07.2021
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «PanziomizoBaHe To/BiliHE Cjlire T/1alle00-KOHTPO/IbOBaHe KIIiHIUHe [OC/i/PKEHHs, 1[0 BHWBYAE
BUTIPOOYBaHHS, KO/, eeKTUBHICTh Ta Oe3MeKy 3aCTOCYBaHHS ITePOPAIBHOT0 CeMaryyTUy y TAl[i€eHTIiB i3 OUaTKOBOIO CTA/li€r0
Bepcis Ta jara xBopobu Anblrefivepa (EVOKE)», NN6535-4730, dinansHa Bepcist 9.0 Big 05 »xoBTHs 2022 p.

3asgBHUK, KpaiHa TOB «HoBo Hopzick YkpaiHa»

CrioHcop, KpaiHa Novo Nordisk A/S, Denmark

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

B.o. Haua/lbHUKA PapMaLeBTUUHOI0 yIPaB/IiHHSA Onekcangp I'PIEHKO




HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi Onosnenutii [Tpotokon NN6535-4725, dinanbHa Bepcis 10.0 Big 20 rpyass 2022 p., aHI/1iMiCbKOIO MOBOO
TIOTIPaBKU 3 JogaTkamu; JlonoBHeHHs I: ['1o6anbHUE Tiepetik KJIF0UOBUX CITiBPOOITHUKIB i BiAMOBiAHWX BiAgimiB Ta
rocTavyaabHUKIB KIiHIUHKUX MaTepianiB ¢iHanbHa Bepcis 4.0, Big 30 rpygHs 2022., aHI1iliCbKOI0 MOBOHO

Howmep Ta gata Hakazy Ne 1586 Biz 29.07.2021

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hasga kniHiuHOrO «PanziomizoBane Tmo/BiliHE citire T1alle00-KOHTPO/bOBaHe KITiHiUHe /IOC/Ii/PKEHHs, 1[0 BHBYAE
BUIIPOOYBaHHs, KO/, eeKTUBHICTb Ta Oe31eKy 3aCTOCYBaHHS MePOPaTbHOTO CeMaryyTUAY y Mal[iEeHTIiB i3 TOYaTKOBOKO CTa/li€r0
Bepcis Ta JjaTa xpopobu Anbureiimepa (EVOKE plus)», NN6535-4725, dinansHa Bepcist 9.0 Big 05 >xkoBTHsT 2022 p.
3asiBHUK, KpaiHa TOB «HoBo Hopgick Ykpaina»

CrnoHcop, KpaiHa Novo Nordisk A/S, Denmark

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. Haua/ibHNKa P@apManieBTUYHOr0 yIpPaB/IiHHA Onekcangp I'PINIEHKO




HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpouypa gocnigauka Pembrolizumab (MK-3475), Buaanss 23 Big 26 xoBTH 2022 pOKY, aHIJTiMCBHKOIO
MOBOIO; 3MiHa KiJIbKOCTI mociimpkyBaHux y cBiTi 3 1097 mo 1429 ckpuHoBanux (3 790 go 907
paHJoMi30BaHMX) 0cib; 3MiHa KilbKOCTi AocmimpkyBanux B YKpaidi 3 130 go 108 ckpuHoBanux (3 91 mo
69 paHzoOMi30BaHMX) 0Cib; 3MiHa Ha3BM MiCLisl MPOBe/IEHHS K/TiHIYHOTO BUTIPOOYBaHHS:
BYJIO CTAJIO

K.M.H. Cakano A.B. a.M.H. Cakano A.B.

KuiBcbKuii MiCbKMI K/IiHIUHKMK OHKosoriuHuii | KomyHanbHe HeKoMepIliliHe TiJTPUEMCTBO
LIeHTp, YypoJioriuHe BiagiseHHsi, [lep)kaBHa | «KUIBCbKUM MIiCbKMM K/IIHIYHWM OHKOJIOTiYHUMN
ycraHoBa «lIHcTUTYT ypoJsorii HarjioHanbHOI | leHTp» BUKOHABUOrO opraHy KuWIBCBKOI MiCBKOI
akazemii MeJWUHUX HayK YKpaiHW», BIgAin | pagu (KuiBcbkol MiCBKOL Jep>KaBHOI
OHKOypoJiorii, M. KuiB aZMiHicTpatlii), yposioriube BifzineHHs, [lep>kaBHa
ycraHoBa «IHCTUTYT yposorii iMeHi akazjemika
O.®. BosiaHnoBa HaijioHanbHOI akajemii MeIUUHHAX
HayK YKpaiHu», Bififji1 oHKOypoJiorii, M. Kuis

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

Ne 1896 Big 27.08.2019

Hasga ki1iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«PangomizoBane, nozBiiiHe ciine gocimkenHs III ¢a3u A7s oLiHKY TepiornepaliiiiHoOro 3acTOCyBaHHS
nemOponizymaby (MK-3475) y kombiHailii 3 HeoaA'tOBaHTHOIO XiMioTeparti€lo TIOpiBHAHO 3
repionepariiiHAM 3aCTOCYyBaHHsIM T1arie60 y KoMOiHallii 3 Heoa/'*toBaHTHOI XiMiOTeparli€lo B yUaCHUKIB
3 M'I30BO-iHBa3sMBHHMM pAakOM CeuoBOIO Mixypa, IMpUAATHUX [JId JIKyBaHHA LUCIIJIATUHOM
(KEYNOTE-866)», MK-3475-866, 3 inKopriopoBaHo nonpaBkor 04 Biz 06 yunHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXXeHOI0 BifnoBifampHicTI0 « MCJ/I YKpaiHa»
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CrnioHcop, KpaiHa TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. HauanbHUKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcangp I'PINEHKO




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi 3MiHa Ha3BM MiCIIsl MPOBe/IeHHsI BUTIPOOYBaHHS:
TOTpPaBKU BYJIO CTAJIO
I.M.H. binaacekuti JI.C. JI.M.H., ipod. binaacekutii JI.C.
KuiBcbka Micbka KiiHiuHa JjikapHa Nel8, | KomyHanbHe HeKOMepLliliHe i ATIPUEMCTBO

MPOKTOJIOTiuHe  BiagineHHsi,  HaijioHanbHuit | «KuiBcbka MichbKa KiiHiuHa JiikapHsg  Nel8»
MeauuHU yHiBepcuteT iMeHi O.O. Boromosiblis, | BUKOHaBUoro opraHy KwuiBcbkoi MiCbKOI paju
Kadespa xipyprii Nel, M. KuiB (KuiBcbKoi MichKOI flep>kaBHOI — agMiHicTpaliii),
TIPOKTOJIOTiYHe BifjisieHHs, M. KuiB

