Jomatox 1

110 Haka3y MiHicTepcTBa OXOPOHU 370POB A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

bpomypa nocnigauka (Palbociclib (PD-0332991)), Bepcist 16 Bix mororo 2023 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBane, OaraToleHTpOBE, MOIBIMHO crine nociimpkenns ¢asu 3 npemnapaty PD-0332991
(mepopanpHOTO iHTiIOITOpa HUKIiH-3anex)HIX KiHa3 (CDK) 4 Ta 6) i3 nerpo3oioM y mOpiBHSHHI 3
KoMOiHaIri€ro maaredo i JIeTpo30iay s JiKYBaHHS JKIHOK y Mepio/ii TOCTMEHOMay31, XBOPHUX Ha paKk
MOJIOYHOI 3aJI03H, IO € MO3UTUBHUM CTOCOBHO perenTopis 1o ectporena [ER (+)] 1 HeratuBHUM
CTOCOBHO pEIENTOPIB A0 emigepMaabHoro ¢akropa pocty 2 tuny [HER2 (-)], ski panime He
OTPUMYBAIIM JKOAHOTO CHUCTEMHOTO MPOTHUPAKOBOTO JIKYBAaHHS 3 TMPUBOAY IPOTPECYBAHHS
xBopobu», A5481008, 3 nonpaskoro 8 Bix 21 tpaBust 2018 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, kpaiHa

«®Daitzep [uk.»/ Pfizer Inc., CIIIA

B.o. HauanbHuka @apMaleBTUYHOIO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



JlopaTok 2

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

OHoBeHUH TPOTOKOJ KiIiHIYHOTO BUTIpoOyBanHs M13-494, Bepcis 13.0 Big 07 yepBus 2023 poky;
Joxiinigauit po3ain Jlocke A0CTIIKYBaHOTO JTiKapcbkoro 3aco0y Benerokmakc (ABT-199), Bepcis
7.0 Binm 18 xBiTHa 2023 poky; Knminiunuii po3ain Jlocke AOCHIIKYBAaHOTO JIKapChKOTO 3aco0y
Beneroknakc (ABT-199), Bepcis 6.0 Big 16 xBitHs 2021 poky; Posmin «Skicte» [locke
JOCTIKyBaHOTO Jikapchkoro 3aco0y Beneroknmake (ABT-199), Bepcis 5.0 Bim 10 Oepesns
2022 poky; Koporka xapakrepuctuka Jikapcbkoro 3acody Imnovid (Pomalidomide), xancymm
tBepai 1 mr, 2 mr, 3 mr, 4 mr, Bepcis Bix 15 TpaBus 2023 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 422 Bin 10.03.2021

HasBa kiiHiYHOTO BUMPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«bararonieHTpoBe paHIOMi30BaHe BIAKpUTE AOCHIKEHHS (Pa3u 3 171 BUBUEHHS BEHETOKIIAKCY Ta
JIeKCaMETa30Hy Yy MOPIBHSAHHI 13 MOMAaJiAOMIIOM Ta JeKcaMeTa3oHOM Yy mnarieHTtiB 13 t(11;14)-
MO3UTUBHOIO PEIUIUBHOIO 200 pedpakTepHOI0 MHOKHHHOIO MietomMoro», M13-494, Bepcis 12.0 Bix
25 ciung 2023 poky

3asiBHUK, KpaiHa

E66B1 biodapmacsiorikan3 'm6X, [lIselinapis

CnoHcop, kpaiHa

AbbVie Inc., USA / E66BIi Ink, CIITA

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlonaTok 3

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

3MiHa BiJIMOBIAATILHOTO JIOCHIJHUKA Ta 3MiHA Ha3BU MICIIsl MPOBEACHHS KIIIHIYHOTO BUIPOOYBAHHS:

akagemika M.JI. Crpaxecka» HamioHaibsHOT
akajgemii MeAMYHUX HayK YKpaiHu», BiAJLIT
HEKOPOHAPHUX XBOPOO Ceplis Ta PeBMATOJIOT 1,
M. KuiB

BYJIO CTAJIO
K.M.H. ['apmim O.0. K.M.H. JIeBuenko B.I'.
HepxaBHa yCTaHOBa «Harmionaneuuii | [lepxaBHa yCTaHOBa «HartionaneHu
HAYKOBHM IEHTP «IHCTUTYT Kapaioyorii iMeH1 | HAayKOBHil HEHTp «lHCTUTYT KapaioJyorii,

KJIIHIYHOI Ta pereHepaTuBHOI MEAULIMHH IMEH1
akamemika M.J[. Crpaxecka HarmionaabHOT
akajemii MeIMYHUX HAayK YKpaiHW», BLIILIT
HEKOPOHAPHUX XBOPOO Ceplis Ta PeBMATOJIOrII,

M. Kuis
Howmep Ta nara nakazy MO3 mpo Ne 403 Big 04.05.2016
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS
Hasga kiiniunoro BunpoOyBanss, | «PangomizoBane, mojBiiiHe ciine gociimkenHs, Il ¢da3u, i mopiBHSHHS Tpenapary

