Hoparok 1

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

9.12.2021 Ne 2743

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBneHui (hiHaIBLHUM MPOTOKOJ 3 IHKOPHOPOBaHOHo rnonpaBkoro 11 Big 26 TpaBHs 2021 poky; 3aranbHa
OLIiHKa CIiBBi/JHOIIIEHHSI PU3UK/KOPHUCTb, Bepcito 3aTtBeppkeHo 30 ceprHs 2021p.; A3921145 Indopmaris
nuist 6aThKiB Ta opma iHHOPMOBAHOI 3roM /7Sl YYacTi y K/IiHIYHOMY BUIIPOOYBaHHi, Ha OCHOBI Bepcii Ha
piBHI pociigkenHs Bim 23 ceprig 2021 p., Bepcisg aasg Ykpaind 9.1.0 Big 03 Bepecns 2021p.,
YKpalHCbKOIO Ta pociiicbkkoro MoBamu; A3921145 Indopmatiis ans maijieHta Ta ¢opma iHpopmoBaHOI
3ro/ii JJis y4yacTi y KaiHiuHOMy BUMpoOyBaHHi, Ha OCHOBi Bepcii Ha piBHi JOC/iMKeHHs Bifi 23 cepriHs
2021 p., Bepcis ans Ykpainu 9.1.0 Big 03 Bepecuss 2021p., ykpaiHCbKOIO Ta pociiicbkor; A3921145
IHdopmariisi Ans matiedTa Ta dopMa iHpoOpMOBaHOI 3roJu HEMOBHOJIITHLOTO [I/Isi yUacTi y KIiHIUHOMY
BurpoOyBanHi (14-17 pokiB), Ha OCHOBI Bepcii Ha piBHI gocmimpkeHHs Bif 23 ceprns 2021 p., Bepcis asst
Yxkpainu 9.1.0 Big 03 BepecHsi 2021p., yKpaiHCBKOO Ta pocilicbkoro MoBamu; A3921145 Tndopmariis amst
narjieHTta Ta ¢opma iHpOPMOBaHOI 3roiv JUTUHU [/ YUacTi y KiaiHiuHoMy BumnpobyBanHi (11-13 pokiB),
Ha OCHOBI Bepcil Ha piBHI gocigkeHHs Bif 23 cepriasa 2021 p., Bepcis gy Ykpainu 7.1.0 Big 03 BepecHs
2021p., yKpaiHCBKOI Ta POCIMCHbKOI0; 3MiHa Ha3BU MiCIisl IPOBe/IeHHsI K/IiHIYHOT0 BUMIPOOYBaHHS:

Bbyno

Craso

nikap bapaneii T.B.

KomyHaneHui  3aknaf  «/IHINpONeTpoBCHKUM
crielfiasli3oBaHUM  KIiHIYHUA MeJUUYHUN LIeHTP
MaTepi Ta JUTHHM iM. 1ipod. M.D.PynneBa»
IuinporeTpoBcbKOi 06/acHOI  pagy, KIIiHIKO-
JiarHOCTHUYHe BifineHHs, M. JHIinpo

nikap bapaneti T.B.

KomyHaneHe — HekoMmepljiliHe  MiATIPUEMCTBO
«Micbka OaraToripodisibHa KTiHiUHA JHiKapHS
MaTepi Ta AuTMHUA iM. mipod. M.D.PynneBa»
JHINpOBCBKOI MICBbKOI pajy, KOHCYJIbTaTUBHO-
[liarHOCTUUHE BiAJiIeHHs A7 [iTed 3 JIDKKamMu
JIeHHOT0 CTallioHapy, M. [IHirmpo

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 248 Big 09.03.2017




2 MPOJOBXKeHHA JojaTtka 1

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«/JoBrorpusase, BiAKpuTe LOC/IJKEHHS 3 NepiofoM I0ZA/IbIIOT0 CIIOCTepeKeHHs, siKe IIPOBOAUTBCS /IS
BUBUEHHsI Mperapary TohaluThHiO TIpy JiKyBaHHI OBeHiIBHOTO ifiomatruHoro aptputy (FOIA)»,
A3921145, pinanbHMIA TPOTOKOJ 3 iHKOpIopoBaHoto rorpaBkoto 10 Bif 04 TpaBHs 2020 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CrioHcop, KpaiHa

[Mdatizep Iuk [Pfizer Inc], CIIIA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkropa /JIupexkropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hoparok 2

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

9.12.2021 Ne 2743

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/IeHUH MPOTOKOJ K/IiHIYHOTO BUMPOOYyBaHHS 3 TornpaBkoro 4 Big 01 swmmHs 2021 poKy aHTJTiHCEKOI0
MOBOI0; Bporiypa gociiHuKa JoCTipKyBaHoro ikapchKoro 3acoby Penyromike (TAK-385, T-1331285,
RVT-601, MVT-601), Bepcis 13.0 Bix 18 rpygus 2020 poky aHr/iiicbkoro MOBORO; I[H@opmartiiiiHuii
JUCTOK TaijieHTa Ta (opma indpopmoaHoi 3rogu, Bepcis 7.0 Big 02 cepriHs 2021 poky yKpaiHCBKOIO Ta
pociticbkoro MoBamu; J1oCke [TOCTiIKYBaHOTO JiKapChKOTo 3aco0y Pesyrostike, Bepcisi 04.1 Bix BepecHst
2021 poKy aHr/IiiCbKOI0 MOBO; 3anayuyeHHs1 fojaTKoBoi BUpoOHHMUoi AinsHkKM Millmount Healthcare
Limited, Ipnmangis nis gocmimpkyBaHuX JTikapchkux 3aco6iB: Pemyrosikc (Relugolix) (TAK-385, RVT-
601, MVT-601; Penyronikc (Relugolix)), Tabnetku 40 mr; Activelle (Activella) ((1,0 mr ectpaziony/0,5
MI' HOpeTUHpoHYy (HopeTucTepoHy) aiuetary) (1,0 mr ectpaziony/0,5 Mr HOpPeTUCTEPOHY aleTary))
(Ectpapiony remirigpary/HopeTuHipoHy (HopeTucTepoHy) aierar), Karcyau 1,0/0,5 wmr; Kliovance
((1,0 mr ectpagmiony/0,5 Mr HoOpeTHHpOHYy (HOpetucTepoHy) auetaty) (1,0 mr ecrpagiony/0,5 mr
HopeTucTepoHy auertary)) (Ectpagiony remirigpaty/HopeTuHApPOHY (HOpeTHMCTEpOHY) aileTaT), KarcyJiv
1,0/0,5 mr; Homanus koxy «T-1331285» m0 omucy AoCmipKyBaHOTO JiKapChKOro 3aco0y: Pemyrosikc
(Relugolix) (TAK-385, RVT-601, MVT-601; Penyronikc (Relugolix)), Tabnetku 40 mr

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1070 Biz 14.05.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[IOAOBXXEHE NOC/II)KEHHSA SPIRIT: MixxHapozHe, BiKpuTe, IIOJOBXeHe JOCTipKeHHS (a3u 3 3
OJTHIEI0 TPYIIOK /i OL[iHKKA Oe3rnevHocTi Ta e(eKTUBHOCTI 3aCTOCYBaHHSI PEIyTO/IiKCYy pa3oM i3
HU3BKUMHU JI03aMHM  €CTPaJio/ly Ta HOPETUHJPOHY aleTaTy y >JKIHOK i3 06osjeM, TMOB’s3aHUM 3
€H/IOMETPi030M», MVT-601-3103, 3 monipaskoro 3.1 Big 25 cepriag 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIIOBIJAJBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Myovant Sciences GmbH, IIBeiiiiapis
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CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




HonaTok 3

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpomypa gocniganka CNTO1959 (guselkumab), Buganns 12 Big 30.08.2021 p.; OHoBneHuit posgin 3.2.S
nmocee I1JI3 rtycembkymab (CNTO1959), cepriens 2021 p.; OnHonenuid po3zin 3.2.P mocee [JI3
rycesbkymab (CNTO1959), nonepenHbo 3aroBHeHu# mmpwuiy, 100 mr/mii, ceprieds 2021 p.