Howmep Ta nata Haka3zy Ne 1962 Big 29.10.2018
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ha3sBa kiiHiuHOr 0O «PaHgomi3oBaHe, TI0/BikiHe ciTilTe, TIAl[e00-KOHTPO/ILOBAHE Ta 3 aKTHUBHUM KOHTpOJIEM, OaraTOL[eHTPOBe

BUIIPOOYBaHHs, KO/, JocstipkeHHsT a3y 2/3, 110 MPOBOAUTHLCS y TlapajielbHUX TpyraxX 3 MeTOH OIL[iHKA e(eKTUBHOCTI Ta

BepCid Ta Jjata 0e3rmeyHoCTi rycesbkyMa0y y marjieHTiB i3 xBopoboto KpoHa B akTHBHil (ha3i BiJj cepeIHLOrO /10 BaXKKOTO
crynens TspkkocTi», CNTO1959CRD3001, 3 nornpaskoro 5 Bif 12 ymnHg 2022 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

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

CynyTHi —

Marepianu/rpernapaTu

CYMyTHBOI Tepariii

B.o. HauaibHUKA PapMaLeBTUUHOI0 yIpaB/IiHHSA Onekcangp I'PIIEHKO




HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/IeHWH TIPOTOKO/ K/iHiuHOro BUMpoOyBaHHs, Bepcis 3.1 Big 19 BepecHs 2022 p., aHIJIiHACBKOO
MoBo10; OHOBieHn CHUHOIICUC MTPOTOKOJTY K/IiHIYHOTO BUNpoOyBaHHs, Bepcis 3.1 Big 19 BepecHst 2022 p.,
YKpaiHCBKO MOBO; bpoliypa gocmifHuKa [j1st JOCTiKyBaHoTo Jtikapckkoro 3acoby IMU-838, Bepcist
7.0 Big 10 Gepe3nsi 2022p, aHrmiiicbkkoro MoBoro; [Hdopmarljisi Anas maiieHTa Ta gopma iHdopmoBaHOT
3rogu, Bepcis 3.1 gis Ykpainu Bif 05 >xoBTHs 2022 p., aHITiMCHKOI Ta YKPaiHCHKOO MOBaMU; 3anydyeHHs
I0/IaTKOBUX MiCLIb MPOBeZIeHHsI K/TIiHIYHOTO BUITPOOYBaHHS:

Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TiAHUKA
/1 Ha3Ba Miciis ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS

1. | k.M.H. T'omobopogpko A.A
KomyHaseHe HekoMmepiiitiHe mianpueMctBo «Opecbka obOsiacHa KiiHiuHa JiikapHs» OpecbKoi
obsiacHOi pajy, BifineHHs Helipoxipyprii, M. Ozeca

2. | nikap Koanbuyk I.B.

KomyHasibHe HeKoMepijifiHe TiANMpUEMCTBO «XMeTbHULILKUM 00/acHUM TOCITiTanmb BeTepaHiB
BiliHM»  XMe/NbHUIBKOI 00/MacHOi  pajy, HeBpOJIOTiUHe BiAgineHHs, C. PyxuuaHKa,
XMesIbHULBKUM p-H, XMeTbHULIbKA 0071.

3. | A.M.H., ipod. KoBanenko O.€.

KoMyHanbHe HekoMeplliiiHe mignpueMcTBo «KiiHiuHa JjikapHsa Nel5 Tloginbchkoro paiioHy
Mmicta KueBa» BukoHaBuoro opraHy KuiBcbkoi Micekoi pagu (KuiBCbKOI MICBKOI [iep’kaBHOI
aZiMiHicTpallii), HeBpoJioTiuHe BifiseHHs, M. Kui

4. | A.M.H., npo@. [TaikoBceKuii B.M.
KoMyHanbHe HeKoMmepliiliHe TiNpueMcTBO «lleHTpanbHa MicbKa KJ/iHiUHa JliKapHs»

UepHiBelIbKOI MiCbKOI paii, HEBPOJIOTiUHe BifiseHHs, M. YepHiBLi
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Howmep ta faTa Hakasy
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2947 Bip 30.12.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«baraTouieHTpOBe paHJOMi30BaHe TO/BIMHO ciine gocrigxeHHs III ¢a3u, 10 NMPOBOAUTHCA 3 METOIO
OL[iHKM e(peKTUBHOCTI, Oe3reuHocTi Ta epeHocuMocTi niperniapaty IMU-838 y mopiBHsiHHI 3 ri1arjebo mpu
NMiKyBaHHI JIOPOC/IMX TIAL[iEHTIB i3 pelUAUBYIOUMM PO3CISIHUM CK/1epo30oM (KOZOoBe T103HaueHHS:
ENSURE-1)», P3-IMU-838-RMS-01 (ENSURE-1), ¢pinansna Bepcisi 2.0 Big 10 ceprus 2021 p.

3asiBHUK, KpaiHa

TOB «BOPJIIBAI]T KJITHIKAJI TPAIJIC YKP»

CrioHcop, KpaiHa

«IMmyHik AT'» [Immunic AG], HimeuurHa

CynyTHi
Marepiaau/mpernaparu
CYIYTHBOI Tepamnii

B.o. Haua/ibHMKa @apMalieBTUYHOr0 yIpPaB/JIiHHA Onekcangp I'PINIEHKO




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBieHUI TIPOTOKOJ 3 iHKOPMOpoBaHOI mnompaBkoto 10 Big 23 mucronaza 2022 poky aHIiMCHKOO
MoBO10; 3anyueHHsi ToproBoi Ha3Bu [IJKVUCEJIEKA® (JYSELECA®) st 10CTiA>)KyBaHOTO JiIKapChKOT0
3aco0y ®inrortiHib (GS-6034) (GS-6034; ®inroriHib); TabaeTku, BKPUTI MTiBKOBOIO 060/10HKOI0; 100 abo
200 wmr; bporypa gocmigHUKa A0CTipKyBaHOTo Jikapcbkoro 3acody DKMCEJIEKA® (JYSELECA®)
(Pinrotini6 (GS-6034)), BuganHs 17 Big 15 mumnsa 2022 poky aHITMCHKOK MOBO; [HbopmariiiHuit
micToK Ta ¢opMa iHdopMoBaHOoi 3roau marlieHTa, Bepcis 12.1.0 Big 30 sucromaga 2022 poky
KpalHCHKOIO Ta POCiHCHKO MOBaMM; 3MiHa Ha3BHU MiClisl TIPOBe/IeHHsT K/TiHIYHOTO BUMPOOYBaHHS:

