Hoparok 1

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

26.07.2022 Ne 1321

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpomypa gocnifnvka Beneroknakcy, BuzaHHsi 14 Big 14 ciunsa 2022 poky, aHIVIIMCBKOK MOBOIO;
Bpomypa gocnigavka I6pyTtuHiOy, BuganHs 15 Big 10 rpygas 2021 poky, aHIVIiHCBKOH MOBORO;
Indopmaritinuii mctok i ¢dopma iHpopMoOBaHOI 3ro/ju Malli€eHTa, L0 paHillle He OTPUMYBaB JIiKyBaHHS,
Bepcisg V5.0UKR(uk)1.0 Big 17 6epe3ns 2022 poky, nepekiaj, YKpaiHCbKOI MOBOIO Bif 25 KBiTHs 2022
poky; IHdopmariitiHuii MMCTOK i dopMa 3roAu Maili€HTa, IO paHillle He OTPUMYBAB JIIKyBaHHS, BepCis
V5.0UKR(ru)1.0 Big 17 Gepe3nst 2022 poky, TiepeKsaj, poCiiCbKO MOBOIO Bif 25 kBiTHsa 2022 pOKYy;
[Hpopmariitiiuii  sMcTok i Gopma 3roAau maijieHTa i3 pelyAUBYHOUMM/pedpakTepHHUM Tepebirom
3axBoproBaHHs, Bepcis V12.0UKR(uk)1.0 Big 17 6epe3nst 2022 pokKy, nepeksiaz, yKpaiHCbKOI0 MOBOIO Bif|
25 kBiTHs 2022 poky; IHdopmaliiiiHuii TUCTOK i popma 3roAu mailieHTa i3 peluauByOuUMM/pedpakTepHUM
niepebirom 3axBoproBaHHs, Bepcis V12.0UKR(ru)1.0 Big 17 6epesnsi 2022 poky, mepekiaj, pOCiiCbKO0
MOBOO Bif 25 kBiTHS1 2022 poky; JlogaTkoBa iHopMOBaHa 3ro/ja TaljieHTa Ha BITPOBA/PKeHHsI eKCTPeHUX
3axo/iB uepe3 3Hauylli nozii Ha TepuTopii Ykpainu, Bepcisi V1.0UKR(uk)1.0 Bix 28 kBiTHa 2022 poky,
repeksaj, yKpaiHCbKor0 MoOBOIO Bifi 18 TpaBHs 2022 poky; [dojaTkoBa iHdbopMoOBaHa 3roja Maiji€eHTa Ha
BIPOBAa/PKEHHSI €KCTPEHUX 3aXOZiB y 3B’f3Ky 31 3HauylIMMU MOZISIMA Ha TepUTOpil YKpaiHHW, Bepcis
V1.0UKR(ru)1.0 Big 28 xBiTHa 2022 poKy, nepeknaj poCikCbKO MOBOIO Bif 18 TpaBHs 2022 poky;
Hocwe mocstipKyBaHOTO JTiKapchbKoro 3aco0y I6pyTuHi6 (karicysu), Bepcis 9.0 Bix 31 ciuns 2022 poky,
AHTTIMCLKOK0 MOBOIO; 3a/yueHHs1 ZI0ZATKOBUX BUPOOHWUMX Ai/bHUIL BUpoOHMLTBA [1J13 I6pyTHHIO y
dopmi karcyn mo 140 mr Tta marie6bo AbbVie Inc., CIIIA; 3pa3ok MapkyBaHHsS s ruisiinedku [JJ13
[6pyTuHi6, karicynu no 140 wmr, Big 21 ciuns 2022 poKy yKpaiHCbKOK MOBOO; 3pa30K MapKyBaHHS [iIst
rsiiieukd  [IJI3 BeHeToknakc, TabmeTkd, BKpUTi o6osoHkoro, 100 wmr, Big 25 ciuna 2022 poky
yKpaiHCHKOI0 MOBO0; 3pa3ok MapkyBaHHs [IJI3 16pyTuHi6, Tabsetku o 560 wmr, Big 13 ciuns 2022 poky
YKpaiHCBKOK MOBOI; 3pa3ok MapKyBaHHs [IJI3 BeHeTokmakc, TabjeTkw, BKpUTi 000JIOHKOIO, B
GsticTepHill ymaKkoBIi, 24 ciuynsg 2022 poKy yKpaiHCbKOI MOBOKO




2 MPOJOBXKeHHA fojaTka 1

Howmep ta faTa Hakasy Ne 1070 Big 14.05.2019

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

HasBa kiiHiuHOTO «JocmimkenHs da3u 3 3 OLIHKM 3aCTOCYBaHHs iO6pyTHHIOA B KOMOiHallii 3 BeHeTOK/IAaKCOM Y TAI[ieHTiB 3
BUTIPOOYBaHHs, KOZ, MaHTilHOK/IiTUHHOIO JiiMbomoro (MKJT)», PCYC-1143-CA, 3 iHKOpPNOpPOBaHOIO TIOMpaBKOKW 3 Bif
BepCisi Ta jjara 25 6epe3sHst 2021 poky

3asiBHUK, KpaiHa Iianpuemctso 3 100% iHo3emHolo iHBecTHIielo «AMK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa Pharmacyclics LLC, CIIIA (BxoauTh B rpyIly KommaHiii «AbbVie»)