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

Ne 1773 Big 20.08.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorjeHTpoBe, paHZOMi3oBaHe, MO/BilHe ciine, mualle60 KOHTPOJbOBaHe KJiHiUHe [OC/TiIpKeHHs
4 da3u asist oiHKK epeKTUBHOCTI Ta Oe3MeyHOCTi IPU3HAYEHOTO MiJIIKIPHO r'ycebKyMaly y Talli€HTIB 3
aKTMBHUM aKCiaJbHUM TICOpiaTUUHUM apTPUTOM, $IKi HIKOMM He OTpuUMyBaiu OiosioriuHy Tepartito»,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HopnaTok 4

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

9.12.2021 Ne 2743

Inentudikariis cyrreBoi
TIOTIPaBKU

3a/y4eHHs1 /I0/IaTKOBOTO  (a/bTePHATHBHOTO) AOC/iPKYBAaHOTO JIiKApChbKOro 3aco0y BiHKPUCTUHY
cynbtary (Cellcristin) po3uun s iv’ekiii, 1 mr/mi, 1 dmakon 2 ma (2 mr); Thymoorgan Pharmazie
GmbH, HimeuuunHa; 3pa30K MapKyBaHHsI [JOC/Ii/I)KYBaHOTO JIiKapCLKOTO 3aco0y BiHKPUCTHHY CyJibdarty,
po3unH Jjis iH’ekuiid, 1 mr/mn, 1 dnakon 2 ma (2 mr), Bepcis Big 08 xoBTHsi 2021 poky; Cxema [0
inbopmoBaHoi 3roau marjieHTta, Bepcisi 1.0 ans Ykpainu Big 30 Gepe3nst 2021 poky yKpaiHCBKOIO Ta
pociiicekoro MoBamu; bpomrypa asisi marjienTa, Bepcis 1.0 Big 30 Gepesns 2021 poky yKpaiHCHKOHO Ta
pocitickkoro MoBamu; JIvcTiBKa ass maijieHTta, Bepcis 1.0 Bixg 30 Gepe3ns 2021 poky yKpaiHCBKOIO Ta
poCilicbKOI0 MoBamy; JIMcT fo jikaps 3aranbHOi mpakTtvku, Bepcig 1.0 Big 20 TpaBHa 2021 poky
YKpalHCbKOIO Ta pociiicbkoro moBamy; IllogeHHUK mipuiioMy npefHi3oHy, diHanbHa Bepcis 2.0 Big 07
qunHs 2021 poky, mepeknaieHo YKpPaiHChKOK Ta POCIMCbKOK MoBaMu AJist YKpainu Bif 03 ceprins 2021
poky; 3MiHa HaliMeHyBaHHs 3asiBHHMKa B YKpaiHi 3 TOB « KOBAHC KJ/IIHIKAJI JEBEJIOIIMEHT
YKPAIHA» na TOB « JIABKOPII KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

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

Ne 2674 Biz 18.11.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, TojBiliHe ciiine, TUIalEeb0-KOHTPO/IbOBaHe (a3 3 [OC/iIKeHHs akanabpyTHHiOy y
KoMOiHarjii 3 putrykcumabom, ukiaodochamizioMm, AOKCOpyOilMHOM, BiHKDUCTHHOM Ta TIPeIHi30HOM
(Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y nariieHTiB
BiKOM <65 poOKiB i3 paHillie HemikoBaHOI [u(y3HOIO B-BeIMKOK/IITHHHOIO J/1iM(OMOIO, 1110 BUHUK/IA 3
KJIiTUH HerepmiHaibHOro LeHTpy», ACE-LY-312 (D8227C00001), Bepcig 2.0 Big 01 sunusa 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 06MEXeHOI0 BiAnoBizanbHicTIO «JIABKOPIT K/TTHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTtok 5

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

9.12.2021 Ne 2743

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBnieHe cripollieHe Aocke Tipernapary mopiBHsHHA Lucninatud (Cisplatin), KOHLeHTpaT A/ PO3UMHY
nns iHgysii, Bepcis 2.0 Big 13 xoBTHs 2021 poky; OHOB/eHe CIpolljeHe J0ChE Tperapary MOpPiBHSHHSI
Kap6ornatun (Carboplatin), KoHLieHTpaT Ajist po3unHy /s iHdy3ii, 10 mr/mi, Bepcis 2.0 Bix 13 >KOBTHS
2021 poky; OHOB/eHe cripolljeHe J0Che Tperapary ropiBHsHHS ['emimrabin (Gemcitabine), mopoiok
J1s1 po3uuHy J71s iHgy3i, Bepcis 2.0 Big 13 >koBTHs1 2021 poky; KopoTka xapakTepucTvKa Bif 25 uepBHs
2021 poky (aHr/ificbKol0 MOBOIO) I1[0Jj0 Jikapcbkkoro 3aco0y Ilucriatun (Cisplatin), 1 mr/mm,
KOHIIEHTpaT /s po3uuHy /Ans iHGy3id; 3anyueHHS JOJATKOBOTO BHUPOOHMKA JOCIiKYBAaHOTO
nikapcbkoro 3acoby IMembposnizymad (MK-3475), po3uuH //1si BHYTpPIllIHBOBEHHOTO BiiMBaHHs, 100 mr/4
mi (25 mr/mn): MSD International GmbH,Co. Carlow, Ipnangisi; 3amydyeHHs1 10/1aTKOBOTO BHUPOOHHKA
riperiapary rnopiBHsHHS HucriatiH (Cisplatin®), KoHLleHTpaT /i po3uuHy A iHdy3ii, 1 mr/mi: Intas
Pharma Ltd (SEZ), Ingis; 3anyueHHs AOAAQTKOBOrOo BHUPOOHWKA Tperapary TOPiBHSHHS KapOoriiaTuH
(Carboplatin®), koHileHTpaT Aas po3uuHy Ais iH@y3i, 10 mr/ma: Intas Pharma Ltd (SEZ), Iugis;
3asy4yeHHs 10JaTKOBUX BUPOOHUKIB TperapaTy mopiBHsHHS remiutabid (Gemcitabine®), moporok zist
po3uuHy ans iHdys3iii, 1 r: Intas Pharma Ltd (SEZ), Ingis; AqVida GmbH, Himeuuna; Venus Pharma
GmbH, Himeyurna; Thymoorgan Pharmazie GmbH (Thymoorgan Plant), Himeuunna; Venus Remedies
Limited, Ingisi; Actavis Italy S.P.A., ITanis

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

Ne 1586 Big 29.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, paHgoMi3oBaHe, KOHTPO/IbOBaHe, 3 a3y JoC/imKkeHHsT eHhopTyMady BeJOTUHY B KOMOiHarlii
3 meMmOposmidymMaboM y TIOpiBHSHHI 3 JIMIIe XiMiOTepari€ld TIpU paHille He JIKOBAaHOMY
MiCLIeBOTIOIIIMPEHOMY ab0 MeTacTaTUYHOMY ypoTesiasbHOMY paky», SGN22E-003, monpaBka 3 Big 10
smoToro 2021 poky
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3asgBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»
CnoHcop, KpaiHa «CimxkeH IHK.»/ Seagen Inc., CIIIA
CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HonaTtok 6

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

9.12.2021 Ne 2743

Inentudikariis cyrreBoi
TIOTIPaBKU

Bpouypa gocnignvka MK-3475, Buganns 21 Big 02 BepecHsi 2021 p., aHriilicbkoro MoBoro; MK-3475-
676: 300pa>keHHs Ha eJIEKTPOHHUX I1I0/IeHHUKaX Jyis TarjienTa (Bxiza yuacHuka B cuctemy, EORTC QLQ-
C30, EORTC QLQ-NMIBC24; EQ-5D-5L), ans YkKpaiHu yKpalHCBKOHO MOBORO, Bepcis 1.0 Big 02
BepecHs 2021 poky; MK-3475-676: 3o6pa)keHHs1 Ha eNIeKTPOHHMX IIOZleHHUKaX /s maijieHTta (Bxif
yuyacHuka B cucreMy, EORTC QLQ-C30, EORTC QLQ-NMIBC24; EQ-5D-5L), pnsa Ykpainu
pocilicekor MoBoro, Bepcist 1.0 Big 02 BepecHst 2021 poky; 3pa3oK MapKyBaHHS IpernapaTy MOpiBHSIHHS
Kusa baria Kanemerra-I'epena, mram TICE (ONCOTICE BCG Kit), Bepcist 2.0 Big 01 >xoBTHS 2021
POKY, aHTJTIiICBKOIO0 Ta YKPAaiHCHKOIO MOBaMH; 3pa30K MapKyBaHHS TIperiapary rmopiBHsSHHs JKuBa Oaruia
Kanemetta-I'epena, mram TICE (ONCOTICE BCG Vial), Bepcis 2.0 Big 01 >xoBTHs 2021 poKy,
aHTTIMCHKOI0 Ta YKpaiHCbKOIO MOBaMH; 3MiHa JiKapcbKoi ¢)opmHM Tperaparty mnopiBHsHHs JKuBa Oarjuia
Kanbmerra-I'epena, mtam TICE: 6ys0 MOpPOIMIOK [/1si TIPUTOTYBAHHSI CYCTeH3ii, CTajo TIOPOIIOK Jist
iH’ e11ii; BK/IIOUeHHs I0ZATKOBOTO MiCIisl POBEIeHHs KJTiHIUHOTO BUITPOOYBaHHS B YKpaiHi:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. J.M.H., Tipo¢. Xapeba I'.T".
KomyHanbHe HeKoMeplliliHe TMiANMpPUEMCTBO XapkiBcbKoi o06macHoi paau  «O6macHui
MeJMUHUN KIIiHIYHUM LeHTp yposiorii i Hedponorii imeni B.I. IllanoBana», BiAzineHHsS

