Jomatox 1

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnennii nmpotokoin 3 Ilompaskoro 3 Big 22.08.2022 p.; COVID-19 JlogaTok 10 MpOTOKOTY KIHIYHOTO
BuripoOyBanHs Big 30.08.2022 p.; [ndopmais ans nauienta ta @opma indpopmoBanoi 3roau — [Iporokon
73841937NSC3003, Bepcist 6.0 ykpaiHchkoro MoBOw st Ykpainu Bim 04.10.2022; Iadopmanis s
namieHTa tTa @opma inpopmoanoi 3roau — [Iporokon 73841937NSC3003, Bepcis 6.0 pociiicbkor0 MOBOIO
it Ykpainu Big 04.10.2022

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

Ne 3059 Bin 29.12.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe kiiHIYHE nociuixeHHs Pa3u 3 komOiHOBaHOT Tepamnii AMiBaHTamaboM Ta JlazepTiniOom
y nopiBHsAHHI 3 OcuMepTHHIOOM Ta y TOpiBHAHHI 3 JIa3epTiHIOOM SIK mepIuoi JiHii Tepamii y Mali€eHTiB 3
MICLEBO-TIOIIMPEHUM ab0 METACTaTUYHUM HEJIPIOHOKIITUHHUM PaKoOM JIET€Hb 3 MYTAlll€l0 pelenTopiB
enigepmanbHoro (dakrtopa pocty (EGFR-myramiero)», 73841937NSC3003, 3 IlompaBkoro 2 Bif
23.09.2021p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CnoHncop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkropa

dapmManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




JlopaTok 2

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

[TpoTokon kminigyaoro gocmimkenus TILD 19-07, nompaska 1, Bix 22 nunust 2021, aHrmiiChKOI0 MOBOIO;
Bpoiypa mociigHuKa TOCTIKYBaHOTO JTikapcbkoro 3aco0y Timapakizymad (Tildrakizumab, MK-3222),
penakiist Ne 11 Big 06 ciunst 2021 p. aHrIiiichKOI0 MOBOIO; Jl0Ch€e TOCHIIKYBAHOTO JIKAPCHKOTO 3ac00y
Tinapakizyma6 (Tildrakizumab), po3unn s in’exuiii, 100 mMr/mi, Bepcist 6.0 Bix 15 mucromama 2021 p.,
anriiicekoro MoBorw; TILD-19-07 Indopmaniitnmii muctok mamienta Ta ¢opma iHPOPMOBAHOI 3rojw,
Bepcis 3.5.0 Bixg 23 xoBTHS 2021 p. yKpalHCHKOIO MOBOIO AJisi YKpaiHu, ajanToBaHa Ha OCHOBI 06a30BOi
mixkaapoanoi @I3, sepcis 5.0 Bix 23 Bepecust 2021 p. aHTIIHCHKO0, YKPATHCHKOIO Ta POCIHCHKOI0 MOBAMU;
OnuTyBaNbHUK 3 MOTIPILIEHHS MTPaIe3AaTHOCTI Ta MOBCAKACHHO1 AisuibHOCTI: [IcopiaTuunuii aptput, Bepcis
2.0 (WPAI:PsA), ykpaincekoro Ta pociiicbkoro MoBoto; Lllkana Bromu FACIT-F_eCOA Tablet, Bepcis 1.00
Bix 27 xxoBTHS 2020 poky ykpaincbkoro Moot Ta Bepcist 1.00 Bixg 11 xoBthst 2021 poky pociiicbkoro
MOBOI0; AHKeTa ouiHkH cTany 310poB’ss HAQ-DI eCOA Tablet, Bepcia 1.00 Big 27 sxoBTHS 2020 poky
ykpaincbkoro MoBoro Ta Bepcis 1.00 Big 11 xoBTHs 2021 poky pociiicbkoro MOBOI; ONUTYBaJbHUK
namienta SF-36_eCOA Tablet, Bepcist 1.00 Big 31 cepmast 2020 poxy, YKpaiHCEKOIO Ta pOCIHCHKOI0 MOBOIO;
HapuanbsHuii Mogyns 13 BukopuctanusaM miaanmerom eCOA Tablet, Bepcis 1.00 Bix 11 Bepechs 2020 poky,
yKpaiHcbkor MoBoio Ta Bepcis 2.00 Big 6 snucromana 2020 poky pociicbkoro MOBOIO; ONHUTYBalIbHHUK
narienta BASDAI eCOA Tablet, Bepcis 1.00 Bix 02 BepecHst 2021 poky, YKpaiHCbKOIO MOBOIO Ta Bepcis
1.00 Bix 11 >xoBTHs 2021 poky pociiicekoro MoBoro; Orinka 6omo nanienToMm Patient Pain VAS eCOA
Tablet, Bepcia 1.00 Bim 02 Bepecus 2021 poky, ykpaiHcbkoro MoBoio Ta Bepcis 1.00 Bim 11 >koBTHsS
2021 poky pociiicbkor MOBOI; 3araibHa oOIliHKa TsKKOCTi 3axBoproBaHHs PGA of DA eCOA Tablet,
Bepcis 1.00 Bix 02 BepecHs 2021 poky, ykpaiHchbkoro MoBoro Ta Bepcis 1.00 Big 11 xoBtHs 2021 poky
POCIIiCbKOI0 MOBOIO

Howmep Ta nara Hakazy
MO3 om0 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2426 Big 05.11.2021
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HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

PanynomizoBane, mozBiifHe ciiine, miane0o-KOHTpoiaboBaHe nociimkenHs ¢aszu I, ams memoncrpamii
edekTuBHOCTI Ta Oe3nevyHocTi TinmapakizymaOdy B CyO0'ekTiB, fKi paHille OTPUMYBAIM JIIKYBaHHS
iariditopamu ®@HII i3 akTuBHMM ncopiatuunuM aptputroMm I (INSPIRE 1), TILD-19-07, Bepcia 1.0 Bix
21 mororo 2020

3asBHUK, KpaiHa

«AMK’IOBIA biorek En-En-Ci» (IQVIA Biotech LLC), Crionyueni IlItatn Amepuxu

Cnoncop, kpaina

Sun Pharma Global FZE («Can ®apma I'no6an Ed-3er-1»), O6’ennani Apadeski Emiparn

CymytHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepanbHoro n1upekropa
DapManeBTHYHOIO JUPEKTOPATY Isan 3A/IBOPHUX




Jonatok 3

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK JI0 TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