KOJ, Bepcis Ta faTta

VYnagauutuni6 (ABT-494) 3 mmane6o Ta 3 aganiMmymaboM, y Mali€HTIB 3 CEPEIHBOTIKKOIO abo
TSKKOIO (pOpMaMM aKTUBHOT'O pEBMATO1IHOTO apTPUTY, 1110 OTPUMYIOTh CTaOLIbHY 0a3HCHY Tepallito
METOTPEKCAaTOM Ta He JOCATIM aJeKBaTHOI BiAMOBiAI Ha Hei», M14-465, 3 iHKOpHOpOBaHUMHU
AnMinictpatuBHuME 3MmiHamu 1, 2, 3 14 ta [TompaBkamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03,
5,6, 7 ta 8 Bix 10 kBiTHs 2023 poky

3asBHHUK, KpaiHa

«E066Bi biobapmacerorikans ['m6X», [lIBelnapis

CrnoHcop, kpaiHa

AbbVie Inc., USA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Ouqexcanap 'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILIE)



Jonmarok 4

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

Honarok 1 Bix 26 uepBHs 2023 poky no bpomypu gociigHuka Ay JOCTIHKYBAaHOTO JIIKApChKOTO
3aco0y Picankizyma0, Bepcii 9 Big 11 TpaBus 2023 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIPOOYBAHHS

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

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«baraToneHTpoBe paHIO0Mi30BaHE TOCHTIKEHHS 3 a3y, 10 TPOBOJAUTHCS Y CIITOMY JIJIs OI[IHIOBaYa
e(heKTUBHOCTI PEKMMI 3 METOI0 BUBYEHHS piCaHKi3ymaly y MOPIBHSHHI 3 YCTeKiHymMaOoMm mpu
JTIKyBaHHI JOPOCIMX MAIi€HTIB i3 XBOpoOo KpoHa cepeHbOBAXKKOTO YW BAXKKOTO CTYICHIO
TSDKKOCTI, Ul SIKMX Tepamis InpenaparaMmy, L0 HPUTHIYYIOTh aKTHBHICTH (DaKTOpy HEKpO3y
MyXJINHU, BUsABHMIAach HeedekrtuBHOO», M20-259, Bepcis 2.0 Big 28 Bepecus 2021 poky;
«bararornieHTpoBe, paHIOMi30BaHe, MOBIiiHE ciine, MIane00-KOHTPOJIbOBaHE S2-TH)KHEBE
BIJIKpUTE TPOJIOBKEHE JOCIIIKEHHS NIATPUMYIOUOi Tepamii A BUBYEHHS €(EKTUBHOCTI Ta
6e3neyHocTi PicankizymalOy y MNami€HTiB 3 BUPa3KOBUM KojiToM», M16-066, iHKoprnopoBaHuit
[TompaBkamu 1, 2, 2.01 (timeku pas Kuraro), 3, 3.01 (tuteku nns Himewuwnw), 4 ta 4.02 (nns
VYkpaiHu Ta npuiIeriux 3aJisHUX KpaiH) i AAMiHICTpaTUBHUMHU 3MiHaMu 1, 2, 3 Ta 4 Big 09 TpaBHA
2022 poky;

«PannomizoBane nmosiiiHe ciine pociikenns 11 gasu, s nopiBHsAHHS npenapary Picankizyma0
3 muanebo y MHaIieHTiB 3 akTUBHUM ncopiaTuuHuM aptputoM (IICA), ski MaioTh B aHaMHe3l
HEa/IeKBaTHY BIJAINOBIAb MNPUHAWMHI Ha OJUH XBOPOOOMOIM(IKYIOUMH MNPOTHPEBMATUUYHUI
npenapar (XMIIPII) a6o ioro nmenepeHocumictsh (KEEPSAKE 1)», M16-011, Bepcis 5.0 Big
01 sucronana 2021 poky

3asBHHUK, KpaiHa

«E066Bi biobapmacerorikans ['m6X», [lIBelnapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. HayasibHuKa PapManeBTUYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 5

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

OHOBIEHUH MPOTOKOJ KIIHIYHOTO nociipkeHHs 20170625, iHKOPHOpOBaHUN OHOBJICHOIO
nonpaBkoro 6, Bixg 12 yepBus 2023 poky; OcnoBHa ¢opma iHdopMoBaHoi 3roau Bepcis 8.0 Bifg
30 yepBHs 2023 poky, yKpaiHChKOI0 MOBOIO; DopMa iHPOPMOBAHO1 3TOIM HA Y4aCTh Y I0IATKOBOMY
JOCITIJIKEHH1 3 KOHTPOJTIO piBHs JiniaiB, Bepcis 8.0 Bix 30 yepBHs 2023 poky, yKpaiHCEKOIO MOBOIO;
[ndopmariitnuii  Oronetensp 11 ydacHukiB gociimkeHHs VESALIUS, 6epesens 2023 p.,
yKpaiHChKOIO MOBOIO; JIMCT mpo mociimkyBanuii npenapat, Bepcist 1.0 Big 23 6epesns 2023 poky,
yKkpaiHCbko0 MOBO0; [llabnmoH nmcTa 3 MOCHITHUIBKOTO LIEHTPY JiKapsM (MOIITOBUN abo
eNIeKTpoHHMI JucT) Bijg 24 Oepe3ns 2023 poky, YKpaiHCBKOIO MOBOIO; 3MEHIIEHHS KUTBKOCTI
JOCTIKYBaHUX B YKpaiHi BiJ monepeaHbo 3amiaHoBanoi 3 550 1o 460 oci0; 3miHa Ha3BU MicCIlb
MIPOBEJICHHS] BUTTPOOYBaHHS:

