Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Omnosnenunt npotoko 3 Ilonpaekoro 3 Big 22.08.2022 p.; COVID-19 [JonaTok A0 NPOTOKOJy K/IiHIYHOTO
BurnpobyBanHs Biz 30.08.2022 p.; Indopmariist s narienta Ta @opma iHpopmoBaHoi 3rogu — ITpoTokosn
73841937NSC3003, Bepcis 6.0 ykpaiHCbKOIO MOBOW s Ykpainu Bif 04.10.2022; Indopmariis ans
nanjienTa ta @opma iHpopmosanoi 3rogu — [Ipotokon 73841937NSC3003, Bepcis 6.0 pocilicbkkoro MOBOIO
ans Ykpainu Big 04.10.2022

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

Ne 3059 Big 29.12.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanzomizoBane kiiHiune gocmimpkenHss Pa3u 3 KoMOiHOBaHOI Tepariii AMiBaHTamaboM Ta Jla3epTiHibom
y TiopiBHSIHHI 3 OcrMepTHHIOOM Ta y MopiBHsIHHI 3 Jla3epTiHiOOM sIK TepIoi /TiHii Tepartii y TarjieHTiB 3
MiCLIeBO-TIOIIMPEHUM ab0 MeTaCTaTUYHUM He/PiOHOKTITHHHUM pakOM JieTeHb 3 MYTAIli€l0 PeLieNnTopiB
enigepmanbHoro Qakrtopa pocty (EGFR-myrtatiero)», 73841937NSC3003, 3 IlompaBkowo 2 Bif
23.09.2021p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

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

Isan 3A/IBOPHUX



Hoparok 2

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

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Tpotokon kniHiuHoro pocaipkeHHss TILD 19-07, nonpaBka 1, Big 22 nunas 2021, aHr/1iMICBKOI0 MOBOIO;
Bporirypa gocmifHUKa AOCTipKyBaHOTO JiKapchbkoro 3aco0y Tingpakizymab (Tildrakizumab, MK-3222),
penakuisg Ne 11 Big 06 ciunst 2021 p. aHrificbkoro MOBOO; J]0Cke AOC/IiIKYBaHOTO JIIKapCHKOTO 3aco0y
Tingpakizyma6 (Tildrakizumab), po3uun s in’ekuiti, 100 mr/mn, Bepcist 6.0 Bix 15 mucromaga 2021 p.,
aHrmiiicekoro MoBoro; TILD-19-07 Indopmauiiiauii nucTok mailieHTa Ta gopma iHdopMOBaHOI 3roAu,
Bepcis 3.5.0 Big 23 >koBTHs 2021 p. yKpaiHCHKOH MOBOMO /ISl YKpaiHH, aZiarToBaHa Ha OCHOBi 6a30Boi
Mi>kHapoaHoi ®I3, Bepcisi 5.0 Big 23 BepecHsi 2021 p. aHIVIIMCBbKOIO, YKPaiHCBKOIO Ta POCIHCHKOIO
MoBamu; OnNUTyBaZbHUK 3 TOTipIIeHHs Mpale3faTHOCTI Ta MOBCSKAEHHOI AisybHOCTI: [lcopiaTnuHMii
aptpurt, Bepcis 2.0 (WPAI:PsA), ykpaiHcbKoro Ta pociricekoro MoBoro; IlIkana Bromu FACIT-F_eCOA
Tablet, Bepcist 1.00 Big 27 >koBTHs 2020 poKy ykpaiHCbKOrO MoBoro Ta Bepcis 1.00 Big 11 >xoBTHs 2021
POKY pOCilicbKOI0 MOBOIO; AHKeTa OLiHKM cTaHy 370poB’s HAQ-DI_eCOA Tablet, Bepcis 1.00 Big 27
>koBTHS 2020 poky ykpaiHcbKor MoBOO Ta Bepcisi 1.00 Big 11 >koBTHs1 2021 pOKy pOCiHiCBKOI MOBOIO;
OnutyBanbHuK naijieHta SF-36_eCOA Tablet, Bepcis 1.00 Big 31 ceprmasi 2020 poKy, yKpaiHCBKOIO Ta
pocilicbkoro MoBO; HaBuanbHMA MOAy/b i3 BUKopucTaHHsAM muiaHiierom eCOA Tablet, Bepcist 1.00 Big
11 Bepecusa 2020 poky, ykpaiHCbKOr0 MoBOrO Ta Bepcist 2.00 Bix 6 mucronaza 2020 poKy pOCiMCHKORO
MoBow; OrnutyBanbHuK mnaiieHta BASDAI eCOA Tablet, Bepcisi 1.00 Bix 02 Bepecus 2021 poky,
yKpaiHChKOI0 MOBOIO Ta Bepcisg 1.00 Bix 11 >koBTHa 2021 poky pocitickkoro MoBoro; OrfiHKa 00J1r0
nanientom Patient Pain VAS_eCOA Tablet, Bepcis 1.00 Big 02 BepecHsi 2021 poky, yKpaiHCbKOIHO MOBOO
ta Bepcisa 1.00 Big 11 >KOBTHSA 2021 poKy pOCIHCHKOIO MOBORO; 3arajibHa OL|iHKa TSDKKOCTI
3axBoproBaHHs PGA of DA_eCOA Tablet, Bepcisi 1.00 Big 02 BepecHst 2021 poKy, yKpaiHCbKOK MOBOIO
ta Bepcis 1.00 Big 11 >xoBTHs1 2021 poKy pOCiHCbKOI MOBOHO

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

Ne 2426 Bif 05.11.2021
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Hasga kj1iHiuHOTO Panzomi30BaHe, TMO/BiliHe cJiimne, TUIaleb0-KOHTPO/IbOBaHe AociipkeHHs ¢as3u III, ans gemMoHcTpariii

BUTIPOOYBaHHS, KO/, edekTrBHOCTI Ta Oe3smeuHocti Tingpakisymaby B cyO'ekTiB, sIKi paHillle OTpUMYBa/IU JTiKyBaHHS

Bepcis Ta fjaTa inribitopamu ®HII i3 aktrBHUM TicopiaTnunuM aptpuTtoMm I (INSPIRE 1), TILD-19-07, Bepcist 1.0 Bif
21 motoro 2020

3asgBHUK, KpaiHa «AVK’IOBIA Biorek En-En-Ci» (IQVIA Biotech LLC), Crionyueni ITItat AMepyku

CrioHcop, KpaiHa Sun Pharma Global FZE («Can ®apma I'noban E¢-3et-1»), O6’ennani Apabceki EMiparu