29.11.2022 Ne 2161

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnenuit [Ipotokon kninigyHoro pocmimkeHHss ARGX-113-1904, sepcis 4.0 Big 09 uepBus 2022 poky,
aHTJIICHKOI0 MOBOKO; bpornypa mocimigHuka JoCIipKyBaHoro JTikapebkoro 3aco0y Efgartigimod/ARGX-
113, Bepcis 10.0 Big 23 nucromnana 2021 poky, aHTIiHCEKOI0 MOBOIO; [H(hOpMarltisa 11 naimienta ta popma
iH(opMoOBaHoi 3rou, Bepcis 6.0 anst Ykpainu anriiiicekoro MoBoro Bix 04 cepriast 2022 poky; [Hpopmaris
JUTst TatieHTa ta oopma iHdopmoBaHoi 3roau, Bepcis 6.0 A Ykpainu ykpaiHCcbKkor MOBOIO Bija 04 ceprins
2022 poky; [adopmarnis ams narienta ta popma inpopmoBaHoi 3roau, Bepcis 6.0 s Ykpainu pociiicbKoro
MoBo0 Biff 04 ceprast 2022 poky; Jlocke q0CiipKyBaHoro Jikapcskoro 3acody ARGX-113 with rHUPH20,
PO3YMH IS MiIIKIpHUX 1H €Ki, Bepcis 5.0 Bix 19 mucromana 2021 poky, aHITiHCEKOI0 MOBOIO; JloChe
nochimpKkyBaHoro Jikapcekoro 3aco0y ARGX-113 with rHuPH20, po3unsH mis migmkipHUX i1H €Ki,
mianebo, Poznin «P Drug Producty», Bepcis 5.0 Bix 19 nucronana 2021 poky, aHrmiicekor MoBoto; Jlocke
JoCiKyBaHoro Jikapebkoro 3aco0y ARGX-113 with rtHuPH20, po3uns uis niJiikipHUX iH’ €KL, po3Iii
«donatkm», Bepcis 5.0 Big 04 >xoBTHS 2021 poky, aHIiNCBKOIO MOBOIO; IlomoBXKEHHS TepMiHY
INPUIATHOCTI JOCHIKyBaHOTo Jikapcbkoro 3aco0y Efgartigimod PH20 SC, Edrapririvon PH20 s
miamkipHoro BBeaeHHs, Edrapririmon PH20 SC, ARGX113 PH20, ARGX-113 with rHuPH20,
ARGX-113/rHuPH20 (Efgartigimod alfa) po3unny nns migmkipaux iH’ekmii 180mMr/mm, no 24 micsis;
[TogoBxeHHs TEpMiIHY TPUAATHOCTI IJ1AI[e00 10 TOCTIIKYBaHOTO Jikapcbkoro 3aco0y Efgartigimod PH20
SC, Edrapririmog PH20 nns mimmukipHoro BBeaenss, Edrapririmon PH20 SC, ARGX113 PH20,
ARGX-113 with rHuUPH20, ARGX-113/rHuPH20 (Efgartigimod alfa) po3unHy s miAmKipHAX iH’ €Ki
165mr/mMn Ta 180mr/mn, mo 36 MicauiB; 3amydyeHHS JOJATKOBOrO 00'eMy HamoBHEHHS (UIaKOHY
JIOCITIJIKYBAHOTO JIIKapChKOT0 3aco0y, PO3YHMH JUIS MiJMIKIpHUX iH'eKii, 1 ¢makon i3 6 mn ARGX-113
PH20 a6o mnare6o; 3pa3ok MapkyBaHHs U (DIIaKOHY JOCHTIKYBAHOTO Jlikapchkoro 3acody ARGX-113
PH20, po3uun ans migmkipHux in’exiii, 180 mr/ma abo mane6o, Big 15 uepBus 2022 p., ykpaiHCHKOIO
MOBOI0; 3pa30K MapKyBaHHS KOPOOKH, 110 MICTUTH | (hj1akoH 13 6 MJT 10CITIIKYBAHOT'O JIIKApChKOT0 3ac00y
ARGX-113 PH20, 180 mr/mi, po3uuH Ais MAMIKIPHUX 1H €Ki, ado miamedo, Big 15 uepBus 2022 p.,
YKpaiHCbKOI0 MOBOI0; HaBuanbHe Bijeo o0 miamkipHoro BBeAeHHs efgartigimod Training video,
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VKpaiHChKOI MOBOI0; HaBuanpHe Bimeo momo mimmkipHoro BBeieHHs efgartigimod Training video,
pociiicbkkoro MoOBOI0; IlociOHMK 13 TpaHCIOPTYBaHHS, 30epiraHHs, IMATOTOBKM Ta 3aCTOCYBaHHS
JIocIipKyBaHoro npenapary edrapririmog PH20 mist mimmkipHOro BBeneHHs Ha oMy, Bepcis 1.0 Bin
26 kBiTHa 2022 p., yKpaiHCBKOIO MOBOK; KepiBHHIITBO i3 TpaHCIOPTYBaHHS, 30€piraHHs, MArOTOBKU Ta
HiAMKIPHOTO BBEJCHHA IOCIKyBaHOT0 ipenapaty edrapririmon PH20 na nomy, Bepcis 1.0 Big 26 KBITHS
2022 p., pociiickkoro MOBOI; [loCiOHMK I YYacCHUKIB JOCTI/DKEHHS IIOJI0 TPAaHCIOPTYBaHHS
JIOCIIIJKYBAHOTO TIpernapary Ta ioro 30epiraHas B JOMaIIHix yMoBax, Bepcig 4.0 Bix 14 mororo 2022 p.,
YKpaiHChKOIO MOBOI; KepiBHMITBO Ui  yYaCHHMKIB  JIOCHI/DKEHHS IIOJ0  TPAHCIOPTYBaHHSI
JIOCITIJIKYBAHOTO TIperapary Ta ioro 30epiraHss B JOMaIlIHix yMoBax, Bepcig 4.0 Bix 14 mororo 2022 p.,
pociiicbkor0 MoBoOI0; [H(popmariiiHa nucTiBKa «30epiraHHs AOCTIIKYBAaHOIO Mpernapary B JOMAIIHIX
yMOBax», YKpaiHChKOI0 MOBOIO; [H(opmariitna nmcriBka «30epiraHHsi JOCHIIKYyBaHOTO IIperapary B
JIOMAIIIHIX YMOBaX», pOCIHChKOI MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 3059 Bin 29.12.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBaHe, MmojBiiiHe ciine Mmiane6o-KOHTPOJIbOBAaHE IOCHIKEHHS Ul OLHKM e(EeKTHUBHOCTI,
0e3nedHocTi Ta nepeHocuMocti npenapaty Edrapririmon PH20 mist migmkipHOro BBEACHHS y JOPOCIUX
MAIiEHTIB 3 MyXUPUaTKOIO (3BUUaitHo0 abo nuctonoaionorw) (ADDRESS)», ARGX-113-1904, Bepcis 3.0
BiJ 18 TpaBHs 2021 poky

3asiBHUK, KpaiHa

ToBapucto 3 OOmexeHnoro BinnosiganpHicTio «KoHTpakTHO-Jlochinnunpka Opranizauis I[HHObapwm-
Ykpaina»

Cnoncop, kpaiHa

ap/okeHke bB, benbris / argenx BV, Belgium

CynyTtHi
Mmarepianu/npenapaTi
CYMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IHPEKTOPATY

Isan 3AZIBOPHUX




Jonmarok 4

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnennii [IpoTokon kiiHiunoro BunpoOyBanus D2912C00003, sepcis 7.0 Bix 03 cepmus 2022 poky,
AHTJIHACHKOI0O MOBOIO; 3MiHAa Ha3BM KJIIHIYHOTO BUIpOOyBaHHs Ha «PaHIomizoBaHe, MOABiiiHE clirme,
1ane0o KOHTPOJIbOBaHe, OaraToeHTpoBe JocikeHHs (a3u [la 3 BU3HAYeHHS ONTUMAIBHOI JI03H, Y JIBOX
YacTHUHAX, JJIs OLIHKY €(EeKTUBHOCTI 1 0e31meyHOCTI iHrassIiitHoro npenapary AZD1402, uo npuiiMaeTses
y (opmi Cyxoro MOpOIIKY JIBidi HAa OOy MpOTIroM 4 THXKHIB, y JOPOCIHX IAII€HTIB 3 OPOHXIAIBHOIO
ACTMOI0, SIKi OTPUMYIOTh cepeiHi 400 BUCOKI 103U IHTAIALINHUX KOPTUKOCTEPOINiB»:

