Hoparok 1

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

OnHoBnieHui TIPOTOKOJ 3 momnpaBkow 6 Bixg 01 rpyans 2021 poky aHIJiMCHKOIO MOBOR; 3MiHa
HaliMeHyBaHHSI Ta KOHTakKTHUX fJaHux CrioHcopa [y KiaiHiyHoro BumpoOyBaHHs Vedolizumab-
2005 3 Takega JdeBenonmeHnt CeHtep FOpomn JIty., CrionyueHe KoponiBctBo (Takeda Development
Centre Europe, Ltd., United Kingdom) na Takezna /leBenonmeHnt CeHntep Amepikac, IHk., CILIA
(Takeda Development Center Americas, Inc., USA):

bYJIO

CTAJIO

Takena [esenornvent Cenrep HOpon, JIta,.,
Crnionyyene KoponiscTBo (Takeda
Development Centre FEurope, Ltd., United
Kingdom)

I1. I. b. koHTakTHOI 0Cco6M: Promise Lawrence
Micrie3HaX0/pKeHHsI FOPUIUYHOI 0coOu/Micte
MIPO’KMBaHHS (i3nuHOI 0cobu:

61 Aldwych, London WC2B 4AE, CnonyueHe
KoponiscTtBo

KonTakTHuii Tenedon: +1 617 444 2326

Takena lesesioriMeHT CeHTep AMepikac, IHK.,
CIIIA (Takeda Development Center Americas,
Inc., USA)

I1. I. b. koHTaKkTHOI 0CcO6U: Xiaobo Bai
Miciie3Haxo/pKeHHSsT FOpUAUYHOI ocobu/miciie
npoxuBaHHs  (i3uuyHOi ocobu: 95 Hayden
Avenue, Lexington MA 02421, CIIIA
KonrakTHuii TeniepoH: - (267) 994-8619
AJipeca eJIeKTPOHHOI MOLLTH:
bo.bai@takeda.com.

AJipeca eIeKTpOHHOI IOLLTH:
Promise.L.awrence@takeda.com.

Indopmariiinuii 1vcToK i popma iHpopmoBaHoOi 3roau AJs AiTel BikoM 4-6 pokiB, Bepcis 5.0 Bif,
18 tpaBHs 2022 poKy yKpaiHCHKOKO Ta POCiMCbKOK MoOBamH; IHdopmaliiiHuii 1UCTOK i dopma
indbopmoBaHoi 3rogu Ans gitedt Bikom 7-11 pokiB, Bepcis 5.0 Big 18 TpaBHs 2022 poky
YKpaiHCBKOI Ta POCiKMCbKOK MoBaMu; IH(hopMalliiiHui TMCTOK i opMa iHdhopmoBaHOI 3roau AJist
niterd BikoM  12-13 pokiB, Bepcisi 6.0 Bix 18 TpaBHs 2022 poKy yKpaiHCBKOK Ta POCIMCBKOIO
MoBaMy; [H@opMariiiHuii UCTOK i hopMa iHpopMOBaHOI 3roau AJis fiTel BikoMm 14-17 pokiB,
Bepcig 6.0 Big 18 TpaBHsa 2022 poky yKpalHCBbKOIO Ta pOCilicbKoro MoBamy; [H(opmarjiiiHuii
MUCTOK i QopMa iHpopmoBaHOI 3rogu Anis Aopociux, Bepcis 6.0 Big 18 TpaBHsi 2022 poky
yKpaiHCbKOI0 Ta pocilickkoro MoBamy; IHdopmariiiiHuii nuctok i ¢opma iHdpopmoBaHOI 3roau
0aTbKiB Ha y4acThb




2 MPOJOBXKeHHA fojartka 1

JWTUHU B JOC/iKeHHi, Bepcisg 6.0 Bixg 18 TpaBHs 2022 pOKy yKpaiHCHKOKO Ta POCIHCHKOIO
MoBamy; OHOB/IeHMI 3pa30K MapKyBaHHS BHYTPILIHBOI YIMAaKOBKU /sl JOC/iI)KyBaHOTO
nikapcbKoro 3acoby Bemonizymab ass in ek (Vedolizumab IV), 300 mr/ammyna, Big 12 KBiTHS
2022 pokKy, YKpaiHCbKOIO MOBOW; OHOB/EeHHM 3pa30K MapKyBaHHSI 30BHILLIHBOI YMaKOBKW s
JIOC/TiKYBaHOTO JIiKapchbkoro 3acoby Bepgosnisymab paisa v ekuiii (Vedolizumab 1V), 300
Mr/amiysa, Bif 12 kBiTHa 2022 poKy, yKpaiHCbKOI0 MOBOO

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

Ne 84 Bif 17.01.2018

Ha3Ba k/iHiuHOTO BUTIPOOYBaHHS,
KO/, BepCisi Ta ara

«[TomoBskeHe mocmimkeHHst dasu 2b [y BUBUEHHSI JOBrOCTPOKOBOI Oe3MevHOCTi BeZomizyMaldy
MpY BHYTPIIIIHLOBEHHOMY BBe/IeHHI B TALli€HTIB AUTSYOrO BiKy 3 BHMPa3KOBUM KOJiTOM abo
XBOPO0OOIO KpoHa.
[HoBroctpokoBa 0Oe3reyHicTh Befosi3yMaby TIpM BHYTPIilIHBOBEHHOMY BBeJIeHHi B Tal[ieHTiB
JUTSYOTO BiKy 3 BUPa3KOBHM KOJIiTOM abo xBopoboro Kpona», Vedolizumab-2005, 3 monpaBkoro
05 Big 24 cepniHs 2018 poky

3asaBHUK, KpaiHa

TOBAPMICTBO 3 OBMEXEHOIO BIJTIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPYU
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Takegna [leBenornmeHTt Centep FOpon JIta., CionyueHe KoposiscrBo (Takeda Development Centre
Europe, Ltd., United Kingdom)

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaBJ/IiHHSA Tapac JISICKOBCHKU

(migrc) (Bnacue im’s TTIPI3BUILIE)




HopmaTok 2

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ S
Ykpainu «IIpo 3aTBepaKeHHsI CYTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

3.05.2023 Ne 831

InenTudikallis CyTTEBOI MOMPaBKU

OnoBneHHst /locke mOC/i/PKyBaHOTO Jiikapcbkoro 3acody MK-1308A, Bepcis 0883CX, Bif,
02 Gepe3nst 2023 p., aHT/TMCEKOI0 MOBOIO; I[10ZOBXKEeHHSI TepMiHy MPUAATHOCTI ZOCTiPKyBaHOTO
nmikapcekoro — 3acoby  MK-1308A  (MK-1308/MK-3475)  CTepwibHWM ~ PO3UMH  [ijIs
BHYTPILIHBOBEHHOI iH(Yy3ii, 1.43/22.86 mr/mn 3 24 micswiB 0 36 MiCALIB y 3B 43Ky 3 OHOBJIEHHSIM
JaHUX o0 cTabinbHOCTi; YKpaina, MK-6482-012, [lonoBHeHHs1 Ao [Hdopmarii Ta JoKymeHTY
npo iHdopMoBaHy 3rofly [/ Malli€eHTa y BUMAa/JKy NporpecyBaHHs 3axBOprOBaHHs, Bepcisi 01 Bif
20 Oepesnsi 2023 p. yKpaiHCBKOH MOBOI; 3MiHa Ha3BU MiClld TPOBEJIEHHS K/IiHiUHOTO
BUITPOOYBaHHS:

bYJO CTAJIO

I.M.H., npod. Ctycs B.II. I.M.H., npod. Ctycs B.I1.

KomyHanbHe nignprueMcTBo | KomyHanbHe i ATIPUEMCTBO
«/JHIrponeTpoBCbKa obmnacHa KJIiHIUHa | «/JHirporneTpoBcbka obsiacHa KJIIHIYHa
JIiKapHs M. LI MeuHuKOBa» | JiKapHs M. LI MeuHuKOBa»
[HirporeTpoBChKOL obnacHoi pazau», | JHINponeTpoBChHKOI o6sacHoi panu»,
BiaggineHHs yposorii Ne2 (oHKojoriuHe), | BiggineHHss yposorii Ne2 (OHKO/OriyHe),
[HInpoBChKUiA Jlep>KaBHUM MeJUuHWM | [THINpOBCHKUIA Jlep>KaBHUMN MeJUUHUN
yHiBepcuTeT, Kade/pa ypoJiorii, M. [JHinpo | yHiBepcuteT, Kadenpa xipyprii Nel Ta

ypoJorii, M. JTHinpo

Howmep Ta fata Hakasy MO3 1ipo
TNpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«Bigkpure, panzomizoBaHe pociimpkeHHs III da3u ans oiiHKKM edeKTUBHOCTI Ta 6Ge3meuHoCTi
nembponizymadby (MK-3475) y kombiHariii 3 6en3ytudanom (MK-6482) Ta nenBatunibom (MK-
7902), abo MK-1308A y kom0iHaLii 3 JeHBaTMHIOOM TMOpIBHSHO 3 TieMOpoJsi3ymabom i
neHBaTMHIOOM B sIKOCTi mTepmioi JiiHIT Tepamii [ yuYaCHUKIB 3  PO3MOBCIOPKEHOIO
CBITJIOK/IITUHHOIO HUPKOBO-K/IITUHHOK ~ KapuuHOMO», MK-6482-012, 3 iHKOpIiopoBaHOO
rorpaBkoro 04 Bij 12 BepecHs 2022 poky




TIPO/JIOB)KEHHS [jo/laTKa 2

3asiBHUK, KpaiHa

ToBaprcTBO 3 06MeXXeHOI0 BifnoBifampHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

HauvanbHuk ®apmaineBTHUHOI0 yNpaB/IiHHSA

Tapac JISICKOBCHKUM

(miggmuc)