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepanbHoro gupexkropa /lupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpomypa gociignuka IMOpyBika® (I6pytuni6), JNJ-54179060, Bepcis 15 Bim 10 rpygas 2021 p.,
aHrmicekor0 MoBow; IHQopMmarjisi A1 yyacHUKa AocCaifpkeHHs Ta (opma iHpopmoBaHOi 3rofu st
Ykpainu, Bepcisi 12.0 Bix 25 TpaBHs 2022p., ykpaiHCbKOO MOBOIO; IHdopMmaljisi A/ ydacHHKa
JocnimkeHHss Ta ¢opma iHdopmoBaHOi 3rogu [nis Ykpainu, Bepcisi 12.0 Big 25 TpaBHsa 2022p.,
pocilicbkkoro MoBOM; IHdopMarljisi A1 ydyacHHMKa AOCTifKeHHs1 Ta ¢opMa iHQOpPMOBAHOI 3rofu AJis
Yxpainy, Bepcia 12.0 Bij 25 TpaBHs 2022p., aHIIiMCbKOIO MOBOMO; JloCheE [NOCIIiPKYBaHOTO
miKapceKoro 3aco0y iopytuniOy, pemakuis 9.0 Big 31 ciuas 2022p., aHT/IiHCbKOI0 MOBOI; BHpOOHUMK
JIOC/TiIKyBaHOro JiKapchbKoro 3acoby Abbvie Deutschland GmbH & Co. KG, Germany; BupoOHuK
JOCITi/KyBaHoTo JlikapceKoro 3acody AbbVie Inc., United States

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

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«BigkpuTte TIpoJOBXKEeHe [OC/Ii/pKeHHS Y TaljieHTiB BIKOM 65 pOKiB 1 cTapuie 3 XpPOHIYHUM
nimMdoruTapauM Jekiko3om (XJIJT) abo ApiOHOKMITHHHORO JliMbolTapHoto jiMbomoro (IJIT), ski 6panu
yuactb y pociimkeHdi PCYC-1115-CA (i6pytuni6 y nopiBHsHHI 3 x/1opamOymmiom)», PCYC-1116-CA,
Bepcid 3 nornpaskoro 3 Big 12 swmnHg 2018 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6mexkeHowo BianosimanbhicTio «KoHTpakTHO-[ocmiguunbka Oprani3aiis IHHOMapM-
YKpaiHa»

CnoHcop, KpaiHa

Pharmacyclics, LLC, USA

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

IBan 3A/IBOPHUX




HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»
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InenTudikatiis cyTreBoi
TIOTIPaBKU

Hocwe pocimkyBaHoro mikapcbkoro 3aco0y CT-P39, Po3zin «SIkicTb», Bepcis 5.1, aHI/TiiCbKOIO MOBOIO;
Hocve mnaiebo g0 AoCHipKyBaHOro Jiikapcbkoro 3acody CT-P39, Posgin «fkictb», Bepcisg 2.1,
aHTJIIICbKOI0 MOBOW; TIOJOBXeHHs1 TepMmiHy mpugatHocTi [1JI3 CT-P39 (posuuH pns iH’ekuii y
TIoTIepeJHRO 3aTI0OBHEHOMY IITpuIfi, 150 Mr) Ta BiAmoBigHoro 11aedo 10 24 micsilis

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

Ne 2674 Bif 18.11.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[loggiliHe ciiine, paHAOMi30BaHe, KOHTPOJIbOBaHe AaKTMBHUM IIperiapaToM [OCTi[)KeHHs (a3u 3 B
rapasie/lbHUX TPyTaxX [jis TOpiBHSHHS edeKTUBHOCTI Ta Oe3meuHocti mpemnapatie CT-P39 i Kcomap y
TAIfi€EHTIB i3 XPOHIUHOIO CITIOHTAHHOIO KPOIMMB’SHKOIO, Y SIKMX 30epiratoThbCsi CUMITTOMH, HE3Ba)KalOuW Ha
JikyBaHHsg H1-anturicraminaumMu npenapatamuy, CT-P39 3.1, Bepcis 2.3 Big 10 cepriast 2021 poky

3asaBHUK, KpaiHa

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

CnoHcop, KpaiHa

CELLTRION, Inc., Republic of Korea

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH TIPOTOKOJT K/TiHIYHOTO BUMNpoOyBaHHs, Bepcis 3 Big 02 motoro 2022 p.; ®opma indbopmoBaHOi
3roau, Bepcis 3.0 s YKpalHU YKpaiHCBKOIO Ta POCiMCbKOK MoBaMu Bif 21 mtotoro 2022 p. Ha ocHoBI
Matictep-Bepcii opmu iHbopmoBaHoOT 3roau AJis gocikeHHss BP42772, Bepcis 4 Big 16 motoro 2022 p.

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

Ne 1326 Big 02.07.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PaHgomi3oBaHe, ciirne, KOHTPOJ/IbOBaHe aKTUBHUM TperapaTtom JociifpkeHHs (as3u I, 1m0 mpoBoAUTLCS
y TpbOX Trpymnax, 3actocyBaHHs miperiapaty RO7121661, PD1-TIM3 O6icnerudiuHoro aHTWTiNa, Ta
RO7247669, PD1-LAG3 6icnenudiuyHoro aHTWTINA, y TIOPIiBHSHHI 3 HiBOIyMaboM y Talli€HTIiB i3
TIOIIMPEHO0 ab0 MeTacTaTUYHOK TVIOCKOK/TITHHHOI KapLIMHOMOIO CTpaBoOXoAy», BP42772, Bepcis 2 Bif
21 BepecHs 2021 p.

3asaBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifnoBifanbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

[TofoB)KeHHsI TPUBAJIOCTI KJIiHIYHOTO BUNIPOOYBaHHs B YKpaiHi 0 31 rpyaHs 2022 poky

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

Ne 1465 Big 08.08.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[TpocriekTiBHe paHZOMi30BaHe OaraToOLeHTPOBe BiJKpUTe TMOpPIiBHS/IbHE AOCTIIKeHHs ¢a3u 3, 110
TIPOBOJMTHLCA B Iapasie/lbHUX I'pynax i3 3aC/IiIJIeHUM LIeHTPa/JIbHAM OL{HIOBaHHSIM 3 MeTOH) BU3HauyeHHS
eeKTUBHOCTi, 0e3meyHOCTi Ta TIepeHOCMMOCTI KoMOiHalii a3rpeoHam-aBibaktam (ATM-AVI)
+MeTpoHizfazon (MTZ) y nopiBusiHHi 3 MeporneHemtkoicTuH (MER+COL) a5 nikyBaHHSI cephO3HUX
iH(eKwil, 3yMOB/IeHUX TPaMHEraTUBHUMU OaKTepisiMH, BKJIFOUHO 3i CTIHKUMHU [0 6araTOKOMITOHEHTHUX
MKapChKUX 3aco0iB 30yJHMKAMH, II0 TIPOAYKYIOTH MeTano-OeTa-nmakramasy (MBL), g sskux BapiaHTH
niKyBaHHS oOMexkeHi abo BificyTHi», C3601002, 3 monpaBkoto 1 Big 05 smrnHs 2018 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