BYJIO CTAJIO
K.M.H. [lyboBuii B.A. K.M.H. [lyboBwuii B.A.
KuiBcbka Micbka KiiHiuHa JjikapHa Nel8, | KomyHanbHe HeKOMepLliliHe MiATIPUEMCTBO
MPOKTOJIOTiYHe BifgisieHHs], M. K1iB «KuiBcbka Micbka KiliHiyHa JsikapHa  Nol8»

BUKOHABUYOro opraHy KuiBcbKOI MICBKOI paju
(KuiBcbKoi MichKOI flep>kaBHOI — agMiHicTpaliii),
TIPOKTOJIOTiYHe BifjisieHHs, M. KuiB

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

Ne 423 Big 12.04.2017

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«[loBroTpurBase Mo/ioBXeHe AOCTiPKeHHS /il OLiHKYA Oe3reku ¢inroTiHiOy B MaljieHTIiB i3 BUpa3KOBUM
Kostitom», GS-US-418-3899, 3 iHkopriopoBaHoro nonpaBkoto 9 Bif 14 kBiTHSA 2022 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJIABHICTIO «®APMACBIOTIKATT PICEPU
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)
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CrioHcop, KpaiHa Galapagos NV, Benbris

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. HauanbHUKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcangp I'PINEHKO




HonaTok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/leHUI TMPOTOKOJ KIIiHIYHOTO AOCTiKeHHs, Bepcis 3 morpaBkowo 3.0 Bix 23 ceprHsa 2022 poky
aHTJIificbKOI0 MOBOMO; [H(opMaliiiiHuii MMCTOK MailieHTa Ta Gopma iHpopmoBaHoi 3rou, Bepcis 3.0 A
Ykpainu Bif 18 BepecHs 2022 pokKy yKpaiHCBKOIO Ta POCiHCHbKOI MoBaMu; [HpopmaliiiHuil TUCTOK Ta
¢dopma iHpopMOBaHOI 3roid BariTHOI MapTHEPKU y4yaCHHWKAa HAayKOBOTO JOCHTi/keHHsi, Bepcig 3.0 s
Ykpainu Big 18 BepecHs 2022 poKy YKpaiHCHKOK Ta pOCiMCbKOK MoOBaMH; [HpopMaliiiHUil JTHUCTOK
narjieHTa Ta gopma iHpopMOBaHOI 3rofi Ha TPOXO/KEHHs TIOTepeHLOTO CKPUHIHTY, Bepcis 3.0 aas
Ykpainu Big 18 BepecHs 2022 poKy YKpaiHCHKOK Ta pOCIMCbKOK MoOBaMH; [HpopMaliiiHUil JTUCTOK
narjieHTa Ta (popma iHpoOpMOBaHOI 3ro/iy: TIPOJOBXKEHHS JIiKyBaHHS TIPU TPOrpecyBaHHi 3aXBOPIOBaHHS,
Bepcisi 3.0 mns Ykpainu Big 18 BepecHs 2022 poky YKpaiHCBKOIO Ta pOCIMCBHKOI MOBaMU;
IHdopmariitiHuii MMcTOK MNatjieHTa Ta popma iHhopMoBaHOI 3ro/id Ha /10/laTKOBUI 30ip 3pa3skiB, Bepcis 3.0
J7s1 Ykpainu Bif 18 BepecHst 2022 poky yKpaiHCBKOIO Ta pOCiiiCbKOl0 MoBaMu; [HdopMaliliHuii 1MCTOK
narfieHta Ta ¢opma iHGOpPMOBaHOI 3roAM Ha [JojaTKoBe 30epiraHHs OiojOTiuHMX 3pa3KiB Ta iX
BUKODUCTaHHS B MaMOyTHiX [ocrimkeHHsx, Bepcis 2.0 ans Ykpainu Bing 18 BepecHs 2022 poky
yKpaiHCbKOIO Ta POCificbkKolo MoBamu; IH(opmariiiiHuii McTok maijieHTa i doopma iHpopmoBaHOI 3roau
JU/Is1 BiILIKOAYBaHHSI TPAaHCIOPTHUX BUTpAT 3a JgomnoMoror Kommanii Scout Clinical, Bepcis 2.0 mns
Ykpainu Big 26 BepecHs 2022 poOKy yKpaiHCBKOW Ta pocilickkoro moBamu; Scout Clinical,
OO6cnyroByBaHHSI TIAIliEHTIB — eJIeKTPOHHE JIMCTyBaHHs, Bepcis 2.0 Big 26 BepecHs 2022 poky
YKPalHCBKOKD Ta POCIMCBKOKO MOBaMM; 3pa30K MapKyBaHHs BHYTPIILIHBOI yMaKOBKM AOC/iPKYBaHOTO
nikapcekoro 3acoby BGB-A317, 100 mr/10 M, KOHLIeHTpaT AJis po3uvHy s iHdys3ili, Bepcis Big 10
cepriag 2022 poKy yKpaiHCBKOK MOBORO; 3pa30K MapKyBaHHSI 30BHIILIHBOI YMAaKOBKW JOC/IKYBaHOTO
nikapcekoro 3acoby BGB-A317, 100 mr/10 M, KOHLIeHTpaT Ayisi po3urHy s iHdys3ili, Bepcis Big 30
ceprnHa 2022 poKy yKpalHCBKOIO MOBOMO; 3pa30K MapKyBaHHSI BHYTPIIIHBOI YITAKOBKU [OC/IiPKYBaHOI'O
nikapceKoro 3acoby BGB-A1217, 300 mr/15 wmu,




2 TPOJIOBXKEHHA 0JaTKa 8

KOHLIEHTpAT /J1s1 po3uuHy Jis iHGy3il, Bepcis Big 10 ceprHs 2022 poKy yKpalHCbKOIO MOBOIO; 3pa3ok

