Hoparok 1

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

Bpotypa gocniguuka (Palbociclib (PD-0332991)), Bepcis 16 Bia mtoToro 2023 poky

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«PanziomizoBaHe, baraToleHTpOBe, MOABIMHO crirne gocsimkeHHs da3u 3 npernapary PD-0332991
(mepopasnpHOTO iHribGiTOpa TMKIiH-3anexHUX KiHa3 (CDK) 4 ta 6) i3 neTpo3070M y TIOPiBHSHHI 3
KoMOiHarjiero manebo i seTpo3osy [Jis MiKyBaHHS JKiHOK Y TIepiofii moCTMeHomay3u, XBOpUX Ha
paK MOJIOUHOI 3a/i03d, 1[0 € TIO3UTMBHUM CTOCOBHO pellenTopiB Ao ectporeHa [ER (+)] i
HeraTMBHUM CTOCOBHO peLlenTopiB /0 emniZiepmanbHOro ¢akropa pocty 2 tuny [HER2 ()], sxi
paHille He OTPMMYBalM JKOJHOIO CHCTEMHOTO TPOTHMPAaKOBOIO JIKYBaHHS 3 TIPUBOLY
nporpecyBaHHst XxBopobu», A5481008, 3 monpaBkoto 8 Big 21 TpaBHs 2018 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«@aiizep Iuk.»/ Pfizer Inc., CIIIA

B.o. HauaibHUKa PapMaLeBTUYHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Hoparok 2

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHu IPOTOKOJ KiTiHiuHOTO BUNpoOyBaHHst M13-494, Bepcist 13.0 Big 07 uepBHs 2023 poKy;
Hoxkniniunuii po3ain [Iocke AocrikyBaHoro Jikapcbkoro 3aco0y Benetoknakc (ABT-199),
Bepcisi 7.0 Big 18 kBiTHa 2023 poky; Kniniunumii po3zin [Jocke AOCTiAKYBaHOTO JiKapChKOTrO
3acoby Benetoknakc (ABT-199), Bepcis 6.0 Bix 16 kBitHs 2021 poky; Po3gin «fkictb» [locke
JOCTiIKyBaHOTO JiKapcbKoro 3aco0y Benetoknmakc (ABT-199), Bepcisi 5.0 Bim 10 OGepesns
2022 poky; KopoTtka xapakrepucTHKa Jjikapcbkoro 3acoby Imnovid (Pomalidomide), kamncynu
TBepAi 1 mr, 2 mr, 3 mr, 4 mr, Bepcis Bif 15 TpaBHs 2023 poky

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«baraTolieHTpOBe paHJjOMi30BaHe BifKpuTe JoC/i/pKeHHsT da3u 3 /i1 BUBUEHHS] BEHETOK/IAKCY Ta
JleKcaMeTa30Hy y TIOpiBHSIHHI i3 moMasifoMiZioM Ta JeKcameTa3oHOM Y maijieHTiB i3 t(11;14)-
TIO3UTHBHOK) PELMIMBHOI0 abo pehpakTepHO MHOXXMHHOI MienoMoro», M13-494, Bepcis 12.0
Biz 25 ciuns 2023 poky

3asgBHUK, KpaiHa

E66Bi Biodapmackrotikan3 I'moX, I1IBeliapis

CrioHCOp, KpaiHa

AbbVie Inc., USA / E66Bi Ink, CIITA

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 3

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

3MiHa BIiAMNOBIAATBHOIO JOCAITHWKA Ta
BUIPOOYBaHHS:

3MiHa

HasBM MICIl TIPOBEEHHS  KJIiHIYHOTO

bYJIO

CTAJIO

K.M.H. ["'apmim O.0.

[epxaBHa yCTaHoBa «HaujionaneHum
HayKOBUM 1IeHTp «IHCTUTYT KapjioJiorii iMeHi
akazemika M.[. Crpakecka» HarjioHanbHOL
akazemii MeJUUHHMX HayK YKpaiHuW», Biffin
HEKOPOHAPHUX XBOPOO cepiis Ta peBMaToJIorii,

K.M.H. JIeBuenko B.I'.

HepxaBHa yCTaHOBa «HauionanpHum
HayKOBUM 1LIeHTp «IHCTUTYT Kap/ioJsorii,
KJ/IIHIYHOI Ta pereHepaTUBHOI MeJWLIUHU IMeHi
akagemika M.Jl. Crpaxkecka HauioHanbHOI
akazemii MeJUYHMX HayK YKpalHW», BIJZiN

M. Kuis HEKOpPOHApHHUX XBOPOO ceplisi Ta peBMaToJIorii,

M. KuiB
Howmep Ta gata Hakazy MO3 mipo Ne 403 Big 04.05.2016
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS
HasBa kniniuHoro BunpoOyBaHHs, | «PaHmoMmi3oBaHe, mozBiHe cine pocmimpkenHs, 11 ¢a3u, 19 TOpiBHSAHHSA Tperapary