[HpopMariiiHuii  JTUCTOK it OaThKiB — OHOB/IeHHs iHdopMallii 1100 KoH®iJeHI[iHHOCTI 11
JMCTaHLiiHOI nepeBipku iHopMaLiil 3 mepBUHHOI JOKyMeHTallii, Maiicrep Bepcist Asisi Ykpainu 1.0 Big 20
TpaBHS 2022 pokKy, yKpaiHCbKOIO Ta POCiKCbKOH MOBaMH

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

Ne 1773 Big 20.08.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,

«[TpocriekTvBHe BifIKpUTe HeMOpiBHs/IbHe OaraTorjeHTpoBe gociimkeHHs I ¢a3u gns  oriHKM
(apmMakoKiHeTHKH, e()eKTUBHOCTI, TIEPEHOCUMOCTi Ta 0Oe3MeuyHoCTi Tpernapary iMyHOTI00y/IiH JIFOAUHU

BepCis Ta jara oasi  migwkipHoro  BBefleHHsT (HbioHOPM) y  mallieHTiB i3 MepBUHHUMHU  iMyHOZe(hilUTHUMU
3axBoproBaHHaMu», NORM-01, Bepcist 04 Big 23 cepriasg 2021 poky

3asiBHUK, KpaiHa TOB «IIpem’ep Pecepu YkpaiHa»

CrioHcop, KpaiHa «Oxkradapma dapmalieBTHKa IIpoaykrioHcl ec M.0.X» (Octapharma Pharmazeutika

Produktionsges.m.b.H.), ABcTpist

CynyTHi
MaTepianu/ripernapaTu
CYIyTHBOI Tepariii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hopmatok n0 mpotokony KiaiHiyHOro pocaimkeHHs 67652000PCR3002: KepiBHMLTBO 3 MpOBeeHHS
K/IIHIYHOTO JOC/TipKeHHS MMiJ yac BemKoro notpscinyg Big 01.06.2022 p.

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

Ne 2777 Big 02.12.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, miareb0-KOHTPO/IbOBaHe, MO/BiMHE Ciline KiiHiuHe JoC/imKkeHHs 3 (a3 npernapary
Hiparnapu6 B kom0iHarlii 3 abipaTepoHa arjeTaToM Ta TpeAHi30HOM y TIOPiBHSHHI 3 abipaTepoHa alieTaTomMm
Ta MpeJHI30HOM [i/1s1 JIIKyBaHHSI Malli€HTiB 3 MeTacTaTUUHMM KacTpaT-YyT/AUBUM PaKOM IepeMiXypoBoOi
3an03u (MCSPC) 3i mKigmMBO0 TepMiHaIbHOI ab0 COMAaTUYHO MYTAILi€l0 TeHiB, 10 BiJMOBiJalOTh 3a
peraparjito 1uiixoM romoJioriuHoi pekoMmOiHatiii (HRR)», 67652000PCR3002, 3 IlorpaBkoio 2 Bif
25.10.2021 p.

3asaBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», Benbris

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

[TorpaBKa [0 OCKhE AOCTiIKyBaHOTO Jiikapcbkoro 3acody GDC-0077 (RO7113755), Bepcisi Bif 6epe3Hst
2022 p.; HomaTok 1, Bepcis Big TpaBHs 2022 p., 10 6pomrypu gociignuka aas GDC-0077 (RO7113755),
Bepcid 6 Bif cepnHs 2021 p.

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

Ne 1143 Big 15.05.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PAHJIOMI3OBAHE, IIOJBIMHE CJIIIE, IIJIAIIEBO-KOHTPOJILOBAHE JIOC/III)KEHHS
®A3M III 3 OUIHKM E®EKTMBHOCTI TA BE3IEYHOCTI KOMBIHALII GDC-0077 3
[MAJIBOLUKIIIBOM TA ®YJIBECTPAHTOM Y ITIOPIBHAHHI 3 KOMBIHALIEK ITJIALEEO 3
[MTAJTBOLUKI/IIBOM TA ®YJIBECTPAHTOM Y ITALIEHTIB 3 MYTALIEO T'EHA PIK3CA,
OPMOH-PELEINTOP-TIO3UTUBHUM, HER2-HETATUBHUM MICHEBO-IIOILIMPEHNM ABO
METACTATUYHNM PAKOM MOJIOYHOI 3AJI031», WO41554, Bepcis 4 iz 03 mucronaga 2020 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOr0 BifiNoBianbHicTIO «Porn Ykpaina»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JITa, IBeiitapis