¢azu lla 3 Bu3HaYeHHS ONTUMANIBHOL 103U, Y ABOX
YacTHUHAX, JJI OLIHKY €(eKTUBHOCTI 1 0€31eYHOCTI
TPbOX PIBHIB JO3YBaHHS IHTAISLIHHOTO penapaTy
AZD1402, mo mnpuiiMaetbes y (opmi cyxoro
MOPOLIKY JBiUl Ha 100y HpOTAroM 4 THXHIB, Y
JOPOCIIHMX MAIIEHTIB 3 OPOHX1aJTBLHOI aCTMOIO, SIKi

BYJIO CTAJIO
«PangomizoBaHe, IoABiHiHe ciime, ImIane6o | «PanmomMizoBaHe, IOABIMHE  ciime, IUIane0do
KOHTPOJIbOBaHE, 0araToleHTPOBE OCIIHKCHHS | KOHTPOJIhOBaHE, OaraTOIEHTPOBE JOCIIKEHHS

¢azu lla 3 Bu3HaYeHHS ONTUMANBHOL 103U, Y ABOX
YacCTUHAX, JJIsI OI[IHKY €(heKTUBHOCTI 1 0€3MeYHOCT1
iHrajmsauiiHoro  mpemapary  AZD1402,  mo
npuiiMaeTbes y Gopmi CyXoro MopoIIKy JBiul Ha
100y IpOTAroM 4 THXKHIB, y JTOPOCIMX MAIli€HTIB 3
OpOHXI1aJbHOIO aCTMOIO, SIKI OTPUMYIOTh CEpelH1

OTPUMYIOTH ~ CEpPelHI 103U  IHTaJAIiHUX | a00 BUCOKI 03U IHTAAIIHIX KOPTUKOCTEPOiIiB»
KOPTHKOCTEPOiIIB»
Indopmartis 1uis namienTa i opma iHpopmoBaHoi 3roju 11 YacTHHM 2 JOCTIJKEeHHS, 1)1 Y KpaiHu, Bepcis
5.0 Bix 18 cepmus 2022 poky, Ha ocHOB1 Maiictep-Bepcii 6.0 ans Yactunu 2 nocniakeHHs Bia 12 cepnus
2022 poky, aHIMHCBKOIO Ta yKpaiHcbkoio MoBamu; Jlomartok no Indopmarii s mamieHta 1 Gopmu
iHpopMoBaHoi 3roau aist Yactuau 2 mociipKeHHs, 1uist YKpainu, Bepcis 5.0 Big 18 cepmas 2022 poky, Ha
ocHOBI Maiictep-Bepcii 6.0 mis Yactunu 2 gocmijpkeHHs Bif 12 ceprHs 2022 poky, aHIUIIHCBKOIO Ta
yKpaiHChbKOI MoBaMu; I[Hdopmariitnuii nuctok 1 Gopma iHGOpMOBaHOI 3rojiM JJs BariTHOI MapTHEPKU
y4acHUKA JOCHi/KeHHs, anst Ykpainu, mis Yactuau 1 1 Yactuaum 2 BumpoOyBanHs, Bepcis 2.0 Bix
07 Bepecns 2022 poky, Ha ocHOBI Maiictep-Bepcii 2.0 Bix 01 BepecHs 2022 poky, aHITIIChKOIO Ta
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yKpaiHChbKOI0 MoBaMu; [H(opmartist mpo He0OOB’ I3KOBE TeHETUYHE JTOCTIKEHHS Ta (hopMa iH(HOpMOBaHOT

sroau, i Ykpainu, aisa Yactuau 1 1 Yactuau 2 BunipoOyBanHs, Bepcis 2.0 Bix 07 Bepecns 2022 poky, Ha
ocHoBi Maiictep-Bepcii 2.0 Bim 01 BepecHs 2022 poky, aHITHCBKOIO Ta YKPAiHCHKOIO MOBAMU;
[IponoBkeHHS TEpMiHY MPOBEJACHHS KIIHIYHOrO BUIPOOyBaHHS B YKpaiHi Ta B YyCiX KpaiHax, e
IPOBOJUTHCA KIIiHIYHE BUMPOOYBAaHHS /10 2 POKiB 6 MicsiB 15 qHiB; 3MiHa MicLs TPOBEIEHHS KIIIHIYHOTO
BUIIPOOYBAHHS:

byno Crano

K.M.H. JloOpsiHchkuii J1.B.

Menuyauid LEHTP TOBAapHCTBA 3 OOMEKEHOIO
BIIIIOBIJAJIBHICTIO «"apmoHis Kpacuy,
BIUTUICHHS KJIIHIYHUX BUNIPOOYyBaHb, M. KuiB

K.M.H. JloOpsinchkuii J1.B.

MenuuHuii LEHTp TOBApUCTBA 3 OOMEXKEHOIO
BIJIMOB1TAJIHICTIO «ApeHcis Excmuoparopi
Meniciny, BiIIiI KIIHIYHUX TOCTIIKEHb, M. KuiB

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 3059 Bin 29.12.2020

Ha3zsa xiriniuHoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, MojBiiiHE cilline, TUIaledo KOHTPOJIbOBaHE, OaraToleHTpoBe aociimkeHHsa (aszu Ila 3
BHU3HAUEHHS ONTHUMAaJIbHOI J03H, Y IBOX YaCTUHAX, JUIS OI[IHKM €(DEeKTUBHOCTI 1 O€3MEYHOCT] TPhOX PIBHIB
JI03yBaHHs iHransuiiHoro npenapary AZD1402, mo npuiiMaeTbes y (hopMi CyxXoro MopoIlKy ABidi Ha 100y
IpOTAroM 4 THUXKHIB, Y JOPOCIUX TMAIl€EHTIB 3 OpPOHXIaJIbHOIO aCTMOIO, IKI OTPUMYIOTh CEpEIHl1 J103U
IHrSIIHHUX KOopTUKOCcTepoiAiBy, D2912C00003, Bepcis 6.0 Big 04 6epe3ns 2022 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHncop, kpaiHa

Actpa3eneka Ab, llIseuist/AstraZeneca AB, Sweden

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapmManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




Jomatok 5

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBJIeHU TTPOTOKON KiIiHIYHOTO AociimkeHHs 20170625, iHkoprnopoBaHUii OHOBJICHOO MOMPABKOIO 4,
Bix 23 BepecHs 2022 poky; bpomrypa nocnigauka eBonokymad (AMG 145), suganns 17.0 Bin 20 BepecHs
2022 poky, anrmiiicekoro MoBoio; OcHoBHa (opma iHdopmoBanoi 3roau Bepcis 6.0 Big 28 BepecHs
2022 ykpaiHcekoo MoBor; OcHoBHa ¢opma iHpopmoBaHoi 3roau Bepcis 6.0 Bim 28 BepecHs
2022 pociliChKOI0 MOBOIO