KO/I, BepCisi Ta faTa

YnagauutuHi6 (ABT-494) 3 nnaebo Ta 3 aganimymaboMm, y TALli€HTIB 3 CepeAHbOTSIKKOK abo
TSDKKOIO (D OpMaMHM aKTHBHOTO PEBMATOIIHOTO apTPUTY, 10 OTPUMYIOTh CTabibHY Oa3ucHy
Teparit0 MeTOTPeKCaTOM Ta He [JOCSI/M a[eKBaTHOI BiAMoBiAl Ha Hei», M14-465, 3
IHKOpriopoBaHMMHK A/iMiHicTpaTuBHUMU 3MiHamu 1, 2, 3 i 4 Ta [lonpasBkamu 0.01, 0.01.01, 1, 2,
2.02, 3,3.01, 4, 4.03, 5, 6, 7 Ta 8 Big 10 kBiTHs 2023 poKy

3asgBHUK, KpaiHa

«E606Bi biodapmacktoTikan3 I'm6X», [IBetitjapis

CrioHCOp, KpaiHa

AbbVie Inc., USA

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopnaTok 4

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

Hopnartok 1 Bix 26 yepBHs 2023 poky Ao bpoliypu gociigjHuka A1 4OC/IIKYBaHOTO JIIKapCbKOTO
3aco0y Picankizyma0, Bepcii 9 Big 11 TpaBHsi 2023 poky

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 516 Big 22.03.2021
Ne 2030 Big 07.11.2018
Ne 1896 Big 27.08.2019

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«baraTouieHTpoBe paHjoOMi30BaHe fAocaipkeHHS 3 ¢asu, 110 TNPOBOAUTHCSA Yy CJIMOMYy [Jist
OL[iHIOBaua e(eKTUBHOCTI peXHUMi 3 MeTOH BUBUEHHs picaHki3ymaOy y TIOpiBHAHHI 3
yCcTeKiHymMaboM TIpU JTiKyBaHHi JOPOC/IMX TAIi€HTIB i3 xBopoOoro KpoHa cepeHbOBa)KKOTO YU
B&)KKOTO CTYIEHIO TSDKKOCTI, /i SIKMX Teparisi mperapaTtaMu, II0 TPUTHIYYHOTb aKTUBHICTh
(dakTopy HEKpo3y MyX/JWHU, BUsBUIach HeedeKTUBHOIO», M20-259, Bepcis 2.0 Bijg 28 BepecHs
2021 poky; «bararoreHTpoBe, paHJOMi30BaHe, TMO/BiliHe cJiire, Tuiale00-KOHTPOIbOBaHe 52-
TW>KHEBe BiZIKpUTe MPOJOBXKeHe A0C/i/IKeHHs TiATPUMYIoUO]l Tepariii /7151 BUBUEHHsI e()eKTUBHOCTI
Ta Ge3neuHocTi PicaHkizymaOy y maili€eHTiB 3 BUpa3KOBUM KoiToM», M16-066, iHKOpriopoBaHu#
[TonpaBkamu 1, 2, 2.01 (tinbku ana Kurtaro), 3, 3.01 (tinbku ana Himeuuwnu), 4 ta 4.02 (a1s
Ykpainu Ta npueryivx 3afisHuX KpaiH) i AgmiHicTpaTuBHMMU 3MiHamu 1, 2, 3 Ta 4 Bizg 09 TpaBHs
2022 poky;

«PanziomizoBane noggitiHe crine gocmimkenns 111 daswu, a1 nopiBHSHHS nipernapaTy PicaHkizymab
3 twialebo y marieHTiB 3 akTUBHUM TMcopiatnuyHuM aptputoMm (TIcA), ski MaroTh B aHamMHe3i
Hea/leKBaTHY Bi/IMOBib TpPUHAliMHI HAa OAWH XBOpPOOOMOAWGIKYHOUM TPOTHPEBMATUUHUN
riperiapaT (XMIIPIT) ab6o #oro HemepeHocumictb (KEEPSAKE 1)», M16-011, Bepcis 5.0 Bif
01 mucronaza 2021 poky

3asiBHUK, KpaiHa

«E66Bi BiodapmaceroTikan3 'MoX», I1IBeiiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. HauaibHUKa PapMaLeBTUUHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)



HonaTtok 5

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

OHOBNeHUI TIPOTOKON KJiHIYHOTO JociimkeHHss 20170625,

iHKOpIIOPOBaHUM OHOBJIEHOIO

rorpaBkoro 6, Bif 12 yepBHs 2023 poky; OcHoBHa ¢opma iHpopmoBaHoi 3roau Bepcist 8.0 Bif
30 uepBHsi 2023 poky, ykpaiHCbko MoBoro; Popma iHdOpMOBaHOI 3rogu Ha y4acTb y
JIOlaTKOBOMY [0C/IipKeHHI 3 KOHTPO/r0 piBHA imifis, Bepcig 8.0 Big 30 uepBHs 2023 poky,
YKpaiHCBKOK MOBOW; IH(opmarilinuii OroneteHs it ydacHUKIB gocmimpkeHHss VESALIUS,
6epesennb 2023 p., yKpaiHChKOIO MOBOMO; JIMCT TIpO AOC/i/KyBaHUM Tipernapar, Bepcisi 1.0 Big 23
Oepe3ns 2023 poky, yKpaiHChKOIO MOBO; I11abioH mmcTa 3 AOCHIJHULIBKOTO LEHTPY JIiKapsM
(motrToBMiA ab0 eneKTpOHHMI JTUCT) Bif 24 GepesHst 2023 poKy, YKPaiHCHKOI0 MOBOI; 3MEHIIIeHHS
KUJTBKOCTI ZOC/Ti/PKyBaHUX B YKpaiHi Bif momepeaHbo 3aruviaHoBaHoi 3 550 g0 460 ocib; 3miHa