(Bnache im’st TIPI3BUILIE)




HonaTok 3

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

HoBa Bepcis [locke pocmimkyBaHoro mikapcebkoro 3aco0y (IMPD) ass JloHarercomartporiiHy,
Bepcisa 6.0, Big 12 rpyans 2022 p., aHI/IiNCBKOK MOBOMO; HOBa Bepcist bpouypu pocnignvka (IB)
nnsi Jlonanercomarporniny, Bepcis 10.0, Bix 06 rpyans 2022 p., aHI/IiMCBKOIO MOBOIO;
ImenTudikariitina KapTka cy0'ekta, Bepcis 3.0, Big 27 >xoBTHS 2022, aHIJIIHCHKOIO MOBOIO; BEpCist
3.0_UA, Big 28 mucromnaga 2022, ykpaiHcbkoro MoBORO; Bepcis 3.0_UA, Big 28 mucronaga 2022,
POCiMCHKOI MOBOO

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

Ne 1012 Bif 24.05.2021

Ha3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[j, BepCid Ta jara

«foresiGHt:  BaraTtoijeHTpoBe, paHJOMi30BaHe, 3 TapajeJbHUMU Tpyrnamd, Tuiaiebo-
KOHTPOJIbOBaHe (TIO/BiMiHE (CJiiMe) Ta AaKTMBHO-KOHTPOJIbOBaHe (BiJKpWTEe) AOC/TiIKeHHS
edeKTUBHOCTI Ta Oe3MeKku IOTHKHEBOTO 3aCTOCYBAaHHSI JIOHAlercoMaTpOIliHa B TIOPiBHSIHHI 3
riarie6o, a TakKo)K B TIOPiBHSIHHI 3 COMATOTPOITIIHOM II[O/IGHHOTO 3aCTOCYBaHHSI Y JOPOC/HX 3
JeilTuTOM rOpPMOHY POCTY.», TCH-306, Bepcis 4.0, Big 02 yepBHs 2022 p.

3asiBHUK, KpaiHa

Axuiensciops JITa., YropiHa

CrioHcop, KpaiHa

Acuenpic ®apma Enpokpinonomxu HdiBixxH A/C, [Janis (Ascendis Pharma Endocrinology Division
A/S, Denmark)

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTIPI3BUIIIE)



HopnaTok 4

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

Hocwe pocmimpkyBaHoro Jiikapcbkoro 3acoby (IMPD) asist JlonamercomatporiiHy, Bepcis 6.0, Bia
12 rpymns 2022 p., aHraificekkoro MoBowo; HoBa Bepcisi Bbpoinypu pocnignuka (IB) s
JlonanercomaTtpomniny, Bepcisi 10.0, Big 06 rpyans 2022 p., aHrniicbkoro MoBo1o; IneHTudikariiiiHa
KapTka cy0'ekta, Bepcis 2.0, Big 27 »xoBTHs 2022, aHrmilicbkoro MoBoro; Bepcis 2.0_UA, Bix
28 nucronaza 2022, ykpaiHcbkoro MoBoto; Bepcisi 2.0_UA, Bix 28 nmucrtonaza 2022, pociiicbkoro
MOBOIO

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

Ne 749 Bip 04.05.2022

Ha3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[j, BepCid Ta jara

«bararorieHTpoBe, BiJKpUTe, MOAOBXeHe AOCTiIPKeHHS [i/Is1 OL[iHKU [JOBrOTPUBAJIOl e()eKTUBHOCTI
Ta Oe3rieku JloHariercomaTporiiHy y fopowiux marieHTtiB 3 [edigurom I'opmony Pocty»,
TCH-306EXT, Bepcis 5.0 Bifg 16 uepBHsi 2022

3asiBHUK, KpaiHa

Axniensciops JITa., YropiHa

CrioHcop, KpaiHa

Acuenpic @apma Enpokpinonomxu [iixka A/C (Ascendis Pharma Endocrinology Division A/S),
JaHist

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHhKUM

(mignuc) (Bnacse im’st TTPI3BUIIE)



Hopatok 5

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[,0pPOB’S
Ykpainu «IIpo 3aTBep/KeHHs CyTTEBUX
TI0IIPaBOK /10 NMPOTOKOJIIB K/IIHIUHHX
BUTIPOOYBaHb»

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MOMpPaBKU

3MiHa Ha3B Miclb MPOBeJeHHsI KJIiHIYHOTO BHUITPOOyBaHHS (B 3B’SI3Ky 3 IepeliMeHyBaHHSM) Ta
3MiHa Bi/ITTOBiIa/TbHOTO TOC/TiTHMKA Y MiCIli TTPOBeJieHHsI KTiHiUHOTr0 BUNIPOOYBaHHS:

Ta penepdysiiiHoi  Tepamii, JIbBiBCbKMi1
Hal[iOHAJIbHUM MeJWYHUM YHIBepCUTeT iMeHi
Hanuna Tanmuipkoro, kKadegpa cimelHol
Me[WLUUMHU  (PaKyJbTeTy  MiC/IJUIIOMHOL
ocBiTH, M. JIbBIB

BYNO CTAJIO
I.M.H., pod. Kusik FO.T'. K.M.H. ["'asbkeBru ML.II.
KomyHaneHe HekomepiiiHe mignpueMcTBo | KoMyHanbHe HeKOMepLiiiiHe — MiANpPUEMCTBO
«KUliHiyHa ~ siKapHd ~— IOBUAKOI  MeJWuHOI | «JIbBIBCbKe TepUTOpUaIbHe MeuHe
poromoru M. JIbBOBa», BifisieHHs1 KapZionorii | 06 egHaHHss  «baratonpodinbHa  KiiHiuHa

JIIKapHSl IHTEHCUBHUX MeTOJIB JIIKyBaHHS Ta
LIBUJKOI MeJUYHOI JOIOMOIW», BiJJi/IeHHsS

KapAionorii Ta  pernepdy3iiiHoi  Teparii,
JIbBiBCHKMIA HalliOHa/IbHUM MeJUYHUI
yHiBepcuTeT iMmeHi [lanuna ['anmipkoro,

kKadenpa cimeliHOl MegUIUHU  (PaKy/IbTETY
MiC/ISIAUTVIOMHOI OCBIiTH, M. JIbBIB

uyneH-kop. HAMH VYkpainu, A.M.H., 1ipod.,
[Tapxomenko O.M.

Hep>xaBHa yCTaHOBa «HartionanbHui
HayKOBMI LIeHTp «[HCTUTYT Kapziosorii imeHi
akagemika M.[]. Crpaxecka» HarioHanbHOT
akazeMili MeJUUYHMX HayK YKpalHW, BN
peaHimaljii Ta iHTeHCHUBHOI Tepariii, M. Kui

yneH-kop. HAMH Ykpainu, A.M.H., 1ipod.,
[Tapxomenko O.M.

Hep>xaBHa yCTaHOBa «HarjionanbHui
HayKOBUM 11eHTp «IHCTUTYT KapAionorii,
K/IIHIYHOI Ta pereHepaTUBHOPI MeAULMHU
iMeHi akazieMika M.AO. Crpaxecka
HaumjionaneHol  akafgemii  MeOUYHMX  HayK
YKpainu», BIigi/1 IHTEeHCHMBHOI Teparmii Ta

peaHimaii, M. Kui

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

Ne 1962 Big 29.10.2018

Ha3sBa kstiHiuHOTO BUTIPOOYBaHHS,
KO/, Bepcisi Ta fata

«SELECT - BrumMB ceMaryiyTHly Ha CeplieBO-CYZMHHI YCK/JIaJHEHHSl y JIIOZled 3 HaJJ/IUILIKOBOKO
Baror abo oxxupiHHsaM», EX9536-4388, Bepcis 7.0, dinanbHa, Big 09 moToro 2022 p.




TPOJIOBXKEHHA J0JaTKa 5

3asiBHUK, KpaiHa

TOB «Hoso Hopaick YkpaiHa»

CrnioHcop, KpaiHa

Novo Nordisk A/S (JaHis)

HauvanbHuk ®apmaineBTHUHOI0 yNpaB/IiHHSA

Tapac JISICKOBCHKUM

(miggmuc)

(Bnache im’st TIPI3BUILIE)




HonaTtok 6

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

BK/TIOUeHHST I0ZATKOBUX MiCI[b TTPOBEZIEHHSI K/TiHIYHOT0 BUIPOOYBaHHS:

No [1.I.b. BignoBizfasbHOrO AOC/IIIHUKA

n/m Ha3Ba Miclis poBe/IeHHs! KJIiHIYHOTO BUITPOOYBAHHS

1. | nikap binotkau O.Y.
MenuuHul [IEHTP TOBAapHCTBA 3 00OMe)XeHOI0 BifmoBifanbHicTIO «EnenbBeiic Memikc»,
CrieLiiajii3oBaHe racTPOeHTEePOJIOTiYHe BifiijieHHs, M. KuiB

2. | ronoBHui yikap Jdonenps [.I'.
MeauuHUI 1IEHTP TOBApHCTBA 3 OOMEXKeHOI0 BiArmoBifganbHicTIO «Menoya-KmiHik»,
CrieLliajsii3oBaHe raCTPOEHTepOoJIOriuyHe BifisieHHs, M. Kui

3. | K.M.H. [lyboBwii B. A.
KomyHanbHe HekoMmepljiliHe MiANpueMCTBO «KuiBCbKa MiCbKa KiiHiuHa jikapHs Nel8»
BUKOHABYOro opraHy KuiBcbkoi Micbkoi paau (KuiBcbkoi Mickkoi —ep>kaBHOI
aaMiHicTpallii), MPOKTOJ/IOTiuHe BifiiieHHs, M. KUiB

4. | p.M.H., npod. IranoB B.I1.
KomyHanbHe HekoMmepLiiliHe MiJNPUEMCTBO «BiHHMIBKA MicbKa KiiHIUHA JiikapHS Nelx,
racTpOeHTeposIoriuHe BifjineHHs, BiHHULIbKMI HallioHaJbHUN MeJUUHWM YHiBepcuTeT
iMm. MLI. ITuporoga, kadezapa BHyTpiliHb0I MeguLMHU Ne3, M. BinHuis

5. | 3aB. Biz. Uynpuna JI.O.
MeauuHUH IIEHTpP TOBAapUCTBA 3 OOMEXXEHOI BiJmoBifganbHiCTIO «lleHTp ciMelHOI
MeULIMHY TJIFOC», Crielfia/li30BaHe raCTPOeHTepOJIOriuHe BifiieHHs, M. KUiB

6. | nmikap Ckubasno C.A.