bYJIO CTAJIO
k.M.H. Kapnienko O.L k.M.H. Kapnienko O.L
KuiBcbka Micbka KkiiHiuHa JikapHs Nel, | KomyHaneHe HekoMmeplliiiHe MimpUEMCTBO
KapJioyioriyde BijaiieHns, M. Kuis «KuiBchbka Mmichka KJiHIYHA JiikapHs Ne 1y

BUKOHaBuOro oprany KuiBcbkoi MichbKoOi panu
(KuiBchkoi MiChKOT AepkaBHOI aAMIHICTpallii),
BIIIEHHA  KJIIHIYHUX  JOCIHLKEHL  Ha
crendonmi, M. Kuis
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IPOJOBXKEHHS A0JaTKa 5

nikap Anekceepa J1.3.

nikap Anekceepa JI.3.

MEIUYHOIL JIOTIOMOTH,
Biaminends, M. Kuis

KapaioJoriyHe

OnekcanapiBcpka KiiHIuHA JikapHa M. KueBa, | KomyHanpHe HEKOMepIiiiHE MiJIpPUEMCTBO

iHpapkTHe BigaineHas Nel, m. Kuis «OnekcaHApiBCbKa  KIIHIYHA  JIKapHSI M.
KueBa» BuxonaByoro oprany KuiBcbkoi
Micbkoi pamu (KuiBchkoi MiICBbKOI JiepKaBHOT
anMiHicTparii), BiJIIJICHHS rOCTPUX
KOpPOHApHHX cTaHiB, M. Kuis

a.M.H, ipod. Kopxx O.M. a.M.H, ipod. Kopxx O.M.

Menuko-caHiTapHa  4acTWHHa  HpuUBaTHOrO | Meauko-caHiTapHa 4yactuHa [IpuBaTtHOTO

aKI[IOHEPHOTO  TOBAapHCTBA  «XapKiBCHKUH | aKI[IOHEPHOTO  TOBAapHCTBA  «XapKiBCHKUI

TPaKTOPHUI 3aBOJI, TepaneBTHYHE | TPAKTOPHUMN 3aBOJIY, TeparneBTUYHE

BIJUTUICHHS, XapKiBCbka MeIWYHA aKajeMmis | BIIIUICHHS, M. XapKiB

MICISIUIIIOMHOT  OCBiTH, Kadenpa 3arajabHOT

NPAKTUKHU - CIMEHHOI METUIIMHHU, M. XapKiB

3aB. BiJl. Pynenko JI.B. 3aB. Bial. Pynenko JI.B.

KuiBcbka Micpka KiiHIYHA JlikapHA mBHAKOI | KoMyHampHe HEKOMEpIiiHE —ITiJIpUEMCTBO

«KuiBcpka MichKa KIIiHIYHA JIKApHS MIBUAKOL
MEIWYHOT JOMOMOTH» BHKOHABUOTO OPTaHy
KuiBcpkoi Micbkoi pagu (KuiBcbkoi MichKOT
Jep’KaBHOI ~ aJMIHICTpalii), KapJi0oJoriuHe
BilIIeHHs (471 XBopuX Ha  iH(DapKT
miokapay), M. Kuis

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 767 Bin 02.04.2020

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«IlomsiitHe ciine, paHIOMI30BaHe, IJIANE00-KOHTPOIHOBaHE, 0AraTOICHTPOBE TOCIHIKEHHS IS
OLIIHKU BIUIUBY €BOJIOKYyMaOy Ha CEepil03Hi ceplieBO-CYAMHHI YCKJIaJHEHHS Y MAII€EHTIB 3 BUCOKHM
PU3UKOM PO3BUTKY CEPIIEBO-CYJAMHHUX 3aXBOPIOBaHb 0O€3 MOIMEPEIHBO MEPEHECEHOro iH(MapKTy
Miokapza abo iHcynbTy», 20170625, iHKOpIOpoBaHUN OHOBIIEHOIO MONPaBKOIO 4, Bif 23 BepecHs

2022 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO IHBECTHUIIIEIO «AVIK’TOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

«AmxeH IHk.» (Amgen Inc.), CIHA

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA

Ouqexkcanap 'PIHEHKO

(i amc)

(Bnacue im’st ITIPI3BULLLE)




JlopaTok 6

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

Bbpomypa Jlocnigauka, Ozempic® (Semaglutide subcutaneous) Project: NN9535, Type 2 Diabetes,
BuganHs 20, ¢inambna Bepcis 1.0 Big 17 mumas 2023 poky, aHriiiicekoro MoBow; Kopotka
XapaKTepUCTHKA Jlikapchkoro 3acody Ozempic Big 03 tpaBHs 2023