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
KJTIIHIYHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnena Bpourypa gocmigavka 3 miperapaty 3anHy6pyTini6 (BGB-3111), sugannas 9.1 Bixg 05 ciuns
2022 poky; IHdopmaitinuii ucTok mnaijiedta Ta @opma iHpopmoBaHoi 3roau Ans Ykpainu, Bepcis 4.0
Bif 25 Oepe3ns 2022 poky, aHIJiHCBKOW MOBOM; IH(opmariiianii mucTokK marjieHta Ta Popma
iHbopmoBaHoi 3roau A YKpainu, Bepcis 4.0 Big 25 Gepe3nst 2022 poky. IlepeknajjeHO yKpaiHCHKOHO
MoBot0 51 Ykpainu 09 tpaBusi 2022 poky; IHdopmauiiinuii mucTok naijieHTta Ta @opma iHpopMoBaHOi
rogu AN Ykpainu, Bepcisi 4.0 Bim 25 Gepe3ns 2022 poky. [lepeknafieHO pOCIMCHKOI MOBOIO ISt
Ykpaiau 11 TpaBH# 2022 poky; HopatkoBa ®opma iHQOpMOBaHOI 3rou A YKpaiHu -
BigmoBa mattieHTa Bif yuacti B gocmimpkenHi, Bepcist 1.0 Big 25 6epe3nst 2022 poKy, aHTJiCHKOI0 MOBOIO;
HonatkoBa ®opma iHdopmoBaHoi 3roau A/ YKpaiHu - BigmoBa maijieHTa Bij y4yacTi B JOC/iIKeHHi,
Bepcist 1.0 Big 25 Gepe3ns 2022 poky. IlepekiazieHO YKpaiHCHKOIO MOBOIO Ajist YKpainu 09 tpaBHs 2022
poky; JomatkoBa @Popma iH@opmoBaHOI 3roAu [js YKpaiHu - BigMoBa maijieHTa Bij yuacTi B
nJocimkenHi, Bepcist 1.0 Big 25 6epesnst 2022 poky. [TepekiaieHO poCiiChKOIO MOBOIO it YKpainu 11
tpaBHs1 2022 poky; JomaTtkoBa ®opma iHbopmoBaHoi 3roau s YKpaiau - Heo6oB’si3koBa iHhopMoBaHa
3rojila Ha 30epiraHHsi Ta MalOyTHE AoC/iKeHHs1 Giosoriunmx 3paskis, Bepcis 1.0 Big 25 Gepesnst 2022
POKy, aHI/TiMCbKOI0 MOBOW; JlomatkoBa Popma iHdopmoBaHoi 3roau aisi YKpainu - HeoOoB’si3koBa
iHbopMoBaHa 3rojia Ha 30epiraHHs Ta MalOyTHE JOCTiKeHHs1 GiosoriuHKX 3paskis, Bepcis 1.0 Big 25
6epe3ns 2022 poky. IlepekiazieHO yKpaiHCHKOH MOBOM fyisi YKpaiau 09 tpaBHs 2022 poky; [JomaTkoBa
dopma iHbopmoBaHOi 3roau Ay YKpainu - HeoOoB’si3koBa iHGopMmoBaHa 3rosia Ha 30epiraHHsi Ta
MaibyTHe mociipkeHHs: Giosoriunux 3paskiB, Bepcis 1.0 Big 25 Gepesnsi 2022 poky. IlepeknazeHo
POCIHCBKOI0 MOBORO /7151 YKpainu 11 tpaBHs 2022 poky




2 TPOJOBXKEeHHA JojaTka 9

Howmep ta faTa Hakasy
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1246 Big 26.05.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«PaHgomi3oBaHe, BigkpuTe, O6ararorjeHTpoBe JOCTimKeHHS (a3 3 A/ BUBYEeHHA KoMObiHallii
3aHyOpyTiHiOy (BGB-3111) 3 puTykcumabom y TIOpiBHSHHI 3 KoMOiHali€ro OeHIAMyCTHHY 3
PUTYKCHMabOM Y TIALli€EHTIB 3 paHillle He JIKOBaHOH MaHTiMHOK/IITHHHOO JIiM($OMOI0, IKUM He TI0Ka3aHa
TpaHCIUIaHTalliss CTOBOypoBUX KiaitThnH», BGB-3111-306, Bepcis 3 monpaBkowo 2.0 Bix 16 rpyans 2020

POKY

3asgBHUK, KpaiHa

ToBapucTBO 3 06MeKeHOK BifnosiganepHicTI0 «/TABKOPIT KJITHIKAJI IEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

Betilxxen JIth [BeiGene Ltd], CIIIA

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepartii

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




Honatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpoiypa nocnigauka Lenvatinib (E7080), Buganns 19 Big 23 tpaBHsi 2022 poKy, aHI/iiCbKOI0 MOBOIO

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

Ne 1143 Big 15.05.2020
Ne 187 Big 05.02.2021
Ne 762 Bip 20.04.2021
Ne 1586 Big 29.07.2021
Ne 2237 Bip 18.10.2021
Ne 727 Big 04.04.2019

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fara

«bararoleHTpoBe, paH/AOMi30BaHe, TIO/BiliHe CJjiife, KOHTPOJIbOBAaHE 3a [IOMOMOrOK AKTUBHOIO
niperapaty KiiHiuHe gocmimkenHs III ¢a3u gsa ouinku Gesrekd Ta edeKTHUBHOCTI JieHBAaTHHIOyY
(E7080/MK-7902) 3 membOponisymabom (MK-3475) y moeaHaHHi 3  TpaHcapTepiaTbHOIO
ximioembouizariero (TACE) nopiBasiHO 3 mipoBefieHHsiM Tiibkd TACE y y4acHUKIB 3 HeBWIIKOBHOIO /
HeMeTaCTaTUYHOK renaroLentoasipHo0 KapuuHoMor (LEAP-012)», MK-7902-012, 3 iHKOpriOpOBaHOO
rioripaBkoro 03 Bifg 28 TpaBHs 2021 poky; «Bigkpure kiiHiuHe gocnimkeHHs II ¢a3y, 1110 MPOBOAUTLCS B
OJIHil TPyTIi /7S OLiHKK TIeMOpoJTisymMaly B KOMOiHarlii 3 ieHBaTUHIOOM B SIKOCTi MepIIIOi JTiHil JTiKyBaHHS
B YUYaCHUKIB 3 PO3IOBCHO)KEHOH / MeTaCcTaTUYHOK HEeCBIT/IOK/IITUHHOK HHUPKOBO-K/IITUHHON
kapuuHoMoro HUpku (HCKHKKH) (KEYNOTE-B61)», MK-3475-B61, 3 iHKopnopoBaHOr0 nonpaBkow 02
Biz 25 cepris 2021 poky;