OHKOJ10Ti4HOI ypouiorii Ne5, M. XapkiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomizoBaHe, KOHTPOIbOBaHe TperapaToM MOpiBHSHHA KiiHiuHe gocnimpkeHHs 111 da3u A/ BUBUeHHs
edeKTUBHOCTI Ta Oe3meuHocTi embposizymady (MK-3475) y kombiHariii 3 6auunoro Kanemerra-I'epeHa
(BPLI’K) B yuacHUKIB 3 HeM’130BO-iHBa3UBHMM pPakOM CEUYOBOT'O MiXypa 3 BUCOKHUM CTYTIeHEM DU3HKY, Y
SIKUX CIIOCTePIiraeTbCsi MepCUCTyOUri abo peliUBYOUMM pak micas iHaykuiiHoi BIIDK-Tepartii abo sikum
paniue He nipoBoguiu BIDK-tepanito (KEYNOTE-676)», MK-3475-676, 3 iHKOprIOpoBaHO0 MOIPaBKOIO
04 Big 09 uepBHs 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg Joym Kopr.», gouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepariii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Hoparok 7

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

9.12.2021 Ne 2743

Inentudikaris cyrreBoi
TIOTIPaBKU

Onoenenuit mpotokosn Bif 17.06.2021 p.; IndbopmMariis ans naiiedta Ta @opma iHhopmMoBaHOI 3roau s
yuacTi y HeoboB’s13k0Bii yactuHi gociimkenns [IHK, Bepcis 1.0 yKpaiHCbKOHO MOBOMO [jisi YKpaiHU Bif
20.10.2021; Indopmauist ans marienTa Ta @opma iHhOpMOBaHOI 3rofu /s ydacTi y HeoOOB’SI3KOBii
yactuHi gocrimkenHs OHK, Bepcisi 1.0 pocilicbkoro mMoBow s Ykpainu Big 20.10. 2021; Jluct 10
nawjienTa, 77474462ADM2003-UKRO05, Bepcis 1.0 ykpaiHcbkoro MoBowo Bifg 01.04.2021 p.; Jluct pmo
naiieHta, 77474462ADM2003-RUUOQ5, Bepcisg 1.0 pociticbkkoro Moot Big 01.04.2021 p.; Kniniune
nocnimkennss LUNA; Indopmariisi ipo npoueaypy, siki BAKOHYBaTUMYTBCS TiJj UacC Bi3UTIB y KIIiHIKY,
77474462ADM?2003-UKRO07, Bepcist 1.0 ykpaiHncbkoro MoBoro Bif 01.04.2021 p.; HJocnigxkenus LUNA:
KepiBHUL[TBO 3 TIPOLIeypHU BiABifyBaHb, 77474462 ADM2003-RUUO07, Bepcisi 1.0 pocilicbkkoro MOBOIO Bif
01.04.2021 p.; HaragyBanusa npo BisutH, 77474462ADM?2003-UKRO8, Bepcisi 1.0 ykpaiHCbKOH0 MOBOIO
Bix 01.04.2021 p.; HaramyBanns npo BisutH, 77474462ADM2003-RUUQ8, Bepcisi 1.0 pociticbkoro
MoBorO Bim 01.04.2021 p.; JlucriBka mnopsku, 77474462ADM2003-UKR10, Bepcig 1.0 yKpaiHCBKORO
MoBoro Bif 01.04.2021 p.; JlucriBka mnogsiku, 77474462ADM?2003-RUU10, Bepcis 1.0 pociiicbKoro
moBoro Bim 01.04.2021 p.; Kopotkuii moBizkoBuii mociOHUK s maiieHTa, Bepcisi 1.0 ykpaiHCBKORO
MoBo10; CKpuHIIOTH «ILlofleHHUK CTyTeHsi TsDKKOCTi CBepOiHHS, CIpUuMHEHOro eksemoro [PaHkoBe
3aroBHeHHs1]», Bepcisi 1.0 ykpaiHcbkoro moBoro Bif 07.07.2021 p.; CkpuHiioty «lllofeHHUK CTyreHs
TSDKKOCTI cBepOiHHsI, cripuuMHeHoro ek3eMoro [BeuipHe 3aroBHeHHsi]», Bepcisi 1.0 yKpaiHCbKOIO MOBOIO
Big 07.07.2021 p.; Ckpunuioty «IllofeHHUK CTyTieHsI TSHKKOCTi CBepOiHHSI, CIIPUYMHEHOTO €K3eMOI0»,
Bepcis 1.0 ykpaiHcbkoro MoBoto Bif 07.07.2021 p.; CKpUHILIOTH «IHEKC OL[iHKM SIKOCTI YKUTTS MAaLji€HTIB 3
JlepMaToJIOTiYHUMH 3aXBOPHOBaHHAMM», Bepcid 1.0 ykpaiHcbkor0 MoBORO Bif 07.07.2021 p.; CKpUHILIOTH
«udpoBa mikana oriHIOBaHHS O0/0 Ta CBepOiHHS IIKipW, CIPUYMHEHUX eK3eMow», Bepcis 1.0
yKpaiHCbKOr MOBOIO Bif 07.07.2021 p.; CkpuHioty «LIudposa mikana oiiHoBaHHS 00/F0 Ta cBepOiHHS
LIKipY, CIIPUYMHEHUX eK3eMOK», Bepcisf ajsa InaHulery 1.0 ykpaiHcbkoro moBsowo Bif 07.07.2021 p.;
Ckpunimiotu «OSFT-Handheld», Bepcis 1.0 ykpaiHcekoro wmoBoro Bif 07.07.2021 p.; CKpUHILOTH
«OSFT», Bepcisa ana nnanmery 1.0 ykpaiHcekoro moBoto Bif 07.07.2021 p.; CKpUHILIOTH «3araabHa
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OLliHKa CTyTeHs1 TsHKKOCTi ek3emu natjieHToM (PGIS)», Bepcis 1.0 ykpaincbkoro MoBoro Biz 07.07.2021
p.; CkpuHiioTy «Illkana /s oifiHKK ek3emHu TaijienToMm (POEM) a1 caMOoCTiMHOTO 3ari0BHEHHSI», BepCis
1.0 ykpaincekoro moBoto Bif 07.07.2021 p.; CkpuHinotd «PROMIS-29», Bepcis 1.0 ykpaiHCbKOK MOBOIO
Big 07.07.2021 p.; CkpuHiioTH «HaBuanbHMI ONUTYyBarbHUK», Bepcisi 1.0 yKpaiHCBKOIO MOBOIO Bif
07.07.2021 p.

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

Ne 2426 Big 05.11.2021

Ha3sga kiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, OaraTolleHTpPOBe, TO/BilHe ciline, TUIalEeb0-KOHTPO/IbOBAHEe, iHTEpPBeHLIiMHEe K/IiHiuHe
JocimkeHHs1 2a a3y 4718 OLiHKKM e(heKTUBHOCTI, Oe3meuHoCTi, (hapMaKOKiHETHKY ¥ iMyHOT€HHOCTI TIpH
BHYTDIIIIHOBEHHUX BBEIEHHSX Ppi3HUX 103 OepmekimMady [yl JiKyBaHHS JOPOC/MX TIALi€HTIB 3
aTOIIYHUM JIEPMAaTUTOM CepeIHbOr0 ab0 BaXKKOTO CTyTeHs.», 77474462ADM2003, Big 01.04.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HonaTok 8