MapKyBaHHS 30BHIITHbOI YTIAKOBKH [IOC/Ii/IKYBaHOTO JiKapCchKoro 3acoby BGB-A1217, 300 mr/15 wu,
KOHI[eHTpaT JJ1s1 po3uuHy /s iHdy3iii, Bepcis Bix 10 cepriHa 2022 poky yKpaiHCBKOK MOBOIO; 3pa3ok
MapKyBaHHS ~ BHYTPIIIHBOI  YTAaKOBKK  JIOC/i/)KYBaHOTO JliKapchbkoro 3aco0y IlemGpostizymab
(Pembrolizumab), 100 mr/4 mu (25 Mr/mi), KOHLeHTpaT AJ1s1 pO3uMHy AJis1 iHdy3il, Bepcis B 10 ceprHs
2022 pokKy YKpaiHCBKOIO MOBOK; 3pa30K MapKyBaHHSl 30BHILIHBOI YMAaKOBKM [JOC/iPKYBaHOrO
nikapceKoro 3acoby ITembponisymad (Pembrolizumab), 100 mr/4 mn (25 Mr/mi), KOHLeHTpaT st
po3urHy s iHdys3ii, Bepcisi Big 10 cepmHsi 2022 poKy yKpaiHCHKOK MOBORO; 3MiHa Ha3BU KIIiHIUHOTO
BUIPOOYBaHHS:

bYJIO

CTAJIO

«PaHiOMi30BaHe TIO/IBiliHe cJlile JOC/IiKeHHSs
¢dasu 3 mpemapaty BGB-A1217, anTuTiia J0
TIGIT, y noefHaHHi 3 THCIeMi3yMaboM TIOPiBHSIHO

3 memOposi3ymMaboM y TalLi€HTiB i3 paHiie
HeJIIKOBaHUM, MiCLIEBOIIOLLIMPEHUM,
HeorepabeTbHUM abo MeTaCTaTUUHUM

He/IpiOHOK/TITHHHUM pakoM JiereHb i3 BUOpaHUM

crarycom ekcnpecii PD-L1»

«PaHioMi30BaHe TIO/BiliHe cJlille JOC/IiKeHHSs
dasu 3 onwnepsnimaby, anturiia go TIGIT, y
MO€JHAaHHI 3  TUC/eNni3ymMaboM TOpiBHSIHO 3

nemMOposisaymaboM y  TarjieHTiB i3 paHilie
HeJIIKOBaHUM, MiCLIEBOTIOLLIMPEHUM,
HeorepabeTbHUM abo MeTaCTaTUUHUM

He/IpiOHOK/MITHHHUM DaKoOM JiereHb i3 BUOpaHUM
crarycom ekcrpecii PD-1.1»

3MiHa aJpecy CTIOHCOpa K/IiHIYHOTO BUITPOOYBaHHS:

bYJIO

CTAJIO

2955 Campus Drive, Suite 200, San Mateo, CA

94403, CIIIA

1840 Gateway Drive, Third Floor, San Mateo,
California 94404, CIIIA

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

Ne 1966 Bif 15.09.2021

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

«PaHgomizoBaHe mo/BiiiHe ciine fgocnimkeHHs ¢da3u 3 mpenapaty BGB-A1217, anrtutina mo TIGIT,
y TIO€[IHaHHI 3 TUC/IeNi3yMaboM TIOPiBHSIHO 3 meMOposti3ymMaboM y TaL[ieHTIiB i3 paHillle He/lliKOBaHUM,
MiCI|eBOTIOIITMPEeHNM, HeorepabebHUM ab0 MeTacTaTHUHUM HeJpPiOHOKTITMHHUM pakKOM JieTeHb i3
BUOpaHUM cTatycom ekcripecii PD-L1», BGB-A317-A1217-302, Bepcist 3 monpaBkoto 2.0 Big 07 rpygHs
2021 poky
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3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO
ACCOYIIMENTC YKPATHA» (TOB «®PPA YKPAIHA»)

«DAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

BeiGene, Ltd. c/o BeiGene USA, Inc., CIITA

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. HauanbHUKa @apMaLieBTUYHOI0 YIIPaB/IiHHA

Onekcangp I'PINEHKO




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,

BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy

MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa BiINOBiIA/ILHOTO AOC/TiTHHAKA:

BYJIO

CTAJIO

K.M.H. Pucnaesa /1.E.
JIikyBa/IbHO-/1ilaTHOCTUYHUM LIEHTP TOBapUCTBa 3
oOMexeHOI0  BiJmoBifambHicTIO  «Megikc-peit
InTepHemtnn  I'pyn»  JlikapHa  i3paiibCbKOL
oHKoJiorii «LISOD», BipgfiieHHS K/IIHIYHUX Ta
HAyKOBHUX  JOCJIi/I)KeHb, KuiBceka o011,
OO0yxiBCbKMI p-H, C. [lmotn

I.M.H., npod. Binauiipka A.b.

JIiKyBa/IbHO-IilaTHOCTUYHUIM LIEHTP TOBapUCTBa 3
oOMeXXeHOI0  BiJMOBifambHiCTIO — «Meikc-pei
IntepHemtnn  I'pyn»  JlikapHa  i3paiibCbKOL
oHKoJjiorii «LISOD», BigmineHHs KIIHIYHUX Ta
HayKOBUX JOCTIKEeHb, KuiBceka 061,
OO0yxiBCcbKuM p-H, c. [Imotn

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

Ne 80 Big 19.01.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBane, mnozpiiiHe cnine pocmimpkenHs III ¢a3u g omiHKM remMOpostisymMady TMOpPiBHSHO 3
nialebo y kKoMmOiHalii 3 af'roBaHTHOK XiMioTeparti€to 3 abo 6e3 mpomeHeBoi Teparii /s JTiKyBaHHS
Mali€eHTOK 3 HeJaBHO [iarHOCTOBAHUM pakOM eH/OMeTpisi 3 BUCOKMM pPH3UKOM TIiC/si orepartjii 3
nikyBanbHOIO MeToro (KEYNOTE-B21 / ENGOT-enl1 / GOG-3053)», MK-3475-B21 / ENGOT-en11 /
GOG-3053, 3 iHKopriopoBaHO 1orpaBkoro 03 Bif 25 ceprnst 2022 poky

3asiBHUK, KpalHa

ToBapucTBO 3 00MeXxeHO0 BizoBiganpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. HauanbHUKa PapMaleBTUYHOI0 YNPaB/IiHHSA Onekcangp I'PIIEHKO




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi Bpourypa gocnignvika, KRT-232, Bepcis 11.0 Big 02 mucromaza 2022 poky, aHIJIIWCHKOI MOBOIO;
TI0IIpaBKU Indopmaritinnii McTOK AJisi matjieHTa Ta ¢gopma iHdopmoBaHoi 3rogu: «Kaproc Tepam'toTtike, [HK.»_
KRT-232-114_OcHoBHa ®I3, maticTep-Bepcisi_ Bepcis 7.0, 16 nucronaga 2022 poky_YKP_Bepcisi 5.0_
24 nuctonaga 2022 poKy, YKpaiHCBKOI0, POCIMChKOI0, aHTITiIMICbKOI0 MOBAaMU