Ha3BHU MiCLU: MMpoBeJeHHA BI/IHPOGYBE[HHHZ

KapZioJioriyHe BiagiieHHs, M. KUiB

BYJIO CTAJIO
K.M.H. Kaprienko O.1. K.M.H. Kaprienko O.1.
KuiBcbka Micbka kiiHiuHa JikapHsi Nel, | KoMyHanbHe HeKOMepLiliHe TiIPUEMCTBO

«KuiBcbka MicbKa KiiHiyHa JjikapHsg Ne 1»
BUKOHABYOro opraHy KuiBCbKOi MiCBKOI pazu
(KuiBcpKol MicbKOi ZiepkKaBHOI afiMiHiCcTpariii),
BiJIIiJIEeHH ~ K/IIHIYHMX  JJOCJTI/PKEHb  Ha
crietidoHzi, M. KuiB




TIPOJIOBXKEHH I0JjaTKa 5

jikap Anekceesa JI.3.

jikap Anekceesa JI.3.

MeJUYHOI JOTIOMOTH,
Biazinenns, M. Kuis

KapZioJioriuyHe

OnekcaHpiBcbKa KjiHiuHa fikapHs M. KueBa, | KoMyHanbHe HeKoMepIiliHe TiIIPUEMCTBO

iHdapkTHe BigzineHHs Nel, M. KuiB «OnekcaHApiBCbKA  K/iHIYHA JIiKApHS M.
KueBa» BHKOHaBuoro opraHy KuiBcbkoi
MicbKkoi pagu (KuiBcbKOi MichbKOi Jep>kaBHOL
aaMiHicTpariii), BifmiieHHs TOCTPUX
KOPOHApHUX CTaHiB, M. KuiB

n.M.H, npod. Kopxx O.M. n.M.H, npod. Kopxx O.M.

Mepuko-caHiTapHa  YaCTMHa  IIpUBaTHOrO | Meauko-caHiTapHa  vactvHa  [IpuBaTHOrO

aKL[iOHEDHOTO  TOBApUCTBa  «XapKiBCbKUM | aKL[iOHEDHOIO  TOBApUCTBA  «XapKiBCbKUM

TPaKTOPHUM 3aBOM1», TeparneBTUYHE | TPAKTOPHUU 3aBOM», TeparneBTUYHE

BifzisieHHsi, XapkKiBCbKa MeJuyHa akajeMis | BigJiseHHs, M. XapKiB

MiCASIAUTIZIOMHOT  OCBiTH, Kadezapa 3arajibHOI

TIPAKTHKM - CiMeMHOI MeIMLIMHU, M. XapKiB

3aB. Biz. Pyzgenko JI.B. 3aB. Biz. Pyzgenko JI.B.

KuiBcbka Micbka K/liHiuHa JjikapHsi wmBHUKOI | KOMyHanbHe HeKOoMepijiliHe —TIiITPUEMCTBO

«KuHiBCbKa MiCbKa KIIiHiYHa JIiKapHs LIBUJKOL
MeJUYHOI [I0IOMOrM» BUKOHABUYOI'O OpraHy
KuiBcekoi Micbkoi pagu (KuiBcbKOi MiCbKOL
Jlep)kaBHOI ~ aZiMiHicTpalii), KapZiosioriuHe
BiffinenHs (aji1  xBopux Ha  iHGapkKT
Miokapzy), M. Kui

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«[TopBiliHe ciiitie, paHzOMi30BaHe, TUIale00-KOHTPO/IbOBAaHe, OAaraTOLEHTPOBE AOC/iKEHHS s
OLIiIHKY BIUTMBY €BOJIOKyMa0y Ha CepHO3Hi CeplieBO-Cy/IMHHI YCK/IaJIHEHHS Y TIALiEHTIB 3 BUCOKUM
PU3MKOM PO3BHUTKY CepLIeBO-Cy/IMHHUX 3aXBOPIOBaHb 0e3 TorepefHbO TiepeHeceHoro iH(apKTy
Miokapza abo iHCynbTy», 20170625, iHKOPIIOpOBaHMI OHOBJIEHOIO TOMPABKOIO 4, Bif 23 BepecHs

2022 poky

3asgBHUK, KpaiHa

TTignpuemcTso 3 100% iHosemHoro iHBecTHLiclo «AMK’FOBIA PIIC YkpaiHa»

CrioHCOp, KpaiHa

«AmxeH [HK.» (Amgen Inc.), CIITA

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc)

(Bnacue im’st ITPI3BULLE)