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

Ne 767 Bin 02.04.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«[lopxgiitHe ciine, paHaOMi30BaHe, MJIANE00-KOHTPOIHOBAHE, OAraToIEeHTPOBE JOCIIIKEHHS ISl OIlIHKH
BIUIMBY €BOJIOKYyMa0y Ha Cepio3HI CepleBO-CYJMHHI YCKJIAJHEHHS Y MAalli€HTIB 3 BHCOKUM PH3UKOM
PO3BHUTKY CEpIIEBO-CYIMHHUX 3aXBOPIOBaHb 0€3 MOIMEpeHhO MepeHeceHoro iHdapkTy Miokapaa abo
1HCYIBTY», 20170625, iHKOpHOpOBaHUI OHOBJIEHOI nonpaBkoio 3, Bia 30 sxoBTHs 2020 poky

3asBHUK, KpaiHa

[TigmpuemctBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

«AmxeH [Hk.» (Amgen Inc.), CILIA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkropa

dapManeBTHYHOIO IMPEKTOPATY

IBan 3AZIBOPHUX




JlopaTok 6

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

OHOBNIEHUI TPOTOKON KIIHIYHOTO nociimkeHHs A3921145 3 iHKOopmopoBaHOIO MoOmNpaBKow 12 Bix
06 tpaBusa 2022 poky; A3921145 Indopmanis 1ist 6aTbKiB Ta popma iHPOPMOBAHOI 3rOU AJS y4acTi y
KJIiHIYHOMY BUNpOOyBaHHI, HA OCHOBI Bepcil Ha piBHI jocmikeHHs Big 11 TpaBus 2022 p., Bepcis s
VYxpainu 10.1.0 Big 13 nunusa 2022p., aHraiiichbKo0, YKPaiHCHKOIO Ta pociiickkoro MoBamu; A3921145
Iadopmaris g mamienta ta Gopma iHGOpPMOBAHOT 3roJM AJS y4yacTi y KIIHIYHOMY BUIPOOYBaHHI, Ha
OCHOBI Bepcii Ha piBHI nocnimkenHs Bia 11 TpaBusa 2022 p., Bepcis ansa Ykpainu 10.1.0 Big 13 munas 2022p.,
AHTJIIHCHKOIO, YKPATHCHKOIO Ta pocilicbkoro mMoBamu; A3921145 Tadopmanis mns mamieHTa Ta dopma
1H(OpMOBaHOT 3ro/IM HEMOBHOJIITHHOTO JIJISl yYacTl y KiIiHIYHOMY BUMNpoOyBaHHi (14-17 pokiB), Ha OCHOBI
Bepcii Ha piBHI nocmimkeHHs Bix 11 tpaBas 2022 p., Bepcis mia Ykpaiau 10.1.0 Big 26 mumas 2022p.,
AHTJIHACHKOIO, YKPATHChKOIO Ta pociiicbkoro mMoBamu; A3921145 Iudopmanis mis namieHta ta ¢gopma
1H(HOPMOBaHO1 3ro/IM JTUTHHM AJIS y4acTi y KiiHIYHOMY BuripoOyBaHHi (11-13 pokiB), Ha OCHOBI Bepcii Ha
piBHI gocnimpkenHs Big 11 tpasus 2022 p., Bepcis ansg Ykpainu 8.1.0 Big 13 nunus 2022p., aHMMIHACHKOIO,
YKpaiHCBhKOIO Ta pociiicbkoro MoBaMu; A3921145 Indopmanist ans nauieHTta ta popma iIHPOpPMOBAHOI 3r0AU
JUTHHU JJIS y49acTi y KIiHIYHOMY BUnpoOyBaHHi (6-10 pokiB), Ha OCHOBI Bepcii Ha piBHI JOCHIKEHHS Bij
11 TpaBust 2022 p., Bepcis ana Ykpainu 2.1.0 Bixg 26 cepnHs 2022p., aHINIHCHKOI0, YKPaiHCHKOIO Ta
POCIHCHKOI0 MOBaMU; 3aTy4€HHs JOCIIKYBAaHOTO JIIKapchKkoro 3aco0y TodanutuHi6 urpat (CP-690,550-
10), po3unH nns mepopainbHOro 3actocyBaHHs 1 mr/mi, 240 miu. BupoOGnuku: Pharmacia and Upjohn
Company LLC, Cnonyueni ltatu; Pfizer Inc., Pfizer Worldwide Research and Development, Crionyueni
[rtatu; Almac Clinical Services, LLC, Cnonyueni Illtatu; Fisher Clinical Services Inc., Cromyueni
[raru; Fisher Clinical Services UK LIMITED, Cnonydene KopomisctBo; Almac Clinical Services
Limited, Cronyuene KopouniectBo; Pfizer Limited, Crionmyuene KopouniBcTBo; 3pa3ok MapKyBaHHS Uist
JIOCJTIJDKYBAHOTO JIIKApChKOTO 3aco0y TohanuTuHIO IUTpAT, PO3UMH IJISl MEPOPATLHOTO 3aCTOCYBaHHS
1 mr/mi, 240 M (B KOMITIEKTI 3 | mepexiAHUKOM AJis IUISAIIKKA Ta 3Ma J03yBAJbHUMHU MITPHUIIAMU IS
MepopaIbLHOTO 3aCTOCYBaHHs); 3aimydeHHs gojaatkoBoro BeHaopa TOB «Heo Excnpec» st 3milicHeHHS
eKCIOPTY Ta JAeKJIapyBaHHs TOBapiB, 3pa3KiB KIIHIYHUX BUIIPOOYBaHb, 110 MEPEMIIIYIOThCS Yepe3 MUTHUH
KOpJIOH YKpaiHu
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Howmep ta narta Hakazy Ne 248 Bin 09.03.2017

MO3 10710 3aTBEPIXKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

Ha3ga kiiHigyHOTO «/loBroTpuBaie, BiIKpUTE JOCIIIHKEHHS 3 MEP10IOM MOAATBIIONO CIIOCTEPEKEHHS, IKE TPOBOAUTHCS IS
BUNIPOOYBaHHSA, KO/, BUBYCHHS Ipenapary TOQAUTUHIO TpW JIKyBaHHI IOBEHUIBHOTO imionaruyHoro aptpury (FOIA)»,
BepcCis Ta gaTa A3921145, dbinanbHUl TPOTOKOJ 3 IHKOPIIOPOBAHOIO morpaBkoro 11 Bix 26 TpaBusa 2021 poky

3asBHUK, KpaiHa TOB «Cineoc Xenc Ykpaina»

Cnoncop, kpaiHa [¢paiizep Ik [Pfizer Inc], CILIA

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHOro 1upeKkTopa
dapManeBTUHYHOIO TUPEKTOPATY IBan 3AZIBOPHUX