Howmep Ta fara Haka3zy Ne 1012 Biz 24.05.2021
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «Bigkpure, baraTorjeHTpoBe AoCTiKeHHs 2 da3u AJisd OLiHKK 6e3rmeuHoCTi Ta e)eKTUBHOCTI TpernapaTy
BUTIPOOYBaHHS, KO/, KRT-232 abo TL-895 y mnariieHTiB 3 Miesiodibpo3om, siKi paHiliie He OTpPUMYBaJIH JTiKyBaHHS iHTiOiTOpaMu
Bepcis Ta jara sHyc-KiHa3», KRT-232-114, INornpaBka 3, 07 6epe3nst 2022 poky

3asiBHUK, KpaiHa ToBapuCTBO 3 06MexeHoI0 BifnosiganbHicTI0 «METMENC YKPATHA»

CrioHcop, KpaiHa «Kaptoc Tepan'totikc, Ink.» [Kartos Therapeutics, Inc], CIIIA

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

B.o. Haua/lbHUKA PapMaLeBTUUHOI0 yIPaB/IiHHSA Onekcangp I'PIEHKO



HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa Ha3BM MICIisI Ta a/[peCH MPOBe/IeHHs KIiHIYHOTO BUTTPOOYBAHHS:
BYJIO CTAJIO

K.M.H. ["apmit O.0. K.M.H. ["apmima O.0.

HepxaBHa ycraHoBa «HawioHanbHMK HaykoBuM | [lep)kaBHa ycraHoBa «HarllioHanbHUK HayKOBUM
ueHTp «[HCTUTYT Kapgiosiorii iMeHi akazemika | eHTp «IHCTUTYT Kapgiosiorii, K/IiHIYHOI Ta
M.[. Crpaxecka» HarjioHanbHOl akazeMii | pereHepaTMBHOI MeJMLIMHMA  iMeHi  akajemika

Me[UYHHUX HayK YKpaiHW, Bifdin HeKopoHapHux | M./I. Crpaxkecka  HarjioHasnbHOT — akazemil
xBopoO cepus Ta peBmarosiorii, M. KwuiB, | MeIMUHUX HayK YKpaiHW», BiJ/iT HEKOPOHapHUX
Bys1. HapogHoro OnomueHHst, OyAUMHOK 5 xBopobO cepusg Ta peemartonorii, M. Kuis,

ByJ1. CBsiToCc/1aBa X0poOporo, OyAMHOK 5

3asydeHHsT [1O/IaTKOBUX Jiaboparopiii B YKpaiHi i TIpOBeZieHHsSI OL[iHKK TIOKa3HHUKIB JlabopaTOPHUX
TeCTIB 3riTHO BUMOram TMPOTOKOJIY:

-TOB «CineBo YkpaiHa», M. BiHHuU1;

-Kniniko-6ioximiuHa snabopartopis mipu [lepxaBHili ycraHoBi «HaljioHa/bHMI HAyKOBUH LIEHTP
«IHCTUTYT Kapgiosorii, K/IiHIYHOI Ta pereHepaTMBHOI MeAMLIMHU iMeHi akajgeMika M./[. Ctpakecka
HauionanbHOT akazemii MeAUUHUX HayK YKpaiHu», M. Kuis;

-Kniniko-zmiarHoctnuHa Jabopatopis 1ieHTpy snabopatopHoi agiarHocTuku «KHIT «KuiBchka MichKa
KJIiHiyHa jikapHsa Nel» BUKOHaBuoro oprany KwuiBcekol Micbkoi pagu (KuiBCcbKOI MiChKOI /ep>KaBHOI
aaminictparii)», M. Kuis;

-TOB «/liarHocTHuHuMi 1IeHTp «Mepiatid-6i0», M. 3aropixoKs;

-Kniniko-giarnoctruna naboparopist mpu KHIT KOP «KuiBchka o6acHa KitiHiuHa jikapHsi», M. KuiB;
-TOB «MepJlab», M. Kuis;

-TOB «MJI «[ina», m. Kuis
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Howmep ta faTa Hakasy
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«PaHgomi3oBaHe, 1o/BiliHe criirne, OaraToHallioHa/bHe, OAraTolIEHTPOBE AOC/i/PKeHHS ZJis TIOPiBHSIHHS
edeKTUBHOCTI, Oe3meku Ta imyHoreHHOCTi TVB-009P Ta ageHocymaby (ITPOJIIA®) y mailieHTiB 3
MOCTMeHoMnay3aJbHUM ocTeoriopo3oM», TVB009-IMB-30085, nonpaBka nipotokony 02 Big 29 4yepBHs

2021 p.

3asiBHUK, KpaiHa

TOB «CanaKuiic», YkpaiHna

CrioHcop, KpaiHa

Teva Branded Pharmaceutical Products R&D, Inc., USA

CynyTHi
Marepiaau/mpernaparu
CYIYTHBOI Tepamnii

B.o. HauanbHNKa PapManeBTUYHOIO YNIPaB/IiHHA

Onekcangp I'PINEHKO




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpouypa mocnignvka MK-1986 (TR-701 FA), Buganns 15 Big 20 BepecHss 2022 poky, aHIJiHCBKOIO
MoBO10; [loZloBXKeHHsI TPUBA/IOCTI K/IiHIYHOTO BUIPOOyBaHHsS B CBiTi Ta B YKpaiHi o 28 uepBHs 2024

POKy

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

Ne 2777 Big 02.12.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PaH/j0Mi30BaHe, KOHTpPO/IbOBAHE 3a JOINOMOIOX AaKTHMBHOIO TIIperiapary [IOPiBHAHHSA, KJ/IiHIiUHe
nmocimkenss 111 ¢a3u asa BuBueHHs1 6e3reyHocTi Ta edektuBHOCTI MK-1986 (Temusonigy docdary) y
MarjieHTiB BiKOM Biji HapomkeHHs [0 <12 pokiB 3 roctpuMu OakTepialbHUMH iHGEKI[iIMU IIKipyU Ta
LIKIpHUX CTPYKTYp», MK-1986-018, 3 inkoprioposaHoto nonpaskoro 07 Biz 27 uepBHs 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. Haua/ibHMKA PapManeBTUYHOrO YIpaB/IiHHA