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

9.12.2021 Ne 2743

InenTudikaris cyTreBoi
TIOTIPaBKU

Ckpuniiotu «BASDAI», ykpaiHCbkOrO MOBOR Ay YKpainu Bepcis 1.00 Big 22.09.2021; CkpuHIIOTH
«BASDAI», pociicekoro MoBoro ansi YKpainu Bepcisi 1.00 Big 24.09.2021; Ckpunmotu «eC-SSRS 2.0
Lifetime», ykpaiHcbkoro MoBoro Asi Ykpainu, Bepcisi 1.00 Big 10.03.2020; Ckpunmotu «eC-SSRS 2.0
Lifetime», pocilicbkoro MoBot i1 YKpainu, Bepcis 1.00 Big 13.08.2020; Ckpuniiotu «eC-SSRS 2.0
Since Last Contact», yKpaiHCbKOIO MOBOI A1 YKpainu, Bepcis 1.00 Big 10.03.2020; Ckpuninotu «eC-
SSRS 2.0 Since Last Contact», pOCiiCbKOWO MOBOI M1 YKpaiHu, Bepcis 2.00 Big 13.08.2020;
Ckpuniotu «FACIT Illkana Bromu (BapianT 4)», yKpaiHCbKOIO MOBOO i YKpainu, Bepcis 1.00 Bix
22.09.2021; Ckpunimotu «FACIT-Fatigue Illkana BtomstoBaHocti FACIT (Bepcis 4)», poCiiCbKORO
MOBOIO 151 YKpainu, Bepcisg 1.00 Bim 24.09.2021; CkpuHiioty «HAQ-DI», yKpalHCbKOKO MOBOK ISl
Yxpainy, Bepcia 1.00 Big 22.09.2021; Cxkpunwotu «HAQ-DI», pociiicbkoro MOBOO A1 YKpaiHH, Bepcis
1.00 Bix 24.09.2021; CkpuHILIOTH «IHCTPYKUIT /11 yYaCHMKa», YKPalHCbKOIO MOBORO /1Sl Y KpaiHH, BepCis
1.00 Biz 22.09.2021; CKpUHILIOTH «IHCTPYKLi J/11 yyaCHUKa», POCIMCHKOI0 MOBOIO [J/Is1 YKpaiHH, Bepcis
1.00 Big 24.09.2021; CkpuHILIOTH «3arajbHa OLliHKa aKTHBHOCTi 3aXBOPIOBaHHS TAL[iEHTOM (apTPUT)»,
YKpalHCbKOI0 MOBOK i YKpainu, Bepciga 1.00 Big 22.09.2021; CkpuHIIOTH «3arajbHa OL{iHKa
aKTUBHOCTi 3aXBOPIOBaHHS TIAI[iEHTOM (apTPUT)», POCiMCbKOI MOBOIO /i1 YKpaiHu, Bepcis 1.00 Bifg
24.09.2021; CKpHHILOTH «3arajbHa OL|iHKa aKTUBHOCTI 3aXBOPIOBaHHS MAaLlieHTOM (TICOpia3 Ta apTpuUT)»,
YKpalHCbKOK0 MOBOK /i YKpainu, Bepcis 1.00 Big 22.09.2021; CkpuHIIOTH «3arajbHa OL{iHKa
aKTHMBHOCTI 3aXBOPIOBaHHS MallieHTOM (TICOpia3 Ta apTpUT)», POCIMCHKOI MOBOIO AJi1 YKpaiHH, BepCis
1.00 Bim 24.09.2021; CkpuHINIOTH «3arajbHa OLiHKAa OO0JII0 Talli€HTOM», YKPAiHCHKOIO MOBOK ISt
Ykpainy, Bepcis 1.00 Big 22.09.2021; CkpuHILOTH «3arajbHa OLiHKa 0O/ MalieHTOM», POCIHCHKOO
MOBOIO 11 YKpainu, Bepcis 1.00 Big 24.09.2021; Ckpuniuotd «PROMIS-29», yKpaiHCBKOIO MOBOIO /IS
Ykpainy, Bepcisg 1.00 Big 27.09.2021; Ckpuninotu «PROMIS-29», pociiicbkor0o MOBOW Aji YKpaiHu,
Bepcisi 1.00 Big 01.10.2021; CkpuHiuotd «HaBuanbHHMM MOAY/b i3 KOPUCTYBaHHSI ILJIaHILIETOM»,
YKpalHCbKOIO MOBOIO i1 YKpainy, Bepcig 2.00 Big 25.11.2020; CkpuHiioty «HaBuaabHUM MOAY/b i3
KODUCTYBaHHSI MJIaHIIeTOM», POCIMCbKO0 MOBOM i YKpainu, Bepcis 2.00 Big 06.11.2020; CKpUHILOTH
«SF-36v2 Standart», ykpaiHCbKO MOBOIO [ij1si YKpainu, Bepcis 1.00 Bix 21.09.2021; Ckpuniioty «SF-
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36v2 Standart», pociiickkoro MoBoOtO A1 YKpainu, Bepcis 1.00 Big 05.10.2021; CkpuHmioTu «JlitieH3iiHa
yrofa», yKpalHCbKOK MOBOKW i YKpaiHy; CKpuHIIOTH «JIiljeH3is [/ KiHLeBOro CIioXKuBauda»,
POCiMICBKOI0 MOBOIO /1/1s1 Y KpaiHu

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

Ne 2237 Big 18.10.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHiOMi30BaHe, TIO/BiliHe cJiire, M1aleb0 KOHTPOIbOBaHe KiHIUHe JOC/iIKeHHs 2a
dasu g ouwiHKM edeKTUBHOCTI Ta Oe3MeYHOCTi MpU3HAueHoi IMiJIKipHO KOMOiHOBaHOI Tepariil
rycenbkyMa0y Ta rosiMmyma0y y TMaii€HTiB 3 aKTUBHUM TcopiaTUuHUM apTputoM», CNTO1959PSA2003,
Big 08.06.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUMX




HonaTok 9
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

Bporitypa focmigHUKa A0C/TiIpKyBaHOTO Jlikapcbkoro 3aco0y ®inrotini6 (GS-6034), BugaHHs 16 Bif
02 Bepechs 2021 poky aHI/ilicbKOI0 MOBOMO; IH(opmariiiiHuii ucToK Ta ¢opMa iHdopMoBaHOI 3roau
nanienTa, Bepcig 9.1.0 Big 29 BepecHs 2021 poky yKpaiHCBKOIO Ta pOCIMCBbKOO MoBamu; Popma 3rogu
MapTHEPKM Ha TOJasiblle CIOoCTepeXkeHHs1 3a BariTHicTio, Bepcif 3.1.0 Big 12 xoBTHa 2021 poky
yKpaiHCbKOI0 MoBow0; Popma iHdopMoBaHOI 3rofu [jisi MapTHEPKA Ha TOJasblile CIOCTepeXKeHHs
BariTHocTi, Bepcis 3.1.0 Bix 12 xxoBTHs 2021 poKy poCiliCbKOI0 MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 423 Big 12.04.2017

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«[10BroCcTpOKOBe TIOZIOBXKeHe [OC/iKeHHs /ijisi OLiHKU Oe3reku (inroTiHiOy y marieHTiB i3 XxBopoOoro
Kpona», GS-US-419-3896, 3 iHkopriopoBaHO0 ronpaBKoro 7 Biz 23 6epesns 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIVENTC YKPATHA» (TOB «PPA YKPATHA»)

CnoHcop, KpaiHa

Gilead Sciences, Inc., CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Honatok 10

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

BK/TFOUeHHSI 10/JaTKOBUX MiCLlb POBeIeHHSI K/TiHIYHOTO BUNTPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. Afamuyk I".A.

KomyHaneHe mignpreMcTBo «KpHBOpi3bKHUK OHKOMOTIYHMM AUCHaHCcep» [IHIMpOreTpoBChKON
ob/acHoOi pajiu», XimioreparneBTuuHe BifainieHHsi, M. KpuBuii Pir

2. nikap CemereH [0.B.

ObnacHe  KOMyHa/ibHe  HeKOMepljiiiHe  MiANPUEMCTBO  «ByKOBUHCBKUM  K/TiHIUYHUN
OHKOJIOTiYHMM 1[eHTP», CTPYKTYPHMM TiJIPO3/1iJ1 IEHHOTO CTallioHapy, M. YepHiBiii

3. 3aB. Bij1. Boiitko H. JI.

KomyHaneHe HekoMmepljitiHe MigrnpuemMcTBO «KUIBCbKMM MiCbKUM KJTIHIYHUMA OHKOJIOTIYHUM
LleHTp» BUKOHaBYOro opraHy KwuiBcbkoi Micbkoi pagu (KuiBcbKoi MiChKOI lep>KaBHOT
aaMiHicTpauil), XimiorepaneBTuuHe BifgineHHs: Ne 2, M. KuiB

4, 3aB. BiJl., K.M.H. OcTtarnenko FO. B.

HauioHanbHul IHCTUTYT Ppaky, BifJi/leHHsT Maj0iHBa3sMBHOI Ta €HZJOCKOMIUHOI Xipypril,
iHTepBeHLiKHOI pafiosiorii, M. Kuis

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe, BigkpuTe, po3invpene pocaimpkeHHs 111 dha3u A1 BUBUEHHS JOBrOCTPOKOBOI Oe3MeKku
Ta e(eKTUBHOCTI y YYaCHHWKIB 3 pO3MOBCIO/PKEHUMM TyXJIMHAMHU, sKi y JaHui uyac repeOyBarOTh Ha
NiKyBaHHi abo Tifi CrIOCTepe)KeHHSAM Yy OC/i/IKEeHHI i3 3aCTOCyBaHHSM reMOpostisymady», MK-3475-587,
BepcCisi 3 iHKopriopoBaHor0 nonpaBkoro 03 Big 19 kBiTHs 2021 poky
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3asgBHUK, KpaiHa ToBapucTBo 3 06MeXXeHOI0 BiAinoBiAanbHicTI0O « MC/] YKpaiHa»

CrioHcop, KpaiHa «Mepk [apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHfp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpenapaTy

CYTyTHBOI Tepamii

B.o. renepansHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HopaTok 11

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

9.12.2021 Ne 2743

Inentudikaris cyrreBoi
TIOTIPaBKU

HornoBHeHHs1 o0 iHdopmaLii g1s maiieHTa Ta ¢opmHu iHPOpMOBaHOI 3rofy I0/0 aJbTepPHATUBHUX
CriocobiB TIpoBeZieHHs Bi3UTIB AocimkeHHs i yac maHgemii COVID-19, Bepcis 1.0 Big 09 Bepecust 2021
p., YKpaiHCbKOI MOBO0O; [IoroBHeHHs A0 iHpopmallii A/is1 natiieHTa Ta dopmu iHHOPMOBaHOI 3roiu 1070
a7lbTEPHATUBHUX CIIOCOOIB TIPOBe/IeHHsI Bi3UTIB JocimpkeHHs i yac manaemii COVID-19, Bepcist 1.0 Big
09 Bepecns 2021 p., pociticekoro MoBowo; bporirypa gocnigkenns, Bepcig 1.0 Big 21 jgunnus 2021 p.,
yKpaiHCbKOIO MOBOIO; bpoiypa mocnimxkenns, Bepcis 1.0 Big 13 nunua 2021 p., pocilicbKo0 MOBOIO;
Indorpadika mocmimkenns, Bepcis 1.0 Big 12 6epesnst 2021 p., ykpaiHCbKOO MoBOIO; IHdorpadika
nmociimkensst, Bepcis 1.0 Big 12 6epe3nst 2021 p., pocikickkoro MoBoro; ClieHapiii HaBUa/JbHOTO Bifieo,
Bepcisi 1.0 Big 12 6epe3ns 2021 p., ykpaiHCbKOi0 MoBot0; ClieHapiii HaB4a/sbLHOTO Bizieo, Bepcis 1.0 Bix
12 6epe3ns 2021 p., pociiicbkoro MoBoto; KepiBnuitBo fo ®PI3 asst yuacHUKIB Ta 0cib, sKi 3ilCHIOIOTD
nornsg, Bepcis 1.0, Big 12 6epe3ns 2021 p., ykpaiHcbKoto MoBoto; KepiBuuiiro g0 ®PI3 a5 yuacHUKIB Ta
0cib, siKi 3ziMicHIOIOTE gorsz, Bepcis 1.0, Bix 12 6epe3ns 2021 p., pocitickkoro MoBOI0; IHGopMariiitHmiA
macT i wikin, Bepcis 1.0, Bixg 12 6epe3nst 2021 p., yKpalHCbKOH MOBOO; [H(popMariiiiHuii mucT asist
mKin, Bepcist 1.0, Big 12 6epe3nss 2021 p., pociiicbkkoro MoBoro; LlinboBa ctopiHka, Bepcist 1.0, Big 28
uyepBHa 2021 p., ykpaiHCbKOO MOBOO; LlinboBa cTopinka, Bepcis 1.0, Bif 28 uepBHsa 2021 p., poCiliCbKOO
MOBOIO; JIHCT mpo Habip MmaiieHTiB/e/IeKTpOHHE MOBiJoMIeHHs A1 ciMeld, Bepcis 1.0 Big 12 6epesnst 2021
p., YKpalHChKOI0 MOBOO; JIMCT TIpo Habip maijieHTiB/eeKTPOHHe TOBiJoM/IeHHS Ajis ciMmeid, Bepcist 1.0 Bif
12 6epesns 2021 p., pocitickkoro MoBow; I11ab0HM HarayBaHsb Zjis TIALliEHTa Mpo Bi3uTy, Bepcis 1.0, Bif
30 uepBHs 2021 p., yKpaiHcbKo0 MoBoto; [11a6oHM HaraZyBaHb [ijis Malli€eHTa Npo Bi3uTH, Bepcis 1.0, Bif
30 uepBHs 2021 p., pociiickkoro MoBoro; IlnakaT gocmimkenHs, Bepcis 1.0, Bixg 21 gumusa 2021 p.,
yKpaiHCbKOI0 MOBO0; [lnakar pocnimxkenHs, Bepcisi 1.0, Big 13 swmnHs 2021 p., pociliCbKOIO MOBOIO;
[MpuBitanbHuit mct, Bepcisi 1.0 Bix 12 Gepe3ns 2021 p., yKpaiHCBKOH MOBOO; IIpuBiTanmbHUN JHCT,
Bepcist 1.0 Bizx 12 6epe3nst 2021 p., pociticbkoto MoBot0; KepiBHUILITBO 3 yuacTi B JoC/TipKeHHi, Bepcist 1.0,
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Bix 30 ysmnHa 2021 p., yKpaiHCbKO MOBOR; KepiBHULITBO 3 yyacTi B fociiKeHHi, Bepcia 1.0, Big 30
munHs 2021 p., pociiicbkoro MOBOW; BK/ItOueHHs1 [JOAATKOBOTO MiClisl TIPOBe/leHHs K/IiHIiYHOro
BUTIPOOYBaHHS:

No I1.I.b. BiAmOBija/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. Krpnuenko B./I.

KomyHnanbHe HeKOMepLjiiHe MiJTIPUEMCTBO «BiHHULBEKA obmacHa KJIiHIYHa
TICUXOHeBpo/ioriyHa jikapHs iM. akaza. O. 1. FOmenka Binauibkoi obsacHoi Pagu», autsiye
HeBpoJioriyHe BifgiieHHs Ned, M. BiHHULA

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2426 Big 05.11.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BATATOLIEHTPOBE PAHJOMI3OBAHE TIOJBIMHE CJIIIE JOC/IIIKEHHS 111 ®A3U 3
MOJBIMHOIO IMITAIIIEI0 I OIL[HKM BE3MEYHOCTI TA E®EKTHMBHOCTI
OKPEJII3YMABY V¥ TIOPIBHSIHHI 3 ®IHTOJIMOAOM Y MITEM TA IIAIITKIB I3
PELIIVBYIOUO-PEMITYIOUMM PO3CISIHUM CKJIEPO30M», WN42086, Bepcisi 2 Big 27 KBiTHs
2021p

3asgBHUK, KpaiHa

ToBapuctBo 3 O6MmekeHol BigmnosiganbHicTI0 «KOHTpAaKTHO-OCTIIHUIBKA oOpradizaiis [HHo®apm-
YKpaiHa»

CnoHcop, KpaiHa

@. Xopdmann-JIs Pou JItg, Iseiinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 12

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

9.12.2021 Ne 2743

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/IeHUH TIPOTOKOJT KiliHiuHOro BUNpoOyBaHHs MK-3475-641 3 inkopriopoBaHOw momnpaBkoio 06 Bif

12 xoBTHs 2021 poOKy, aHIJIiMICEKOI MOBOO; Bporiypa Aoc/ifHIKa JOC/TiPKYBaHOTO JIIKapChKOTO 3aco0y

MK-3475, BuganHs 21 Bim 02 BepecHs 2021p., aHrailicbkor0 MOBOI; YKpaiHa, MK-3475-641,

IHdopmarisi Ta JoKymMeHT npo iHopMoBaHy 3rofy Ajs TatjieHTa, Bepcisi 2.00 Big 21 >xoTtHsa 2021 p.,

KpalHCHKOIO Ta POCiHChKO MOBamMH; 3MiHa Ha3BU MiClis TPOBeIeHHSI K/TiHIYHOTO BUTIPOOYBaHHSI:
byno Crano

I.M.H., ipod. Ctycs B.IL.

KomyHanbHe MigIpueMCTBO «/IHIIpOneTpoBCchbKa
obnacHa kiiHiyHa mikapHsA iM. I.I. MeuHukoBa»
[HinporeTpoBcbKoi 00/1acHOT pagu», BifineHHs

I.M.H., pod. Ctycs B.I1.

KomyHanbHe mirpuemMcTBO «/IHINpOneTpoBCchbKa
obsacHa KiiHiyHa mikapHsa iMm. I.I. MeuHMKoBa»
JHinporeTpoBchKOi 00/1aCHOI paiu», BiflineHHs

yposorii Ne2 (oHKosOTiuHe), [lep>XKaBHUN 3aK/aj
«/JHIrponeTpoBCcbKa Me[uvHa aKazeMis
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHW»,
Kadezpa yposorii, M. JIHinpo

yponorii Ne2 (oHkosoriuHe), [IHIMPOBCHKUIA
Jep)KaBHUN MeIUYHUM yHiBepcuTeT, Kadeapa
ypoJiorii, M. [THirpo

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 833 Big 28.04.2021

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«PanpomizoBane, noggiiiHe crine gocmimkenHs 111 ¢a3u nmemOposizymady (MK-3475) y kom6iHarii 3
eH3a/TyTaMiZIoM MOPIiBHSHO 3 eH3aJyTaMiJjoM 3 raiebo y yuyaCHMKiB 3 MeTaCTaTUYHUM KacTpaljiiiHo-
pesucTeHTHUM pakoMm mnepeamixypoBoi 3ano3u  (mCRPC) (KEYNOTE-641)», MK-3475-641,
3 iHKopriopoBaHo nornpaskoro 05 Bifg 14 tpasHs 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHicTIO « MCJ] YKpaiHa»




2 MPOJOBXKEeHHA JojaTKa 12

CrioHcop, KpaiHa «Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHf Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpomypa gocniganka CNTO1959 (guselkumab), Buganns 12 Big 30.08.2021 p.; OHoBneHuit posgin 3.2.S
nmocee I1JI3 rtycembkymab (CNTO1959), cepriens 2021 p.; OnHonenuid po3zin 3.2.P mocee [JI3
rycesbkymab (CNTO1959), nonepenHbo 3aroBHeHu# mmpwuiy, 100 mr/mii, ceprieds 2021 p.