Mepguunuii  neHtp «Ok!KiiHik+» ToBapucTBa 3 0OMEXeHOIO Bi/TOBifabHICTIO
«MiKHapoJHUM IHCTUTYT K/IiHIYHMX [OC/Ti/)KeHb», BiAJil TacTpOeHTeposorii Ta
rernarosIorii cralioHapHOro BigzineHHs, M. Kuis
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7. | A.M.H., ipo¢. CranHiciaBuyk M.A.

KomyHa/nbHe HeKOMepIjiiiHe TMiAnpueMcTBO «BiHHUIIbKA 00/acHa KiliHIiYHA JTiKapHS
iMm. ML.I. TIuporoea BinauIpKoi 06acHoi paav», ObmacHUM crierfiali3oBaHUMA K/TiHIUHHMA
racTpOEHTEePOJIOTIUHMUM 1eHTP, BiHHWLBKWK Hal[iOHaIbHUM MeAUYHUN YHiBepCUTeT
iM. MLI. TIuporoga, kadezapa BHYTpilliHbOI MeAULIMHA Nel, M. BiHHuLs

8. | a.m.H. 'ocriopapcekuii 1.4.

KomyHasibHe HeKOMepIiiiiHe TiAprueMcTBO «TepHoITiIbCchbKa 06/1acHa KITiHIUHA JTiKapHSI»
TepHorminbcbkoi 061acHol paau, O6GIaCHUE IIEHTP raCTPOEHTEpOJIOTil 3 TernaToJIoTi€ero,
racTpOeHTepOJIOriyHe BiffiyieHHs, M. TepHOMiIb

9. | nikap Kupuuenko O.B.

KuiBcbka KJ/liHIUHA JiKapHA Ha 3a1i3HUYHOMY TpaHCIopTi Ne2 Pinii «LleHTp oxXOopoHU
30POB’s1» aKL[IOHEPDHOTO TOBApUCTBA «YKpAiHCbKa 3asli3HULIS», BiJJi/IeHHS [IeHHOro
crauioHapy, M. Kuis

Martepianu a5 nauieHTiB: JlogaTtkoBa IHpopmatis gis yuacHuka ta @opma iHdpopMoBaHoi 3rogu
Ha BiJjaneHui JOCTYI A0 JaHuX TaljieHTa, Bepcist 1.0 Big 12 ciuns 2023 poky, yKpaiHCBKOIO Ta
pociiicbKoro MoBamu; EnekTpoHHMi 1jogeHHUK A1 gocaimkeHHss CONCLUDE, Bepcis 1.0 Big 10
yepBHs 2021 poKy, YKpaiHCLKOIO Ta POCiHCbKO MOBaMU

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

Ne 2616 Big 24.11.2021

HasBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«PanziomisoBaHe, To/BiliHe ciiime, Myiarie60-KOHTPOIbOBaHe KiiHiuHe AociimpkeHHs da3u 11 gs
OLIIHKM e(heKTUBHOCTI Ta Ge3reuyHocTi KobiTomiMoay sIK iHAYKIiMHOI Ta MigTpUMYyroJoi Tepartii B
YUYaCHUKIB 3 aKTHBHHUM JIiBOOIYHMM BHPA3KOBUM KOJIITOM TOMIpPHOTO ab0 TSDKKOTO TiepeOiry»,
CSUC-01/21, Bepcis 2.1 Bix 09 yepBHsi 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

In/lekc ®@apmactotikan3 AB, IlIBertisi / InDex Pharmaceuticals, Sweden

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKU

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)




Hoparok 7

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

HaBuasnbHe Bifieo //i yUyaCHUKIB [JOC/Ii/PKEeHHs IIJ0JJ0 CAaMOCTIMHOTO BBeJileHHSsI Mpernapary, Bepcisi
Bif uepBHs 2020 poKy, yKpalHCBKOIO Ta POCIMCBKOK MoBaMHU (HajaeTtbcs Ha CD); 3miHa Micugs
TIpOBe/IeHHs K/TiHiuHOro BUMNpoOyBaHHs; [lepeHaliMeHyBaHHS ABOX MiCIlb TIPOBe/IeHHSI K/TiHIUHOTO

BUIPOOYBaHHS:
BYJIO CTAJIO
I.M.H., ipo. IBaHoB B.I1. I.M.H., ipod. IBaHoB B.I1.
KomyHanbHe HeKoMeplliliHe miAnpueMcTBo | KomyHanbHe HekoMepljiiiHe —MiANpHUEMCTBO

«BiHHUIBKUI 00/1aCHUM KTiHIYHHWIA TOCITiTaIb
BeTepaHiB BiliHU BiHHUIBKOI 06sacHOi Pagu»,
TepaneBTAYHe BiagiseHHs1 Nel, BiHHMLIbKUN
HalliOHa/TbHUM MeZIMUHUN yHiBepcuTeT
iMm. M.I. Tluporoma, kadenpa BHYTpilIHBOI
MeauLHU Ne3, M. BiHHUIS

«BiHHUIIbKA MicbKa KiliHiuHa JiikapHsa Nel»,
racTpOeHTEPOJIOTiUHe Bi/I/li/IeHHS,
BinHUIBKMI HalliOHa/TbHUM MeJUYHUI
yHiBepcuteT im. M.I. TluporoBa, kadenpa
BHYTPILIHbOI MeguLMHU Ne3, M. BiHHULA

K.M.H. [Janumok C.B.

KoMyHanbHe HeKOMepIiiiiHe MiANpHUEMCTBO
KuiBcbkoi obsiacHoi pagu «KuiBcbKa ob6/acHa
K/IiHiUHa JiKapHs», TaCTPOeHTepOJIOTiuHUM
LIeHTp, M. KuiB

K.M.H. [Janumok C.B.

KoMyHanbHe HeKOMepIiiliHe MiAnpUeEMCTBO
KuiBcbkoi obmacHoi pagu «KuiBcbka obmacHa
K/IiHIYHA JIiKapHs», T[aCTPOEHTepOJIoTiuHe
BiAieHHs KJIIHIYHOT O LIeHTpY
TeparneBTUYHOTro Tipodinto, M. Kuis

A.M.H. ['onoBuenko O.1.

MeauuHUM 1[eHTP TOBAapUCTBAa 3 0OMEKEHOIO
BiAnoBiganeHicTIO «Xesc KniHik», Meauunuii
K/IIHIUHUA ~ JOCTiAHULIBKAN  LIeHTp, Bigzin
racTpOeHTepOoJIOrii, remnaToJiorii Ta
€H/IOKPUHOJIOTIT, M. BiHHMUIA

A.M.H. ['onoBuenko O.1.

ToBapHCTBO 3 0OMEXKEHOI0 Bi/IOBiJa/IbHICTIO
«Mennunuii ueHtp Xesc KiiHik», Meauunuii
K/ITHIYHUA ~ JOCTiAHULIBKUNM  LIeHTp, Bigzin
racTpOeHTepOoJIOrii, remnaToJsiorii Ta
€H/I0KPUHOJIOTIT, M. BiHHMUIA
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Howmep ta gara Hakazy MO3 mipo
TpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1849 Big 11.08.2020

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«barartorjentpoBe, Binkpure, [lTogosxeHe [ocnigpkenHs III ®a3u ana OuiHku [loBrorpusasnol
EdektuBHoCTi Ta be3neunocti 3actocyBanHsi Mipiki3ymaOy y IlarjienTtie i3 XBopo6oio KpoHa»,
16T-MC-AMAX, 3 iHkopriopoBaHo10 roripaBkoro (b) Big 03 ceprmast 2022 poKy

3asiBHUK, KpaiHa

«Eni Jlinnai Bocrok CAy, [lIBetitapis

CnoHcop, KpaiHa

Eni Jlinini eng Komnani, CHIA / Eli Lilly and Company, USA

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JISICKOBCHKUM

(miggmuc) (Bnacse im’st TTPI3BUIIE)
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

OnHoBneHHs1 cekliii [Jocke AOCTIHKyBaHOTO JIiKapchbKoro 3acoby po3fminy «Quality Mirabegron»,
Bif 26 ciunsa 2023 poky: Cekuis 2.1.S “drug Substance — Mirabegron” — Biz »xoBTHst 2019 poky;
Cexuist 2.1.P “Drug Product Mirabegron OCAS tablets” — VV-REG-030928, v.4.0; Cekuis 2.1.P
“Drug Product Mirabegron granules for oral suspension — VV-REG-012686, v.6.0; Cekuis 2.1.P
“Drug Product Placebo for Mirabegron OCAS tablets” — VV-REG-030929, v.4.0; Cekuis 2.1.P
“Drug Product Placebo for Mirabegron granules for oral suspension — VV-REG-013044, v.5.0;
HopaBanHs QyHKI[iI TeCTyBaHHS AOCTiKyBaHOTO JIiKapCbKOro 3acoby Ta muiaebo 70 HBOrO Ha
BUPOOHMUIiM AinbHuUI Avara Pharmaceutical Technologies, Inc., CIITA