Onekcangp I'PINIEHKO




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpouypa gocnigauka Pembrolizumab (MK-3475), Buaanss 23 Big 26 xoBTH 2022 pOKY, aHIJTiMCBHKOIO
MoBotw; bBporypa pocmigavka Omamapu6 (Olaparib) (AZD2281, KU-0059436), BuganHs 21.1 Bifg
14 yepBHs 2022 poKy, aHTJIilicbKOI0 MOBOIO; bpotiypa gocnigauka Onanapu6 (Olaparib) (AZD2281, KU-
0059436), Bugmanusa 21.2 Big 04 >xoBTHsi 2022 poKy, aHI/IiNMCBKOK MOBOR; YKpaiHa, MK-7339-013,
[Hdopmatiisi Ta HOKyMeHT mpo iHdopMoBaHy 3roay AJs mauieHTa, Bepcisg 1.00 Big 11 ciuns 2023 p.,
yKpaiHCbKOIO MOBOO; YKpaiHa, MK-7339-013, [HdopmMarliilituii JTUCTOK i AOKyMeHT Ipo iHhOpMOBaHY
3rofly Ha MaiibyTHe GiomenuuHe pocsimpkeHHs], Bepcis 1.02 Big 11 ciuns 2023 p., yKpaiHCbKOH MOBOHO

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

Ne 80 Big 19.01.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomiszoBane, moABiliHe citine, TIalle00-KOHTPObOBaHe fociimkeHHs III ¢a3m g1 oiiHKK
nembponizymadby (MK-3475) y mno€gHaHHI 3 CyMyTHbOI XiMiOIIDOMEHEBOIO Teparli€l 3 TOJa/IbIINM
BBeJIeHHsIM 11eM0OpoJtisyma0y 3 osariapubom (MK-7339) abo 6e3 HbOTO y TIOPiBHSIHHI JIUIIIE 3 CYMyTHBOO
XiMIOIIDOMEHEeBOK0 ~ Teparii€eld B y4YaCHMKIB 3  HeIIOJaBHO  /iarHOCTOBAaHUM  JIOKa/li30BaHUM
npibHOKTiTMHHUM pakoMm JereniB (JIAPJT)», MK-7339-013, 3 iHkopriopoBaHOw monpaBkow 04 Bix
12 BepecHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BifnoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. Haua/ibHMKA PapManeBTUYHOrO YNpaB/IiHHA

Onekcangp I'PINIEHKO




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi Bporrypa gociigavika s 6eBaiyzymady (ABactuH®, RO4876646), Bepcis 31 Big mucromnaga 2022 p.
TOTpPaBKU

Howmep Ta fara Haka3zy Ne 614 Bizx 01.04.2021
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «PangomizoBaHe, moABiliHe ciline, TIaleb0-KOHTposiboBaHe, (a3u Il mocsifykeHHsT 3aCTOCYBaHHs

BUTIPOOYBaHHS, KO/, aTe30/i3yMaly y moeqHaHHI 3 GeBaiu3ymabom abo 6e3 GeBaiu3ymady y KoMOiHallii 3 [UCIIATHHOM Ta

BepCisi Ta jara reMiuTabiHOM y TALli€HTIB i3 paHillle HeJTiKOBaHUM TIOIIMPEHUM pakoM OimiapHoro TpakTy», GO42661,
Bepcis 5 Bifg 23 uepBHs 2022 p.

3asaBHUK, KpaiHa ToBapucTBO 3 06MeXeHO0 BizinoBifanbHicTIO «Pom Ykpaina»

CrnioHcop, KpaiHa @.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

B.o. HauasibHNKa @apMalieBTUYHOr0 yNpPaB/IiHHA Onekcangp I'PINIEHKO




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi Bporirypa gociigHuka gocimKyBaHoro Jyiikapcbkoro 3acoby IMBPYBIKA® (i6pyTtuni6), Buzanas 16 Bifg

TI0IIpaBKU 09 rpyzHs 2022 poKy aHI/IiMCBKOK MOBOIO
Howmep Ta fara Haka3zy Ne 835 Biz 15.08.2016
MO3 oo 3aTBepAKeHHs

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «bararoLeHTpoBe BiJKpUTEe AOBTOCTPOKOBE TMOJOBXeHe KiiHiuHe pgociimkeHHs 3b ¢a3u mnpemnaparty

BUTIPOOYBaHHS, KO/, PCI-32765 (16pytuni6)», PCI-32765CAN3001, 3 moripaBkoto INT-7 Big 30 uepBHsi 2022 poKy

Bepcid Ta jarta

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

CrnioHcop, KpaiHa «AHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

B.o. HauabHUKA PapMaLeBTUUHOI'0 yIIpaB/IiHHSA Onekcangp I'PINIEHKO




HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

Ykpaina, MK-7902-007/E7080-G000-314, Bepcig 1.02 Big 13 ciuns 2023 p., yKpaiHCbKOK MOBOIO,
IHndopmarjist Ta JOKyMeHT Tpo iHGOpMOBaHy 3rofly /s Maiji€eHTa

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

Ne 727 Bip 04.04.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBane, nozgiiHe ciine pocimkenns 111 da3u kombiHarlii memoposnizymaby (MK-3475) 3 abo
6e3 nenBaruHiba (E7080/MK-7902) vy paHilme He/liKOBaHMX TALi€HTIB 3  MeTaCTaTUUYHUM
He/ipibHOKTiTHHHUM pakoMm JiereHb (HKPJT) 3 moka3Hukom nporopiii nyxiaunu (TPS), mo Ginbine abo
nopiBHioe 1% (LEAP-007)», MK-7902-007, 3 iHkopriopoBaHo0 mnorpaBkoro 07 Big 18 ceprisa 2022 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTI0O «MC/] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. HauaIbHMKA PapManeBTUYHOIO YIIPaB/IiHHA

Onekcanpp I'PINEHKO




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

[Hdopmatiisi Ta dopma 3roau s AOPOCAUX YUYaCHUKIB AocmiifkeHHs1 JIokanbHa Bepcisi Homep 8.0 ans
YKpaiHM yKpaiHCBKOIO Ta pOCiiCbKOI0 MOBaMH, JaTa Bepcii 23 ciung 2023 poky Ha ocHOBI Mactep Bepcii
Homep 9.0 Biz 25 nmucronaza 2022 poky; [TpooBXKeHHST TPUBAIOCTi KTiHIYHOTO BUMIPOOYBaHHS B CBITi Ta
B YkpaiHi fio 31 6epe3nsi 2024 poky; 3MiHa Ha3BU MiCIIsl TPOBe/IeHHS KTiHIYHOTO BUTMPOOYBaHHSI:

BYJIO CTAJIO
K.M.H. Agamuyk I". A. K.M.H. Agamuyk I". A.
KomyHanbHuit 3aK/aj «KpuBopisbkuii | KoMyHanbHe — MiANPUEMCTBO «KpuBOpi3bKUii

OHKOJIOTIYHUM JucrnaHcep» [IHINPONeTpoBCHKOI | OHKOJIOTIUYHMM  AucraHcep»  [IHINponeTpoBCHKOI
ob/1acHOI pasin», XiMioTeparieBTUUHe BifiisieHHs, | 00/1acHOI pajifi», XiMioTeparieBTUUHe BiJfiIeHHs,
M. Kpusuii Pir M. Kpusuii Pir

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

Ne 545 Big 19.05.2017

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«PaHgomi3oBaHe, OaraTorleHTpOBe, BifKpuTe, TOpiBHsAABHe AocmimkeHHs III ¢asu ayia BU3HAUEHHS
edekrtuBHOCTI [lypBamymaby um KombOiHarii [ypBanymaby i Tpemenimymaby y KomOiHarii 3
TJIATUHOBMICHOIO XimioTeparii€ro y repiiii jiHii JiKyBaHHS TMAl[i€EHTIB 3 TIOIMPeHUM JpPiOHOKTITUHHUM
pakowm JiereHiB ([IPJI) (KACIIIAH)», D419QC00001, Bepcis 6.0 Big 16 ciuns 2020 p.