HonaTtok 6

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

Bpoiypa ocnigarka, Ozempic® (Semaglutide subcutaneous) Project: NN9535, Type 2 Diabetes,
BuganHs 20, ¢inanbHa Bepcis 1.0 Bix 17 naumnas 2023 poky, aHrmiicbkoro MoBoio; KopoTka
XapaKTepUCTHKA JiKapcbKoro 3acoby Ozempic Big 03 TpaBHs 2023

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«FLOW — BB cemarJiyTH/y B TOpPiBHSIHHI 3 Tiarie60 Ha piBeHb MOTipLieHHs] QyHKIii HUPOK Y
XBODUX Ha I[yKpOBHWM fiabeT Tum 2 pa3oM i3 XpOHiUHOI XBOpoOOr HHMpOK», NN9535-4321,
¢inanbHa Bepcis 4.0, Big 11 nucronaza 2020

3asiBHUK, KpaiHa

TOB «Hoso Hopgick Ykpaina»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

B.o. HauaibHUKa PapMaLeBTUUHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Hoparok 7

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

Yxpaina, MK-7339-013, Bepcis 00 Big 18 nunus 2023 p., yKpaiHCbKOKO MOBOO, [10MIOBHEHHS 10
iHbopmalii Ta [JOKyMeHTy Tmpo iHdoOpMOBaHy 3rofly [jis TMaljieHTa Tic/lsg MporpecyBaHHs
3axBoproBaHHs; YKpaiHa, MK-7339-013, Bepcist 00 Big 18 smumns 2023 p., pocilicbkor0 MOBOIO,
[JoroBHeHHs1 [0 iHdopmalii Ta AOKymMeHTy Tipo iHdopMOBaHy 3rofy AJisi TaljieHTa Mic/s
NIpOrpecyBaHHs 3aXBOPHOBaHHS

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 80 Big 19.01.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe, moBiliHe ciiine, raieb0-KOHTpPoMboBaHe gociimkeHHs 111 ¢a3u anas orjiHKu
nembpomnizymaby (MK-3475) y moemHaHHI 3 CYMyTHbOK XiMiONIDOMEHEBOKO Teparier 3
TOJIA/BIINM BBe/leHHsIM reMOpostizyma0y 3 onanapubom (MK-7339) abo 6e3 HBOro y TOpiBHSIHHI
Jvile 3 CyNyTHBOK XiMIONIPOMEHEeBOK Tepari€ld B YYaCHUKIB 3 HeL[0JaBHO [iarHOCTOBAaHUM
JIOKaJli30BaHUM [IpiOHOKTITHHHKUM pakoM jereHiB (JIJPJI)», MK-7339-013, 3 iHKOpropoBaHOO
noripaBkoro 04 Biz 12 BepecHs 2022 poky

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBifanbHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk lapn ern Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 8

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIIs MPOBe/IeHHsI BUTIPOOYBaHHS:

BYJIO CTAJIO
nikap Pimko A.®D. nikap Pimiko ..
3akaprarcbKa ob/acHa KiiHiuHa jikapHsi iMeHi | KomyHasmbHe — HekoMepLiiliHe — MiJIIIPUEMCTBO
Anppis Hogaka, racTpOeHTepoJIoTiuHe | «3akapmarcbka oO/jacHa KiTiHiuHa JIiKapHs
BiiliIeHHs, M. Y KrOpO[, iMmeni  Anpapis  HoBaka»  3akapnaTCbhKOi
obmacHoi pazu, racTpOeHTepOJIoriyHe
BiIliIeHHST, M. Y Kropoj,

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

HasBa kiHiuHOTO BUTNIPOOYBaHHS,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, TmoOABifiHe citirte, TIale00-KOHTPOIBOBAHE Ta 3 AKTUBHUM KOHTPOJIEM,
OaraToLeHTpOBe JOCTi/PKeHHs a3y 2/3, 1110 IPOBOAUTHCS Y Tlapasie/IbHUX TPyTax 3 METOH OL[iHKU
edeKTUBHOCTI Ta Oe3rMeyHOCTi rycebKyMaly y marjieHTiB i3 xBopoboro KpoHa B akTuBHiIH (ha3i Bif
cepeHbOr0 10 BaXXKOro cryreHs TsoKKocTi», CNTO1959CRD3001, 3 nornpaBkoro 5 Bif, 12 murHsg
2022 poky

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen @apmaueBtruka HB, Benbris

B.o. HauanbHNKa PapManeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 9

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

OHOBNeHUI TPOTOKO/ KIIiHIUHOTO JOC/iKeHHs1 3 rorpaBkoio 08, Bepcis 1 Big 19 uepBHsS
2023 poky, aHrjilicbkkoro MoBow; OcHoOBHa iHdopMaljisi Tpo JocifkeHHs Ta dopma
indbopmoBaHoi 3roau, Bepcisi 10 Big 28 yepBHs 2023p., aHrnilicbkoro MoBoro; [HdopMalis Ass
narjieHTa i opma iHbopmMoBaHoi 3roau, Bepcist A Ykpainu Ne9 Big 14 mumHs 2023p. (Ha oCHOBI
OcHoBHoI iH(opMaliii po gocigkeHHs Ta dopmu iHdbopmoBaHoi 3roau, Bepcis 10 Big 28 uepBHs
2023p.), yKpaiHCbKOIO Ta POCIMCHKO MOBaMU