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

Ne 1773 Big 20.08.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorjeHTpoBe, paHZOMi3oBaHe, MO/BilHe ciine, mualle60 KOHTPOJbOBaHe KJiHiUHe [OC/TiIpKeHHs
3b ¢asu 15 o1iHKK e(heKTUBHOCTI Ta Oe3MeyHOCTi MPU3HAYEHOTO MiALIKIPHO rycebkyMaly y Talli€HTiB
3 aKTUBHUM T1COpPiaTUYHUM apTPUTOM, sIKi paHillle Majau HeJOCTaTHIO BiJMOBiJb Ta/abo HerepeHOCUMiCTh
NiKyBaHHSI OZHUM 3 iHTibiTOpiB hakTOpy HEKpo3y myxamH anbdha», CNTO1959PSA3005, Big 13.04.2021

P

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopartok 14

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

BK/TFOUeHHSI 10/JaTKOBUX MiCLlb POBeIeHHSI K/TiHIYHOTO BUNTPOOYBaHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. boiiuyk H.C.

MenuuHuii 1]eHTP TOBapucTBa 3 OOMeXeHOH BiAmoBigampHiCTIO «EmenbBeiic Memike»,
JIIKYBa/IbHO-TIPO(iIaKTUYHUM TiApo3aia, M. KuiB

2. n.M.H. IcaeBa I'.C.

HepxaBHa ycTtaHoBa «HartjioHasbHUM iHCTUTYT Teparii imeni JI.T. Masnoi HauioHanbHoT
aKkaziemii MeJUUYHMX HAyK YKpaiHW», BIJJI/1 KOMIUIEKCHOTO 3HWKEHHSI PU3MKY XPOHIUHUX
HeiHdeKLiMHKX 3aXBOpIOBaHb Ha 0a3i BiaineHHs: ractpoeHTepoJiorii Ta Teparii, M. XapKiB

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2616 Biz 24.11.2021

HasBsa kjiHiuHOoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«baraTolieHTpOBe, paHJOMi30BaHe, TO/BiliHe ciine AocrimkeHHs ¢asu I gs oriHky edeKTUBHOCTI i
6e3neuHocti miperiapaty RGB-14-P y mopiBHsHHI 3 Ilposmia® y >XiHOK 3 MOCTMeHOIay3aTbHUM
ocreoriopo3om», RGB-14-101, Bepcis 1.0 Big 10 6epe3nst 2021 poky

3asaBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Gedeon Richter Plc., Hungary

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honmatok 15

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/bIIIeHHsT KiZTbKOCTI IOC/TiZPKYBaHUX B YKpaiHi 3 12 10 20 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomiszoBane, moBiliHe criine, Tiarie00-KOHTPOBOBaHe, OaraTOI|EHTPOBe KITiHIUHE AOC/Ti/PKeHHS
dasu 2 3 MeTOH OLIHKK e(QeKTHMBHOCTI Ta 0e3MeuHOCTi TMerreTakorviaHy y TMaljieHTiB 3 OiuHumM
amiorpodiunum ckiepozom (BAC)», APL2-ALS-206, nonpaska 3.0 Big 27 nunus 2020 p.

3asiBHUK, KpaiHa

TOB «BOPJIABAN]T K/ITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

Amnentic @apmacktotikaic IHk, CIIIA (Apellis Pharmaceuticals, Inc., USA)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HonaTok 16
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-3475-587, Bepcis 01 Big 28 »oBTHs 2021 p., yKpaiHCbKOIO MOBOM, iHdopMmaljisi Ta
JIOKYMEHT Tpo iH(opMOBaHy 3rofy [i/is Malji€eHTa, CTBOPeHa Ha OCHOBI Tyio0aibHOrO 11abaony MK-3475-
587_AMO1, Bepcis 1.03 Bix 26 >koBTHs 2021 p., a TakoX 111a6JI0HY, 3aTBep/KEHOro it YKpaiHu, Bepcis
Big 15 ciung 2021 p. ykpaiHCbKOHO MOBOIO; YKpaiHa, MK-3475-587, Bepcisa 01 Big 28 »koBTHaA 2021 p.,
pociiicbkoro MOBOMO, iH(opMallis Ta JAOKyMeHT Mpo iHpOpMOBaHy 3rofy [Jis Talli€eHTa, CTBOpeHa Ha
ocHOBi ry10banbHOro 11a6moHy MK-3475-587_AMO1, Bepcis 1.03 Bix 26 »oBTHs 2021 p., a Takox
11ab/10Hy, 3aTBep/PKeHOro it YKpaiHu, Bepcis Bif 15 ciunsa 2021p. pociiicbkoro MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, BigkpuTe, po3ivpene pocaimpkeHHs 111 ¢ha3u A1 BUBUEHHS [JOBrOCTPOKOBOI Oe3MeKku
Ta e(eKTUBHOCTI y YYaCHHWKIB 3 pO3MOBCIO/PKEHUMM TyXJIMHAMU, sKi y JaHWWA uyac repeOyBalOTh Ha
NiKyBaHHi abo Tifi CrIOCTepe)KeHHSIM Y JOC/iKeHHi i3 3aCTOCyBaHHSAM reMbOpostisymady», MK-3475-587,
BepCis 3 iIHKOprnopoBaHoro nornpaBkoro 03 Big 19 keiTHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganbHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Iapn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIODA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Honatok 17

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-3475-756, Bepcisg 2.04 Big 28 >xoBTHs 2021 p., yKpaiHCbKOIO MOBOMO, iHdopMmallis Ta
JIOKyMeHT mpo iHdbopMoOBaHy 3rofy Ajs mnaiieHTa; YKpaiHa, MK-3475-756, Bepcisi 2.04 Bif 28 >KOBTHs
2021 p., pociiicbKoro MOBOIO, iHhopMallisi Ta JOKYMEHT Ipo iHGopMoBaHy 3rofy A/is MaljieHTa

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

Ne 540 Big 07.03.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, nozpiiiHe ciirne gocimkenns 111 da3u A1 NMopiBHAHHSA nieMOpostizymaly 3 marie6o y
KOMOiHaIlil 3 Heoa/'FoOBaHTHOK XiMioTeparii€ro Ta a'FOBaHTHOK eHJOKPHUHHOIO Teparli€lo TMpH JIiKyBaHHi
pPaKy MOJIOUHOI 3a/1034 3 HasIBHICTIO peLeNnTopiB [0 eCTPOreHiB i BiZICYTHICTIO JIFOJCHKHUX peLienTOopiB
enigepmanbHoro gakropa pocty 2 (ER+ / HER2-) Ha paHHili cTazii py BHUCOKOMY CTYIIeHi pHU3UKY
(KEYNOTE-756)», MK-3475-756, 3 iHKopriopoBaHoto noripaBkoto 04 Big 22 kBiTHs1 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg Joym Kopr.», gouipue nianpuemcrBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 18

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

BK/IIOUeHHSsI 0ZAaTKOBOT'O MiClisl TTPOBeIeHHsI K/TiHiUHOTO BUMIPOOYBaHHS:

Ne
/1

I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. Yymak C.O.

Kninika [lep>kaBHOI ycTaHOBU «[HCTUTYT OXOPOHU 3[10POB’s AiTeM Ta miaiTKiB HarjioHanbHOL
akajeMii MeIMUHMX HayK YKpaiHu», BiJjii/IleHHs] eHZ0KPUHOJIOriT, M. XapKiB

Howmep Ta fata Haka3sy
MO3 1woz0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2372 Bip 04.12.2019

Ha3sga ksiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bBaraTolieHTpOBe, TO/BiliHE CJlifle, paHAOMi30BaHe, IIal[eb0-KOHTPO/ILOBaHe KITiHIUHE [JOC/IiKeHHs
IIT asu gyis orjiHku Oe3neku Ta edekruBHOCTI Epryrmiduosiny (MK-8835/PF-04971729) y gmiteli, Bikom
Big 10 mo 17 poKiB BK/IFOYHO, XBOPUX Ha IIYKpOBHM fAiabeT 2 Tumy», MK-8835-059, 3 iHKOpriopoBaHOO
nonpaBkoro 01 Bix 11 yepBHst 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exp Joym Kopr.», nouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepajibHOro AupeKkTopa /lupeKropary
(apmaneBTHYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




Honatok 19
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

Indopmarisi anst nauienta ta Popma iHdopmoBaHoi 3rogu — IIpotokon 61186372NSC3001, Bepcis
YKpaiHCbKOIO MOBOMO AJis1 YKpainu Bif 26.10.2021 p., Bepcis 2.0; Indopmauis gis naijieHta Ta @opma
indopmoBaHoi 3rogu — IIporokon 61186372NSC3001, Bepcisi pociiicbkoro MOBOIO AJisi YKpaiHU Bif
26.10.2021 p., Bepcis 2.0.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 614 Big 01.04.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBane Bigkpure KiiHiuHe gocmimpkeHHss @a3m 3 kKomOiHarii AmiBaHTamaby Ta Teparii
KapbornatuHom Ta IlemeTpekcenom y mopiBHsHHI 3 KapOorinatuH-IlemMeTpekcesioM y malli€HTIiB 3
MiCIeBO-TIOIIMPeHUM ab0o MeTacTaTUYHUM HepiOHOK/IITHHHUM PAaKOM JieTeHb 3 MYTAI[i€l0 periernTopinB
eniziepmanbHoro ¢akropa pocty (EGFR) 3i BctaBkamu B ek30Hi 20 (Exon 20ins)», 61186372NSC3001, 3
[ToripaBkoro 1 Bix 20.05.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Honatok 20