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1896 Bix 27.08.2019

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«FLOW — BrumuB ceMarnyTuly B MOPIBHSIHHI 3 Maie00 Ha piBeHb MOTipiieHHs QyHKIIT HUPOK y
XBOPHX Ha LYKpOBHH miaber Tum 2 pa3oM i3 XpOHIYHOIO XBOpoOoro HHUpok», NN9535-4321,
¢dinanpHa Bepceis 4.0, Bix 11 nmucronaga 2020

3asBHUK, KpaiHa

TOB «HoBo Hopaick Ykpainay

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

B.o. HauanbHuka @apMaleBTUYHOIO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jonmarox 7

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

VYkpaina, MK-7339-013, Bepcis 00 Bix 18 mumas 2023 p., yKpaiHCbKOKO MOBOIO, J[OTTOBHEHHS 110
iHpopmanii Ta MOKyMEHTY mpo iH(GOpMOBaHY 3rofy Ui TMali€HTa MiCas MPOrpecyBaHHs
3axBoproBaHHs; Ykpaina, MK-7339-013, Bepcia 00 Big 18 mumus 2023 p., pociiicbkor0 MOBOIO,
JlonoBHeHHsT 110 iHGoOpMamii Ta JOKYMEHTY Npo iH(GOPMOBaHY 3rofy Mjs MAaIlieHTa IMiCis
MPOTrpEeCyBaHHsI 3aXBOPIOBAHHS

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 80 Bix 19.01.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, MojBiiiHE ciine, Tuianedo-KoHTpodaboBaHe nociimkeHHs III ¢a3u mns omiHkm
neMOpoutizymady (MK-3475) y moeiHaHHI 3 CYITyTHBOIO XiMIOTIPOMEHEBOIO TEPAITI€I0 3 MOJATBITUM
BBEJICHHAM IeMOpoiizymaly 3 onamapubom (MK-7339) ab6o Ge3 HbOro y MOpPIBHSIHHI JIMIIE 3
CYIyTHBOIO  XIMIOTIPOMEHEBOIO TEpari€l0 B yYaCHUKIB 3 HEM[OJIaBHO J1arHOCTOBAHUM
JIOKAJIi30BaHUM JpiOHOKIITHHHUM pakoM JereHiB (JIZIPJI)», MK-7339-013, 3 iHKOprnopoBaHOIO
nonpaskoro 04 Bix 12 BepecHs 2022 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexxeHoo BianosiganpHicTIO «MCJI Ykpaina»

CnoHcop, kpaiHa

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

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st ITIPI3BUILIE)



JlonaTok 8

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

BUIIPOOYBaHb»
29.08.2023 No 1542
InenTudikaris cyrTeBoi monpaBky | 3MiHa Ha3BU MICLS IPOBEJCHHS BUIPOOYBaHHS:
BYJIO CTAJIO
nikap Pimko S1.D. nikap Pimko S1.D.
3akapnarcbka o0acHa KiIiHIYHA JIiKapHs iMeHi | KomyHanmpHe HEKOMepIiifHe —IiJIpHEMCTBO
AHpis Hogaka, racTpOCHTEpOJIoOTiyHe | «3aKaprnarcbka oO0JlacHa KIIIHIYHA JIIKapHS
BIJUTUICHHS, M. Y KrOpoJI imeni  Anxapis  Homaka»  3akapmarcbkoi
obnacHoi panu, racTpOCHTEPOJIOTIUHE
BIJUTUICHHS, M. YKropoJ

Howmep ta nata nakazy MO3 mpo
MIPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3Ba kuiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta jara

«PannomizoBaHe, moOJBIHHE ciine, MJIae00-KOHTPOJIbOBAaHE Ta 3 AKTUBHUM KOHTPOJIEM,
0araToleHTpOBE JOCIIKEHHS (Ga3u 2/3, 1110 MPOBOAUTHLCS Y HapaleldbHUX IpyHax 3 METOIO OLIHKU
e(eKTUBHOCTI Ta 0€3MeUHOCTI ryceiabkymMaly y naiieHTiB i3 xBopoOoro KpoHa B akTuBHiH (hasi Bij
CEepeIHbOro 10 BaxXKoro crymnens TsxkocTiy, CNTO1959CRD3001, 3 nompaskoro 5 Bijx 12 nunHs
2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpainay

CnoHcop, kpaiHa

Janssen Pharmaceutica NV, Belgium / Sluccen @apmaneBtrka HB, benbris

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouqexcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILIE)



JlonmaTok 9

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

OHOBIEHUH TPOTOKOJN KIHIYHOTO IOCHIDKeHHs 3 mompaBkoro 08, Bepcis 1 Bim 19 dyepBHS
2023 poky, aHrfiiicbkor0 MoBo10; OcHOBHA iH(OpMaIis PO JOCTIKeHHs Ta popma iHPOpMOBaHOT
3roau, Bepcis 10 Bix 28 uepBHs 2023p., aHrmiiickkor0 MoBoro; [Hhopmartis as namienta i popma
iHpopmoBanoi 3roam, Bepcis st Ykpainm Ne9 Bing 14 mumus 2023p. (Ha ocHoBi OCHOBHOI
iHdopmartii nmpo mocmimkenHs ta Gopmu iHGopmoBaHoi 3roau, Bepcis 10 Bix 28 uepHsa 2023p.),
YKPaTHCHKOO Ta POCIHCHKOI0 MOBAaMHU