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

Ne 762 Bip 20.04.2021

Ha3Ba kiHiuHOr0 BUNIPOOYBaHHS,
KO/, BepCisd Ta jara

«PanziomizoBaHe, Tmo/BiliHe-cine, Mialle60-KOHTPOILOBaHe, OaraTOlleHTpPOBe [JOC/iIKeHHs 3
da3u y mapanenbHUX Tpymax i3 MOCTIJOBHUM TUTPYBaHHSM [03U [Jil OLIIHKU e(eKTHUBHOCTI,
Oe3meuHoCTi Ta hapMakokiHeTKH MipaberpoHy y malfieHTiB AUTSUOro Biky Bif 5 0 < 18 pokiB 3
rirepakTUBHICTIO Ce4yoBOro Mixypa», 178-CL-204, Bepcig 2.0, 3 IHKOPIIOPOBAHOK CYTTEBO)
rorpaBkoro 1, Big 11 motoro 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa

Acrennac ®apma I'moban [eenonment, IHK., CIIIA / Astellas Pharma Global Development Inc.,
USA

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTPI3BUIIIE)
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
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InenTudikallis CyTTeBOI MONpaBKU

3pa3Ku MapKyBaHHS [JOCJi/PKYBaHHX JTiKapChbKUX 3aco0iB: 3pa3kyd MapKyBaHHsI AOC/iPKyBaHOTO
mikapcbkoro 3acody MK-3475 nHabip Ta ¢nakon, Bepcis 2.0 Bim 07 uepBHs 2022 poky,
aHTTINCHKOI0 Ta YKPaiHCHKOI0 MOBaMH; 3pa30K MapKyBaHHSI OC/TiZKyBaHOTO JTIKApCHKOTO 3aco0y
akciTinib, Bepcis 2.0 Big 07 ysunHa 2022 poky, aHIVIIHCHKOIO Ta YKPAiHCHKOK MOBaMH; 3pa3oK
MapKyBaHHS JOC/TiPKyBaHOTO JIiIKapChKOTO 3aco0y cyHiTiHi0, Bepcis 2.0 Big 07 sumnHs 2022 poky,
aHIJIIMCBKOK Ta YKPaiHCHKOIO MOBaMHM; 3pa3oK CIIPOLEHOr0 MapKyBaHHSI 3apeecTpOBAHOIO B
YKpaiHi JslikapcbKoro 3acofy, sIKuii 3aCTOCOBYEThCS B KiliHiuHOMY BUTpoOyBaHHI MK-3475-426,
Bepcig 2.0 gns Ykpainu Big 07 Oepe3ns 2023 p., yKpaiHCHKOI MOBOIO; 3MiHa Ha3B MicCllb

TIPOBe/IeHHS K/TiHIYHOTrO BUTIPOOYBAHHSI:

bYJIO CTAJIO
K.M.H. Bunnuuenko 1.0O. K.M.H. Bunnuuenko 1.0.
O6sacHuit KoMmyHanbHUM 3akiaf, «CyMcekuii | KoMmyHanbHe HeKoMepIjifiHe —ITiTIPUEMCTBO
obacHuiA KJTiHIUHUN oHkosioriuanii | Cymcekoi  obmacHoi  pagu  «CyMChKui
JIMCTiaHcep», XiMioTeparieBTUUHe BiffisieHHs, | 06/acHUM KIiHIYHUNA OHKOJIOTiUHUN 1[eHTP»,
CyMcbKul fiepkaBHUM yHiBepcuteT, KadeJpa | OHKOTOpakanbHe  BiffineHHs,  CymcbKuit

opromejii Ta TpaBMAaro/oOrii 3 KypcamH | lep>KaBHUW yHiBepcuTeT, Kadeapa OHKOJOTil
aHecresiojiorii Ta  IHTeHCUMBHOI  Teparmii, | Ta pagiosorii, M. Cymu

OHKOJIOT1, HEeBI/JK/IaTHUX CTaHiB,

odranbemoviorii, M. Cymu

I.M.H., npod. Ctyce B.II. I.M.H., pod. Ctycs B.I1.

KomyHaneHuit 3aknag —«/lxinponerposceka | KomyHanbHe i TIPUEMCTBO
obnmacHa  kmiHiuHa ~— mikapHsa  iM. LI | «/IHimpomeTpoBchbKa obmacHa KJIIHIYHa
MeunukoBa», BigginenHs yposorii  Ne2, | mikapHs M. LI MeuHuKOBa»
HepxaBHuii  3aknag — «/JHimporneTpoBchbKa | JHINpOneTpoBChKOi obsacHoi pazu»,
MeanuHa akajemiss MO3 Ykpainu», kadezpa | Biaginenus yposorii Ne2 (oHKosoriuxe),
ypoJIorii, ornepaTUBHOL Xipyprii Ta | JHinpoBCbKUi Jlep>KaBHUMN MeJUUHUI
ToriorpadiuHoi aHaTtomii, M. /[JHinporneTpoBCEK | yHiBepcuTeT, Kadenpa xipyprii Nel Ta

ypoJiorii, M. JIHirpo
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I.M.H., ipod. boHaapenko 1. M.

KomyHaneHuii 3aknaj — «/lHinmporeTpoBCchKa
MicbKa OararorpodinbHa KiiHiuHa JjlikapHS Ne
4»  [uinporieTpoBcbKoi 00macHOi  pazu»,
BiaziseHHs ximioTeparii, [lep)kaBHUM 3aK/aj
«/JHirponeTpoBcbka MeAuyHa akazemis MO3
YKpainu», Kadeapa OHKojorii i meauuHol

J.M.H., npod. bongapenko 1. M.

KoMmyHasmbHe HeKOMepLiiliHe —TMiAIPUEMCTBO
«Micbka KitiHiyHa JjikapHsa Ned» JTHITIPOBCHKOI
MIiCBKOI pajii, XimMioTeparneBTUUHe BiJ/i/IeHHs
3 JIeHHMM CTaljioHapoM, [IHiTTPOBCHKUMA
Jlep>kKaBHUM MeJUUHUI yHiBepcuTeT, Kadezapa
OHKOJIOTi1 Ta MeZJUYHOI pafiosorii, M. [JHImpo

paziiosiorii, M. /IHINIporeTpoBChK

Howmep Ta gara Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1205 Big 09.11.2016

Has3ga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«PangomizoBane, Bigkpure pgocmimkenHs III da3u ana omiHKKM edeKTHBHOCTI Ta Oe3meku
nem6Opostisymaby (MK-3475) B KomOiHarjii 3 akciTiHiboM B TMOpiBHSIHHI 3 MOHOTepari€t0
CyHiTiHIOOM K JTiKyBaHHS Tiepiioi JIiHil y TaIlieHTiB 3 JIOKa/JbHO TpOrpecyuo abo
MeTacTa3yluoK CBIT/IOKIITHHHOW KapuyHoMmoro HUpku (KEYNOTE-426)» , MK-3475-426, 3
IHKOpnopoBaHot0 nornpaBkoro 21 Bifg 30 ceprHs 2022 poky

3asBHUK, KpaiHa ToBapuCTBO 3 00MeXKeHO0 BinoBiganbpHicTI0 « MCJI YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk [lapn ean Joym, CIITA (Merck Sharp & Dohme LLC, USA)

Tapac ISICKOBCHhKH

(Bnacse im’st ITPI3BULIE)

HauanbHuk ®@apManeBTUYHOr0 YyIIpaB/IiHHA

(migmuc)
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
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InenTudikallis CyTTeBOI MONpaBKU

3MiHa BiZIMOBila/TbHOTO JOC/iTHUKA B MiCLli TIPOBe/IeHHs BUIIPOOYBaHHS Ta 3MiHa Ha3BU MIiCIs

TIPOBe/IeHHsT BUTIPOOYBaHHSI:

BiIMOBiAA/BbHICTIO «/IHINPOBCHKWY MeJUUHWN
iHCTUTYT  TpaguLiiiHOI 1  HeTpaAMLiliHOI
MeJULIMHW», Kadegpa BHYTPIIHBOI MeIULIMHU
Nel 3 KypcoM HeWpOAUCLIUILIIH, M. JIHITIpO

BYJIO CTAJIO
I.M.H. Kupruenko A.T". Jikap 3axaposa JI.A.
KomyHaneHe HekoMmepLjiiHe mignpuemMcTBo | KomyHanibHe  HeKoMepLiliHe — MiANPUEMCTBO
«Micbka KJIIHIYHa JIKapHs Nel6» | «MicbKa KJIIHIUHa JIiKapHs Nel6»
JHIMpOBCBKOI MICBKOI pasu, HeBposioriyHe | /IHINPOBCBKOI MiCBKOI pajy, HeBPOJIOriuHe
BigginenHs, ToBapucTBo 3 o0OMeXeHOIO | BiagineHHs, ToBapuctBO 3  0OMEXeHOIO

Bi/IMOBIJa/TbHICTIO «/JHIMPOBCHKUM MeJUUYHUMN
iHCTUTYT  TpaguiiliHOI 1  HeTpaguLilHOI
MeJULIMHW», Kadenpa BHYTPILIHbOI MeAULIMHU
3 KypcoM MpodiJaKTUUHUX JUCLUIUIH, M.

HHinpo

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1360 Big 10.06.2020

Has3Ba kiHiuHOTO BUTNIPOOYBaHHS,
KO/, BepCis Ta ziara

«Bigkpute npogoBxeHHs1 gociaigkeHHs ARGX-113-1802 pais BUBUEHHS [IOBTOCTPOKOBOIL
Oe3nevHOCTi, IepeHOCUMOCTI Ta edekTrBHOCTI Tiperapaty Edrapririvog PH20 s migmkipHoro
BBe/IeHHS Y MaLli€HTIB i3 XPOHIYHOIO 3amajbHOI0 JeMiesiHi3ytouoto mnosiHeliponatiero (X3IT)»,
ARGX-113-1902, Bepcis 4.0 Big 07 ciuns 2021 p.