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

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




Hopatok 3

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

29.11.2022 Ne 2161

InenTudikatiis cyTreBoi
TIOTIPaBKU

Omnosnenuii [Tpotokon kiiHiuHoro gociimpkenHs ARGX-113-1904, Bepcis 4.0 Big 09 uepBHs 2022 poky,
aHTTICHLKOK MOBOIO; Bpoiilypa goc/ifiHuKa AocmipKyBaHoro jikapcbkoro 3aco0y Efgartigimod/ARGX-
113, Bepcis 10.0 Big 23 nmucronaza 2021 poky, aHr/IilicbKor MOBO; IHdopMallis /s natjieHTta Ta dopma
indopmoBaHoi 3rogu, Bepcigs 6.0 s YkpaiHu aHrmiicbkkoro MoBor Bif 04 ceprHsi 2022 poky;
[Hdopmatiist g1 naijienTa Ta dopma iHpopMoBaHOi 3roau, Bepcist 6.0 17151 YKpaiHu yKpaiHCbKOHO MOBOHO
Bif 04 ceprisi 2022 poky; IHdopmalis ass nauieHTta Ta ¢popma iHpopmoBaHoi 3roau, Bepcis 6.0 asis
YKpainu pociiicbkkoro MoBoto Bif 04 ceprmust 2022 poky; Jlocbe AOCTiKyBaHOTO JTiKapChKOTO 3aco0y
ARGX-113 with rHuPH20, po3uuH a5 nifmkipHux in’exuiii, Bepcig 5.0 Big 19 nucronaza 2021 poky,
AHTTINCHKOI0 MOBOM; Jlocke moCipKyBaHOTo jikapcbkoro 3acoby ARGX-113 with rHuPH20, po3uun
JUIs AWKIpHUX iH’ €Ki, raebo, Po3zgin «P Drug Product», Bepcis 5.0 Big 19 mucronaza 2021 poky,
AHTTINCHKOI0 MOBOMW; Jlocke moCipKyBaHOTo Jikapcbkoro 3acoby ARGX-113 with rHuPH20, po3uun
I IIIKIDHUX 1H’€KLin, po3ain «Jonatku», Bepcist 5.0 Big 04 xoBTHS 2021 poKy, aHIJIiMCbKOIO MOBOIO;
[TogoB)KeHHsT TepMiHy TIPUAATHOCTI JOCTipKyBaHOro Jiikapcbkoro 3acoby Efgartigimod PH20 SC,
Edrapririmos PH20 pnist migiukipHoro BeBefieHHs1, Edrapririmog PH20 SC, ARGX113 PH20, ARGX-113
with rHuPH20, ARGX-113/rHuPH20 (Efgartigimod alfa) po3uuny g5 nifgmkipHux iH’ ekuin
180mr/mn, no 24 micsuis; ITogoB)KeHHsT TepMiHY MPUIATHOCTI T1ariebo [0 JOCTiHKYBaHOTO JIiIKapChbKOT0
3acoby Efgartigimod PH20 SC, Edrapririmog PH20 ans miguikipHoro BeegeHHs, Edrapririmos PH20
SC, ARGX113 PH20, ARGX-113 with rHuPH20, ARGX-113/rHuPH20 (Efgartigimod alfa)
pO3uUMHy /Ui MiAWKipHUX iH’ekuiii 165mr/mn ta 180mMr/mna, no 36 wmicsuiB; 3anyueHHsS [0/jaTKOBOTO
00'eMy HamoBHEHHS ()JIAKOHY AOC/IiPKYBAaHOTO JIIKapCHKOTO 3aco0y, PO3UMH /IS MiAIIKIPHUX iH'€KIiH, 1
¢dnakon i3 6 M1 ARGX-113 PH20 abo mnaue6o; 3pa3ok MapKyBaHHS /s (UIaKOHY AOCTiPKyBaHOTO
nikapcbkoro 3acoby ARGX-113 PH20, po3umH Asist migiukipHux in’ekiit, 180 mr/mi abo rtare6o, Biz 15
yepBHs1 2022 p., yKpaiHCBKOK MOBOIO; 3pa30K MapKyBaHHSI KOpOOKH, 110 MicTuTh 1 (dakoH i3 6 mi
JIOC/TiIKyBaHOTO Jlikapcbkoro 3acoby ARGX-113 PH20, 180 mr/ma, po3uuH A8 MiJIIKIPHUX iH’€KI[iH,
abo mare6o, Big 15 uepBHs 2022 p., yKpaiHCBKOH MOBOI; HaBuasbHe Bifjeo IIOAO TiAIIKIPHOTO
BBeJieHHs efgartigimod_Training video,
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yKpaiHCbKOIO MOBOIO; HaBuanbHe Bifieo mjof0 mifmkipHoro BBefieHHs efgartigimod_Training video,
pocilicbkkoro MOBO0; IlocibHUK i3 TpaHCropTyBaHHs, 30epiraHHs, MiJrOTOBKA Ta 3aCTOCYBaHHS
JOCJTi/pKyBaHOTO mperiapaty edrapririmoa PH20 ans migmkipHoro BBefjeHHST Ha oMy, Bepcis 1.0 Bif
26 kBiTHs 2022 p., yKpaiHCBbKOIO MOBOH; KepiBHHUIITBO i3 TpaHCIIOpTyBaHHS, 30epiraHHs, MiArOTOBKYU Ta
MiZKIpHOTO BBeJieHHs1 [JOC/i)KyBaHoro mnpernapary edrapririmog PH20 Ha momy, Bepcis 1.0 Big 26
KBiTHs1 2022 p., pocilickkoro MOBO0; ITOCIOHMK /il YUaCHUKIB JOCTIPKEHHS II0/I0 TPAHCIOPTYBaHHS
JOCJTi/KYBaHOTO TIperapary Ta ioro 30epiraHHs B IOMallHiX yMoBax, Bepcisi 4.0 Big 14 mortoro 2022 p.,
YKpailHCBKOK0  MOBO;  KepiBHULTBO /i1 y4YaCHUKIB  [OC/HI[pKeHHS 11040 TpPaHCIOPTYBaHHSA
JOCJTi/KYBaHOTO TIperapary Ta ioro 30epiraHHs B IOMallHiX yMoBax, Bepcisi 4.0 Big 14 mortoro 2022 p.,
pociticbkkoto MOBo0; THdopmaliiliHa McTiBKa «30epiraHHs [JOC/Ti)KyBaHOTO Tperapaty B JOMalllHiX
yMOBax», YKpaiHCbKOIO MOBOIO; [H¢opmariiiiHa ucTiBka «30epiraHHst AOC/Ti)KyBaHOTO TIperapary B
JIOMalLIHiX YMOBaXx», pOCilICbKO MOBOIO

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

Ne 3059 Big 29.12.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane, mofBiliHe ciiinie TUIAEe00-KOHTPO/IbOBAHE [OCTIKeHHSI [/Is OL[iHKH e(heKTUBHOCTI,
6e3reyHocTi Ta nepeHocumocTi npenapary Edrapririmog PH20 asst miflukipHOro BBeIeHHS y JOPOCTIUX
TaIfieHTIiB 3 MyXUPYATKOO (3BMUaliHO0 abo smcTomnoioHo) (ADDRESS)», ARGX-113-1904, Bepcis 3.0
Biz 18 TpaBHs 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 O6mexkeHow BianoimanbHicTio «KoHTpakTHO-[ocmiguunbka Opranisaiis IHHOdapM-
YKpaiHa»