Howmep ta nata nakazy MO3 mpo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBAHHS

Ne 2487 Bin 17.12.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJ1, Bepcis Ta Jara

«J10BrocTpoKOBE pO3MIMPEHE JOCHIHPKCHHS 3 OIIIHKKM O€3MeKH Ta ePEKTUBHOCTI Ipermapary
SAR442168 y y4acHUKIB JOCIIPKEHHS 3 PEUUANBYIOUUM PO3CISIHUM ckiepozom», LTS16004, 3
nonpaskoro 07, Bepcis 1 Big 12 rpyans 2022 poky

3asiBHUK, KpaiHa

TOB «Canogi-ABeHTic YKpaiHay

Cnoncop, kpaiHa

Genzyme Corporation, USA ([Ixxen3aiim Kopropeiin, CIITA)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jonatok 10

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

bpomypa nmocmimamka mocmimkyBaHoro Jikapcekoro 3aco0y JDKMCEJIEKA® (JYSELECA®)
(®Pinrortini6 (GS-6034)), Bunanus 18 Big 12 uepsHst 2023 poKy aHTIIHCEKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIPOOYBAHHS

Ne 423 Bin 12.04.2017
Ne 211 Binm 07.02.2018

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«J10BrocTpoKOBe MOJOBKEHE IOCIIHKCHHS IS OILIHKK Oe3reku (inroTiHiOy y MaIi€eHTiB i3
xBopoboro Kponay, GS-US-419-3896, 3 iHKOpIIOpOBaHOK ToOmMpaBKow 9 Bix 23 mucTomana
2022 poky;

«Pangomi3zoBaHe, MOABIMHO-CIIINE, IUIANe00-KOHTPOJIBLOBAHE MIOCIIDKEHHS ¢da3u 2 s OIIHKH
TECTUKYJSAPHOI Oe3rmeyHocTi (QuUIroTiHiOy B JOPOCITUX UOJIOBIKIB 13 AKTUBHUMH 3arajibHUMU
3aXBOPIOBAHHSIMH KHUIIIKIBHUKA BiJI TOMIPHOTO J0 BaXKOTO CTYIEHIO TshKKOCTI», GS-US-418-4279,
nonpaBka 6 Big 09 BepecHs 2022 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIJIAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVUHIMENTC YKPATHA» (TOB «®PA YKPATHA)

CnoHcop, KpaiHa

Galapagos NV, benbris

B.o. HauanbHuka @apMaleBTUYHOIO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 11

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

OnoBneni posznimm  S.2 MANUFACTURE, S.4 CONTROL OF DRUG SUBSTANCE,
S.7 STABILITY JMocwke nocnimkyBaHoro Jikapcbkoro 3aco0y MK-8189, sepcis 08CNGM Bix
26 mumas 2023 poky, aHTIIIHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 422 Bin 10.03.2021

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBane, nojBiitHe-ciine, 3 mianedo Ta aKTUBHUM KOHTPOJIEM JIIKyBaHHs A0oCTikeHHs 2b
¢da3u edpextuBHOCTI Ta Ge3neunocti MK-8189 y mamieHTIB 3 TOCTpUM emizoqoM mu30(peHii,
MK-8189-008, 3 inkopnopoBanoto nonpaskoro 04 Big 16 mucronana 2022 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMekeHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHcop, KpaiHa

TOB Mepk lllapn enn Hoym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHuka @apMaleBTUYHOIO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



JlonaTok 12

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542
InenTudikaris cyrTeBoi monpaBky | 3MiHa Ha3B MICLlb IPOBEJCHHS BUIPOOYBaHHS:
BYJIO CTAJIO

a.M.H., mpod. Kpsuox 1. A. I.M.H., mpod. Kpsuok 1. A.
HamionaneHuii  IHCTHTYT pakKy, HaykoBo- | JlepkaBHE  HEKOMEpLiHHE  IiIIPUEMCTBO
IOCIIIHE BIJIIIJIEHHS ximiorepanii | «HamioHanbHMI 1HCTUTYT paKy», HayKOBO-
reMo0acTo3iB  Ta aJ’IOBAaHTHUX METOJIB | AOCIHIiTHE BiJ/IIJICHHS ximioTepamii
JTIKyBaHHS, BIJIUICHHS OHKOT€MaToJiorii 3 | reMo0yiacTo3iB  Ta a7 IOBAaHTHUX METOIB
CEKTOPOM aJ’FOBAaHTHHUX METOMIB JIKyBaHHS, | JIIKyBaHHS, BIJTUICHHS OHKOI€MaToJ]orii 3

M. Kuis

CEKTOpPOM aJ'TOBAaHTHUX METOMIB JiKyBaHHS,
M. Kuis

nikap Horaesa JI.I.