3asiBHUK, KpaiHa

TorapuctBo 3 OOMexeHoro BignoBizanbHicTIO
IHHOdapM-YKpaiHa»

«KontpaktHo-ocniguviibka Opranisargis

CrioHCOp, KpaiHa

argenx BVBA, Belgium/ apgykenkc EBBA, besbris

Hauvanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA

Tapac ISICKOBCHKHNM

(nmigruc) (Bnacue im’s TIPI3BUIIIE)
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Bporypa gocnigavika 16pyTuni6, Buganss 16.0 Big 09 rpyanas 2022 poky, aHT/TiMCEKOI0 MOBOIO;
bpomypa mocnignuka Benetoknakc, BumanHs 15 Big 13 ciuns 2023 poky, aHI/IiMCBKOI0 MOBORO;
[HpopmariiiHuii rMcToK i ¢opma iHdopMoBaHOI 3ro/y Malli€HTa, 110 paHillle He OTPHUMYBaB
nikyBaHHs, Bepcig V6.0UKR(uk)1.0 Big 27 motoro 2023 pokKy, nepek/aji yKpaiHCbKOK MOBOIO Bif
07 6epesnsi 2023 poky; Indopmaritiauii smcTok i dhopma iHHOpMOBaHOI 3rofu Malji€eHTa, III0
paHille He oTpuMyBaB JiKyBaHHS, Bepcigs V6.0UKR(ru)1.0 Bix 27 motoro 2023 poky, nepeknaj,
pociticbkoro MoBoro Bif 07 6epesnst 2023 poky; IHdopmariitiHuii MCTOK i hopma 3roau maijieHTa
i3 permguByrounm/pedpaktepHuM Tiepebirom 3axBoproBaHHs, Bepcis V13.0UKR(uk)1.0 Big 27
motoro 2023 poky, TepeK/a/ yKpaiHCbKOr MoBor Bif 07 Gepe3ns 2023 poky; IHdopmariitiamii
MUCTOK i (opma 3roau mMaifieHTa i3 pelyAWBYIOUMM/pedpakTepHUM IepebiroM 3axBOPHOBaHHS,
Bepcisg V13.0UKR(ru)1.0 Big 27 ymoTtoro 2023 poky, Tiepekaj| poCiiicbKor MoBOFO Bifi 07 Gepe3sHsi
2023 poky

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

Ne 1070 Big 14.05.2019

Ha3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[j, BepCid Ta jara

«docmimkenHs: ¢a3u 3 3 OI[iHKMA 3acTOCyBaHHsI iOpyTMHiIOa B KOMOiHallii 3 BEHETOKIAaKCOM Y
MaiieHTiB 3 MaHTiMHOK/IiTHHHOW mimdpomoro (MKJI)», PCYC-1143-CA, 3 iHKOpPIIOpOBaHOIO
rioripaBkoto 4 Biz 16 BepecHst 2022 poky

3asiBHUK, KpaiHa

Iianpuemctso 3 100% iHosemHoto iHBectuiielo «AMK’FOBIA PJIC YkpaiHa»

CrioHCOop, KpaiHa

Pharmacyclics LL.C, CIIIA (BxoauTh B rpyny KommaHiti «AbbVie»)

Hauanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKU

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)
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3MiHa Bi/IITOBiIaTbHOTO TOC/TiTHMKA Y MiCIli TPOBeIeHHs K/TiHIUHOTrO BUIIPOOYBaHHSI:

BYJIO CTAJIO
A.M.H. Kupuuenko A.T'. nikap 3axaposa JL.A.
KomyHanbHe HekoMmepLiiiHe —mignpueMcTBo | KoMyHambHe  HeKOMepLjiiiHe — MiZiIPUEMCTBO
«Micbka KJ/IiHIYHa JIiKapHs Nel6» | «Micbka KJ/IiHIYHa JIiKapHs Nol6»
[HITIpOBCBKOI MICBKOI paju, HeBpoJioriuHe | JIHIMPOBCBHKOI MiCbKOI paju, HEeBpOJIOriyHe
BilisIeHHs, M. [THinpo BiAiiIeHHs, M. [THinpo

OnoBneHa dPopma iHdopmoBaHoi 3roau, Bepcis 4.0 A1 YKpaiHM YKpaiHCBKOIO MOBOIO Bif
20 Gepe3nst 2023 p. Ha ocHoBi maiicTep-Bepcii ¢hopmu iHpOpMOBaHOI 3rofu st JOCTiKEHHS

BN42083, Bepcis 3, Bizg 27 xoBTHs 2021 p.

Howmep Ta gata Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 2554 Big 09.11.2020

Hasga kiiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«bararorjeHTpoBe, paH/I0Mi30BaHe, TO/BiliHe CJlille, KOHTPO/bOBaHe AoC/imkeHHs (asu I1Ib s
OLIiHKM e(heKTUBHOCTI, 6e3meuHoCTi Ta (hapMaKOKiHETUKY BUII[UX /103 OKpesi3ymMaly y AOpOCIuX 3
TepBUHHKM NPOrPeCcyrOurM pO3CisiHUM cKyiepo3oM», BN42083, Bepcis 3 Bif 28 >koBTHs 2021 p.

3asBHUK, KpaiHa

ToBapUCTBO 3 0OMeXXEeHOI0 BifiNOBianbpHicTIO «Porn YKpaiHa»

CrioHCOp, KpaiHa

@.Xodbdmans-JIs Pou JITa, [MBelitapis

HauanbHuk ®@apManeBTUYHOr0 YyIpaB/IiHHA

Tapac ISICKOBCHhKH

(migmuc)

(Bnacse im’st [TPI3BULIE)
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Bporirypa gocmifHUKa AOCTipKyBaHOTO JiKapchbKoro 3acody JNJ-67896062 (Macitentan), BUfiaHHs
20 Big 02 rpyans 2022 p., aHrmiickkoro MoBoio; AC-055-312 OcHoBHa iHdopmMallis Ta popma
indbopmoBaHoi 3rogu s 6aTeKiB, Bepcisg 9.0 A YKpaiHu aHTJIiACBKOI0 MOBOKO Bif 22 JIFOTOTO
2023 p.; AC-055-312 OcHoBHa indopmatisi Ta Gopma iHpopmMoBaHOi 3roau Ajisi OATBKIB, Bepcis
9.0 o Ykpainu yKpaiHCbKOH MOBOMO Bif 22 motoro 2023 p.; AC-055-312 OcHoBHa iH(opmariis
Ta ¢opMa iHdopmoBaHOI 3rofu AJis OaThKiB, Bepcis 9.0 Ay YKpaiHu pOCiHiCEKOI0O MOBOIO Bif
22 mortoro 2023 p.; AC-055-312 Indopmatiist Ta dopma iHhopmMoBaHoOi 3ro/iy /151 TIAL[i€HTIB, TKUM
BUTMOBHWIOCH 18 pokiB, Bepcig 9.0 a1 YKpaiHM aHIJIiMCBKOIO MOBOMO Bif 22 mortoro 2023 p.;
AC-055-312 Iudopmariis ta dopma iHbopmoBaHOI 3rofu [/s TAL[i€HTIB, SKUM BUITOBHUIOCH
18 pokiB, Bepcia 9.0 ana YkpaiHM yKpalHCBKOO MOBOKO Bif 22 mortoro 2023 p.; AC-055-312
IHdopmatiist Ta dopma iHbopMoOBaHOI 3roAu /i MalliEHTiB, IKUM BUIIOBHU/IOCH 18 POKiB, Bepcis
9.0 anst Ykpainu pociticbkoro MoBoto Bif 22 motoro 2023 p.; AC-055-312 Indopmatiist Ta dopma
iHdopMoBaHoOi 3roau /s MallieHTiB BikoM Bif 14 10 18 pokiB (40 MOMeHTY AocsrHeHHs 18 pokiB),
Bepcis 7.0 ayig YKpaiHu aHr/iiceKor MoBoto Bif 22 motoro 2023 p.; AC-055-312 Tadopmatiist Ta
¢dopma iHdopmoBaHOI 3rofu A/ MallieHTiB Bikom Bif 14 no 18 pokiB (0 MOMEHTY [OCSITHEHHS
18 pokiB), Bepcis 7.0 gns YKpaiHu yKpaiHCBKOIO MOBOR Bif 22 motoro 2023 p.; AC-055-312
[Hdopmatiist Ta dopma iHdhopmoBaHOi 3rofu A5 NaLieHTiB BikoM Bif 14 1o 18 pokiB (10 MOMeHTY
focarHeHHst 18 pokiB), Bepcisi 7.0 ana YkpaiHM poOCiMCbKOIO MOBOK Bif 22 mrortoro 2023p;
[HCTpyKIil i3 3acTOCyBaHHs MalMTeHTaHy_zioboBa go3a 1,0 mr, Bepcis 1.0 Big 23 sucromaga
2021 poky, yKpaiHCbKOI0 MOBOMO; [HCTpYKIIii i3 3acTOCyBaHHSI MallUTeHTaHy_zo6oBa fo3a 1,0 wr,
Bepcisi 1.0 Big 23 mucromaza 2021 poky, pociiicbkoro MOBO; IHCTpykKUii i3 3acTocyBaHHS
MalMTeHTaHy_J00oBa fo3a 2,5 mr, Bepcist 1.0 Big 23 muctomnaza 2021 poKy, YKpaiHCHKOIO MOBOIO;
[HCTpyKIil i3 3acTOCyBaHHSI MallMTeHTaHy_zioboBa fo3a 2,5 mr, Bepcis 1.0 Big 23 sucromaga
2021 poky, pociticbkKolo MOBOO; [HCTpyKIIii i3 3acTOoCyBaHHSI MalliTeHTaHy_job6oBa fo3a 3,5 Mmr,
Bepcid 1.0 Bix 23 nmucronaza 2021 poky, yKpaiHCbKOI0 MOBORO; [HCTpPyKLil i3 3aCTOCYBaHHS
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MaruTeHTaHy_zo0oBa fio3a: 3,5 mr, Bepcis 1.0 Big 23 nucromazga 2021 poKy, pociliCbKOK MOBOIO;
[HCTpyKUii i3 3acTocyBaHHS MaluTeHTaHy_JoOoBa go3a 5,0 mr, Bepcisi 1.0 Bix 23 sucromaza
2021 poky, yKpaiHCbKOK MOBOFO; [HCTPYKIii i3 3acTocyBaHHsI MaLMTeHTaHy_z1000Ba mo3a: 5,0 mr,
Bepcig 1.0 Big 23 mucrtomaza 2021 poky, poCiMCbKOO MOBOR; I[HCTPyKIii i3 3acToCyBaHHS
MarTeHTaHy_Jao00oBa fo3a 7,5 mr, Bepcist 1.0 Big 23 mucromnaza 2021 poKy, yKpaiHCHKOIO MOBOIO;
[HCTpyKUii i3 3acTocyBaHHS MalTeHTaHy_jgo0oBa gosa: 7,5 mr, Bepcisi 1.0 Big 23 sucromnaza
2021 poky, pociiicbkoro MOBOO; THCTPYKLi i3 3acTocyBaHHsST MaljuTeHTaHy_000Ba mo3a 10,0 mr,
Bepcig 1.0 Bim 23 mucromaza 2021 poky, yKpaiHCBKOKO MOBORO; IHCTPYKLii i3 3acTOCyBaHHS
MaruTeHTaHy_ao6oBa go3a: 10,0 mr, Bepcist 1.0 Big 23 mucromaga 2021 poKy, pociiicbkKor0 MOBOIO;
[HCTpyKUii 3 BUKOpHCTaHHS_MalUTeHTaH 3i LITNPULIOM JJ1s1 IepopajbHOr0 BBeJeHHs, Bepcisa 3.0
Bif rpysHs 2022 poky, yKpalHCBbKOK MOBOR; [HCTpyKUii 3 BUKOpUCTaHHS_MarureHTaH 3i
LITIPULIOM [I/1s1 IepopaibHOTO BBeZeHHs1, Bepcist 3.0 Bif rpyaHs 2022 poky, pOCiliCbKOK MOBOHO