CnoHcop, KpaiHa

apgpkeHkc BB, Besnbris / argenx BV, Belgium

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepasbHOro JUpexTopa

dapmManeBTUYHOr0 AUPEKTOPaTy

IBan 3A/IBOPHUMX




HopnaTok 4

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

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuit ITpoTtokosn kiiHiyHOro BUnpobyBanHs D2912C00003, Bepcis 7.0 Bix 03 ceprHs 2022 poky,
AHTTIMCPKOI0 MOBOIO; 3MiHa Ha3BM KJIiHIiUHOro BUIIPOOyBaHHS Ha «PaHzoMmi3oBaHe, TIOfBiliHe ciire,
riarieb0 KOHTpPOJIbOBaHe, OaraTorieHTpoBe AociifykeHHs1 (a3u Ila 3 BU3HAueHHs ONMTUMasbHOI /103U, Y
[IBOX YaCTHHAaX, [/s OL[iHKK edeKTMBHOCTI i Oe3reyHocTi iHransijiiiHoro mpemnapaty AZD1402, 1o
npuiiMaeTbesi y ¢opmi Cyxoro mnopouiky fBiui Ha [00y MmpoTsiroM 4 TWKHIB, y JOPOCIUX MaLli€HTIB 3
OpOHXiaTbHOI0 aCTMOIO, sIKi OTPUMYIOTH Cepe/iHi a00 BUCOKI 103U iHTa/IALIIMHAX KOPTHKOCTEPOi/liB»:

(a3u Ila 3 BU3HAUEHHS ONTUMA/IBHOIL /103U, Y ABOX

yacTUHax, [  OLiHKA  e(eKTUBHOCTI i
Oe3reyHoCTi TPHOX piBHIB Jl03yBaHHA
iHransuiiHoro  nperapaty  AZD1402, ujo

npuiiMaeTbesl y opmi CyXoro MopolKy [Biui Ha
00y TIpOTATOM 4 TWKHIB, y IOPOCUX TAI[iEHTIB 3
OpOoHXiaBbHOIO aCTMOIO, SIKi OTPUMYIOTh CepeHi
Jl03U IHrasIintHUX KOPTUKOCTEPOI/iB»

BYJIO CTAJIO
«Panyomi3oBaHe, TozABiMHe ciine, Tanebo | «PaHaomizoBaHe, MOABiKiHe cjiine,  muiaebo
KOHTpOJIbOBaHe, 0OaraTOLleHTpOBe [JOC/i/)KeHHsI | KOHTPOJIbOBaHe, 0OaraTOL|eHTPOBe  [IOC/IiIyKeHHS

(a3u Ila 3 BU3HAUEHHsS ONTUMA/IBHOIL /103H, Y ABOX
yacTUHax, [  OLIHKM  e(QeKTUBHOCTI i
Oe3reyHocCTi iHramALiiHoro npernapary AZD1402,
11]0 MpUKMMaETbCA Y (HOPMi CyXOro MopoliKy JBiui
Ha 00y mpoTaroM 4 TWKHIB, Yy JOPOC/IUX
naiieHTiB. 3  OpoHxia/bHOIO  acTMOW,  sKi
OTPUMYIOTH  cepeHi  abo  BHUCOKI 703U
IHra/IsILiiHUX KOPTUKOCTEPOiiB»

[Hdopmatiisi ans naijienta i dopma iHdbopmoBaHoi 3roau Ajst YacTuHu 2 OOCTiZKeHHs, A/ YKpaiHu,
Bepcis 5.0 Big 18 cepnnst 2022 poky, Ha ocHOBi Matictep-Bepcii 6.0 ajis Yactunu 2 gociimpkeHHs Big 12
cepriHs 2022 poKy, aHIVIIMCBKOIO Ta yKpalHChbKOO MoBamu; Jlomatok go IHdopmarii gis maifieHra i
dbopmu iHpopMoBaHoi 3rogu Ast YacTuHu 2 mocaifpkeHHs, 4s1 YKpainu, Bepcis 5.0 Big 18 cepnns 2022
pPOKy, Ha oOcHOBi Marictep-Bepcii 6.0 gns Yactunum 2 pociimpkeHHs Big 12 cepmHsi 2022 poky,
aHIJIIMCbKOK Ta YKpalHChKOIHO MoBaMu; IH¢opMaliiHuii nucTok i ¢opma iHdbopmoBaHOi 3roau AJjis
BariTHOI MapTHEPKU yYaCHWKA JOCTi/pKeHHs, A YKpainu, aiasg Yactuau 1 i YactuHu 2 BUMpOOyBaHHS,
Bepcis 2.0 Bif 07 BepecHst 2022 poky, Ha ocHOBi MaiicTep-Bepcii 2.0 Big 01 BepecHs 2022
POKY, aHIJTIICBKOIO Ta
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yKpailHCbKOIO MoOBaMu; I[HQopMariis mTpo HeoOOB’sI3KOBe TeHeTHUHe [OCTi/PKeHHs Ta ¢dopma
indbopmoBaHoi 3rogu, A Ykpainu, ans Yactuau 1 i Yactuam 2 BumnpoOyBanHs, Bepcis 2.0 Big 07
BepecHss 2022 poky, Ha ocHOBiI Marcrep-Bepcii 2.0 Big 01 BepecHsi 2022 poKy, aHIVIIMCBKOKO Ta
YKpaiHCBKOK MOBamu; [Ipo/IOB>KeHHsT TepMiHy TPOBe/IeHHsSI K/IiHIYHOTO BUIIPOOYBaHHS B YKpaiHi Ta B
yciX KpaiHax, [le TIPOBOJUTLCSl KiTiHiuHe BUMPOOyBaHHs 10 2 pokiB 6 wmicsaniB 15 aHiB; 3MiHa Mics
TIPOBe/IeHHS K/TiHIYHOTO BUITPOOYBAHHS:

Bbyno Crano

K.M.H. JloOpsiHcekuii [1.B.

MeauuHUl 1[€EHTP TOBApUCTBA 3 O0OMEXEHOMO
BiJITIOBijaTbHICTIO «ApeHcis Excruioparopi
Mepicin», BifJia KJIIHIYHUX J0C/TipKeHb, M. KuiB

K.M.H. JloOpsiHceKuii [1.B.

MeauuHuii 1IeHTP TOBapuCTBa 3 OOMEKEHOIO
Bi/ITIOBIJa/TbHICTIO «I"apmoHisg Kpacu»,
BifineHHs KiHiuHMX BUnpobyBaHb, M. KuiB

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

Ne 3059 Big 29.12.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PaHgomi3oBaHe, 1o/BikHe criime, ryaredbo KOHTpPOJ/IbOBaHe, OaraTorjeHTpoBe AocCTimkeHHS ¢asu Ila 3
BH3HAUEHHS ONTHMAJIbHOI /103U, Y IBOX YaCTHUHAX, /IS OI[iIHKM e(eKTUBHOCTI i 6e3MeuHOCTi TphOX piBHIB
JlI03yBaHHS iHransuiiHoro npenapaty AZD1402, ujo npuiiMaeTbcsi y GopMi CyXoro mopouky ABiui Ha
00y TPOTATOM 4 THXKHIB, Y IOPOC/IUX MAI[iEHTIB 3 OPOHXiabHOIO aCTMOIO, SIKi OTPUMYIOTh CEPe/iHi 1031
iHra/IALIMHUX KOPTHUKOCTepoiiB», D2912C00003, Bepcis 6.0 Big 04 6epe3nst 2022 poKy