Jonmarox 7

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

Inentudikarist cyrTeBoi
MOTPaBKH

Honarok 10 dhopmu iHGOPMOBAHOT 3TOM ITi]T Yac KPU30BO1 cuTyallii B Ykpaini 1 qociimkenas BO40336,
Bepceis 1.0 ans Ykpainu ykpaiHCBbKOIO Ta pociiicbkoro MoBaMu Bif 16 cepmus 2022 p. Ha ocHoBi Maiictep-
Bepcii gogatka 1 go ®I3 mixg wac kpuszoBoi cutyarii B Ykpaini, Bepciga 2.0 Big 15 uepsus 2022 p.;
OHOBIEHHUI PO3IUT JOCKE TOCIIIKYBAHOTO JIIKAPCHKOTO 3aco0y AJeKTHHIO TBepai Karcynu no 150 mr:
2.1.P.3.1 Manufacturer(s) (118968 v1.0); Koporka xapakrtepuctuka nikapcbkoro 3acody llucrumatun
(Cisplatin), xoHmeHTpaT mis po3umHy i iHQY31M 1 mr/mn Big 23 uepBas 2021 p.; Kopotka
xapaktepucTuka jgikapcbkoro 3aco0y AJIIMTA (ALIMTA, [lemerpekcen), miodinizar st OpUrOTyBaHHS
po3uuny st iHgy3ii, 500 mr Big 27 xoBTHS 2020 p.; KopoTka XapaKTepHCTHKa JIIKAPCHKOTO 3ac00y
Kap6omnarun (Carboplatin), po3unn mns iHdysziii 10 mr/mn Bim 03 xBitHa 2019 p.; Kopotka
XapaKTepUCTHKA JiKapchkoro 3aco0y ['emmurabin (Gemcitabine, GEMZAR), nmopomiok miodinizoBanuit
uist po3unny ans iHGy3id mo 200 mr 1 mo 1000 mr Bim TpaBus 2019 p.; KopoTka xapakTepucTuka
Jikapcbkoro 3acody Binopenws6in (Vinorelbine) koHueHnTpar mist po3uuny it iHQY31#, 10 mr/1 mi Bix
cepraa 2019 p.

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

Ne 1962 Bi7 29.10.2018

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpute, pannomizoBane gociipkeHHs 11 ¢a3n g oniHkM eQeKTUBHOCTI Ta Oe3NEeKH aleKTUHIOY B
SKOCTI a/1''OBaHTHOI Teparii B OPIBHSHHI 3 a/1'FOBAaHTHOIO XIMI10TEpaIli€lo MpernaparaMy Ha OCHOBI TUTATUHU
y HAIi€HTIB 3 HEAPIOHOKIITUHHUM pakoM JiereHs craiii IB (myxnunu > 4 cm) - IIIA, MO3UTUBHUM 111010
KIHa3W aHaIjIacTHU4YHOI JiM(oMHU, 3 TIOBHOIO pe3ekuieto myxiauHu», BO40336, sepcia 7 Big 16 rpyaHs
2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pom Ykpainay

Cnoncop, kpaina

®.Xopdmann-JIs Pour JIta, [lseiinapis
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CymytHi —
MaTepianu/mpenaparu
CYIYTHBOI Tepaii

B.o. renepasbHOro 1upeKkTopa
dapManeBTHYHOIO TUPEKTOPATY IBan 3A/IBOPHUX




JlonaTok 8

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

OHoBNEHUI TPOTOKOJI KJIiHIYHOTO BHIIpoOYyBaHH:, Bepcis 3.0 Big 18.05.2022; OHOBIEHUN CHHONICHUC A0
MPOTOKOIY KIIiHIYHOTO BUIpoOyBaHHs, Bepcis 3.0 Big 18.05.2022; Indopmarris nas maiieHTiB 1 3roja Ha
y4acTh y KIiHIYHOMY BumnpoOyBanHi, Bepcis 3.0 Bix 19.08.2022 (ykpaiHCBKOIO MOBOIO); IPOJIOBKEHO
TPUBAIICTh NMPOBeACHHS BUMPoOyBaHHs 3 ciuHs 2022 mo 6epe3enb 2024 (3 §-Mu MicsLiB 10 2-X POKIB 2-X
MicsiB); JloJaTKoBE MicIie MPOBEICHHS KJITHIYHOTO BUITPOOYBAHHSI:

No I1.1.B. BiAIIOBiJaJILHOI'O OCHITHUKA

n/n Ha3Ba micus nmpoBeeHHs KITiHIYHOTO BUIPOOYBaHHS

1. | x.m.H. SxoBenko O.K.
Komynanene mianpuemctBo «BonuHcbka obnacHa KiiHIYHA JikapHs» BommHcbkoi obmacHOi
paau, BIIUIEHHS TyapMoOHoJI0r11, BonuHceka 001. JIyubkuii paiios, c. Tapacose

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

Ne 2147 Bix 04.10.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«®Paza Il BunpoOyBaHHA /Ui OLIHKM MEPEHOCUMOCTI, Oe3nekn Ta e(eKTUBHOCTI CyONIHIBaIbHOL
IMyHOTepanii y Hali€HTiB, 110 CTPaXkJaloTh Ha ajeprito Ha nmuwiok Oepe3m», SL-361A, Bepcis 2.0 Bix
03.11.2021

3asBHUK, KpaiHa

POKCAJIJI Meniuin I'moX, Himeuunna

CnoHcop, kpaina

POKCAJIJI Meniuin I'moX, Himeuunna

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Tepaii

B.o. renepajbHOro 1upeKTopa

dapManeBTUHYHOI0 IUPEKTOPATY

Isan 3AZIBOPHHUX




JlonmaTok 9

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

29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

Jonatok 1o ¢popmu iHHOpMOBaHOT 3r0/IH i1 Yac KPU30BOi cuTyalii B Ykpaini st nocuimkennas CO40016,
Bepcis 1.0 qia Ykpainu ykpaiHCBKOIO Ta pociiicbkoro MoBaMu Bif 26 BepecHs 2022 p. Ha ocHoBi maiictep-
Bepcii Homarka 1 mo ®I3 mix gac kpu3oBoi curyamii B Ykpaini, Bepcisa 2.0 Bix 15 uepsust 2022 p.; Pezrome
pe3ynbTaTiB KIiHIYHOTO BUIpOOyBaHHS (kKoropra A), Bepcis Bifg uepBHS 2022 p. yKpaiHCBKOIO Ta
POCICEKOI0 MOBaMU

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

Ne 211 Bin 07.02.2018

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«[loxBiitHe cnine muanebo-KOHTpoiboBaHe paHaomizoBaHe (asu Il nmocmimxenHs imaraceprtiOy y
KOMOIHaIii 3 MaKIITakcelIoM B SKOCTI JIKYBaHHS JJs TAalLli€HTIB 3 TE€HHUMH MOPYIIEHHSIMHU
PIK3CA/AKTI1/PTEN B rpymi MicUEBONOUIMPEHOT0 a00 METACTaTUYHOIO, MOTPIHHO-HETATUBHOTO PaKy
MOJIOYHOI 3aj103u ab0 B rpymni ropmoH-no3utuBHoro, HER2-HeratuBHOro paky MOJIOUHOI 3a7031»,
C0O40016, Bepcist 11 (Koroprta C) Bin 17 moToro 2022 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOIO BiANOBIAATBHICTIO «Pomn Ykpaina»

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta (LBelinapis)