Howmep ta fara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 465 Big 27.04.2017

HasBa kniHiyHOTO BUTNPOOYBaHHS,
KO[I, Bepcis Ta jarta

«bararoueHTpOBe, BiJIKpUTe, paHAOMi30BaHe [OC/Ii/PKeHHS 3 [0ZAaTKOBMM IIepiofioM, sKe
TIPOBOJIUTHCS B OZHIM TPYIIi 3 MeTOH OIiHKM (hapMaKOKiHEeTHKH, 0e3meuHOCTi Ta e(eKTUBHOCTI
nperniapaTy ManureHTaH B TOpPIBHSIHHI 3i CTaHJApTOM JIiKyBaHHS y [iTell 3 JIereHeBOl
aprepianbHOO Tineprensieto», AC-055-312, Bepcis 9 Big 23 mucromnazaa 2021 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OO0mexeHoro BianosiganeHicTio «KoHTpakTHO-[ocmigauibka Opranizaiiis
IHHOapm-YKpaiHa»

CnoHcop, KpaiHa

ACTELION Pharmaceuticals Ltd., Switzerland

Hauanbauk ®@apmaiieBTHUHOr0 yNpaBJ/IiHHSA Tapac JISICKOBCHKU

(migrmc) (Bnacue im’s TTIPI3BUIIIE)



Hopartok 14

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

Ykpaina, MK-3475-B61, Bepcist 00 Bix 17 6epesnsi 2023 p., yKpaiHCbKOI0 MOBOMO, [JOTIOBHEHHS [10
iHdopmatlii Ta ZOKyMeHTY rpo iHdopMOBaHy 3rofly /s MaljieHTa Ha JIiKyBaHHS Mic/si mporpecii
3aXBOpIOBaHHs; YKpaiHa, MK-3475-B61, Bepcis 00 Bix 17 6epe3nsi 2023 p., pocCiliCbKOI0 MOBOIO,
JIOTIOBHeHHs1 710 iHdopMallii Ta JoKyMeHTy Npo iHpOpMOBaHy 3rofly [jis TaljieHTa Ha JIiKyBaHHS
TiC/Is1 IPOrpecii 3aXBOPIOBAHHS

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

Ne 187 Big 05.02.2021

HasBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta faTta

«Bigkpure xmiHiune pocnimkenHs II ¢asu, 1[0 MPOBOAUTHCS B OAHIM TpyMi [Jis OL[IHKU
reMOpostizymaby B KoMOiHaIlil 3 JieHBaTUHIOOM B SIKOCTi Tepiioi /iHii JiKyBaHHS B YYaCHUKIB 3
PO3IOBCIO/)KEHOK / MeTacTaTUYHOK HEeCBITVIOK/IITUHHOX HUPKOBO-K/IITUHHOI KapLMHOMOIO
nupku (HCkHKKH) (KEYNOTE-B61)», MK-3475-B61, 3 iHKopriopoBaHOw0 TonpaBkor 03 Bif
04 ceprias 2022 poky

3asiBHUK, KpaiHa

ToBapHcTBO 3 06MeXXeHOI0 BifmoBifampHicTI0 «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHhKUM

(mignuc) (Bnacse im’st TTPI3BUIIE)



Honmatok 15

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHWI TIPOTOKO/ KiiHiuHOTO BuripoOyBaHHsS X1.184-312, mompaBka 5.0 Big 24 ciuns
2023 poky aHrJiiicbkor0 MOBORO; bporypa mocignuka npernapaty Kabo3santinib (Cabozantinib)
(XL184), Bepcis 18.0 Bixg 07 nunus 2022 poky aHriiiickkoro MoBoro; ITomuska Big 19 >KOBTHs
2022 poky B bporrypi mocniguuka npernapaty XL.184 (Kabo3auTini6) Bepcii 18, Big 07 numnHs
2022 poky (B Bpounypi gocmiguuka mperapaty Kab6o3anTiHi6 (Cabozantinib) (XL184), Bepcis
18.0 Big 07 numusi 2022 poKy aHTJIiCbKOK MOBOIO) aHTJIiMCbKOK MOBOO; bporrypa gociigHuka
nperiapaty Terientpuk (Tecentriq) (ATe3omnisymad (Atezolizumab)), Bepcis 19 Big ceprnHs
2022 poky aHrjincekoro MoBowo; [loroBHeHHs1 Nel Bif 14 >xoBTHA 2022 poky pmo bpourypu
pocrigauka riperiapaty TeuenTpuk (Tecentriq) (Ate3omizymab (Atezolizumab)), Bepcis 19 Bif
cepriHs 2022 poKy aHI/IiMCcbKOK MOBORO; [lorioBHeHHsS Ne2 Bif mmcronaza 2022 poky go bpormrypu
pocnigauka miperiapaty TeueHnTpuk (Tecentriq) (Ate3omizymab (Atezolizumab)), Bepcis 19 Bifg
cepriHs 2022 poky aHIVIiMCbKOI0 MOBOIO; OCHOBHUMM iH(opMalliiiH1i JIMCTOK TaifieHTa Ta ¢opMa
indopmoBaHoi 3rogu aAns Ykpainu, Bepcig 10.0 Big 28 motoro 2023 poKy YKpaiHCBKOIO Ta
OCiMiCbKOI0 MOBaMH; 3MiHa Ha3BHU MicClis TPOBe/IeHHsI KIiHIYHOTO BUNPOOYyBaHHSI:

BYJIO CTAJIO
I.M.H., npod. bongapenko 1. M. I.M.H., npod. bonaapexko 1. M.
KomyHaneHuit 3aknazg — «/IHinpornetpoBcbka | KoMyHaneHe  HeKoOMepljiiHe — MiZIITPUEMCTBO
Micbka OaratonpodisibHa KiiHiuHa JsikapHs | «MickKa kiiHiuHa siikapHs Ned» JIHIpoOBCHKOT
Ned» [IHirporieTpoBCcbKOi 00/1acHOi  paju», | MiCbKOI pajiu, XiMioTepaneBTUUHe Bi/ifi/IeHHS 3
BiffineHHs ximioTepamii, [lep)kaBHuM 3akiaj | JeHHUM CTaL[iOHapOM, [HinpoBchKUi
«/IHImporneTpoBChKa MeJUYHa akazieMisi | fep>kaBHUM MeJJUUHUI yHiBepcuTeT, Kadezpa
MiHicTepcTBa OXOpPOHM 370pOB’Sl YKpaiHW», | OHKOJIOTII Ta MeU4HOI paziosiorii, M. [JHirpo
Kadezpa OHKosOrii Ta MeAuUYHOI pafioJiorii,
M. JIHinpo
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Howmep ta gara Hakazy MO3 mipo
TpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1265 Big 05.06.2019

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«PanziomizoBaHe, KOHTpO/IbOBaHe AociimpkeHHs (a3u 3 Kabo3zantinioy (XL184) y kombiHariii 3
ATe3omizymabom mopiBHsHO i3 CopadeHiOOM y Malli€eHTiB i3 MOIIMPEHOI0 T'eraToLe/THJISIPHOI0
KapLIMHOMOIO, SKi He OTPUMYBaJIY I10IIepeiHI0 CUCTeMHY NPOTUITYX/IMHHY Teparito», X1.184-312,
rioripaBka 4.0 Big 28 6epe3sHsi 2022 poKy

3asaBHUK, KpaiHa

TOBAPMICTBO 3 OBMEXEHOIO BIJTIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPU
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Exelixis, Inc., CIITA

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Tapac JIICKOBCHhKUM

(miggmuc) (Bnacse im’st TIPI3BUIIE)



HonaTok 16

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

Bporirypa gocigavka rnanbouukaib Bepcii 16.0 Big moToro 2023 p. aHT/TiCHKOI0 MOBOIO

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

Ne 531 Big 26.03.2022

HasBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

Hocnimkennst dasu 1/2 g oriHku manborukiioy (I6paHc®) B KombOiHallii 3 ippyHOTEKaHOM i
TEeMO030/I0Mi/IoM abo B KOMOiHaI[ii 3 TOroTeKaHoM i HuK/Io¢pochamiloM y Malji€eHTiB JUTIUOTO BiKy
3 perUauByOuMMH ab0 pedpakTepHUMU comigHUMU myxauHamu, A5481092, TTompaBka 5, Bif
26 kBiTHs 2022 p.