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 2487 Big 17.12.2019

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«[10BrocTpoKOBe pO3IIMpeHe [OC/i/KeHHs 3 OL[iHKKA Oe3rekd Ta e(eKTHBHOCTI mperapary
SAR442168 y yyacHUKIB AOC/I[)KEHHS 3 PeLUAMBYHOUMM PO3CisHUM cKjiepo3om», LTS16004, 3
noripaBkoro 07, Bepcis 1 Big 12 rpyans 2022 poky

3asgBHUK, KpaiHa

TOB «CaHodi-ABeHTic YKpaiHa»

CrioHCOp, KpaiHa

Genzyme Corporation, USA (/I)xen3arim Kopnopeiiis, CILIA)

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 10

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa gocnigHuka gocmimpkyBaHoro Jjikapcekoro 3acoby [PKUCEJIEKA® (JYSELECA®)
(®inrotini6 (GS-6034)), BuganHs 18 Bix 12 uepBHst 2023 poKy aHT/TiICHKOI0 MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 423 Big 12.04.2017
Ne 211 Big 07.02.2018

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«[10BrocTpoKOBe TIOZOBXKEHe [OC/i/KeHHs MAJisi OL[iHKM Oe3meku ¢inroTiHiOy y marjieHTiB i3
xBopoboto Kpona», GS-US-419-3896, 3 iHKOprHOpoBaHOIO TMOMpaBKow 9 Bix 23 mucroraza
2022 poky;

«Panziomi3zoBaHe, TO/BiMHO-CITiTIe, T/1a1le00-KOHTPO/IbOBaHe [OC/iMKeHHs (a3u 2 A1 OL[iHKH
TeCTUKYJISIPHOI Oe3meuHocTi ¢inroTiHiOy B J0pPOCIMX UOJIOBIKIB i3 aKTUBHUMM 3amnajbHUMU
3aXBOPIOBAHHSIMU KHUILKIBHUKA BiJj TIOMIPHOT'O /10 BaKKOT'O CTYIIEeHIO TsKKOCTI», GS-US-418-4279,
rioripaBka 6 Bizi 09 BepecHs 2022 poky

3asgBHUK, KpaiHa

TOBAPMICTBO 3 OBMEXEHOIO BIJIIOBIJAJIBHICTIO «®APMACBHIOTIKAJT PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Galapagos NV, Benbris

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopaTok 11

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

OnoBneni po3gimu S.2  MANUFACTURE, S.4 CONTROL OF DRUG SUBSTANCE,
S.7 STABILITY [ocke pociiipKyBaHoro jikapcbkoro 3acody MK-8189, Bepcis 08CNGM Bif
26 nunHs 2023 poKy, aHT/iICbKOI0 MOBOIO

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Panziomi3oBaHe, mo/BiliHe-cine, 3 manedo Ta aKTUBHUM KOHTPOJIEM JIiIKYBaHHS JOCTi/KEHHS
2B ¢a3u edpekrrBHOCTI Ta Ge3meyHocti MK-8189 y maijieHTiB 3 rOCTpUM emi300M mr30¢peHii»,
MK-8189-008, 3 iHkopriopoBaHo0 mornpaBkoro 04 Bif 16 ysivcromnazga 2022 poky

3asiBHUK, KpaiHa

ToBapurcTBO 3 06MeXKeHOr0 BifnoBifampHicTIO «MCJ/I YKpaiHa»

CnoHcop, KpaiHa

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

B.o. HauaibHUKa PapMaLeBTUUHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 12

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

29.08.2023 Ne 1542

ImenTudikariist CyTTEBOI MOMpPaBKK | 3MiHA Ha3B MiCIlb TPOBeIeHHsS] BUIIPOOYBAHHSI:

BYJIO CTAJIO
J.M.H., ipod. Kpsiuok 1. A. J.M.H., ipod. Kpsiuok L. A.
HarjioHampHui  IHCTUTYT Ppaky, HaykoBO- | lep)kaBHe  HeKOMepLiiiHe  MiJIpUEMCTBO
JociaiHe BiisIeHHs ximioTepanii | «HalioHanbHUM IHCTUTYT pakKy», HayKOBO-
reMo0/iacTo3iB  Ta a/’tOBaHTHUX METO/IB | AOCTiIHE BifiIeHHs xXimioTeparii

JMKyBaHHS, BifilileHHsT OHKOreMaTosiorii 3 | reMo0/acTO3iB  Ta  af’IOBAaHTHUX  METO/iB
CEeKTOPOM aJi’FOBAaHTHUX METOZIB JIIKYBaHHS, | JIKYBaHHs, BiJJiJileHHSI OHKOreMaroJiorii 3