KomyHanpHe HeKoMepIliiiHE MIJIPUEMCTBO
«Hepkacbkui oOacHui OHKOJIOTTYHHH
qucnaicep  Yepkacbkoi  oOsacHOI  paau»,
Oo6nacHuit JIKYyBaJIbHO-/11aTHOCTUYHHHA

reMaToJIOTTYHH IIeHTp, M. Uepkacu

nikap Horaesa JI.I.

KoMmyHanpHe HeKoMepIiiiHE MiJIPUEMCTBO
«KIiHIYHUR [EHTp OHKOJIOTi{, TeMaToNOoTii
TPAHCIUJIAHTOJIOT1] Ta TaJTIaTUBHOW JIOMOMOTH
Yepkacbkoi obmacHoi pagu», OOnacHui
JTKYBaJIbHO-A1arHOCTUYHUN ~ T€MaTOJIOTIYHUHN
LEeHTp, M. Yepkacu

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1070 Bix 14.05.2019

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«docmikeHns ¢a3u 3 3 OLIHKM 3acTOCYBaHHs 10pyTuHIOa B KOMOiHAIii 3 BEHETOKJIAKCOM Y
MarieHTiB 3 MaHTiHOKIITHHHOI JiMpomoro (MKIT)», PCYC-1143-CA, 3 iHKOpPIIOpPOBAaHOIO

nonpaskoio 4 Bijx 16 Bepecust 2022 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3eMHOIO IHBECTHUIIIEIO «AVIK’TOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

Pharmacyclics LLC, CIIIA (BxoauTh B rpyny Kommnasii «AbbViey)

B.o. HayaabHNKa PapManeBTUYHOI0 YIIPABJIiHHA

Oaexcanap 'PINEHKO

(migmmc)

(Bnacue im’s [TIPI3BUILIE)




JonaTok 13

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

BUIIPOOYBaHb»
29.08.2023 No 1542
InenTudikariis cyrTeBoi monpaBku | 3MiHa MICISl IPOBEACHHSI KJIIHIYHOTO BUIPOOYBaHHS:
BYJIO CTAJIO
nikap 3axaposa JLIL. nikap 3axaposa JLIL.
KomyHanpHe HeKoMepIliiiHe mignpueMcTBo | JlepkaBHa YCTaHOBA «YKpaiHCbKHI
«Micbka KJIIHIYHA JKapHS Nel6» | nep>kaBHMIT ~ HAYKOBO-JOCHITHUN  1HCTUTYT
JIHINPOBCHKOI MICBKOI pajy, HEBPOJIOTIYHE | MEAMKO-COI[IAIbBHUX TpoOJieM  1HBaIITHOCTI

BiieHHss, ToBapucTBO 3  OOMEXKEHOIO
BIJIMOBIAANBHICTIO «/[HIMPOBCHKUN MeIMYHUI
IHCTUTYT  TpaAMIiNHOI 1 HeTpaauliiHOT
MEAWIMHIY, Kadeapa BHYTPIIIHEOT METUITUHH
3 KypcoM MNpOQUIAKTHYHUX  JUCIHILIIH,
M. JIHimpo

MiHicTepcTBa OXOpOHU 3J0pPOB’S YKpaiHmy,
HEBPOJIOTIYHE eKCrepTHO-peabiiTariiine
BiaiIeHH A, M. JIHIpO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1360 Bix 10.06.2020

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta Jara

«Bigkpure mnpomomkenHs gocmikeHHS ARGX-113-1802 gt BHBYEHHS JIOBrOCTPOKOBOI
0e31meyHoCTi, nepeHocuMocTi Ta eekTuBHOCTI npenapatry Edrapririmon PH20 ans mixmxkipHoro
BBEJICHHS Yy MAllI€HTIB 13 XPOHIYHOIO 3alajibHOIO JeMieliHI3ylouoto noniHeponariero (X3AIT)»,
ARGX-113-1902, Bepcis 6.0 Big 28 BepecHst 2022 poky

3asBHUK, KpaiHa

ToapuctBo 3 OOwmexenoro BinnmosinansHicTio «KoHTpakTHO-Jlocmigauipka Opranizaris
IaHOpapM-Ykpainay

CnoHcop, kpaiHa

argenx BVBA, Belgium/ apukenkc BBBA, benbris

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Ouqexcanap 'PIHEHKO

(migmc) (Bnacue im’s [TIPI3BUILIE)



Jomarox 14

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

HNonarok 1 no Indopmarii ays namienta ta popmu iHhopmoBaHoi 3roau, Bepcis 1.0 ais Ykpainu,
aHIITIHCHKOI0 MOBOIO, Bix 25 kBiTHA 2023 p.; Jonartok 1 no Indopmarii ans namienTa ta popmu
iHdopmoBanoi 3roau, Bepcia 1.0 mist Ykpainu, ykpaiHCbKOIO MOBOIO, Bin 25 kBiTHs 2023 p.;
Honarox 1 no Indopmarnii muis mamienta ta popmu inpopmoBanoi 3roau, Bepcis 1.0 s Ykpainuy,
POCIHCBEKOI0 MOBOIO, Bifl 25 kBiTHS 2023 p.