3asiBHUK, KpaiHa

[Ndatizep IHk., CIITA

CrioHCcOop, KpaiHa

[Ndaiizep THk., CIITA

Hauanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHUM

(nmigrmuc) (Bnacue im’s TTIPI3BUILIE)



Honatok 17

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

OHOBNeHUI MPOTOKOJI KJIIHIYHOTO JAOCHifyKeHHsT 3 TmorpaBKoro 02, Bepcis 1 Big 21 moToro
2023 poky, aHrJiiicbkoro MoBOr0; OCHOBHa iH(opMaLllisi po Joc/iiKeHHs i popma iHpopmoBaHOI
3rou, Bepcisi 3 Bif 24 motoro 2023 p., aHrJilicbkkoro MoBoro; IH(opMariis a1s naijieHTa i popma
iHpopmoBaHoi 3roau, Bepcis Ans Ykpainu Ne 3 Big 10 Gepesns 2023 p. (Ha ocHoBi OCHOBHO{
indopmauii npo gocnigkeHHs i popmu iHdopmoBaHoi 3roau, Bepcisi 3 Bif 24 motoro 2023 p.),
yKpaiHCbKOIO MOBOO; IHdopmaliis asa maijieHta i ¢opma iHdopmoBaHOi 3roau, Bepcis s
Ykpainu Ne 3 Bif 10 6epe3nst 2023 p. (Ha ocHoBi OcHOBHOI iHpOpMaliii TIpo JocimKeHHs i hopMu
indbopmoBaHoi 3rogu, Bepcisi Ne3 Big 24 motoro 2023 p.), pociiickkoro MoBow; dopma
iHhopMoOBaHOT 3ro/iv Ha TIOZAJTbIIIe CTIOCTEPEXKEHHS 3a TepebiroM BariTHOCTI MapTHEPKH yYacHUKA
JmocimkeHHs1, Bepcis 2 Big 08 6epesnst 2023 p., aHrJilicbkolo MoBOO; IHdopMariist mpo mojasnbiie
CTIOCTepe)KeHHsT 3a TMepebiroM BariTHOCTI IMapTHePDKW YyuyaCHUKA [JOCTi/KeHHs Ta ¢opma
iHpopmoBaHoi 3rozau, Bepcisi Ayt Ykpainu Ne 2 Bim 10 Gepesnsi 2023 p. (Ha ocHoBi dopmwu
iHhopMoOBaHOI 3ro/iv Ha TIOZAJTbIIIe CTIOCTEPEXKEHHS 3a TlepebiroM BariTHOCTI MapTHEPKH yYacHUKA
nocmipkerHsi, Bepcii Ne2 Big 08 Gepesns 2023 p.) yKpaiHCbKOIO MOBOIO; IHdopmarisi mpo
To/jaJIbIlle CIIOCTePe)KeHHs 3a TiepebiroM BariTHOCTI MAapTHEPKH yUaCHHWKA 0C/Ii/KeHHs Ta popMa
iHpopmoBaHoi 3rozau, Bepcisi Ayt Ykpainu Ne 2 Bim 10 Gepesnsi 2023 p. (Ha ocHoBi dopmwu
iHhopMoOBaHOI 3ro/iv Ha TIOZAJTbIIIE CTIOCTEPEXKEHHS 3a TlepebiroM BariTHOCTI MapTHEPKH yYacHUKA
nocmimpkerHs, Bepcii Ne2 Big 08 Gepesns 2023 p.) pocilicbkkoro MoBow; Bportiypa gociigHuka
mikapceKoro 3acoby SAR441344, Bepcis Ne 4 Bim 27 ciuns 2023p., aHIJIIHCBKOIO MOBOIO;
ITomoB>KeHHsI TPUBA/IOCTI JOC/iKeHHsI B YKpaiHi Ta cBiTi 10 30 uepBHs 2024 poky; 3MiHa MicLis
TIPOBe/IeHHS KIiHIYHOT0 0C/TiKeHHsT; 3MiHa Ha3BU MiCIisl TTPOBeIeHHsS] BUIIPOOYBAHHS :

bYJIO

CTAJIO

K.M.H. [Tactopa I.M.

XapkiBCbKa KJIIHIYHa JIiKapHs Ha
3aiisHuYHOMYy TpaHchopTi Nel @inii «LleHTp
OXOPOHHM 3/J0POB $1» aKL[iOHEPHOI'O0 TOBApHCTBa
«YKpaiHCbKa 3a/li3HUL», 3-€ HEeBPOJIOTiuyHe
BifisieHHs], M. XapKiB

K.M.H. [Tactopa I.M.

MeuyHUl LIEHTP TOBapUCTBa 3 0OMe)KeHORo
BianoBiganpHiCTIO  «ApeHcis EkcriiopaTopi
Megicin», Biggin KIIHIYHUX — [JOCTIKEHb,
M. KuiB
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K.M.H. XaByHKa M.{.

KomyHanbHe HeKoMepliiliHe TiAIPUEMCTBO «5-
a Micbka KJ/iHIYHa JikapHad M. JIbBOBa»,
HEeBPOJIOTIYHe BiffiseHHs, M. JIbBIiB

K.M.H. XaByHka M.f.

KomyHanbHe HekoMmepliiliHe TMiANPUEMCTBO
«JIbBiBCBKE TepUTOpiabHe MeJhuHe
060°emHaHHsT «KrmiHiuHA JTiKapHS TIJTaHOBOTO
JiKyBaHHSI, peaOimiTanii Ta  masiaTUBHOL
JIOTIOMOTH», BiJlOKpeM/ieHUH Miapo3ain «5-a
JlikapHsi», = HeBpOJIOTiUHe  BijfliIeHHd 3
MeZIMYHOI0 peabinitaliiero, M. JIbBiB

Howmep Ta gata Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUTIPOOYBaHHS

Ne 614 Big 01.04.2021

HasBa kniHiuHOTO BUNPOOYyBaHHH,
KO/I, BepCisi Ta faTa

«Panziomi3zoBaHe, mozBiliHe cline, T1alle00-KOHTPOIbOBaHe MOCTiMKeHHsT (a3 2 /s OL[iHKH
edekTrBHOCTI Ta Oe3riekn SAR441344, MOHOK/IOHAZBHOTO aHTHUTi/A A0 aHTaroHicta CD40L, y
TMAL[i€EHTIB 3 peLMIUBYOUMM PO3CiSIHUM cKyiepo3om», ACT16877, 3 nornpaBkoro 01, Bepcis 1 Biz 20

TpaBHs 2021 poky

3asBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTiCc pelliepil e JeBejONMaH,

PpaHLis)

HauanbHuk ®@apManeBTHYHOr0 yIpaB/IiHHSA

Tapac JISICKOBCHKU

(migrmc)

(Bnacue im’s ITIPI3BULLE)



Honatok 18

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

Bpourypa gocnifgnvka Vibostolimab MK-7684/MK-7684A, Buganns 11 Big 31 ciunsa 2023 poky,
aHrMiCbKOI0 MOBOIO; YKpaiHa, MK-7684A-004, indopmaliis Ta JOKyMeHT Tpo iH(popMmoBaHy
3rofly AJisi majieHTa, Bepcisi 1.03 Bizg 23 6epe3nst 2023 p., yKpaiHCbKOK MOBOIO

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

Ne 1722 Big 11.08.2021

HasBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«Bigkpure pocnimkenHs dasu 2 qy1s orfiHKM Oe3reky Ta edektrBHOCTI MK-7684A (KoMbiHallis
MK-7684 [BibocTonimab] 3 MK-3475 [riemMOponizymab]) y ydacHHUKIB 3 peLJUBYIOUMMH abo
pedpakTepHUMM TeMaTOMOTiYHUMU  3/10SIKICHUMU HOBOYTBOpeHHsiMu», MK-7684A-004, 3
IHKOpnopoBaHoto mnorpaBkoro 04 Biz 05 ceprHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BifnoBiganpHicTI0O «MCJI YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKU

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

Ykpaina, MK-6482-005, JonoBHeHHs1 10 [HpopMallii Ta JoKymMeHTy 1po iHdhopMoBaHy 3rofy AJsi
naijfieHTa y BWIMaJKy IIporpecyBaHHs 3axBopioBaHHs, Bepcissi 00 Big 20 6epesnst 2023 p.
yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-6482-005, JornoBHeHHs1 A0 [H(opMaljii Ta JOKYMeHTy Mpo
iHdbopMoOBaHy 3rofly /s TallieHTa y BWIAJKy MporpecyBaHHsi 3axBoproBaHHs, Bepcis 00 Big 20
6epe3ns 2023 p. pocificbKor MOBOR; 3MiHa Ha3BM MiCIs POBeIeHHsI K/TiHIUHOTO BUMTPOOYBaHHS:

BYJIO CTAJIO

J.M.H., ipod. Ctycs B.I1. J.M.H., ipo¢. Ctycs B.IL.