«Bigkpure, paHgomizoBaHe pociimpkeHHs III da3u jia oriHKM  edeKTHMBHOCTI Ta 6e3rnevHocTi
nembponizymadby (MK-3475) y kombiHariii 3 6ensytudanom (MK-6482) ta nenBatunibom (MK-7902),
abo MK-1308A y kombiHarlii 3 ieHBaTHHIOOM TIOPiBHSIHO 3 1eMOpostizyMaboMm i jieHBaTHHIOOM B SIKOCTi
repliol JIiHiI Teparii [/ y4YaCHUKIB 3 PO3IOBCHOJ)KEHOI CBITJIOK/JIITUHHOI HHUPKOBO-K/IITUHHOHO
KapLHoMoro», MK-6482-012, 3 inkoprioposaHoto rornpaskoro 03 Big 10 rpyans 2021 poky;
«Hdocnimkennst Ib/Il ¢a3u kombiHoBaHOi Teparmii 3 memOposisymabom (MK-3475) mpu sikyBaHHi
MeTaCTaTUYHOT0 KacTpal[iiHO-pe3uCTeHTHOro paky nepeaMixypoBoi 3am03u (MKPPIT3) (KEYNOTE-




2 NpoOBXKeHHd fojartka 10

365)», MK-3475-365, Bepcisi 3 iHKOpIIopoBaHO0 rornpaBKkoto 12 Bif 29 GepesHsi 2022 poky;

«PanzmomizoBane mocsimkenns 11 dhasu asst orjiHky edeKTUBHOCTI Ta Ge3neuHocTi membposnizymaby (MK-
3475) y kombiHarii 3 senBatrHiOom (E7080/MK-7902) i ximioTeparii€to MOpiBHSHO 3i CTaHAAapTHUM
JIIKYBaHHSIM B SIKOCTI IeplLol JIiHil Teparii [/ yYaCHUKIB 3 MeTaCTaTUYHOI KapLIMHOMOKO CTPaBOXOAY»,
MK-7902-014 (E7080-G000-320), 3 inkopriopoBaHot mompaBkoio 05 Bix 01 6epe3nst 2022 poky;
«PanzomisoBane, nozgiviHe cirne pocimkenns 11 ¢a3u kombiHarii mem6posizymaby (MK-3475) 3 abo
6e3 nenBatuHiba (E7080/MK-7902) vy padiiiile He/liKOBaHMX TIAI[iEHTIB 3  MeTacCTaTUYHUM
He/ipibHOKTiTHHHMM pakoMm JiereHb (HKPJT) 3 moka3nukom nporopiiii myxaunu (TPS), mo 6inbine abo
JopiBHOoe 1% (LEAP-007)», MK-7902-007, 3 inkopnopoBaHoto nomnpaBkoto 06 Bifg 15 BepecHs 2021

POKY

3asgBHUK, KpaiHa

ToBapHCTBO 3 00MeXXeHOr0 BifnoBiganbHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

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




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

ImenTudikariis cyTTeBoi OnoBnena bpomypa pocnigavka (Cemiplimab (REGN2810)), Bepcis 09 Big 21 ksitTha 2022 p.,
TIOIIPaBKU aHIJIIICBKOK MOBOIO

Howmep ta fata Hakasy Ne 1808 Big 04.10.2018
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «PanzomizoBane pociimpkeHHss 3 a3, IO CKIAZAEThCS i3 JBOX YaCTHH, KOMOiHarii wemiruiMaOy

BUTIPOOYBaHHS, KO/, (anTu- PD-1 aHTUTINIQ) Ta JBOKOMIIOHEHTHOI CxeMM XiMmioTepamii MOXiiHUMH TIATHHU Y Tepariii neprioi

BepCisi Ta jara niHil mMalieHTamM i3 pO3MOBCIO/PKeHHM abo MeTacTaTUUHHMM HepiOHOK/IITHHHUM pakoOM JieTeHb»,
R2810-ONC-16113, 3 nonpaBkoro 5 Bif 16 kBiTHS 2020 poky

3asiBHUK, KpaiHa TOB «KniniuHi gocnigxkeHHss AMKOH», YKpaiHa

CnoHcop, KpaiHa Regeneron Pharmaceuticals, Inc., USA/ Pemxenepon @apmackroTikanc, Ink., CIITA

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

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




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

Onosnena bpomypa pocnigauka (Cemiplimab (REGN2810)), Bepcis 09 Big 21 kBitHa 2022 p.,
aHIJIIMCbKOKD MOBOIO; 3MiHa BiANOBia/bHOTO [AOCHAIAHMKA Yy MiICLi TIpOBe/leHHS KJIiHiUHOTo

BUITPOOYBaHHS:

BYJIO CTAJIO
3aB. BiZl. Ko63es O.1. nikap JleoHosa B.B.
KomyHanbHe HeKOoMepLliliHe nigrpuemcTso | KomyHansHe HeKOoMepLliliHe MiJIIPUEMCTBO
«O6sacHU TIeHTP OHKOJIOTii», OHKOXipypriuHe | «O6/acHUM 1[eHTP OHKOJIOTii», OHKOXipypriuHe
BififileHHs  OpraHiB  TIpPyAHOI  IIOPOXKHUHY, | Bifii/IeHHs  OpraHiB  TIPYyAHOI  ITOPOXXHUHY,
M. XapKiB M. XapKiB

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

Ne 1050 Big 04.09.2017

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«MixHapo/iHe, paHZiOMi30BaHe, Bifikpute mpocmimkeHHs (a3u 3 Ay ouiHku mpernapaty REGN2810
(anTUTina o PD-1) ropiBHsHO 3 XiMioTeparti€ero Ha OCHOBI MperiapaTiB IJIaTHHU SIK Tepartii mepiioi /IiHii B
naijieHTiB i3 po3noBctofKeHUM abo metacTaTWyHUM PD-L1-o3uTHBHMM He[piOHOK/IITUHHAM DPakoM
nereHb», R2810-ONC-1624, 3 iHKopriopoBaHO nonpaBkoro 9 Biz 13 tpaBHs 2020 p.