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 3059 Bix 29.12.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, TMOABIWHE cCline IUIAe00-KOHTPOJILOBAHE  JIOCHIDKEHHS IS OIIHKH
epeKTUBHOCTI, Oe3neuHocTi Ta nepeHocumocTi npemnapary Edrapririmon PH20 mnst migmkipHOTO
BBEJICHHS y JOPOCTHUX MAIliEHTIB 3 MyXUPUYATKOO (3BUYaliHOI0 a60 nuctonoaionow) (ADDRESS)»,
ARGX-113-1904, Bepcis 4.0 Bix 09 uepBHs 2022 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BinnosiganeHicTio «KoHTpakTHO-Jlocmignuneka Oprasizaiis
IHHOQapM-YKpaiHa»

CnoHcop, KpaiHa

apjuxeHkc bB, benbris / argenx BV, Belgium

B.o. HauanbHuka @apMaleBTUYHOIO YNIPABJIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 15

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

[TonoBxeHHS TPUBAIOCTI KJIIHIYHOTO JOCIiKeHHS B YKpaini 10 30 tpaBHs 2024 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 403 Binx 04.05.2016

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Bigkpure nocmimxkeHHs (a3zu 3b s OLIHKK JOBTOCTPOKOBOI Oe3MedHOCTI Ta €(hEeKTUBHOCTI
BEAOMI3yMady MJsl MiJMIKIPHOTO BBEJACHHS Y MAI[iEHTIB 3 BHUPA3KOBHM KOJIITOM Ta XBOPOOOIO
Kpona», MLNO0002SC-3030, inkopriopoanuii nornpabkoro 10 Bix 20 sxoBTHs 2020 poky

3asBHUK, KpaiHa

[TinnmpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK'TOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

«Takemna JleBenonment Centep FOpon Jlta.» (Takeda Development Centre Europe Ltd.),
CrnionydeHe KOpoJIiBCTBO

B.o. HavyaabHnKa PapManeBTHYHOIO YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlonaTok 16

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

OHOBJEHUH  TPOTOKOJ  KJIiHIYHOrO  BuUmpoOyBaHHs  M14-533 3 iHKOpPIIOPOBaHWMH
AnmiHicTpatuBHUMU 3MiHamu 1, 3, 5, 6, 7, 8 (timeku s Kanamn), 9, 101 11 (tineku s [osbin)
ta [TormpaBkamu 0.01, 1, 2, 3,4, 5, 6, 7, 7.02 (tineku jist Himeuuwnnn), 7.03 (tineku muist Kopei) ta
8 Bixm 28 mororo 2023 poky; ladopmaris s namieHTa Ta iHGOpMOBaHa 3roja Ha y4yacTb Y
HayKOBOMY HociipkeHHi, Bepeis 12.0 ana Ykpainu Bix 11 tpaBust 2023 poky, YKpaiHCBKOIO Ta
pociiicbkoro MoBamu; ®opma iH(HOPMOBaHOT 3roM HA Y4acTh y HEOOOB’SI3KOBOMY JOCIIJIKEHHI
(3roga Ha ydvacTh y HEOOOB’S3KOBOMY JAOCHiKeHHi), Bepcis 1.0 anms Ykpainu Big 5 depBHA
2023 poky, YyKpaiHCBKOIO Ta pociiicbkoio MoBamu;, Jlomatok mo I[ndopmoBanoi 3romgm ams
MPOJIOBXKEHHS JIIKyBaHHS ydacHUKIB BunpoOyBaHHS ([IpogoBkeHHS pO3MIMPEHOI YacTUHU
mikyBanHs), Bepcis 1.0 ans Ykpaiam Bim 05 yepBHs 2023 poky, YKpaiHCBKOIO Ta POCIHCHKOIO
MoBamy; [Hopmariiina kapTka namieHTa ans Ykpainu, Bepcis 5.0 Big 23 yepBHsa 2023 poky,
YKpaiHCHKOIO Ta pociiicbkoro MoBamu; JI0BIIHUK 3 KOPUCTYBaHHS NpUCTpoeM eDiary it ydyacHUKIB
nocmipkeHHss M14-533 (A-1004-0172)), Bepcia 3 Bix 10 TpaBHs 2023 poky, yKpaiHCBKOIO Ta
POCIHCBKOI0 MOBaMU; 3pa30K MapKyBaHHS JOCHIIKYBAHOTO JIKApCHKOTO 3aco0y YmananutuHio
(ABT-494) 15 mr a6o 30 mr, TabieTku, BKPUTI IUTIBKOBOIO 00010HKOI0, 100 TabneTok, Bepcis Bif
06 6epesns 2023 poky, yKpaiHCHKOIO MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 490 Bin 05.05.2017

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta faTa

«baratouienTpoBe, TpuBasie momoBxkeHe gochimkeHHs Il ¢asm 3 ominkum Oe3nmedyHOCTI Ta
edextuBHOCTI YmnanauutuHiOy (ABT-494) y marieHtiB 3 BHpa3koBuM KoiiTom», M14-533, 3
IHKOPIIOPOBaHUMHU AJMIHICTpaTUBHUMU 3MiHamu 1, 3, 5, 6, 7, 8 (Tuibku ans Kanamm), 9 1 10 Ta
[Tonpaskamu 0.01, 1,2, 3,4, 5, 6 ta 7 Bin 30 6epe3ns 2022 poky