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa BiJITIOBia/IbHOTO TOC/iIHMKA; 3MiHa HAa3BU MiClisl TPOBe/IeHHs] BUTTPOOYBaHHS:

Byso Crano
K.M.H., gou. ['oHia A.O. sikap CemereHn FHO.B.
KomyHanbHa yCTaHOBa «YepHiBewpkuii | ObsacHe KOMYHaJlbHe HeKOMepLiiliHe
00s1acHUH KTiHIYHUI OHKOJIOTiYHUIN AUCTIAHCep», | TAMPUEMCTBO «ByKOBUHCBKMI  K/IHIYHUN
BiZIliIeHHS leHHOr 0 CTaljioHapy, M. YepHiBLji OHKOJIOTIYHUM LIeHTP», CTPYKTYPHUM MiApo3zin
[I@eHHOI'0 CTaljioHapy, M. YepHiBLi

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«®a3za 3, OaraTolleHTpPOBe paH/AOMi30BaHe II0/IBiliHe cJiire T1arie00-KOHTPOIBOBAHEe —TOC/TiKeHHS
dynBectpanty (Pasnogekc®) 3 uu 6e3 PD-0332991 (manboiwkiaib) + rosepesiH y >KiHOK 3 TOPMOH-
peLienTop-1o3uTUBHUM, HER2-HeraTuBHUM MeTacTaTUUHUM pPakKOM MOJIOYHOI 3a/103H, 3 IPOrpecyBaHHAM
3aXBOPIOBAHHSA MIC/s TMOMepeJHbOi eHJOKPUHHOI Teparii», A5481023, 3 IHKOPIIOPOBAHOK MOIMPAaBKOI
3 Big 20 >koBTHS1 2015 pOKYy

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

®atizep Ink., CIIHA

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HopnaTok 21

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-7339-012, Bepcisi 2.01 Big 23 »oBTHs 2021 p., yKpaiHCbKOIO MOBOMO, iHdopMmallis Ta
JIOKyMeHT mpo iHdopMoBaHy 3rofy [/s maljieHTa; YkpaiHa, MK-7339-012, Bepcisa 2.01 Big 23 >KOBTHs
2021 p., pociiicbkkoro MOBOIO, iHpopMallissi Ta [JOKYMeHT Tpo iHpOpMoOBaHy 3rofy [A/s Talli€HTa;
36isbIIeHHs KiZTbKOCTI JoC/ipKyBaHuX B YKpaiHi 3 70 o 115 ocib

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Big 26.06.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docnimkenns: 111 da3u nembposizymaby (MK-3475) y koMmOiHallii 3 CymyTHBOIO XiMiOTIPOMEHEBOHO
Tepari€ro 3 MOJa/JbIIMM BBeJeHHSIM remMOposizymady 3 omarapubom abo 6e3 HBOrO TIOPIBHSIHO 3
CYTIyTHBOI) XiMiOIIDOMEHEBOIO Tepari€l0 3 I0/a/blIMM BBeJeHHSIM JypBajiymMaly B YyuyaCHUKIB 3
Heorepadbe/TbHUM JIOKa/IbHO PO3MOBCIO/PKEHUM HepiOHOKIITUHHUM pakoM jereHiB III cragii (HAPJT)»,
MK-7339-012, 3 inkopnnopoaHoro nionpaBkoro 05 Big 09 uepBHst 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanbHicTI0 «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», gouipHe nianpuemcrso «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 22
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

OHOB/IeHMI TIPOTOKOJ1 KiHiuHOTrOo BUMNpoOyBaHHs MK-3475-365, Bepcist 3 iHKOPIIOPOBAHOKO MOMPaBKOI)
10 Bim 30 cepmus 2021 poky, aHrujilicbkoro MoBowO; bpoiiypa gocnignuka MK-7684/MK-7684A,
BUzaHHA 9 Bif 23 cepriag 2021 p., aHriMicbKor MoBoro; bpoiypa gocnigauka MK-3475, Buganns 21 Big
02 Bepecus 2021 p., aHrniiicbkor0 MoBoo; [HdopMallis Ta AOKyMeHT Mpo iHPOpPMOBaHy 3rofy st
natjieHta, YkpaiHa, MK-3475-365, Bepciga 1.00 Bim 02 mucromaga 2021 p., yKpaiHCBKOKO MOBOIO;
[HdopmMatiisi Ta JOKYMeHT Mpo iHpopMoBaHy 3roAy [Js maijieHta, YKpaiHa, MK-3475-365, Bepcis 1.00
Biz 02 muctonaza 2021 p., poCiliCbKOO MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Hocmimkenns: Ib/I1 ¢a3u kombiHOBaHOi Teparmii 3 memOposisymabom (MK-3475) mpu JtikyBaHHi
MeTacTaTUYHOI O KaCTpaLiiHO-Pe3UCTeHTHOT O paxky repesMixXypoBoi 3a/103U (MKPPII3)
(KEYNOTE-365)», MK-3475-365, Bepcid 3 iHKopriopoBaHoto rnonpaskoto 09 Biz 16 kBiTHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CrioHcop, KpaiHa

«Mepk Illapn Exng OJoym Kopm.», gouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

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

9.12.2021 Ne 2743

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa HaliMeHyBaHHS 3asgBHUKa B YKpaini 3 TOB «KOBAHC KJIIHIKAJI IEBEJIOTIMEHT YKPAIHA»
Ha TOB «JIABKOPII KJ/IIHIKAJI OEBEJIOIIMEHT YKPAIHA»; 3miHa Micis TpoBejeHHs
NOCTipKeHHsT; 3MiHa Ha3BU MiCIlb TIPOBEJIEHHST JOCTi [PKeHHSI:

byno Crano

A.M.H., mpod. Llenyiiko B.IA. A.M.H., mpod. Llenyiiko B.IA.

KoMyHanbHUM  3aKknaaf,  OXOpPOHM  370poB's | KoMyHasbHe  HeKOMepLiiiiHe  MiJAlPUEMCTBO
«XapkKiBCcbKa MicbKa KiiHiyHa JikapHs Ne8», | «Micbka KiiHiuHa JjikapHs Ne8» XapkiBCbKOT
KapZioJioriyHe BiAJiJieHHsT [/ XBOPUX Ha | MICbKOI pajy, KapZioJioriyHe BiAfdisieHHS /s
iHdapkT Mmiokapga Ne 1, XapkiBchbKa MeAu4Ha | XBOpUX Ha iHbapKT Miokapja Nel, M. XapkiB
akazemis micasagurioMHol ocsitn MO3 Ykpainy,
Kadenpa kapgiosiorii  Ta  (yHKLiOHaIbHOI
JlarHOCTUKY, M. XapKiB

K.M.H. Knanna A.T. n.M.H. Knanua A.L

XMenbHUIIBKA 0OslacHa JlikapHsi, BigziseHHsa | KomyHanbHe — HeKOMepIiiiiHe  MiATIPUEMCTBO

Kap/iio- Ta €H/I0BaCKy/IsIpHOT xipyprii, | «XMenbHULIbKUN 00J1aCHUN  CeplieBO-CyIUHHUNA

M. XMeJTbHULIbKUI eHTp»  XMeJbHMIIBKOI ~ 00sacHOI  pajwy,
BiiTineHHsA IHBa3UBHOI Kapziosorii Ta
IHTepBeHLIIHO]I papioJiorii Nel,

M. XMeTbHULIbKUI

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

Ne 2030 Biz 07.11.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHziomi30oBaHe, OaraTorjeHTpoBe, Mo BiliHe cJiire, M/are60-KOHTPOIbOBaHe JOC/IiPKeHHS TpeThol (a3u
y TapajefbHUX Ipymnax /[jas BUBUeHHs e(peKTHBHOCTI Ta Oe3neku mnperapary CSL112 y maijieHTiB 3
rOCTPpYMM KOpOHapHUM cuHzApomom», CSL112_3001, Bepcis 3 nonpaskoro 1 Bifg 10 BepecHss 2019 poky




2 MPOJOBXKEeHHA JojaTKa 23

3asiBHUK, KpaiHa ToBapuCTBO 3 06MeXeHO0 BiAnoBiganeHicTIO «JIABKOPIT K/TIHIKAJI IEBEJIOIIMEHT YKPATHA»
CrioHcop, KpaiHa CSL Behring LLC, United States

CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb» U

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

bpomypa mocnignuka KZR-616, Bepcis 7, Big 08 >koBTHs 2020 poKy aHI/IiMCbKOH MOBOR; bpoiiypa
nocnigavka KZR-616, Bepcis 8, Big 12 »xoBTHs 2021 poKy, aHTJ/iiCbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 893 Big 15.04.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«®a3za 1b/2 pocnimkenns npernapaty KZR-616 y mailieHTiB 3 CICTeMHMM YepBOHMM BOBUYAKOM 3 Ta 0e3
He(pputy», KZR-616-002, nornpaska 4, Bepcis 5.0 Big 07 nunusa 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», Ykpaina

CnoHcop, KpaiHa

Kezar Life Sciences, Inc, United States / Ke3ap Jlaiid Caitencis, Ink. CIIIA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
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Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnieHa Opotirypa gociifHuKa 1o niperniapaTy Te3ernenymab (panitmme MEDI9929 ta AMG 157) Bepcist

5.0 Biz 21 »xoBTHs 2021 poKy; 3MiHa Ha3BU MiCLisl MPOBe/IeHHs K/TiHIYHOTO BUTIPOOYBaHHS:
Byso Crano

I.M.H., ipod. OcTpoBchKuii M.M. I.M.H., ipod. OcTpoBchKuii M.M.