3asgBHUK, KpaiHa

TOB «KniniuHi gocnigxkeHHs AMKOH», YKpaiHa

CnoHcop, KpaiHa

Regeneron Pharmaceuticals, Inc., USA/ Pemxenepon @apmackroTikanc, Ink., CIITA

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

IBan 3A/IBOPHUX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi 3asyuyeHHs1 [0JaTKOBOTO BHUPOOHMKA JiKapchKoro 3aco0y dmyopectiein 10% po3uuH i iH’€KIiit:
TIOTIPaBKU Alcon Laboratories Inc., USA
Howmep ta fata Hakasy Ne 1849 Big 11.08.2020

MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO Panziomi3oBaHe 1o/iBiliHe crirne 6araTolieHTpoBe AOCTipKeHHsT Ga3u 3 /i/1s1 TOpiBHSHHS e(eKTUBHOCTI Ta

BUTIPOOYBaHHS, KO/, 6e3meunocTi niperapary FYB203, 3anpornioHoBaHoro 6ioaHasora adibepcenTy, Ta mpenapaty AWmis® y

BepCisi Ta jara Malli€eHTiB i3 HeOBaCKYJsApHOK BikoBow Makynoauctpodiero (MAGELLAN-AMD), FYB203-03-01,
Bepcis 2.0 Big 16 rpyans 2019 poky

3asiBHUK, KpaiHa ITignpuemctso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa Bioeq GmbH, Germany

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

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




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa Bi/JiIIOBiTaIbHOTO OC/TiIHMKA B MiCIli POBe/IeHHsT BUTTPOOYBaHHS:

BYJIO CTAJIO
3aB.Biz. Ko63er O.1. nikap JleoHosa B.B.
KomyHanbHe HeKOoMepLliliHe nigrpuemcTso | KomyHansHe HeKOoMepLliliHe TiJIIPUEMCTBO
«O6sacHU TIeHTP OHKOJIOTii», OHKOXipypriuHe | «O6/acHUM I1[eHTP OHKOJIOTii», OHKOXipypriuHe
BififileHHs  OpraHiB  TIpPyAHOI  IIOPOXKHUHY, | Bifii/IeHHs  OpraHiB  TIPYAHOI  ITOPOXXHUHY,
M. XapKiB M. XapKiB

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

Ne 549 Big 27.08.2015

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«3s (ha3a, BiKpUTe, paH/OMi30BaHe [OC/iIKEHHs /IS OI[iIHKM e(heKTHUBHOCTI Ta 6e3reKku Iperapary
ATte3zomnizymadb (ANTI-PD - L1 aHTHUTI/I0) B IOPiBHSIHHI 3 ONTUMAa/bHOK MiATPUMYOUOIO TEPAITi€l0 MiC/st
az’toBaHTHOI XimioTepamii ocHoBaHoi Ha LlucrinatvHi y mMalfieHTiB 3 TIOBHICTIO pe3eKTabenbHUM
HeIpiOHOK/TI TUHHUM pakoM jiereHb IB-ITIA cragii», GO29527, Bepcis 10 Big 03 motoro 2022 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6MexeHo0 BiamoBizanbHiCTIO «KOHTPAaKTHO-AOCTIHUIIbKA oOpraHizaiisa [HHo®apwm-

YKpaiHa»

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd, Switzerland («®. Xodpdmann-JIs Pou JIta», [Betitapis)

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX



Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hopatok Ayt YKpaiHU /10 MPOTOKO/Y KiiHiuHOrO BUIpoOyBaHHS, Bepcis 1 Bim 11 TpaBHsi 2022 poky
aHTTIMCbKOI0 MOBOI; MapkyBaHHs GakoHy 10 mn [dypeanymadby (MEDI4736) KonueHTpaty ais
po3unHy ans iHdysii. 50mr/ma (500 mr/dnakon), Bepcisi 2.0 Big 10 BepecHsi 2019p.; MapkyBaHHS
nakyBaHHs1 10 ms dypBanymaby (MEDI4736) KoHueHTpaty Ansi po3unHy jjis iHgys3il. 50mr/ma (500
Mmr/dJiakoH), Bepcist 2.0 Big 10 BepecHs 2019p.

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

Ne 1388 Big 08.11.2017

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomisoBane, Bigkpute, 6aratorjeHTpoBe AocmimkeHHs 111 ¢a3u [dypeanymady ta Tpemenimymaby B
SKOCTI Iepiiol /iHil MiKyBaHHS MAaLli€HTIB 3 MOLIMPeHUM remnatouentonspHuM pakom (HIMALAYA)»,
D419CC00002, Bepcis 7 Bix 22 BepecHs 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

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

Isan 3A/IBOPHUX



HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»
26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

HonaTtkoBa iHopMoBaHa 3ro/ja NaljieHTa Ha BIIPOBA/I)KeHHsI eKCTPEHUX 3aXO0/[iB uepe3 BiliCbKOBY arpecito
Pociticekoi ®epeparjii Ha Tepurtopii Ykpainu, Bepcissi V1.0UKR(uk)1.0 Bix 15 uepBHsi 2022 poky,
nepeksiaj, yKpaiHcbkoro mMoBoro Bif 30 uepBHsi 2022 poky; [lomaTkoBa iHopmMoBaHa 3roja mnaiji€eHTa Ha
BIIPOBa/PKEHHS] eKCTPeHMX 3axO/iB uepe3 BiliCbKOBY arpecito Pociiicekoi ®Pepeparjii Ha TepuTOpil
Yxpainuy, Bepcisi V1.0UKR(ru)1.0 Big 15 uepBHsi 2022 poKy, nepeksiafi poCiiicbkoro MoBOIO Bifi 30 uepBHS
2022 poky