3asBHHUK, KpaiHa

«E066Bi biobapmacerorikans ['m6X», [lIBelnapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. HauaibHuKka PapMaleBTUYHOT0 YIPABJIiHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’s [TIPI3BUILIE)



Jomatok 17

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

OHoBeHUH TTPOTOKOJ KiIiHIYHOTO BUpoOyBaHHsS ABX464-108, octatouna Bepcisa 4.0, 6 yepBHs
2023, anrmiiicbkoro MoBOI0; CTHUCIUI BUKIIQJ OHOBJIEHOTO MPOTOKOJY KIIHIYHOTO BUIIPOOYBAHHS
ABX464-108, ocratouna Bepcis 4.0, 6 uepBusa 2023, ykpalHChbKOIO MOBOIO; bporrypa gociiaHuka
O6edaszimon (ABX464), sumanns 9.0, 26 ciuns 2023, anrmiiicekoro MOBO; IHopmamiitamii
TUCTOK mamieHta ta ¢opma 3roau, Bepcis 4.0 Big 15 ugepBus 2023, yKpailHCHKOIO MOBOIO ISt
VYkpainu (ABX464-108_PIS/ICF — Ukrainian, UA — V4.0 —15-JUN-2023); 3roaa Ha mojaajibliie
JOCTIKEeHHsT 3a YyMOBHU BariTHocTi, Bepcis 3.0 Big 13 yepBus 2023, ykpaiHChKOIO MOBOIO IS
VYkpainn (ABX464-108_Pregnancy FU ICF — Ukrainian, UA_V3.0_ 13-JUN-2023 (previously
“Pregnant Partner ICF”)); [locke gocaimkyBaHoro Jikapcbkoro 3acooy ABX464, sepcis 11.3.1 Bix
17 tpaBus 2023 poky, anrmificekoro Mool (INVESTIGATIONAL MEDICINAL PRODUCT
DOSSIER (IMPD) — QUALITY_ COMPOUND ABX464 EDITION No. 11.3.1_ RELEASE
DATE 17/05/2023)

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 254 Bin 08.02.2022

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«[lomanpiie BIAKpUTE TOCIIKEHHS (a3u 2 AJis OL[IHKU JOBTOTPUBAJIOro NMpodiito Oe3MeUHOCT] Ta
epexTuBHOCTI mpenapaty ABX464 npu 3acTocyBaHHI y 71031 25 MI' 0/1MH pa3 Ha JIeHb NalllEHTaMH 13
aKTUBHUM BHUPA3KOBHM KOJITOM CEPETHBOTO Ta THKKOTO cTymeHro», ABX464-108, ocrarouna
Bepeid 3.0, 13 nunus 2022

3asBHHUK, KpaiHa

«Ckoyn Iarepuemnn Al'y, Himeuunna

CnoHcop, KpaiHa

ABIVAX, ®paniis

B.o. HayasibHuKka PapManeBTUYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)



JlonaTok 18

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

BUIIPOOYBaHb»
29.08.2023 Ne 1542

Inentudikariisi CyTTe€BOI MOMPaBKU

JonoBHenHst (7.1) mo mpotokony kimiHiYHOTO pociimkeHHs ISF-MC-GPGN Big 22 TpaBHA
2023 poky, aHriiicbko MoBo0; [H(opmarltis 11t nanienTa gocuipkeHHs ta @opma [npopmoBanoi
3roAM Ha y4acTb Yy JOJAaTKOBOMY JIOCHIPKEHHI MO MAia0eTHuHid peTuHomartii, Bepcis Ne2.0
yKpaiHChKOI0 MOBOIO Bif 06 s 2023 poky; [ndopmartis ans namienTta gociimkeHHs Ta @opma
[ndopmoBaHOi 3roau Ha y4acTh y JOJATKOBOMY MOCIIHKEHHI MO Mia0eTUYHil peTuHonarii, Bepcist
Ne2.0 pociiicbkoro MoBoto Bix 06 nmmHs 2023 poky

Howmep ta nata nakazy MO3 mpo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBAHHS

Ne 700 Bix 24.03.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJ1, Bepcis Ta Jara

«locmikeHHss BIUIMBY mpemapary Tip3emariq B MOpiBHAHHI 3 mpenapatoMm Jlymarmytun Ha
PO3BUTOK 3HAYHHUX HECHPUATIMBUX CEPLEBO-CYAMHHUX IMOMAINA y MAaIEHTIB 3 IIYKPOBUM AiabeToM
2 tunty (SURPASS-CVOT)», 1I8F-MC-GPGN, 3 inkopriopoBaHoro mnonpaskoro (d) Big 14 rpymHs
2021 poky

3asiBHUK, KpaiHa

«Eni Jlinni Boctok CAy, llBeitapis

CnoHcop, KpaiHa

Eumi Jliuni enn Kommani, CHIA / Eli Lilly and Company, USA

B.o. HauanbHuka @apMaleBTUYHOIO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