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkropa

dapmManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




Jonatok 10

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

Bporypa gocmigauka Pembrolizumab (MK-3475), punanust 22 Big 13 tpaBust 2022 poky, aHIJIIHCHKOO
MOBoOIO; Ykpaina, MK-3475-859, [ndopmartis Ta 1oKkyMeHT mpo iHGOpMOBaHy 3roay AJs MallieHTa, Bepcist
13 Big 05 xoBTHs 2022 p., yKpaiHCEKOIO MOBOIO; YKpaina, MK-3475-859, Indopmartist Ta JOKyMEeHT 1po
iHdopmoBany 3rofy [uis maiienta, Bepcis 13 Bim 05 >xoBTHs 2022 p., pocilicbKOI0 MOBOIO; YKpaiHa,
MK-3475-859, Indopmartist Ta JOKyMeHT Ipo iH(HOpMOBaHY 3roAy Ha HAaJaHHS 3pa3Ka IMyXJIMHHOI TKaHUHH,
Bepcis 02 Big 05 sxoBTHA 2022 p., yKpaiHChKOIO MOBOIO; Ykpaina, MK-3475-859, Indopmaiiis Ta JTOKyMEHT
npo iHpopMOBaHy 3roAy Ha HaJaHHS 3pa3Ka MyXJIMHHOI TKaHuHH, Bepcis 02 Bim 05 xoBtH 2022 p.,
POCIliCbKOI0 MOBOIO; 3pa30K MapKyBaHHS JOCIHIKYBAHOTO Jikapcbkoro 3acody MK-3475 Vial, Bepcis 2.0
Big 12 munast 2022 poky, aHTIIIHCHKOIO Ta YKpaiHChKOIO MOBaMH; 3pa30K MapKyBaHHS JOCIHIJKYBaHOTO
nikapcekoro 3acody MK-3475 Kit, Bepcist 2.0 Bix 12 nunusa 2022 poky, aHTIIHCBKOI Ta YKPaiHCHKOIO
MOBaMHU; 3pa30K CHPOIICHOTO MapKyBaHHS 3apeecTPOBAHOTO B YKpaiHl JIKapChKOro 3acoly, SKui
3aCTOCOBYEThCS B KIIIHIYHOMY BUIpoOyBaHHI Ul npoTtokoiny MK-3475-859, Bepcis 2.0 Bix 11 >x0BTHA
2022 p., yKpaiHChKOIO MOBOI; 3MiHa Ha3BH Ta aapecu CroHCOpa JOCIIIKEHHS
bYJIO CTAJIO
«Mepk IHapn enx Jloym Kopm.», mouipue | TOB Mepk Hlapn enx Jdoym (Merck Sharp &

nianpuemctBo «Mepk ena Ko., Ink.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

Anpeca: Mepk [lpaiiB, 1, momroBa ckpunbka 100,
M. Baiitxayc-Creiiin, mtat Hero-/Ixepci, 08889-
0100, CIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

Dohme LLC)

Anpeca: 126 Ict JIlinkonbH aBeHto, 11/c 2000, Pagseii,
Hero JIxepci, 07065, CIIA (126 East Lincoln
Ave., P.O. Box 2000, Rahway, NJ 07065, USA)

Howmep ta nata Hakasy
MO3 mrono 3aTBEpIKEHHS
KJIIIHIYHOT'O BUNTPOOYBaHHS

Ne 9 81 02.01.2019
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HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanyomizoBaHe, MOABiMHE cIine KIiHIYHE JociipkeHHS ¢asu 3 memOpomizymady (MK-3475) y
KOMOIHaIIIT 3 XiMiOoTeparni€ y MOPiBHAHHI 3 TuIane0o y KoMOiHaIli 3 XIMIOTEparmieo B AKOCTI JIKyBaHHS
nepuioi miHii y mamientiB 3 HER2-neratnBHOMO, momepeiHbO HEIIKOBAaHOIO, HeorepalenbHOr abo
METaCTaTUYHOIO aJCHOKAPIIMHOMOO IUTYHKY a0o ractpoe3odareanbHoro 3’enHanas (KEYNOTE-859)»,
MK-3475-859, 3 inkopniopoBanoto monpaskoro 05 Bix 30 mmucronana 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoo BianoBigabHicTIO «MCJl Ykpaina»

Cnoncop, kpaina

«Mepk llapn Eng Joym Kopn.», nodipue mignpuemctBo «Mepk Enn Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
Marepianu/mpenapaTu

CYNyTHBOI Tepanii

B.o. renepanbHOro 1upeKkTopa
DapMalneBTHYHOIO TUPEKTOPATY IBan 3AZIBOPHUX




Jomatok 11

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

Bbpomrypa mocmiHuMKa JOCTiIKYBAaHOTO JiKapchkoro 3acoOy Bim 08 cepmast 2022 poky aHTIIHCHKOIO
MoBo0; [Hpopmartis qist narienta nocnimkenns Ta ®opma [HpopmoBanoi 3roau A ydacTi y JOCTiIKEeHH1
JUTsl BUKOpUCTaHHS B YKpaiHi, Bepcist Ne 5.0 Bixm 28 BepecHs 2022 poKy yKpaiHCBKOIO Ta POCIHCHKOIO
MoBamu; [Hdopmaris nis mamieHta gociipkenHs Ta dopma IndopmoBanoi 3roam ans ydacrti y
nepexiTHOMY NepioJii JOCHIHKEHHS UTsl BUKOPUCTaHHA B YKpaiHi, Bepcis Ne 5.0 Big 28 BepecHs 2022 poky
YKpaiHCBKOIO Ta pocCiiicbkoro MoBaMu; CTHCIIAa XapaKTepUCTUKA Mpernapary nopiBHsHHs [lemOpoiizymad
Kirpyna Big 16 uepBHs 2022 poky aHTIiHCHKOI MOBOI0; OHOBIIEHA CTHCIIA XapaKTEPUCTUKA MpenapaTy
nopiBHssHHS KapOormnaTud Bix 11 mumas 2022 poKy aHTIIHCEKOK MOBOO

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

Ne 1360 Big 10.06.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

LIBRETTO-431: baratoueHTpoBe, panaomizoBaHe, Biakpute gociipkeHss I ¢a3u nopiBHsIHHA Tepamii
npenaparoM CenmepkaTiHiO 3 Tepami€lo npenapaTaMd Ha OCHOBI TMOXITHUX TUIATMHH B TIOE€HAHHI 3
nemMeTpekce oM B abo 6e3 koMOiHawii 3 mpuifoMoM nemOposizymada B SIKOCTI MEPILNOi JiHIi JIIKyBaHHS
MOLIMPEHOI0 YW METACTa3ylouoro HeApIOHOKIITUHHOTO paKky JereHi 3 HasBHICTIO riopuaHoro reHa RET,
J2G-MC-JZJC, Bepcis 3 iHKOpriopoBaHoro nonpaskoio (d) Big 18 aucronaga 2020 poxy

3asiBHUK, KpaiHa

«Eni JIinni Boctok CAw, [Belinapis

CrnoHcop, kpaiHa

Emi Jlinni ean Komnani, CIIA / Eli Lilly and Company, USA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




JlonaTok 12

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

bpomrypa mocmigauka JNJ-56021927 (anamyramin), BumanHs 16 Bim 14.04.2022 p.; Jdomarox 1 Bix
08.08.2022 no bpomrypu nociigauka JNJ-56021927 (ananyramin), Buganus 16 ig 14.04.2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 589 Bix 15.06.2016