M. Kuis CEeKTOPOM a/i'FOBAHTHUX METOJIB JIiKyBaHHs,
M. KuiB
nikap Horaesa JI.I. nikap Horaesa JI.I.

KomyHanbHe HekoMeplLiiliHe mMignpueMcTBo | KoMyHanibHe HeKoMepliiliHe —MiJTIPUEMCTBO
«Yepkacbku obsacHu OHKOJIOTIYHMM | «KUIIHIYHMM LIeHTp OHKOJIOTii, remMaToJIoril
pucriaHcep Yepkacbkoi o6sacHOI  paju», | TpaHCIIAHTO/OTII Ta MajiiaTHBHON [JOMOMOIH
O6macHuit niKyBaibHO-fliarHOCTHUHUK | Yepkacbkoi  obsiacHoi  pagu», OO6macHuii
reMaToJ/IOriYHUM LIeHTp, M. Yepkacu JKyBa/IbHO-/1iarHOCTUYHUNA ~ eMaToJIOriYHUI
LieHTp, M. Yepkacu

Howmep ta gara Hakazy MO3 mipo Ne 1070 Big 14.05.2019
TIpOBe/leHHs KJIIHIYHOT O

BUTIPOOYBaHHS

Hasga kniniuHoro BunpoOyBanHs, | «/locmipkeHHs ¢a3u 3 3 OLiHKM 3acToCyBaHHsI iOpyTHHiIOA B KOMOiHallii 3 BEHETOK/IaKCOM Y

KO/I, BepCisi Ta faTa TMaljieHTiB 3 MaHTIMHOKIITUHHOI JiMbomoro (MKJT)», PCYC-1143-CA, 3 iHKOpPIIOpOBaHOIO
riorpaBkoro 4 Biz 16 BepecHst 2022 poky

3asiBHUK, KpaiHa ITignmpuemcTso 3 100% iHo3emHor0 iHBecTHielo «AVK’FOBIA PJIC Ykpaina»

CrnioHcop, KpaiHa Pharmacyclics LLC, CIIIA (BxoauTh B rpyny KomnaHid «AbbVie»)

B.o. HauasibHUKa PapMaLeBTUUHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s ITIPI3BULLE)



Honatok 13

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiCI[sl TTPOBeZIeHHsI K/TiHIYHOT0 BUIPOOYBaHHS:

BigminenHs, ToBapucTBO 3  0OMEXeHOO
Bi/INOBiIa/IbHICTIO «/[HIMPOBCHKUM MeAUUHUM
IHCTUTYT  TpaJjuLiWHOI |  HeTpajULIiMHOL
MeJMLIMHW», Kadezpa BHYTPILLIHbOI MeJULIMHUA
3  KypcoM mMpoQiNakTUUHUX  JUCLUILIIH,
M. THinpo

BYJIO CTAJIO
Jikap 3axaposa JLIL. nikap 3axaposa JL.IL
KomyHanbHe HekoMepLiiiHe mignpueMcTBo | lep>kaBHa yCTaHOBa «YKpalHCbKUM
«Miceka KJ/IiHIYHa JiKapHA Nel6» | nep>kaBHMM  HAYKOBO-JOCTIJHAW  IHCTUTYT
[HINpoBCcbKOI MiCbKOI paZy, HeBpOJIOTiUHe | MeJUKO-COLlia/ibHUX TipobieM  iHBamifHOCTI

MiHicTepcTBa OXOpPOHHM 3[0pPOB’S  YKpaiHu»,
HEeBpOJIOriyHe eKcriepTHO-peabiniTarifine
BipgineHHs, M. [IHinpo

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1360 Big 10.06.2020

HasBa kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta zara

«Bigkpute npogoBxeHHs gocaigkeHHs ARGX-113-1802 g1 BUBYEHHS JOBMOCTPOKOBOI
Oe3nevHoCTi, IepeHOCUMOCTI Ta edpekTBHOCTI Tipertiapary Edrapririmog PH20 s mifgmkipHOro
BBe/IeHHS y Malli€HTIB i3 XPOHIUHOIO 3arajabHO JeMieniHi3yrouoto nosnineriponartiero (X3AIT)»,
ARGX-113-1902, Bepcis 6.0 Biz 28 BepecHs 2022 poky

3asiBHUK, KpaiHa

TorapuctBo 3 OOmexxeHoro BignopiganeHicTio «KoHTpakTHO-/ocmiguuipka OpraHi3ariist
IHHOdapM-YKpaiHa»

CrioHCOp, KpaiHa

argenx BVBA, Belgium/ apgykenkc EBBA, besbris

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Hopartok 14

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

Hopnatok 1 no Indbopmauii ans naijienTa Ta ¢popmu iHhopmoBaHoi 3roau, Bepcist 1.0 gas Ykpainu,
aHTTiCbKOI MOBOMO, Bif 25 KkBiTHS 2023 p.; Hogarok 1 go Indopmarii Ans nariedta Ta Gpopmu
indopmoBaHoi 3roau, Bepcisg 1.0 gns YKpaiHu, yKpaiHCbKOHO MOBORO, Bif 25 kBiTHs 2023 p.;
Hopatok 1 go IHdopmarii a1s narienta ta ¢opmu iHdpopmoBaHoi 3roau, Bepcis 1.0 g1 Ykpainu,
POCiHiCBKOI0 MOBOIO, Bif 25 kBiTHS 2023 p.