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», Ykpaina

CnoHcop, KpaiHa

Actpa3eneka Ab, IlIBerist/AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. resepanbHoOro jupeKropa

dapmaneBTUYHOTr0 AUPEKTOPaTy

Isan 3A/IBOPHUX




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBNeHUM TIPOTOKO/ KiiHiyHOro AociimkeHHs 20170625, iHKOpNopoBaHWK OHOBJ/IEHOK MOIPAaBKOO 4,
Big 23 BepecHs 2022 poky; bportiypa gocnigauka eBosokymadb (AMG 145), Buganns 17.0 Big 20 BepecHs
2022 poky, aHrmiiiicbkkoro mMoBoro; OcHoBHa ¢opma iHpopmoBaHoi 3rogu Bepcisg 6.0 Bifg 28 BepecHs
2022 ykpaiHcbKOor MoBow; OcHoBHa @Qopma iHdopmoBaHoi 3roau Bepcis 6.0 Big 28 BepecHs
2022 pocCifiCbKOK MOBOIO

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

Ne 767 Big 02.04.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[TogBitiHe ciiine, paHAOMi30BaHe, TUIale00-KOHTPO/ILOBAHEe, OAraTOI|EHTPOBE JOC/iIKEHHS /sl OL[iHKH
BIUIMBY €BOJIOKyMaOy Ha Cepio3Hi CeprieBO-CYAWHHI YCKIaJHEHHsS y TAI[i€EHTIiB 3 BHUCOKUM DU3UKOM
PO3BUTKY CepLeBO-CYJUHHHX 3axBOpIOBaHb 0e3 momepeiHbO TepeHeceHOro iH(apKTy Miokapza abo
iHCY/IbTY», 20170625, iHKOPIIOpOBaHWM OHOBJ/IEHOO MOMNpPaBKoo 3, Bif 30 >koBTHs 2020 poky

3asaBHUK, KpaiHa

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

CnoHcop, KpaiHa

«AmxeH [HK.» (Amgen Inc.), CIITA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HonaTtok 6

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

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOB/leHMM NPOTOKON KIIIHIYHOrO Jocyi/pkeHHsT A3921145 3 iHKOpPIOpOBaHOK MOMNpaBKow 12 Bifj
06 TpaBHst 2022 poky; A3921145 Indopmariis asis 6aTeKiB Ta opma iHHOpPMOBaHOI 3roAu AJIsT y4acTi y
K/IiHiUHOMYy BUTIpOOyBaHHi, Ha OCHOBi Bepcii Ha piBHi gocmimpkeHHs Big 11 TpaBHs 2022 p., Bepcis aas
Ykpaiau 10.1.0 Big 13 nunus 2022p., aHrilCbKO0, YKPAaiHCBKOI Ta pociiicbkoro MoBamu; A3921145
[Hdopmatiist g naifieHTa Ta gopma iHdbopMoBaHOI 3rofu [ yuyacTi y KaiHiYHOMY BUIIpOOyBaHHi, Ha
OCHOBI Bepcii Ha piBHI gocmimkeHHs: Big 11 tpaBHsa 2022 p., Bepcist ang Ykpainu 10.1.0 Big 13 nunHs
2022p., aHIJIiHCHKOO, YKpaiHChKOI Ta pociiicbkoro MoBamu; A3921145 IHdopmarjisi Ass naijieHTa Ta
dopma iHpopMOBaHOI 3ro/[1 HEITOBHOIITHLOTO /IJIs1 YUYacTi y KIiHiuHOMY BUNpoOyBaHHi (14-17 pokiB), Ha
OCHOBI Bepcii Ha piBHI gocmimkenHs Big 11 tpaBHsa 2022 p., Bepcisa ang Ykpainu 10.1.0 Big 26 munus
2022p., aHIIilChKOI0, YKPAiHCHKOIO Ta pociiicbkoro moBamu; A3921145 Indopmaris A/ maiieHTa Ta
¢dopma iHpopMOBaHOI 3roau AUTHHU [ ydacTi y KiaiHiuHoMy BumpoOyBaHHi (11-13 pokiB), Ha OCHOBI
Bepcil Ha piBHI gocmigkeHHs1 Big 11 TpaBHs 2022 p., Bepcis ans Ykpainu 8.1.0 Big 13 nunug 2022p.,
aHTJIiChKOI0, YKpaiHChKOIO Ta pocitickkoro moBamu; A3921145 IHdopwmaiiis Ajia maijieHTa Ta $opma
iHhopMOBaHOI 3roJi JUTUHU /IS yYacTi y KiaiHiuHoMy BunpoOyBaHHi (6-10 pokiB), Ha OCHOBI Bepcii Ha
piBHI focnigkeHHs Big 11 TpaBHsi 2022 p., Bepcist ais Ykpainu 2.1.0 Big 26 ceprnnsi 2022p., aHT/TiHCHKOLO,
YKpPaiHCBKOI) Ta POCIiHCHKOK MOBaMH; 3aiydeHHsl JOCTiPKyBaHOTO JTiKapChKOTO 3aco0y TodalyThHIO
utpaTt (CP-690,550-10), po3uMH [ TiepopasbHOro 3actocyBaHHs 1 mr/mi, 240 ma. BupoOHUKM:
Pharmacia and Upjohn Company LLC, Cnonyueni Illtatu; Pfizer Inc., Pfizer Worldwide Research and
Development, Criosiyueni Illtatu; Almac Clinical Services, LLC, Crionyueni Illtatu; Fisher Clinical
Services Inc., Cnonyueni IlrtaTtu; Fisher Clinical Services UK LIMITED, Cnonyyene KopomiBCTBO;
Almac Clinical Services Limited, Crionyuene KoposiBctBo; Pfizer Limited, Crionyuene KoposiBcTBO;
3pa30K MapKyBaHHSI [ijis [OCJIi/IKyBaHOTO JIiKapchbKoro 3acofy TodaluTuHiO IUTpaT, pO3UuH /s
repopasbHOIo 3aCTOCYBaHHSA 1 mr/mn, 240 mi (B KOMIUIeKTi 3 1 epexiJHUKOM JJisI TISILIKA Ta
3Ma [03yBalbHUMU IIMPULIAMU 1711 TlepopasbHOr0 3aCTOCYBaHHS); 3aayuyeHHs! [J0/IaTKOBOTO BeH/0pa
TOB «Heo Exkcmpec» png 374iMCHEHHS €KCIOPTYy Ta JeK/lapyBaHHS TOBapiB, 3pa3KiB K/IHIUHKX
BUTIPOOYBaHb, 1110 MEPEMIIIYIOTHCS Uepe3 MUTHHUM KOP/JJOH YKpaiHu
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Howmep Ta fara Haka3zy Ne 248 Bipm 09.03.2017

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Has3Ba kiiHiuHOIr0 «JloBroTpusase, BigKpuTe AOCIiKeHHs 3 I1epioZioM IOJAJIBIIOrO CIIOCTePeKeHHs, sIKe IIPOBOAUTLCS [1JIs
BUTIPOOYBaHHs, KOZ, BUBUEHHS TMperapaTy To(aluTHHIO TIpW JIiKyBaHHI FOBEHiIBHOrO ifiomatnynoro aptputy (FOIA)»,
BepCisi Ta jjara A3921145, piHanbHUN TTPOTOKOM 3 iHKOPIOPOBaHOIO rorpaBkoto 11 Big 26 TpaBHst 2021 poky