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PannomizoBane, mojBiiiHe ciimne, Mmiane00-KOHTPOIbOBaHe, KIIIHIYHE NOCTiKeHHs 3 (da3u mpemnapary
JNJ-56021927 y marmi€HTiB 3 BUCOKAM PU3HUKOM JIOKAJTI30BAaHOTO 200 MiCIIEBO-PO3MOBCIOKEHOTO PaKy
Nepe/IMIXypoBOT  3aJI03U, 1[I0 OTPUMYIOTh JIIKYBAaHHS IIEPBHHHOK IIPOMEHEBOKD  TEpari€eroy,
56021927PCR3003, 3 [Tonpaskoro 3 Bix 03.05.2022 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. reHepajJbHOro IMpeKTopa

dapManeBTHYHOI 0 IUPEKTOPATY

Isan 3AZIBOPHUX




JonaTok 13

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

KopoTka xapakrepuctuka Jikapcbkoro 3aco0y nanbonukmi6 (Ibrance), TBepai karncynu mo 75 mr, 100 mr
abo 125 mr ta TabaeTKH, BKPUTI ITIBKOBOKO 00010HKOIO 110 75 Mr, 100 mr abo 125 mr Bix numnas 2021 p.;
[{oneHHMK MAaIieHTa i3 3aCTOCYBaHHA JOCIIIKYBAaHOTO JiKapchkoro 3aco0y, Bepcis 7.0 I'ipemectpaHnr,
Kalcyly _JIETPO30J, Kamncyiau mnanbonukinid, kamcynu Big 22 BepecHs 2022 p., yKpaiHCBKOIO Ta
pociiicekoro moBamu; LllogeHHNK MarienTa i3 3acTOCYBaHHS JOCTIKYBAHOTO JIKapChKOTO 3ac00y, Bepcis
7.0 T'ipenecTpaHT, Kamncyid_JETPO30J, Kamncyiau mandouukiio, Tabmetku Big 22 BepecHs 2022 p.,
YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMHU

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

Ne 310 Bix 23.02.2021

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PanomizoBaHe MojBiiiHE ciine Mmianedo0-KOHTPOIbOBaHE OaraToleHTpoBe aociikeHHs ¢asu I mis
ouiHku edekTuBHOCTI Ta OesmeuyHocti GDC-9545 y kombOiHamii 3 manOonMkiIiOOM MOPIBHSHO 3
KOMOIHAIIIEI0 JIETPO30Jly Ta NalOONUKIIOy Yy TAIll€HTIB 3  €CTPOTEeH-PEleNnTOP-TIO3UTHBHUM,
HER?2-HeratuBHUM MiCIIEBONOIIMPEHUM YU METACTaTUYHUM PaKoM MOJIOYHOI 3ano3u», BO41843, Bepcis
2 Big 08 moTtoro 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOIO BiANOBiAAIBHICTIO «Pomn YkpaiHa»

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkTopa

dapManeBTHYHOIO IMPEKTOPATY

IBan 3A/IBOPHUX




Jomarox 14

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

Honatok 10 popmu iHPOPMOBAHOT 3TO/IH ITiJT Yac KpU30BOi cuTyarlii B Ykpaini 1yist gocmimkeHas M029406,
Bepcis 1.0 s Yipainu ykpaiHChKORO Ta pociiicbkoro MoBaMu Bif 24 skoBTHS 2022 p. Ha ocHOBI MmaiicTep-
Bepcii gogatka 1 qo @I3 mix yac kpu3oBoi cuTyarlii B Ykpaini, Bepcist 2.0 Bix 15 uepsus 2022 p.

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

Ne 1403 Big 14.06.2019

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«bararonieHTpoBe, B OJHIH TpyIli CXEMH JIKyBaHHS, BIIKPUTE MPOJIOBKEHE AOCIIHKEHHS MepTy3ymMaly B
pexxumMi MOoHOTeparii abo y koMmOiHallii 3 IHIIMMHA TPOTUIYXJIMHHUMU 3aC00aMH y Malli€HTIB, 110 paHille
pUiiManyu y4acTh y BUIPOOYBaHHSAX MepTy3ymMaldy, CIOHCOPOM SIKUX BHUCTymaja koMmaHid Xodpdman-Jla
Pom», M029406, Bepcis 3.0 Big 14 nucromana 2019 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiANOBIAAIBHICTIO «Pomn Ykpaina»

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




Jlomatok 15

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

Bbpomrypa nocminnuka mis anektuHioy (R0O5424802), Bepcis 13 Bix BepecHs 2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1962 Bin 29.10.2018

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«Biakpure, panaomizoBane nocnimpkenHs Il da3zu nns ominku eheKTUBHOCTI Ta Oe3MeKku aleKTUHIOY B
SIKOCT1 /I'FOBaHTHO{ Teparii B MOPiBHIHHI 3 8] FTOBAHTHOIO XIMIOTEpaIi€ro mpenapaTaMu Ha OCHOBI TUTATHHH
y Malli€HTIB 3 HEIPIOHOKIITUHHUM pakoM JereHs crafii IB (myxmunu > 4 cm) - [IIA, no3utuBHEM 110710
KIHa3W aHaIIacTHU4YHOI JIM(oMU, 3 TOBHOI pe3ekuiero nyxiauHu», BO40336, sepcia 7 Big 16 rpyaHs
2021 p;

«PannomizoBane, OaratoueHTpoBe, (a3u 3, BIIKpUTE MAOCHIDKEHHS aleKTHHIOY y TMOpIBHSAHHI 13
KPU30TUHIOOM IpHU JIIKYBaHHI HMOUIMPEHOI0 HEAPIOHOKIITUHHOIO paKy JiereHb, MO3UTUBHOIO /10 KiHa3U
aHAIUIaCTUYHOI JiM(OMHU, 3 IPUBOY SKOTO paHillle He MPOBOAMIOCA JiKyBaHHA», BO28984, Bepcis 8 Bixa
18 ciuns 2022 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOI0 BiAMoOBiAabHICTIO «Pomr Ykpainay

Cnoncop, kpaiHa

«®. Xopdmann-JIs Pomr JIta» (F. Hoffmann-La Roche Ltd), [lIBelinapis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IHPEKTOPATY

Isan 3AZIBOPHUX




JlonaTok 16

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

Honatok Ne2 Bix 06 BepecHs 2022 poky a0 bporypu pocminnuka, Bepeii 11.0 Big 07 rpyans 2021 poky,
AHTITIHCHKOI0 MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 38 Bix 11.01.2020
Ne 662 Bin 16.03.2020

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«Biakpure po3mmpeHe JOCTIIKEHHS Ul OLIHKHA 0e3MeYHOCTI Ta nepeHocuMocti npenapary SEP-363856
y marienTiB i3 mm3odpeniero», SEP361-303, Bepcis 3.01 3 iHKOPIIOPOBaHOIO HECYTTEBOIO MoMpaBkoro 2.00
Bix 25 ciung 2021 poky;

«PannomizoBaHe, IOJBIMHE CIIille JOCIIKEHHS, 1110 TPOBOAUTHCS 3 BUKOPUCTAHHSAM aKTUBHOTO IIpenapary
B SIKOCTI KOHTPOJIIO Ui OLIHKM JIOBrOTpHBasioi Ge3meyHocTi 1 mepeHocumocTi npenapaty SEP-363856
y marfieHTiB 13 mu3odpenieron, SEP361-304, Bepcis 3.00 3 iIHKOPIOPOBAHOIO CYTTEBOIO MomnpaBkoro 2.00
BiJ 14 ciung 2021 poky