KomyHanbHe nignpremcTBo | KomyHanbHe MiPUEMCTBO
«/JHInporieTpoBChKa obsacHa KJIiHIYHa | «/IHinporeTpoBCcbKa obmacHa KJIiHIUHa
JIiKapHs M. LI MeuHuKOBa» | JliKapHs M. LIL MeuHukoBa»
[THIMporeTpoBChKOI obmacHoi pagu», | JJHIPONeTpPOBCHKOT obmacHoi paju»,
BifzineHHss yponorii Ne2 (oHkKosoriune), | BiagineHHs yposorii  Ne2  (OHKOJIOTiuHe),
JHINpOBCHKUIA Jlep>KaBHUM MeJuYHUM | [THIMPOBCHKUN Jlep>KaBHUM MeJUYHUN
yHiBepcuTeT, Kadezpa ypoJiorii, M. | yHiBepcuTeT, Kadenpa xipyprii Nel Ta
JHinpo ypoJiorii, M. THirpo

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

HasBa kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta zara

«Bigkpure, paHgomizoBaHe pociifpkeHHs 3 @asu mnpernapatry MK-6482 B mnopiBHSIHHI 3

rperiapaToM €BepoiMyC Yy YYaCHMKIB 3 TIOLIMPDEHHM HUPKOBO-K/JIITUHHUM DPakoOM,

AKUN

nporpecyBaB micyisg nomnepefaHsoi PD-1/L1 ta VEGF-tapretHoi Ttepamii», MK-6482-005, 3
iHKopriopoBaHoto nornpaskoro 06 Big 13 aunHga 2022 poky

3asiBHUK, KpaiHa

ToBaprcTBO 3 06MeXKXeHOI0 BifnoBifampHicTI0 « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

HauvanbHuk ®apmaieBTHUHOr0 yrnpaB/liHHSA

Tapac JISICKOBChKUM

(miparmc)

(Bnacue im’s TTPI3BUIIIE)




Honatok 20

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

Bporiypa pociigHuKa AocmigpKyBaHoro Jiikapcbkoro 3acody CT-P16 (Bevacizumab), Bepcisi 5.0
Biz 15 mucronaza 2022 p., aHIVIIMCHKOK MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 415 Big 18.02.2019

Has3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[|, BepCisd Ta jara

«[TozBiiiHe ciine, paHoMi30BaHe, aKTUBHO KOHTPOJIbOBaHe, B Mapasie/lbHUX rpymnax AOCTiIKeHHs
¢a3m 3 3 MeTor0 MOpiBHSHHS e)eKTUBHOCTI Ta Oe3reuHocTi 3acTtocyBaHHs mpernapaty CT-P16 ta
ABactuny, cxBaneHoro B €C, sk repioi fiHil JiKyBaHHS MeTacTaTUYHOro abo pelyuByHUOro
HeIJIOCKOK/IITUHHOTO HeZIpiOHOKTITHHHOTO paky jereHb», CT-P16 3.1, Bepcis 2.0 Bix 14 uepBHs
2019 p.

3asaBHUK, KpaiHa

ToBapuctBo 3 O6mexxeHoto BignosiganbHicTio  «KoHTpakTHO-/ocmignuipka Oprani3ariis
IHHO(apM-YKpaiHa»

CnoHcop, KpaiHa

«IEJUITPIOH, Ink.», Pecniybsika Kopesi (CELLTRION, Inc., Republic of Korea)

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTPI3BUIIIE)



HopnaTok 21

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

Onosnena bpomypa pgocnignvka [JNJ-67896049 / ACT-293987 / NS-304 UPTRAVI®
(cenekcurar)], Bepcis 18 Big 03 motoro 2023 p.

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 1962 Big 29.10.2018

Has3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[|, BepCisd Ta jara

«[TpocriekTiBHe 6araTolleHTPOBe BiJKpUTe HeNOpiBHsIbHe AociifpkeHHs II ¢a3u 3 MeToro
BUBUEHHsI 0e3MeKH, MepeHOCHMMOCTi Ta (PapMaKOKiHETHKH CeJIeKCUTIary B JIiTel 3 JiereHeBOIO
apTepianbHOIO rineprensieto», AC-065A203, 3aTBepykeHa Bepcist 8 Biz 30 BepecHs 2021 p.

3asiBHUK, KpaiHa

TOB «Mb KBecr», YKpaiHa

CrioHCcOop, KpaiHa

AxTtenion @apmacekrotikanc JIta., [lIsetitiapis (Actelion Pharmaceuticals Ltd, Switzerland)

Hauanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHUM

(nmigrmuc) (Bnacue im’s TTIPI3BUILIE)



HopnaTok 22

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

3.05.2023 Ne 831

InenTudikallis CyTTeBOI MONpaBKU

Jluct go pocnigHuka Bif 27 O6epesHsi 2023 poKy CTOCOBHO IIOPIYHOTO aHasli3y Ha TyOepKyJibo3,
aHTTiMCbKOI0 MOBOIO; Ilepeksazi yKpaiHCbKOIO MOBOIO Bim 29 Gepesns 2023 poky /mcTa 70
JocigHuKa Bif 27 6epe3nst 2023 poKy CTOCOBHO IIOPiYHOTO aHami3y Ha TyOepKy/b03

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

Ne 1896 Big 27.08.2019

HasBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«BigkpuTe poslMvpeHe JOCIiIKeHHs eTpaciMOoy B IALi€HTIB i3 aKTUBHUM BUPa3KOBUM KOJIITOM
BiZl TIOMIpHOTO ZI0 BaKKOTO CTYIeHs TsSHKKOCTi», APD334-303, 3 iHKOpnopoBaHOw nonpaBkoro 3.0
Biz 07 TpaBHs 2021 poky

3asiBHUK, KpaiHa

ITianpuemcTso 3 100% inosemHoro iHBecTunielo «AVK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«ApeHa ®apmackroTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTIPI3BUIIIE)



HonmaTok 23

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

3.05.2023 Ne 831

InenTudikallis CyTTEBOI MOMpPaBKU

Jluct-po3’sicHeHHs1 Bifg CrioHcopa go miporokosy TACTI-003 Bepcig 1.5 Big 11 saucronaza
2022 poKy CTOCOBHO IIOBO/PKEHHSI 3 JOCTi/PKyBaHUM JTiKapChKUM 3acobom, Biz 21 6GepesHs
2023 poKy, aHrIiMCbKOK MOBOIO; JIucT-po3’sacHeHHs1 Bif CrioHcopa o mpotokony TACTI-003
Bepcig 1.5 Big 11 sumcromaza 2022 pOKy CTOCOBHO TMOOIYHMX SIBWI, IO CBiZjuaTh TpO
nporpecyBaHHsI XBopoOu, Bifi 24 Gepe3Hst 2023 poky, aHIJIiCbKOI0 MOBOO; Bpomiypa gocsigHuKa
Eftilagimod alpha (efti; IMP321), Buzganns 10.0 Big 16 motoro 2023 poky, aHI/TiMCbKOH MOBOIO;
Indopmaritinuii McTOK A5 maijienTta i ¢gopma iHdopmoBaHoi 3roau, Bepcisi 5.0 Big 03 kBiTHs
2023 poky, A YKpaiHd, Ha OCHOBi MaiicTep-Bepcii IH@opmarlliiiHoro ivcTka AJs1 MaiieHTa i
¢dopmu iHpopmoBaHoi 3roau, Bepcis 1.5.2, Big 31 Oepe3nst 2023 poky, Ha ocHOBi IIpoTokosy
Bepcii 1.5, Big 11 mucronaza 2022 poky, aHIJIiHCBKOK Ta YKpaiHCbKOW MoBamu; JloAaTok o
IndopmariifiHoro nmucrtka Asisi naijiedTa i dopmu iHpopmoBaHoi 3rogu, Bepcisi 5.0 Big 03 KBiTHs
2023 poky, A YKpaiHd, Ha OCHOBi MaiicTep-Bepcii IH@opmalliiiHoro ivcTKa AJs MalieHTa i
¢dopmu iHpopmoBaHoi 3roau, Bepcis 1.5.2, Big 31 Oepe3nst 2023 poky, Ha ocHOBi IIpoTokosy
Bepcii 1.5, Big 11 nuctonazna 2022 poKy, aHITiCbKOI0 Ta YKPaiHCHKO0 MOBaMU

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

Ne 1966 Big 15.09.2021

Ha3sBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«TACTI-003 («/IBa akTuBHi iMyHOTepameBTWUHi 3acobw»): bararoueHTpoBe, BizKpuTe,
paHgoMizoBaHe AocmimkeHHs1 11 ¢a3u [y OLiHKKA 3aCTOCyBaHHS PO3UMHHOrO ribpuaHoro 6Ginka
LAG-3, eptunarimony anbta (edptu; IMP321), y kombiHariii 3 memOposisymabom (aHTaroHicToM
PD-1) s niepitioi iHii Tepariii marjieHTiB 3 Hepe3eKTabe/bHOI PerUIMBHOI0 ab0 MeTacTaTUYHOIO
TJIOCKOK/TIITUHHOK KapuyuHOMOR rojioBu Ta i (I[TKKI'II).», TACTI-003, Bepcis 1.5 Big 11
mvcronaga 2022 poky

3asiBHUK, KpaiHa

TOB «Apencig Exczioparopi Megicin», YKpaiHa

CrioHCOp, KpaiHa

Immutep S.A.S. / ImmyTten C.A.C., @paHiiis

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHU

(nmigrmuc) (Bnacue im’s TTIPI3BUILIE)