3asaBHUK, KpaiHa TOB «Cineoc Xesc YkpaiHa»

CrioHcop, KpaiHa [Ndatizep Iuk [Pfizer Inc], CIIIA

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepasibHOro jupexTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Hoparok 7

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

29.11.2022 Ne 2161

InenTudikatiis cyTreBoi
TIOTIPaBKU

Honatok o ¢opmu iHdopMOBaHOI 3rofy TMiJ, yac KpU30BOI cuTyauii B YKpaiHi [Jjsi AOCHTiIKeHHs
B0O40336, Bepcisi 1.0 ans YkpaiHM yKpalHCBKOIO Ta POCIMCbKOK MoBamu Bif 16 ceprusa 2022 p. Ha
OCHOBI MaricTep-Bepcii gogaTtka 1 go ®I3 mig uac kpu3oBoi cutyarlii B YkpaiHi, Bepcisi 2.0 Bizg 15 uepBHs
2022 p.; OHOBeHUI PO3/ia JOChE JOC/iPKYBAHOTO JIIKAPCHKOTO 3aco0y AJIeKTHHIO TBep/i Karcy/iu 1o
150 wmr: 2.1.P.3.1 Manufacturer(s) (118968 v1.0); KopoTka XapakTepuCTHKa JIiKapChbKOro 3aco0y
ucrnnatun (Cisplatin), KoHieHTpaT A5 po3uuHy s iHdy3ii 1 mr/mi Big 23 uepsHsi 2021 p.; KopoTka
XapaKTepUCTHKa Jiikapcbkoro 3aco0y AJIIMTA (ALIMTA, Ilemetpekcen), yiodiizat A/ist IpUTOTYBaHHS
po3uuHy Ans iHdy3iii, 500 mr Big 27 >xoBTHS 2020 p.; KopoTka XapakTepuCTHKa JIiKapChKOTO 3acoly
Kapb6orinatun (Carboplatin), po3uun gasa indysiti 10 mr/ma Big 03 kBitHs 2019 p.; Kopotka
XapaKTepUCTHKa JiKapchkoro 3acoby ['emrumrabin (Gemcitabine, GEMZAR), nopoiok siocdinizoBanuit
st po3unHy ass iHgysiii mo 200 mr i mo 1000 mr Big TpaBHs 2019 p.; KopoTka xapakTepucTuka
nikapceKoro 3acoby Binopenb6in (Vinorelbine) koHrieHTpat Ayt po3unHy as iHdy3ii, 10 mr/1 mu Big
cepriHs 2019 p.

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

Ne 1962 Big 29.10.2018

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

«Bigkpure, pangomizoBade gociimkeHHst 111 da3u ans ouiHku edeKTUBHOCTI Ta Oe3reku aneKTHHiIOy B
SKOCTi aJ'fOBaHTHOI Tepariii B TMOpiBHAHHI 3 a/''OBAHTHONO XiMiOoTepami€ro IiperiapaTaMM Ha OCHOBI
TJIATUHA Y TIAI[EHTIB 3 HeAPiOHOK/ITITHHHMM pakoM JiereHb ctafgili IB (myxmuam > 4 cm) - IIIA,
MO3UTUBHUM I110/I0 KiHa3M aHaryaCTUYHOI JiM(pOMH, 3 MOBHOK pe3ekLieto nyxyauHu», BO40336, Bepcis 7
Big 16 rpyHs 2021 p.

3asgBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifmoBianbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Poru JITa, [lIBetitapis
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. renepanbHoOro agupexKropa
dapMaleBTUYHOI0 JUPEKTOpaTy Isan 3A/IBOPHUX




HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/eHHI TIPOTOKOJT K/iHiuHOTO BUIpoOyBaHHs, Bepcis 3.0 Big 18.05.2022; OHOB/IEHUI CUHOIICUC 10
TIPOTOKOJTy KiliHiuHOTO BUTIpOoOyBaHHs, Bepcis 3.0 Bix 18.05.2022; THdopmaliis Ass MalfieHTiB i 3roja Ha
yuacTb y KiaiHiuHoMmy BunpoOyBanHi, Bepcisg 3.0 Bijg 19.08.2022 (ykpaiHCBHKOIO MOBOMO); TPOZIOBXKEHO
TPUBAIiCTh TPOBeZIeHHsT BUNIPOOyBaHHs 3 ciuns 2022 1o 6epeseHb 2024 (3 8-Mu MicALiB /10 2-X POKiB 2-X
MicsiiB); JToaTKoBe Miclie pOBeIeHHsI K/IiHIYHOTO BUIIPOOYBaHHS:

Ne [1.I.b. BigmIOBia/ILHOT'O AOC/TiAHUKA

/1 Ha3Ba Miciist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS

1. | k.M.H. IkoBenko O.K.
KomyHasbHe mignpuemMcTBo «BosiiHChKa o0JslacHa KiTiHiuHa JiikapHs» BosMHCBKOI o6sacHOi
paji, BiJiii/IeHHsI My IbMOHOJIOTiT, BonrHcbKa 06:1. JIyIibKuii paiioH, c. TapacoBe

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

Ne 2147 Bif 04.10.2021

Ha3sa ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«®a3za Il BumpoOyBaHHSI /i1 OL[iHKKM TIePEHOCHMOCTi, Oe3meku Ta egeKTHMBHOCTI CyO/iHrBasbHOI
iMyHOTeparii y MaLji€HTiB, 0 CTPa)k[Jal0Th Ha ajeprito Ha MuaoK Oepe3n», SL-361A, Bepcis 2.0 Big
03.11.2021

3asaBHUK, KpaiHa

POKCAJUT Mepiin 'm6X, HimeuuuHa

CnoHcop, KpaiHa

POKCAJUT Megiuin 'm6X, HimeuurHa

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepasibHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok go ¢dopmu iHdopMoOBaHOI 3rofy IMiJ, yac KpPHU30BOI cuTyalii B YKpaiHi /s AOCTiAKeHHsS
CO040016, Bepcia 1.0 ans YkpaiHu yKpaiHCbKOIO Ta POCiMCbKOIO MoBamu Bifn 26 BepecHs 2022 p. Ha
ocHoBi Matictep-Bepcii ogatka 1 go ®I3 mig uac kpu3oBoi cuTyallii B YKpaiHi, Bepcis 2.0 Bif 15 uepBHs
2022 p.; Pestome pe3ynbTaTiB KiiHiuHOrOo BUMpoOyBaHHsI (KoropTa A), Bepcisi Bij uepBHs 2022 p.
YKPalHCBKOIO Ta POCiHCbKOI MOBaMU

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

Ne 211 Big 07.02.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[TogBitiHe cnine muiareb0-KOHTPOIbOBaHe paHAoMi3oBaHe a3u I mocimpkeHHs irmaTacepTiby y
KOMOiHAI[il 3 TIaK/IiTakCe/IoM B SKOCTi JIKyBaHHS [/ TAL[i€HTiB 3 TeHHWMH TOPYIIeHHSIMU
PIK3CA/AKT1/PTEN B rpyti micireBoromupeHoro abo MeTacTaTUYHOro, MOTPiHO-HEraTUBHOTO PaKy
MOJIOYHOI 3a/i03u abo B rpymi TropMOH-TIO3UTUBHOTO, HER2-HeraTMBHOTO paky MOJIOYHOI 3a/i03u»,
C040016, Bepcis 11 (Koropta C) Big 17 ymotoro 2022 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifIMOBiabHICTIO «PoI YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JIty (ILBeiitapist)