3asiBHUK, KpaiHa

Iixnpuemctio 3 100% iHosemuom0 inBecTHIie0 «AMK’ IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

«CynosioH ®apmackrotikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIHA

CynyTtHi
Mmarepianu/npenapaTH
CYyMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IUPEKTOPATY

Isan 3AZIBOPHUX




Jomatok 17

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

[Tpotokon kiiHiyHOTO BHUMpOOyBaHHs, Bepcis 4.0, Bim 02 wuepBHs 2022 p., aHTIIMCBKOIO MOBOIO;
[adopmarniitnuii mucTok cy6’ekta nocnimpkeHns 1 Gopma inpopmoBaHoi 3roau, Bepeid 4.0, Crnenudivna ans
VYxpainau, Bix 16 uepBus 2022 p., anrmiiicbkoro MoBoto; Bepcist 4.0 UA, Big 21 munast 2022 p., yKpaiHCHKOO
MoBoto; Bepcisi 4.0 UA, Bix 21 numnnst 2022 p., pociiicbkor MOBOIO; OHOBIIEHa Bepcis bpourypu nocnigHuka
s Jlonanercomarponiny (TransCon hGH, ACP-011), Bkmowaroum pestome 3MiH, Bepcis 9.0, Bix
03 uepBus 2022 p., aHTTIHACBKOIO MOBOIO; HOBa Bepcis Jloche MOCHiAKYyBaHOTO IIKapChKOro 3acoly
(IMPD)mis Jlonanercomarporiny, Bepcist 5.0, Big 01 smuctonama 2022 p., aHTIIIHCEKOI0 MOBOIO; CIIPOLICHA
IMPD nns mpenapary Humatrope (Xymatpon®) (Comarpomin), Bepcis 2.0, Big 26 munHs 2022 p.,
AHTITIICHKOI0 MOBOIO

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

Ne 1012 Big 24.05.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

foresiGHt: bararonentpoBe, paHaoMi3oBaHe, 3 TapalieTbHUMH TpyNaMH, IUIae00-KOHTPOILOBAHE
(moxBifiHe crine) Ta AaKTUBHO-KOHTPOJhOBaHE (BIAKPUTE) AOCHIMIKEHHS €QEeKTUBHOCTI Ta Oe3meKku
IIOTUKHEBOTO 3aCTOCYBaHHS JIOHAIlErcOMaTpoIiHa B MOPIBHSHHI 3 IUalebo, a TakoXX B MOPIBHSHHI 3
COMATOTPOIIHOM ILIOJICHHOTO 3aCTOCYBAHHS Y AOPOCIUX 3 e(piUTOM ropMoHy pocty., TCH-306, Bepcis
3.0 Bix 20 aunss 2021 p.

3asBHUK, KpaiHa

Axkuensciops JIta., Yropumaa

Cnoncop, kpaina

Acuennic ®apma Ennoxpinonomku isixka A/C, Jlanis (Ascendis Pharma Endocrinology Division A/S,
Denmark)

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOIO IUPEKTOPATY

IBan 3AZIBOPHUX




JlonaTok 18

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBneHM TPOTOKOJI KITiHIYHOTO BUIIpoOYyBaHHSI MK-4280A-007, 3 iHKOpropoBaHoto nonpaBkoro 03 Bix
18 cepnus 2022 poky, aHrmiicekoro MoBoro; Ykpaina, MK-4280A-007, sepcis 1.01 Bim 27 BepecHs
2022 p., ykpaiHChKOIO MOBOIO, [H(popMalis Ta TOKyMEHT Ipo iHPOPMOBaHY 3rojy JJIs Nali€HTa; YKpaiHa,
MK-4280A-007, Bepcia 01 Bim 27 BepecHs 2022 p., ykpaiHCbKOIO MOBOW, IHdopmamiiiauii nucToK 1
JIOKYMEHT TIpo iH(QOPMOBaHY 3rojly Ha MailOyTHE GiOMEIMYHE AOCITIDKEHHS

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

Ne 2616 Big 24.11.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«docmimxkenna Il ¢asu MK-4280A (xomOinamiga ¢dasesenimady [MK-4280] 3 nemOponizymabom
[MK-3475]) y nopiBHsIHHI 31 CTaHAApPTHHUM JIIKyBaHHSAM IIPH PaHIlIe BXKE JTIKOBAHOMY METACTATUYHOMY
PDL1-mo3uTHBHOMY KOJOpEKTadbHOMY paky», MK-4280A-007, 3 inkopropoBaHoio mornpaBkor 02 Bif
17 BepecHst 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 06MexeHo10 BianoBiaaabHicTI0O «MCJ] Ykpaina»

CnoHncop, kpaiHa

TOB Mepk Ilapn enn Joym, CHIA (Merck Sharp & Dohme LLC, USA)

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkropa

dapManeBTHYHOIO IMPEKTOPATY

IBan 3AZIBOPHUX




JonaTok 19

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

BUIIPOOYBaHb»
29.11.2022 Ne 2161

Inentudikarist cyrTeBoi
MOTPaBKH

OHoOBNIeHUH TTPOTOKOJ KiiHivHOTO BUNpoOyBanHs MK-7902-001, 3 inkopnopoBaHoto nomnpaBkorw 06 Bif
08 mumust 2022 poKy, aHTTINCHKOK MOBOIO; 3pa3ku MapKyBaHHS JOCIIKYBAaHOTO JIIKAPCHKOTO 3ac00y
MK-3475, E7080; 3pa30k crpoliieHoro MapKyBaHHS 3apeeCTPOBAHOTO B YKpaiHi TiKapchbKoro 3aco0y, sIKuit
3aCTOCOBYETHhCA B KIiHIYHOMY BumpoOyBanHi MK-7902-001, Bepcist 2.0 mis Ykpainu Big 29 BepecHS
2022 p., yKpaiHChKOK MOBOIO; 3MiHa Ha3BU MICIs IPOBECHHS KIIHIYHOTO BUIPOOYBaHHS
byno Crano

k.M.H. Tpyxin JI.B.

Komynansna ycranoBa «Onecbkuil 00J1acHMIA
OHKOJIOTIYHHI JUCHaHcep», CTalioHap IEHHOIO
nepeOyBaHHS JUCTIAHCEPHO-TTOTIKJTIHIYHOTO
Bigminenus, M. Oxeca

k.M.H. Tpyxin J[.B.

KomynanbHe HEKOMepIIiiiHe
«Onecpkuit peTiOHAIbLHUM
OPOTUNYXJIMHHUNA — TeHTp» OnechKoi
paany, BiaeHHs XimioTeparrii, M. Oneca

T IITPUEMCTBO
KIIHIYHUN
o0OJracHO1L

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

Ne 2006 Big 02.10.2019

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBane, Binkpute nociaipkeHHs I ¢asu nemOponizymadby (MK-3475) y mnoenHanHi 3
neuBatuHiOoM (E7080 / MK-7902) y mnopiBHSHHI 3 XiMioTepami€to Mepmioi JiHii JIKyBaHHS MpH
PO3MOBCIOKEHIM abo  penmmuByrouiii  kapumHomi engomerpiss (LEAP-001)», MK-7902-001,
3 IHKOpIopoBaHoto nonpaskoro 05 Bix 17 6epesns 2021 poky

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MCJ] Ykpaina»

CrnoHcop, kpaiHa

TOB Mepk Ilapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