3asiBHUK, KpalHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. HauanbHUKa PapMaleBTUYHOI0 YNPaB/IiHHSA Onekcangp I'PIIEHKO




Honatok 18

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/eHuit MPOTOKOJ KiiHiyHoro gociimpkeHHs CL3-95005-006, ¢inanbHa Bepcist 5 Bif 12 >koBTHs 2022,
3 IHKOPINOPOBaHOI CyTTEBOO MorpaBKoro Ne 5, Biz 12 >xoBTHs 2022 poky; [TorpaBka Nel4 no Indbopmarii
JI/Isl yUaCHUKA J0C/TipKeHHs i popmu iHdhopMoBaHoOi 3rofy, 1110 A0AA€ThCs A0 TpoTokony Ne CL3-95005-
006 — f/1s1 IPOJIOBXKYIOUMX yuacTh B OC/ipKeHHi - (iHanbHa Bepcisg — [LR.I.S — 12 xoBTHsa 2022 p, a4
YkpaiHu ykpaiHCcbKoio MoBoto; IloripaBka Neld o Indopwmariii A yyacHuKa AocuifpkeHHs i dhopmu
indbopmoBaHoi 3roju, 110 A0AaeThcsl A0 MpoTokony Ne CL3-95005-006 — f/1s1 MpOAOBXKYHOUMX y4yacTb B
JochimkeHHi - ¢iHanbHa Bepcis — LR.ILS — 12 xoBtHa 2022, a1 YKpaiHM pOCIHCBKOH MOBOIO;
[TogoB)XeHHsT TpUBAIOCTI KiiHiuHOTO BUnpoOyBanHs CL3-95005-006 B Ykpaini g0 31 rpygas 2023 poky

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

Ne 1465 Big 08.08.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PangomizoBane, Bigkpute KiiHiuHe pocaimkeHHs III ¢asu Tpudnypuguny/tunipatuny (S 95005)
y KoMOiHatlii 3 6eBarji3aymMab0oM y MOpiBHSAHHI 10 KareluTabiHy y KoMOiHarlii 3 6eBaiju3ymMadoM y repiiiit
JIHII JIIKyBaHHS TIALi€EHTIB 3 MeTaCTaTUUYHUM KOJIOPeKTa/bHUM PAakOM, fIKi He € KaHAujataMu [JJis
inTeHcuBHOI Tepamil (gocnigkenHss SOLSTICE)», CL3-95005-006, ¢inanbhHa Bepcisa 4.0 Big 02 rpyzass
2021 pokKy, 3 iIHKOPNOPOBaHO CyTTeBO nonpaBKoro Ne 4, Bix 02 rpyans 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXkeHO0 BifnoBiganpHicTIO «KIIP Ykpaina»

CnoHcop, KpaiHa

[HCTUTYT Mi>)kHapoaHuX gocnigkeHb «CEPB’Ex» (Institut de Recherches Internationales Servier (I.R.1.S.)),
®paHLis

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. HauaibHNKa P@apManeBTUYHOI0 yNpPaB/IiHHA

Onekcangp I'PINEHKO




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

[Hdopmatiisi Ta ¢opma 3rou AJis JOPOC/AUX YYaCHUKIB JOC/izkeHHs, JIoKasbHa Bepcis HoMep 9 A
YKpainu ykpaiHCbKOHO MOBOIO, Aata Bepcil 02 mrororo 2023 poky - Ha ocHOBI Mactep Bepcii Homep 11
Biz 05 rpyans 2022 poky, Hogatky 1 Macrtep Bepcii Homep 4 Bizg 30 nucronaga 2018 poky ta dozatky
2 Macrep Bepcii Homep 4 Bix 30 mucromaga 2018 poky; 3miHa Ha3B MiCLb TMPOBeJEeHHS K/IIHIUHOIO

BUTIPOOYBaHHS:
BYJIO CTAJIO
I.M.H., npod. bongapenko 1. M. I.M.H., npod. bonaapenko 1. M.
KomyHaneHuii  3aknag — «/lHinmporneTpoBcbKa | KomyHasibHe HeKOMepLliliHe MiAIPUEMCTBO

MicbKa GararomnpodinbHa KiaiHiuHa yikapHs Ne 4»
JIHinporeTpoBchKOi 00/1aCHOI pajiu», BiflineHHs
ximioTeparii, Hep>xaBHuM 3aK/aj
«/JHIrponeTpoBChKa MeJuuHa aKazeMis
MiHicTepcTBa OXOpPOHM 3[0pPOB’S  YKpaiHW»,
Kadeapa oHkomorii Ta MeAWYHOI pafionorii,
M. JIHiTipo

«Miceka KmiHiyHa sikapHa Ned» IHINIpOBCHKOIL
MICBKOI paju, XimioTeparneBTUUHe BiJJi/IeHHs 3
JIeHHUM CTaljioHapoM, /IHiMpOBCbKUM [eprKaBHUM
Me[VUHUN yHiBepcuTeT, Kadeapa OHKoJjorii Ta
Me[WYHOI paAiosorii, M. [JHIinpo

K.M.H. [[Inapuk f.B.

JIbBiBCHKMIM Jlep>KaBHUM OHKOJIOTiUHMM
perioHasbHUN JIIKyBaJ/IbHO-/1iarHOCTUYHUM
LIeHTP, BifAineHHs xiMioTepariii, M. JIbBIB

K.M.H., gou. [lnapuk f.B.