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPaTy

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

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporypa gocnigavka Pembrolizumab (MK-3475), Buganss 22 Bif 13 TpaBHsi 2022 poKy, aHIVIiHCHKOO
MOBOMO; Ykpaina, MK-3475-859, Indopmatiisi Ta JOKyMeHT Npo iHpopMoBaHy 3rofly [i/s Malli€eHTa, BepCis
13 Big 05 >koBTHsS 2022 p., yKpaiHCbKOIO MOBOMO; YKpaiHa, MK-3475-859, [HdopmMallis Ta JOKyMeHT TIpo
indbopmoBaHy 3rofy /s maijienTta, Bepcis 13 Big 05 >xoBTHsa 2022 p., pociiicbkoro MOBOH; YKpaiHa,
MK-3475-859, Indopmarliis Ta JOKyMeHT mpo iH(pOpMOBaHy 3rofly Ha HaJlaHHs 3pa3ka MyXJIMHHOI
TKaHuHY, Bepcis 02 Big 05 >koBTHs 2022 p., yKpaiHCbKOK MOBOM; YKpaiHa, MK-3475-859, Indopmatiis
Ta JJOKYMEeHT Ipo iHhopMOBaHy 3rofly Ha Ha/laHHs 3pa3Ka MyxXJIMHHOT TKaHWHH, Bepcis 02 Bix 05 »KOBTHS
2022 p., pociiicbkoro MOBOR; 3pa30K MapKyBaHHS [JOC/IiI)KyBaHOTO JiKapchKoro 3acoby MK-3475 Vial,
Bepcis 2.0 Big 12 yunHsa 2022 poky, aHIVIIMCBKOIO Ta YKPaiHCbKOIO MOBamHM; 3pa30K MapKyBaHHS
JoCimKyBaHoro Jiikapcbkoro 3aco0y MK-3475 Kit, Bepcis 2.0 Big 12 sunast 2022 poKy, aHIVIIACBKOIO Ta
YKpPalHCbKOI0 MOBaMm{; 3pa3oK CIPOLEeHOr0 MapKyBaHHsS 3apeecTpOBaHOIO B YKpaiHi J/1iKapCbKOro
3aco0y, KU 3aCTOCOBYETLCS B K/TiIHIYUHOMY BUIPOOYyBaHHi fyist mpotokony MK-3475-859, Bepcist 2.0 Bif
11 >)koBTHsA 2022 p., yKpaiHCLKO MOBOO; 3MiHa Ha3Bu Ta ajpecu CrioHcopa JOC/Ii/IPKeHHs:
BYJIO CTAJIO

«Mepk IHapn enpg Hoym Kopn.», pouipHe | TOB Mepk [apn enp Hoym (Merck Sharp &
nignpueMctBo «Mepk eHf Ko., Iak.», CIIA, | Dohme LLC)

(Merck Sharp & Dohme Corp., a subsidiary of | Agpeca: 126 Ict JlinkonbH aBeHto, 1/c 2000,
Merck & Co., Inc., USA) Pageii, Heto [Ixepci, 07065, CIIA (126 East
Appeca: Mepk [lpatiB, 1, nowroBa ckprHbka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Baitrxayc-Creiii, wtat Hero-Ixepci, 08889- | USA)

0100, CHIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

Howmep Ta fara Haka3sy
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 9 Biz; 02.01.2019
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Hasga kj1iHiuHOTO «PanziomizoBaHe, mMozBikiHe cjtine KiiHiuHe [gocimkeHHs ¢dasu 3 membOposizymaby (MK-3475) y
BUTIPOOYBaHHS, KO/, KoMmOiHariii 3 ximioTepariero y nopiBHSHHI 3 Tuialjebo y KombiHarjii 3 ximioTepari€ro B SKOCTi JTiKyBaHHS
BepCisi Ta jara nepiioi fiHii y mnariedtiB 3 HER2-HeratuBHOO, TONepegHhO HETIKOBaHO, HeorepabenbHOW abo

METAaCTaTUYHOIO aZIeHOKapLMHOMOK LUTYHKY abo ractpoe3odareansHoro 3’eqHanHs (KEYNOTE-859)»,
MK-3475-859, 3 iHkopriopoBaHoto nornpaBkoro 05 Big 30 ysivcromnazga 2021 poky

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

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

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepa/sibHOro0 JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporiypa moc/iiHUKa AOCTipKyBaHOTO JliKapcbkoro 3aco0y Big 08 ceprmus 2022 poKy aHIVIIHCBKOIO
MoBotwo; IHdopmauis ans manieHTa fociipkeHHss Ta Popma [HpopmoBaHOi 3roau Ans yvacTi y
JOCJTiJI)KeHHI [IyIss BUKOpUCTaHHs B YKpaiHi, Bepcisgs Ne 5.0 Bif 28 BepecHs 2022 poky yKpaiHCBHKOKO Ta
pocilicekoro MoBamu; [Hopmatiis Ass natjieHTa gocigkeHHs: Ta @opma [HdbopmoBaHoi 3roau st yuacTi
y TmepexiZjHoMy mepiofi AOC/IiKeHHs /11 BAKOPUCTaHHA B YKpaiHi, Bepcig Ne 5.0 Bizg 28 BepecHs 2022
POKY VyKpalHCbKOIO Ta pocilicbkkoro MoBamy; CTuC/a XapaKTepUCTHKa Tperapary TMOpiBHSIHHSA
[Tembponizymab Kitpyma Bing 16 uepBHs 2022 poky aHIJilicbKoro MoBOK; OHOB/IE€Ha CTHC/IA
XapaKTepUCTHKA Tpernapary ropiBHsiHHS KapborutatuH Bif 11 umHs 2022 poKy aHT/TiMCEKOI0 MOBOIO

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

Ne 1360 Big 10.06.2020

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

LIBRETTO-431: bararorieHTpoBe, paHoMi30BaHe, Bigkpure gociifkeHHs 111 ¢asu nopiBHsAHHA Teparmil
nperiapatoM CeJrnepkaTiHib 3 Tepari€lo TperapaTaMM Ha OCHOBI TIOXiJIHUX TUIATUHW B TIOEAHAHHI 3
nemMeTpekcejoM B abo 6e3 komOiHalii 3 mpuiioMom TieMOposti3ymMaba B SKOCTi TepIoi JiHii JiKyBaHHS
TIOIIMPEHOT0 UM MeTacTa3yruoro HeIpiOHOKIITUHHOTO PaKy JiereHi 3 HasiBHiCTIO TibpuaHoro reHa RET,
J2G-MC-JZJC, Bepcis 3 iHKopriopoBaHoto roripaBkoro (d) Big 18 muctomnaga 2020 poky

3asgBHUK, KpaiHa

«Eni JTinni Boctok CA», I1IBeliliapis

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpourypa pocnigauka JNJ-56021927 (ananmytamin), BuganHa 16 Big 14.04.2022 p.; Hopatok 1 Bif
08.08.2022 no Bpourypu gocnigauka JNJ-56021927 (ananytamiz), Buganss 16 Big 14.04.2022 p.