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 3059 Big 29.12.2020

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe, moABilMiHe ciline  1UIarle00-KOHTPObOBAaHEe  JOC/IMKEHHS i OL[iHKA
edeKTUBHOCTI, Oe3meuHOCTi Ta TiepeHocuMocTi nperniapaty Edrapririmox PH20 anst migmkipHoro
BBeIEHHS y [IOPOC/IMX TIAIiEHTIB 3 MyXUPYaTKOIO (3BMUaiiHOIO ab0 /MCTOmNOAiOHOIO)
(ADDRESS)», ARGX-113-1904, Bepcis 4.0 Bix 09 uepBHst 2022 poKy

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxeHowo BignosiganbHicTio «KoHTpakTHO-/locmigauiibka Oprasi3arfis
IHHOGapM-YKpaiHa»

CnoHcop, KpaiHa

apzykeHkc BB, benprig / argenx BV, Belgium

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Honmatok 15

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

[TomoB>KeHHs TPUBAJIOCTI K/IiHIYHOTO AOC/Ii/pKeHHs B YKpaiHi 0 30 TpaBHs 2024 poky

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 403 Big 04.05.2016

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«Bigkpure pocnimkendss ¢as3u 3b s OLIHKKM JOBroCTPOKOBOI 6Ge3nevHocTi Ta eheKTUBHOCTI
BeZI0Ti3yMaly /A/is1 MiJIIKipHOTO BBeJieHHsI y TAIliEHTIiB 3 BUPA3KOBHMM KOJIITOM Ta XBOPOOOIO
Kpona», MLN0002SC-3030, inkopnoposanui ronpaskoro 10 Bizg 20 xoBTHs 2020 poky

3asiBHUK, KpaiHa

ITianmpuemcTso 3 100% iHo3emHor0 iHBecTuijiclo «AMK'FOBIA PIIC YkpaiHa»

CnoHcop, KpaiHa

«Takega /[leBenmoriveHT CeHrep HFOpom Jita.» (Takeda Development Centre Europe Ltd.),
CrionydyeHe KOPOJIiBCTBO

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 16

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

OHOBNeHWE  TIPOTOKOM  KiiHiYHOro  BurpoOyBaHHs  M14-533 3 iHKOpIOpOBaHUMU
AMiHicTpaTUBHUMM 3MiHamu 1, 3, 5, 6, 7, 8 (Tineku gast Kanaau), 9, 10 i 11 (tinbku agis [Tosbii)
ta [ToripaBkamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (tinbku ans Himeyuunu), 7.03 (tinbku ans Kopei) Ta
8 Big 28 motoro 2023 poky; IHdopmaliist asia maijieHta Ta iHdpopMOBaHa 3rojla Ha yuyacTb y
HayKOBOMY [OCIiKeHHI, Bepcisg 12.0 ans Ykpainu Bif 11 TpaBHa 2023 poKy, yKpaiHCBKOKO Ta
pociticekkoro MoBamu; PopMa iHpOpMOBaHOI 3rofu Ha yuyacTb y He0OOB’SI3KOBOMY AOC/TiI>KeHHi
(3roma Ha yyacTh y HeoOOB’SI3KOBOMY [OC/TimKeHHi), Bepcisi 1.0 gy YKpaiHu Bim 5 uepBHs
2023 poky, YKpalHCbKOIO Ta pocilicbkoro MoBamu; [ojatok ngo IndopmoBaHoi 3rogu Asist
TIPOZIOBXKEHHSI JIiKyBaHHsI y4acHUKiB BumnpoOyBaHHs (IIpofioB)KeHHsI pO3MIMPeHOi YaCTHHU
nikyBaHHs), Bepcisi 1.0 ansg Ykpainu Big 05 uepBHsi 2023 pOKy, YKpPaiHCHKOIO Ta POCIHCBKOIO
MoBamy; [H(opmaliiiiHa kapTka maijieHTa [js Ykpainu, Bepcisi 5.0 Big 23 uepBHsi 2023 poky,
YKpalHCBKOKO Ta pOCIMCbKOIO MoOBamy; /[IOBiJHMK 3 KOpPHCTYBaHHA MpUCTpoeM eDiary s
yuaCHUKiB gochimkeHHss M14-533 (A-1004-0172)), Bepcigs 3 Bim 10 TpaBHs 2023 poky,
YKPaiHCHKOIO Ta POCiMCHhKOI0 MOBaMH; 3pa30K MapKyBaHHS AOCTi)KYBaHOTO JiKapChbKOTro 3aco0y
YnagauutuHio (ABT-494) 15 mr a6o 30 mr, TabieTKH, BKPUTI IUTIBKOBOIO 000/10HKOI, 100
Tab1eTOK, Bepcis Big 06 6epe3nst 2023 poky, yKpaiHChKOIO MOBOIO