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

Ne 581 Big 31.05.2017

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«3acTtocyBanHs1 riemadibpaTy /i1 3MEHIIeHHS] CeplieBO-CyJUHHUX YCK/IaJIHEHb 3a PaXyHOK 3HWDKEHHS
piBHSI TpUIJIIL[epUAIB Y TAI[i€HTIB i3 IykpoBuM miabetom», K-877-302, Bepcisi 3 3 iHKOPIIOPOBAHOIO
roripaBkoto 2 Biz 18 6epesns 2020 poky

3asgBHUK, KpaiHa

Iianpuemctso 3 100% iHo3emHot0 iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CrioHcop, KpaiHa

Kowa Research Institute, Inc., United States

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi OHoB/NeHMI MPOTOKON KiiHiYHOTO BUripoOyBaHHs M19-388, Bepcis 5.1 (Tinbku Ay YKpaiHu) Bif
TIOTIPaBKU 06 uepBHsi 2022 poky; IHdopmaliiiiHuii MUCT TAl[ieHTa CTOCOBHO [ili B yMoOBax TMaHZemii (Takoi siK
COVID-19) abo iHmMMX Ba)KIMBUX TMOZiN, SIKi BIUVIMBAIOTh Ha y4acTh Yy AocCmimpkeHHi [IHbopmariiiiHuit
JMCT A7 y4YaCHWKA K/TiHIiYHOro BWIIPOOyBaHHS], Bepcis [y YKpainu Bix 26 Oepe3nsi 2022 poky,
YKPaiHCBKOIO Ta POCiMCHKOI0 MOBaMH

Howmep Ta gata Hakazy Ne 1118 Big 28.06.2022

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «IIpofoBXeHe [OCHI/PKeHHS BEHeTOK/IAaKCy Y TIalLli€HTiB, fKI 3aBepLIW/IA y4yacTb Yy IIONepeJHbOMY
BUIIPOOYBaHHs, KO/, K/TiHiYHOMY BUITPOOyBaHHi BeHeTOK/IakCy», M19-388, Bepcist 5.0 Biz 27 BepecHsi 2021 poky

BepcCis Ta jara

3asiBHUK, KpaiHa E66Bi biodapmacerorikan3z 'm6X, I1IBetijapist
CrioHcop, KpaiHa «E66BI Ink», CIIIA / AbbVie Inc., USA
CynyTHi —

Marepianu/mpenaparu

CYTyTHBOI Tepamnil

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




Honatok 18

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
KJTIIHIYHUX BUTIPOOYBaHb»
26.07.2022 Ne 1321

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnHoBnieHui NPOTOKOA KiiHiuHOro AocaimkeHHs D910FC00001, Bepcis 4.0 Big 12 kBitHa 2022 poky;
Bpoiypa gocnigavka Durvalumab (MEDI4736), Buganus 17 Big 18 >koBTHs 2021 poKy, aHT/iNCHKOIO
MoOBOO; [lojaTtok A0 mpoTokomy_PekomeHpanii oo KoHTpomto TokcuuyHocTi (TMGs), Bepcis Bij
28 >koBTHs 2021 poKy, aHT/TiMCbKOIO MOBOIO; IH(opMaliiiHuii mcToK i popma iHhopmoBaHOI 3roau Ais
TaIfieHTiB, sIKi He OTPUMYIOTH JIiKyBaHHS abo mepeOyBarOTh y Tepiofli TIOJA/BIIOTO CIOCTePeXXeHHs,
Bepcis VB8.0UKR(uk)1.0 Bix 18 6epe3nst 2022 poky, nepekaj, YKpaiHCbKOr MOBOMO Bij 30 TpaBHs 2022
POKY;

Indopmariitinuii McToK i popma iHGoOpMOBaHOI 3roy /s TAIiEHTIB, AKi HE OTPUMYIOTh JIiIKyBaHHs ab0
nepeOyBalOTh y Tiepiofii mogasbiioro croctepexkeHHs, Bepcis V8.0UKR(ru)1.0 Bixm 18 Gepesns 2022
POKy, nepeksaf, pociiicbkkoro MoBoro Bif 30 TpaBHsi 2022 poky; OcHOBHMM iH(opMaLiiiHUii JTUCTOK i
dbopma 3roaM [Ans TIALIEHTIB, $IKi OTPUMYIOTh JiiKyBaHHsS a00 TIOBTOpDHe JIiKyBaHHS, BepCis
V7.0UKR(uk)1.0 Bif 18 6epe3nst 2022 poky, repekaj yKpaiHCbKOI MOBOIO Bifi 30 TpaBHS
2022 poky; OcHOBHMI iHpOpMaL[iliHUI MUCTOK i hopMa 3roAu AJis Malli€HTiB, sIKi OTPUMYIOTh JIiIKyBaHHS
abo moBTopHe jiKyBaHHs1, Bepcis V7.0UKR(ru)1.0 Bix 18 Gepe3ns 2022 poky, mepekiaji pOCiHChKOIO
MoBORO Bifi 30 TpaBHS 2022 poky; Mopgynb «SAKicTb» JloChe NOCTIIKYBaHOTO JIIKApCHKOTO
3aco0y MEDI4736 Biz uepBHs 2021 poKy, aHrilicbKor0 MOBOO; 3MiHa Ha3BU BUpoOHMKa [1J13
komraHii MedIlmmune Pharma BV, Netherlands Ha AstraZeneca Nijmegen B.V., Netherlands;
BkimtouenHsi kommaHoii «Actpa3eHeka AB» (AstraZeneca AB), IllBeliis, K A0ZAaTKOBOI BHUPOOHHUYOI
ninbHuIl; 3pa3ok MapkyBaHHs Bif 10 BepecHs 2019 poky IJ13 dnakony dypeanymadby (MEDI4736) 10