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

Ne 589 Big 15.06.2016

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

«PanziomisoBaHe, moiBiliHe criine, riarie00-KOHTPOIbOBaHe, KJIiHiUHe JoCTipKeHHsT 3 (a3u mpernapary
JNJ-56021927 y marji€eHTiB 3 BUCOKUM PH3UKOM JIOKaJ/li30BaHOTO ab0 MiCIIeBO-PO3MOBCIO/PKEHOTO PaKy
rnepeAMiXypoBoi  3a/03d, 110 OTPUMYKOTh JIIKyBaHHS II€PBMHHOK TMPOMEHEBOK  Teparli€r»,
56021927PCR3003, 3 ITornpaBkoro 3 Bizg 03.05.2022 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbrisa

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOT0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»
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InenTudikatiis cyTTeBoi
TIOTIPaBKU

KopoTka xapakTepuCTHKa JiKapCchbKoro 3aco0y manborukiio (Ibrance), TBepai karcyau mo 75 mr, 100 mr
abo 125 mr ta Tab/eTKH, BKPUTI TUTIBKOBOIO 000/10HKOIO 110 75 Mr, 100 mr a6o 125 mr Bif sumas 2021 p.;
[lopeHHVK Tialli€HTa i3 3aCTOCYBaHHS [OCTiPKyBaHOTO JiikKapchKoro 3acoly, Bepcis 7.0_I'ipemectpanr,
KariCy/ii_jieTpo30/, Karcyau_mnanborukiib, xarmcymu_Bif 22 BepecHsi 2022 p., ykpalHCBKOWO Ta
pociticekoro MoBamu; [llofieHHUK TalfieHTa i3 3aCTOCYBaHHS JOC/Ii/PKYBaHOTO JlikapChKOro 3aco0y, Bepcist
7.0_T'ipegecTpaHT, KariCy/v_JieTpo30/, Karcyav_man0oiukmib, TabmeTku_Big 22 BepecHsi 2022 p.,
YKPaiHCBKOI0 Ta POCIMCHKOI0 MOBaMH

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

Ne 310 Big 23.02.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PanziomizoBaHe moBiliHe cline T1alle00-KOHTPOIbOBaHe OaraTol|eHTpoBe AociipkeHHs daszu I st
oliHKd edekTUBHOCTI Ta Oesmeunocti GDC-9545 y kombiHarjii 3 manbouuKaiboM TMOpPiBHSAHO 3
KOMOiHAI[i€el0 /1eTpo30/ly Ta Man0OIMKAiOy y TAI[ieHTiB 3  eCTpOreH-periernTop-ro3uTUBHUM,
HER2-HeraTuBHUM MiCLI€BOMOLIWPEHUM YA MeTacTaTUYHMUM PakOM MOJIOYHOI 3ay103u», BO41843, Bepcia
2 Big 08 ymrotoro 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BifiNoBianbpHiCcTIO «Porn Ykpaina»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JITa, IlIBeiitapis

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok go ¢dopmu iHdopMoOBaHOI 3rofy IMiJ, yac KpPHU30BOI cuTyalii B YKpaiHi /s AOCTiAKeHHsS
MO29406, Bepcist 1.0 a1 YKpaiHu yKpaiHCBKOK Ta pOCiMCBbKOH MoBaMu Bif 24 >xoBTHS 2022 p. Ha
OCHOBI MarcTep-Bepcil gogaTtka 1 go ®I3 mig yac kpu3oBoi curyauil B YkpaiHi, Bepcis 2.0 Bifg 15 uepBHs
2022 p.

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

Ne 1403 Big 14.06.2019

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorieHTpOBe, B OJHiM TPyIIi CXeMH JiKyBaHHS, BiJKpPUTe MPOJOBKEHe AOC/TiPKeHHS 1epTy3yMady B
peXXrMi MOHOTepariii abo y KoMOiHallii 3 iHIIMMU TPOTUITYX/TMHHUMHU 3aco0aMM y Malli€HTIB, 110 paHilie
NpUiIMay y4acTb y BUNIPOOYBaHHSX IMepTy3yMaldy, CIIOHCOPOM SIKUX BHUCTYTIana KommaHis Xoddman-Jla
Pour, M0O29406, Bepcis 3.0 Big 14 smcronaza 2019 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BifIMOBiAabHICTIO «Por YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JIta, IIBeiitapis

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa gocnignuka s anektuHioy (RO5424802), Bepcist 13 Big BepecHs 2022 p.

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

Ne 1962 Big 29.10.2018

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

«Bigkpure, pangomizoBade gociimkeHHst 111 da3u ans ouiHku edeKTUBHOCTI Ta Oe3reku aneKTHHiIOy B
SKOCTi aJ'tOBaHTHOI Tepariii B TMOpiBHAHHI 3 a/''OBAHTHONO XiMiOoTepami€ro IiperiapaTtaMd Ha OCHOBI
TJIATUHW Y TIAI[EHTIB 3 HepiOHOK/IITHHHMM pakoM JiereHb ctafgili IB (myxmuam > 4 cm) - IIIA,
MO3UTUBHUM I110/I0 KiHa3M aHarylaCTUYHOI 1iM(pOMH, 3 MOBHOK pe3ekLieto nyxyauHu», BO40336, Bepcis 7
Bizg 16 rpyHsa 2021 p,;

«PangomizoBaHe, OararorjeHTpoBe, ¢da3u 3, BigKpUTe MAOCTIMKeHHS aneKTUHiOy y TMOpiBHSAHHI i3
KPU30THHIOOM TIpU JIiKyBaHHI MOIIMPEHOT0 HepiOHOK/IITHHHOTO PaKy JiereHb, TIO3UTUBHOTO /10 KiHa3u
aHarIaCTUYHOI JiM(poMH, 3 PUBOJY SIKOT'O PaHillle He TIPOBOJX/IOCS JiKyBaHHs», BO28984, Bepcis 8 Bif,
18 ciyng 2022 p.

3asgBHUK, KpaiHa

ToBapHCTBO 3 0OMeEXXeHOI0 BifnoBifampHiCTIO «Polil YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honmatok Ne2 Bif 06 BepecHs 2022 poky fo bpomypu gociignuka, Bepcii 11.0 Big 07 rpygusa 2021 poky,
aHT/TiICBKOK MOBOKO

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

Ne 38 Big 11.01.2020
Ne 662 Biz 16.03.2020

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

«BigkpuTe po3impeHe AOC/TiIKeHHS 7S OL[iIHKK 0e3MeuHOCTi Ta mepeHocuMocTi rperapaty SEP-363856
y maijieHTiB i3 mm3odpeHiero», SEP361-303, Bepcis 3.01 3 iHKOPMOpPOBaHOK HECYTTEBOIO IMOIPABKOIO
2.00 Big 25 ciyns 2021 poky;