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 490 Big 05.05.2017

HasBa kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta zara

«baraTorieHTpoBe, TpHBane ToAOBXKeHe pochimkeHHs III da3u 3 oiiHku Oe3mevyHOCTi Ta
edekTMBHOCTI YmazauuTuHiOy (ABT-494) y maijieHTiB 3 BUpa3KoBUM KosiTom», M14-533, 3
iHKOpIiopoBaHUMM A/IMiHiCTpaTUBHUMU 3MiHamu 1, 3, 5, 6, 7, 8 (Tinibku ana Kanagu), 9 i 10 ta
IMTonpaBkamu 0.01, 1, 2, 3, 4, 5, 6 Ta 7 Big 30 6epe3nst 2022 poKy

3asiBHUK, KpaiHa

«E66Bi BiodapmaceroTikans 'MoX», I1IBeiiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. HauaibHUKa PapMaLeBTUUHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)



Honatok 17

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHu TPOTOKOJ KiiHiuHOTO BUMpoOyBaHHsT ABX464-108, octatouHa Bepcisi 4.0, 6 uepBHs
2023, aHriiicbkor0 MoBOr; CTHUC/THIA BUKJIaZ, OHOBJIEHOTO TIPOTOKOJTY KJTIHIYUHOTO BUTIPOOYBaHHS
ABX464-108, ocratouHa Bepcis 4.0, 6 uepBHs 2023, ykpaiHCbKOIO MOBORO; bpoiypa gociijHrka
Ob6edazimon (ABX464), Buganusa 9.0, 26 ciuns 2023, aHriiiicbkoro MoBoro; IHdopmariiiiHui
JUCTOK TMarjieHTa Ta ¢opma 3rogu, Bepcis 4.0 Big 15 yepBHs 2023, yKpaiHCbKOIO MOBOIO /s
Ykpainu (ABX464-108_PIS/ICF — Ukrainian, UA — V4.0 —15-JUN-2023); 3roza Ha mofasbliie
JOCJTI/IKeHHsI 3a YMOBHU BaritHocTi, Bepcig 3.0 Bixg 13 uyepBHs 2023, yKpaiHCBKOIO MOBOK [JIsl
Ykpainu (ABX464-108_Pregnancy FU ICF — Ukrainian, UA_V3.0_ 13-JUN-2023 (previously
“Pregnant Partner ICF”)); Jocbe mocipKyBaHOTo JTikapcbKoro 3acoby ABX464, Bepcis 11.3.1 Bif
17 tpaBHsa 2023 poky, anrmiiicekoro Moo (INVESTIGATIONAL MEDICINAL PRODUCT
DOSSIER (IMPD) — QUALITY_ COMPOUND ABX464_ EDITION No. 11.3.1_ RELEASE
DATE 17/05/2023)

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 254 Bip 08.02.2022

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«[TomanbIne Bigkpute gocsimkeHHs Gas3u 2 1715 OLiHKK OBrOTPUBAIOTO TIPO(iro 6e3rneyHocTi Ta
edekTUBHOCTI TiperapaTy ABX464 npu 3acTocyBaHHi y [03i 25 Mr 0/IiH pa3 Ha /ieHb MalliEHTaMu
i3 aKTUBHUM BHUPAa3KOBHUM KOJIITOM CepeJHbOI0 Ta TSHKKOro cTyneHr», ABX464-108, ocrtaTouHa
Bepcis 3.0, 13 munusa 2022

3asiBHUK, KpaiHa

«Ckoyr IHrepHewnn Al'», HimeyurHa

CnoHcop, KpaiHa

ABIVAX, ®paHuis

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)



Honatok 18

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

29.08.2023 Ne 1542

InenTudikallis CyTTeBOI MONpaBKU

HomoBHeHHs1 (7.1) mo mporokony KiiHiyHoro pociimpkeHHs I8F-MC-GPGN Bixg 22 TpaBHA
2023 poKy, aHriiiicbkoro MoBow; IHdopmallis s maiieHTa AochimkeHHss Ta  dopma
IndopMoBaHOI 3roJM Ha y4acTh y [[0/JaTKOBOMY JOCTi/KeHHi 110 /iabeTHYHil peTUHOTIATIl, BepCis
Ne2.0 ykpaiHcbkoro MoBoto Bif 06 nunHs 2023 poky; [Hpopmarisi As marjieHTa A0C/iZpKeHHs Ta
dopma IHhopMOBaHOI 3roAu Ha YUacThb ¥ AOAATKOBOMY OC/Ii/IKEHHI 10 JiabeTHUHil peTHMHOMATII,
Bepcis Ne2.0 pociticekoro MoBoto Bifi 06 munHs 2023 poky

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 700 Big 24.03.2020

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«/JJocimipkeHHd BIUIMBY Npenapary Tip3emnaris B IOpiBHAHHI 3 IpernapatoM /[lynariayTtuz Ha
PO3BUTOK 3HAUHUX HECTIPUSTIUBUX CEPLIEBO-CYIMHHMX TIO/iM y TALi€HTIB 3 I[yKPOBUM [liabeToM
2 tuny (SURPASS-CVOT)», IBF-MC-GPGN, 3 inkopniopoBaHoto nonpaBkoto (d) Bix 14 rpyass
2021 poky

3asiBHUK, KpaiHa

«Eni Jlinni Bocrok CA», [lIBetitiapis

CnoHcop, KpaiHa

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

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