MJI, KOHLIEHTpAT Jijisk pO3UrHy /s iHQy3il 50 mr/mn (500 mr/siakoH), yKpaiHCHKOIO MOBOIO;
3pa3ok MapkyBaHHs1 Bif 10 BepecHsi 2019 poky [JJI3 kopobku [ypamymaby (MEDI4736) 10 mu,
KOHI[eHTpAT [/1s1 po3urHy Ajist iHdy3ii 50 mMr/m (500 mr/¢iakoH), yKpaiHCBEKOIO

MOBORO




2 MPOJOBXKeHHA JojaTka 18

Howmep ta faTa Hakasy Ne 2487 Big 17.12.2019

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «Bigkpure, 6GaraTtorjeHTpoBe, Mi’KHapOZHe OCJi/PKeHHsI ZJis OLIIHKM JIOBTOCTPOKOBOi 0e3reyHoCTi Ta
BUTIPOOYBaHHs, KOZ, e)eKTUBHOCTI y TALli€HTIB, fKi 3aCTOCOBYIOTH ab0 paHille 3aCcTOCOBYBaM JypBasyMab 3a iHIIMMH
BepCisi Ta jjara npotokosamu (WAVE)», D910FC00001, Bepcis 3.0 Big 25 BepecHst 2019 poky

3asiBHUK, KpaiHa Iianpuemctso 3 100% iHo3emHolo iHBecTHIielo «AMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepanbHoro gupexkropa /lupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi OHOB/IeHHI TIPOTOKOJI K/TiHIYHOTO BUIPOOyBaHHS, Koj BumnpobOyBaHHs: KVZ-STMh, Bepcis 3.0 Big
TIOTpPaBKU 05.07.2022 p.; 3miHa MicIig BunpoOyBaHHs (bioaHamiTHUHa 1abopartopis):
BYJIO CTAJIO
K.0.H. JIibiHa B.B. K.0.H., 3aB. mabopaTtopiero Cabko B.€E.

Jlaboparopist dapmakokiHeTrku (M. XapkiB) [II | bioaHamitinuda sabopatopiss TOB «Kmnindapm»,
«[lep>xaBHUl ekcriepTHUH 1eHTp MiHictepctBa | KuiBcbka 06:1., M. IpriiHb
OXOPOHHU 30POB’sd YKpaiHW», M. XapKiB

Howmep Ta fara Haka3sy Ne 2814 Big 17.12.2021
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3ssa k1iHiuHOTO «Kriniyne BUNpoOyBaHHS 3 OL[iHKKM OioekBiBa/seHTHOCTI jikapchkux 3acobiB TMHOBISA M, Tabnetkw,
BUTIPOOYBaHHS, KO/, BKDHTI ITIBKOBOK 060/10HKO0, 1o 50 Mr / 1000 mr, Bupo6uunrea AT «KMIBCHKUW BITAMIHHUI
BepCisi Ta jara 3ABO/l», YkpaiHa Ta $IHymeT, TabjeTK, BKPHUTi IUTiBKOBOIO 000j0HKOO, 1Mo 50 mr / 1000 wr,

BrupoOHuiiTBa Mepk apm i Joym b.B., Hizepsianau B ymMoBax OZHOpPa30BOrO MePOPaIbHOTO MPUHOMY
3710poBUMH 106poBosbIsIMI», KVZ-STMh, Bepcis 2.0 Big 28.10.2021

3asBHUK, KpaiHa AT «KUIBCBHKIM BITAMIHHNM 3ABO/I», Ykpaina
CrioHCop, KpaiHa AT «KUIBCHKIUI BITAMIHHNM 3ABO/I», Ykpaina
CynyTHi —

Marepianu/rpernapaTu

CYMyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTrO 3a0e3MeueHHA Isan 3A/IBOPHUX




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.07.2022 Ne 1321

InenTudikatiis cyTreBoi OHOB/IeHHIT TIPOTOKOJ1 K/IiHiYHOTO BUIIPOOyBaHHS, Koj BurpoOyBaHHs: KVZ-STM, Bepcis 3.0 Bif
TIOTpPaBKU 05.07.2022 p.; 3miHa MicIig BunpoOyBaHHs (bioaHamiTHUHa 1abopartopis):
BYJIO CTAJIO
K.0.H. JIibiHa B.B. K.0.H., 3aB. mabopaTtopiero Cabko B.€E.

Jlaboparopist dapmakokiHeTrku (M. XapkiB) [II | bioaHamitinuda sabopatopiss TOB «Kmnindapm»,
«[lep>xaBHUl ekcriepTHUH 1eHTp MiHictepctBa | KuiBcbka 06:1., M. IpriiHb
OXOPOHHU 30POB’sd YKpaiHW», M. XapKiB

Howmep Ta fara Haka3sy Ne 2672 Big 01.12.2021
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3ssa k1iHiuHOTO «Kriniyne BUNpoOyBaHHS 3 OL[iHKKM OioekBiBa/seHTHOCTI jikapchkux 3acobiB TMHOBISA M, Tabnetkw,
BUTIPOOYBaHHS, KO/, BKDHTI MIiBKOBOIO 060/10HKO0, 1o 50 Mr / 500 mr, upo6Hunrea AT «KUIBCbKM BITAMIHHUI
BepCisi Ta jara 3ABO/l», Ykpaina Ta $SIHymet, TabieTKu, BKpPHUTiI IUIiBKOBOIO 000/i0HKOIO, 10 50 mr / 500 wr,

BrupoOHuiiTBa Mepk apm i Joym b.B., Hizepsianau B ymMoBax OZHOpPa30BOrO MePOPaIbHOTO MPUHOMY
370poBUMH 106poBobIsIMI», KVZ-STM, Bepcis 2.0 Bix 28.10.2021

3asBHUK, KpaiHa AT «KUIBCBHKIM BITAMIHHNM 3ABO/I», Ykpaina
CrioHCop, KpaiHa AT «KUIBCHKIUI BITAMIHHNM 3ABO/I», Ykpaina
CynyTHi —

Marepianu/rpernapaTu

CYMyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTrO 3a0e3MeueHHA Isan 3A/IBOPHUX