«PaHfomi30BaHe, TOBiliHe CJlile [OCTi[)KeHHsS, L0 TPOBOAUTHCSA 3 BUKOPUCTAHHSM aKTHBHOIO
Tiperapary B SIKOCTi KOHTPOJIIO /IJIs OL[iHKHM IOBrOTPHBasIOi Oe3reuHocTi i mepeHOCHMMOCTi riperiapaty SEP-
363856 y HauieHTiB i3 mur3ogpeHieo», SEP361-304, Bepcig 3.00 3 iHKOPIOPOBaHOK CYTTEBOIO
nioripaBkoro 2.00 Big 14 ciung 2021 poky

3asaBHUK, KpaiHa

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

CnoHcop, KpaiHa

«CyHoBioH ®@apmackroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Tporokon KiiHiyHOTO BUTpOOyBaHHs, Bepcisi 4.0, Bim 02 uepBHs 2022 p., aHIVIIACHKOIO MOBOIO;
Indopmariitianii MCTOK Cy6’ekTa mocutimpkeHHs i dopma iHdopmoBaHoi 3rogu, Bepcis 4.0, Crierudiuna
s Ykpainu, Bif 16 uepBHs 2022 p., aHrjiinicekoro MoBoro; Bepcisi 4.0_UA, Big 21 nunua 2022 p.,
yKpaiHcbKoro MoBowo; Bepcisi 4.0_UA, Big 21 numnusa 2022 p., pocilicbkOl0 MOBOIO; OHOBJIEHa BepCis
Bpotypu gocnigavka s Jlonanercomatporniny (TransCon hGH, ACP-011), Bk/touarour pe3tome 3MiH,
Bepcida 9.0, Bif 03 uepBHs 2022 p., aHI/iNCbKOIO MOBOIO; HOBa Bepcis Zlocke
JIOC/TiIKyBaHOTO Jlikapchkoro 3aco0y (IMPD)gns Jlonarercomarporiny, Bepcis 5.0, Big 01 nucTomnaza
2022 p., aHrilicekoro MoBoto; cripoitieHa IMPD asis ipeniapaty Humatrope (Xymarpon®) (ComaTporiin),
Bepcis 2.0, Bif 26 munusa 2022 p., aHI/iINCBEKOK MOBOIO

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

Ne 1012 Bif 24.05.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

foresiGHt: bararoiieHTpoBe, paHJOMi30BaHe, 3 Tlapaje/bHUMH TpyIaMHy, T[ialie00-KOHTPOIbOBaHe
(mozBiiiHe cjtille) Ta aAKTMBHO-KOHTPOJIbOBaHe (BiZKpUTE) [AOC/i/KeHHS e(heKTUBHOCTI Ta Oe3reku
IIIOTH)KHEBOT'O 3aCTOCYBaHHsI JIOHANIercOMaTpOIliHa B TOPIBHSHHI 3 Tulalebo, a TaKoXX B TOPIBHSHHI 3
COMaTOTPOIIHOM LII0ZIEHHOI0 3aCTOCYBaHHS y J0POC/IuX 3 Aediuyrom ropmony pocty., TCH-306, Bepcis
3.0 Big 20 unas 2021 p.

3asiBHUK, KpaiHa

Akuesnsciops JIta., YropiiyvHa

CnoHcop, KpaiHa

Acuenzic ®apma Enpokpinonomku [isi>xka A/C, anis (Ascendis Pharma Endocrinology Division A/S,
Denmark)

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. reHepa/ibHOro0 JAMpPEeKTOpa

dapMaLeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

29.11.2022 Ne 2161

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJIeHUH TIPOTOKOJT K/TiHiyHOTO BUmnpobyBaHHss MK-4280A-007, 3 iHKopriopoBaHoto TorpaBkoto 03 Bif
18 cepriusi 2022 poKy, aHI/iKMCbKOIO MOBOM; YKpaiHa, MK-4280A-007, Bepcis 1.01 Big 27 BepecHs
2022 p., yKpaiHCbKOI MOBOM, [HopMaLiisi Ta JOKyMeHT Tpo iHpopMoBaHy 3rofy /s naiLjieHTa; YKpaiHa,
MK-4280A-007, Bepcis 01 Bix 27 BepecHss 2022 p., yKpaiHCbKOK MOBOW, [H(popMaliliHMil TUCTOK i
JOKYMEHT Tpo iH(OpMOBaHy 3ro/ly Ha MaiiOyTHE GioMeuHe JAOC/TiIKeHHs

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

Ne 2616 Bif 24.11.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«docnimkennss 111 ¢asm MK-4280A (kombiHariist aBeszenimaby [MK-4280] 3 mem6posizymabom
[MK-3475]) y nopiBHSIHHI 3i CTaHAAPTHUM JIiIKyBaHHSIM TIPU PaHillle B)Ke JIKOBAHOMY MeTacTaTUUYHOMY
PDL1-no3suTMBHOMY KOJIOpeKTa/lbHOMY paky», MK-4280A-007, 3 iHKopriopoBaHo0 rorpaBkorw 02 Bix
17 BepecHs 2021 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. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

29.11.2022 Ne 2161

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHH TIPOTOKOJ KiiHiyHOTO BUMpoOyBaHHs MK-7902-001, 3 iHKopriopoBaHO!0 morpaBkor 06 Bif
08 nurHst 2022 poKy, aHIVIIHCHKOI MOBOIO; 3pa3Ku MapKyBaHHS JOCTiPKyBaHOTO JIiKapCHKOTO 3aco0y
MK-3475, E7080; 3pa30ok CrOpoieHOro MapKyBaHHS 3apeecTPOBAaHOrO B YKpaiHi JIiKapCbKOTo 3aco0y,
SIKUH 3aCTOCOBYETbCS B KiIiHiuHOMY BumpoOyBaHHi MK-7902-001, Bepcis 2.0 asns YkpaiHu Big 29

BepecHs 2022 p., yKpalHCBKOK MOBOK; 3MiHa Ha3BU MICLl TPOBEJEHHS KIIiHIUHOIO
BUIPOOYBaHHS:

Byso Crano
K.M.H. TpyxiH [I.B. K.M.H. TpyxiH [I.B.
KomyHanbHa yctaHoBa «Opeckkuii obsacHubi | KomyHanibHe HeKoMepLliliHe MiTIPUEMCTBO
OHKOJIOTIYHMM [WCIIaHCep», CTalioHap JAeHHOro | «OpecbKui perioHaabHUN KJ/TiHIUHUN
niepeOyBaHHs JIUCITaHCePHO-TIOJIK/TIHIYHOTO | TIPOTUITYX/IMHHUE ~ 11eHTp»  Ogecbkoi  obacHoi
Bigminenns, m. Ogeca paju», BifaisieHHs ximioteparnii, M. Ozneca

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

Ne 2006 Big 02.10.2019

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«PanzomisoBane, Bigkpute pocimimkeHas I ¢a3u membponizymaby (MK-3475) y moenHaHHi 3
nenBatuHibom (E7080 / MK-7902) y mopiBHsHHI 3 XiMioTeparii€lo mepiioi JiHil JiKyBaHHSI TIpH
DO3TOBCIO/KeHiM abo  peuyauByrouiii  KapuuHoMmi  eHzpometpis  (LEAP-001)», MK-7902-001,
3 iHKopriopoBaHoto nonpaBkoto 05 Big 17 6epe3nst 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHOr0 BiznoBifanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

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