KomyHnanbHe HeKoMeplliiiHe MiATIPUEMCTBO
JIbBiBCBKOIL obsiacHo1 pagu «JIbBiBCBHKMI
OHKOJIOTIYHUM perioHanbHUM NiKyBalbHO-

JiarHOCTUUHUW LIeHTP», BiJJjiIeHHs1 XimioTepariii,
M. JIbBiB
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Howmep Ta fara Haka3zy Ne 1388 Biz 08.11.2017

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

HasBa kiiHiuHOTO «PaHgowmizoBaHe, Bigkpute, bararorjeHTpoBe moctimkeHas 111 dasu dypBanymady Ta TpemenimymaOy B
BUTIPOOYBaHHS, KO/, SKOCTi TIepIIOl JIiHii JiKyBaHHS MAL[i€HTIB 3 MOMMpPeHUM remnarolentoasipaum pakom (HIMALAYA)»,
BepCisi Ta jjara D419CC00002, Bepcist 7 Bix 22 BepecHst 2021 poky

3asiBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. HauanbHUKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcangp I'PINEHKO




Honatok 20

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpouypa ans gocnignvka 3 npernapaty Ozanimod (RPC1063), pegakuisi 16 Big 18 nucromnaga 2022 p.

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

Ne 1275 Big 06.07.2018
Ne 1275 Big 06.07.2018
Ne 1275 Big 06.07.2018
Ne 1275 Big 06.07.2018

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fara

«bararorieHTpoBe paHJOMi30BaHe, TOABIMHO Crirne, maleb0-KOHTposboBaHe aociimpkeHHs 111 da3u 3
METOI0 OLIHKM O03aHiMoJy [Jisi TepopajbHOr0 TIpUKMOMY TpH TPOBeJeHHI MiATpUMYyroYol Tepamii
Talie€HTam i3 cepeHbOTSHKKMM abo TsHKKUM Tiepebirom xBopobu Kpona B akTuBHiN ¢opmi», RPCO1-
3203, penakuis 6.0 Big 14 yepBHs 2021 p.;

«bararorieHTpoBe paHJOMi30BaHe, TOABIMHO Crine, maleb0-KOHTpoboBaHe aociimpkeHHs II1 da3u 3
METO0 OL[iHKM 03aHiMOAY /i pUKoMYy TepopajbHO TIPU TIPOBeJeHHI iHAYKI[ilHOT Teparii narjieHTam i3
CepeIHbOTSHKKUAM ab0 TsHKKUM Tiepebirom xBopobu KpoHa B akTuBHilM dopmi (gocimkenHs Nel 3 o1fiHKH
iHaykuiiHoi Tepamii)», RPC01-3201, pegakuis 6.0 Big 14 uepsHs 2021 p.;

«bararorieHTpoBe paHJOMi30BaHe, TOABIMHO Crire, maleb0-KOHTposboBaHe aociimkeHHs II1 da3u 3
METO0 OL[iHKM 03aHiMOAY AJisi PUKoMY TlepopajbHO TIPU TIPOBeJeHHI iHAYKIiliHOT Teparii narjieHTam i3
CepeIHbOTSHKKUM ab0 TsDKKUM Tiepedirom xBopobu KpoHa B akTuBHilM dopmi (gocimkenHs Ne2 3 OI[iHKH
iHaykuiHoi Tepamii)», RPC01-3202, pegakuis 6.0 Big 14 uepsHs 2021 p.;

«[lopatkoBe OararorieHTpoBe Bizkpute pociimpkeHHs III ¢a3m 3 MeTow OIL[iHKM O3aHIMOAY /st
MepopabHOTO TIPUMOMY TIPH JIIKyBaHHI TAIiEHTIB i3 cepeHbOTSHKKHAM ab0 TSHKKUM Tepebirom xBopobu
KpoHa B akTuBHill ¢popmi», RPC01-3204, pepakuis 6.0 Big 14 uepsus 2021 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBIZIAJIBHICTFO «ITI EC AN-YKPATHA»
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CrioHcop, KpaiHa «CenmxeH Inreprernn II Capa» (Celgene International II Sarl), [IIBefiapis

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. HauanbHUKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcangp I'PINEHKO




HopaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHsI CyTTEBUX MOIMPaBOK [0
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fojaTtka Ne 7 10 Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Bizx 03 motoro 2023 poky Ne 200»
3.03.2023 Ne 426

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoOB/leHUM MPOTOKOJ K/IIHIYHOTO [oC/i/pkeHHs1 3 nonpaBkoto 07, Bepcig 1 Bifg 12 rpyzansa 2022 poky,
aHr/IiicbKoro MoBOr0; OcHOBHa iHdbopMaliisi Ipo Aoc/igkeHHs1 Ta opma iHbopmoBaHOI 3roau, Bepcis 8
Bif 23 rpyauHsi 2022p., aHrjiiicbkoro MoBowo; IHdopmarisi Ay narjieHTa i ¢popma iHpopmoBaHOI 3roay,
Bepcisi A Ykpainu Ne7 Big 30 rpyans 2022p. (Ha ocHoBi OcHOBHOI iH(opMallil 1po JocC/ipKeHHs Ta
dopmu iHbopmoBaHoi 3roau, Bepcisi 8 Bim 23 rpyanHs 2022p.), yKpaiHCHKOIO Ta POCIMCHKOI MOBaMU;
dopma 3roJu Ha CIIOCTepe)kKeHHsI 3a BariTHICTIO MapTHePKH, Bepcis 3 Bif 12 rpyans 2022p., aHT/1iiiCbKO0
MoBo10; [H(opmaLiisi 7151 BariTHOI MapTHEePKU MallieHTa - y4aCHUKa J0C/iKeHHs Ta ¢popma iHhopMoBaHOT
3ro/iJi Ha Tojjafbllie CroCcTepe)keHHs, Bepcisi Ay YkpaiHu Ne3 Big 30 rpyans 2022 poky (Ha OCHOBI
dopmM 3roZM Ha CIIOCTEPE)XeHHs1 3a BariTHICTIO NapTHepKW, Bepcis 3 Bixg 12 rpyana 2022p.),
YKPaiHCBKOO Ta POCilICbKOK MOBaMH

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

Ne 2487 Big 17.12.2019

Has3sa k/1iHiuHOr0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«J10BroCcTpoKOBe pO3IIUpeHe AOCTiHKEeHHS 3 OL[iHKU Oe3rneku Ta edeKTUBHOCTI rperapaty SAR442168 y
YYaCHUKIB JOC/IIPKeHHS 3 peLMJMBYIOUMM PO3CisiHUM CKaepo3om», L' TS16004, 3 nonpaskoro 06, Bepcis
1 Big 23 TpaBHsa 2022 poky

3asiBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. Haua/IbHMKA PapManeBTUYHOr0 YNPaB/IiHHA

Onekcangp I'PINEHKO