Ob6nacHuii  ¢pTU3iONyIBMOHOJMOTIUHNM  1IeHTp, | KomyHasibHe — HekoMepliliHe  TiANpUEMCTBO

BifZiineHHs1 mynbMoHoIOril, [lep>kaBHUM BUILMHK | «IBaHO-DPpaHKiBCbKUN obsiacHui

HaBua/bHUM  3aknaf, — «IBaHO-PpaHKIBCHKUM | PTU3i0MYyIbMOHOJIOTiUHUI LIEHTP IBaHoO-

Hal|iOHa/IbHUI MeZIMUHUN yHiBepcuTeT», | ®paHKiBCbKOi  00/acHOi  pajgu», BiAgineHHs

Kadenpa ¢rusiaTpii i my/sbMOHOMOrII 3 KypcOM | My/JbMOHOJIOTIT Ne2, IBaHO-®paHKiBCHKUT

npodeciiiHux xBopo0O, M. IBaHO-PpaHKiBCEK Hal[iOHa/IbHUW MeJUYHUN YHiBepcuTeT, Kadeapa
¢rusiatpii i  myseMoHosOrii 3 KypcoMm
nipodeciiiHux XxBopob, M. IBaHO-PpaHKiBCEK

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1265 Big 05.06.2019

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«bararorieHTpoBe, TOABilHe ciire, paHJOMi30BaHe, I/1alle00-KOHTPOIbOBaHe, B TMapasie/lbHUX Ipymax,
¢a3u 3, oZOBXKeHe JOCTi/PKeHHST 3 MeTOI0 OLiIHKY Oe3reku Ta repeHocMocTi Te3emnenymaly B ZOpPOCIMX
Ta MiJJTITKIB 3 BaKKOK HEeKOHTpoJiboBaHOK acTtmor (DESTINATION)», D5180C00018, Bepcisi 6.0 Bif,
12 kBiTHsA 2021 poKy

3asgBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

IHdopmariisi mpo gocnimkeHHs: Ta popma iHHOpMOBaHOI 3ro/ju, J0KanibHa Bepcist Homep 1.1 s Ykpainu
YKpalHCbKO MOBOR, fata Bepcii 08 nucronaza 2021 poky Ha ocHOBI Mactep Bepcii Homep 1 Big 25
yepsHs 2021

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

Ne 2426 Big 05.11.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«MixHapoziHe, paHJO0Mi30BaHe, MMO/BiliHe CIire, T1aleb0-KOHTPo/IbOBaHe Moc/imkeHHss Pa3u 3 3 MeToro
OL|IHKM BIUIMBY LIMKJIOCW/IIKATy LJMPKOHIIO HATpPit0 Ha IPOrpecyrouy XPOHIYHY HUPKOBY HeJOCTaTHiCTb
(XHH) y yuacnukis 3 XHH Ta rinepkasiemieto abo i3 pusukom rinepkaniemii», D9488C00001, Bepcis 1.0
Big 24 yepBHs 2021 poky

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca, AB, Sweden

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

3pa30K [OJATKOBOTO MapKyBaHHSI BTOPHHHOI YIAKOBKU [IOCTi/PKYBAaHOTO JIiIKAPCBKOTO 3acoly
Tamokcuden, tabnmetkw, 20 wmr; Bepcis Big 29 mumHa 2021 p., yKpaiHCbKOIO MOBOH; 3amydeHHs
I0/JaTKOBOT'O MiCL{sl POBe/IeHHsI K/TiHIYHOTO BUNTPOOYBaHHST:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS

1. nikap Ipo6nep L.T.

KomyHabHe HeKOMepIiiiiHe TMiANPUEMCTBO «XMeJIbHUIIBKUN 00/IaCHUA MPOTUITYX/TUHHUNA
1[eHTp» XMeJbHUIIbKOI 00/1acHOI paju, BifieHHs HOBOYTBOPEHb I'DY[HOI 3a/103H, IIKipH,
M’ SIKUX TKaHHWH Ta KiCTOK, M. XMe/IbHUL[bKUI

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2237 Bip 18.10.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, BigKpuTe, OararoiieHTpoBe JociimkeHHss ¢a3u III 3 ouiHku edeKTUBHOCTI Ta
Oe3reyHoCTi aji’tOBaHTHOI Teparii TipefecTpaHTOM TIOPiBHSHO 3 a/’FOBAHTHOK €HJOKPHUHHOMO
MOHOTepaIli€lo0 3a BUOOPOM JiiKaps B TAI[i€HTIB 3 eCTporeH-peljenTop-no3utiBHuM, HER2-HeratuBHUM
pPaKOM MOJIOYHOI 3a/1031 Ha paHHiu cTtafii», GO42784, Bepcis 2 Big 30 uepBHs 2021 poky

3asiBHUK, KpaiHa

TorapuctBo 3 ObMmexkeHow BiamosiganbHicTI0 «KOHTpaKTHO-AOCTIHUI[EKA Opradizaijisi IHHo®apM-
YKpaiHa»

CnoHcop, KpaiHa

@. Xodhdmanu-JIs Por JIta, [setitapis (F. Hoffman-La Roche Ltd., Switzerland)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

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

3MiHa Ha3BU 3asiBHMKA KiiiHiuHOTO BUpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xesc
YKpaiHa»; 3MiHa MiClisg TPOBe/IeHHs K/IiHIYHOTO BUITPOOYBAHHS:
byno Crano

K.M.H. Tomax H.B. K.M.H. Tomax H.B.

KomyHa/neHe  HekoMmepljiiHe — mignpuemMctBo | Meguunuii 1ieHTp ToBapucTBa 3 00MeXeHORO
«Micbka mikapHs Ne2» 3amopi3bkoi MicbKOi | BianoBiganbHiCTIO «IHET-09», M. 3anopixoks
pajiv, HeBPOJIOTiuHe Bifii/IeHHs, M. 3arOpiKiKs

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 80 Biz 19.01.2021

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«PanzmomisoBaHe, no/BiiHe cire, Tialeb0-KOHTPO/IbOBaHe JOC/TiKeHHsT Ga3u 3 y mapaebHUX Tpyrax
TPUBAiCTIO 27 TWXKHIB i3 THYYKMM TIiI0OpOM /103U [/i OLIHKA e(deKTHBHOCTi, Oe3MeyHoCTi Ta
nepeHocuMocTi TaBama/joHy B SKOCTi /IOTOMDKHOI Tepamii y /[JOpOC/AMX TAI[i€EHTiB 3 XBOPOOOIO
[lapkiHCcOHa 3 MOTOPHUMM (QUIYKTyallisiM4, $IKi OTPUMYIOTh JIIKyBaHHsS TrperiapatoMm JleBogoria
(mocstipyKeHHs TEMPO-3)», CVL-751-PD-003, Bepcis 2.0 Bizg 29 vepsHs 2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Cepesen Tepan'totikc, JIJIC, CIIIA [Cerevel Therapeutics, LLC, USA]

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTPOOYBaHb» U
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InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU 3asiBHMKA KiiiHiuHOTO BUpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xesc
YKpaiHa»; 3MiHa MiClisg TPOBe/IeHHs K/IiHIYHOTO BUITPOOYBAHHS:

byno Crano
K.M.H. Tomax H.B. K.M.H. Tomax H.B.
KomyHa/neHe  HekoMmepljiiHe — mignpuemMctBo | Meguunuii 1ieHTp ToBapucTBa 3 00MeXeHORO
«Micbka mikapHsi Ne2» 3amopisbkoi MickKol | BignoBiganbHicTiO «[HET-09», M. 3anopixoks
pajiv, HeBPOJIOTiuHe Bifii/IeHHs, M. 3arOpiKiKs

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1636 Biz 20.07.2020

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«PanzmomisoBaHe, no/BiiHe cire, Tialeb0-KOHTPO/IbOBaHe JOC/TiKeHHsT Ga3u 3 y mapaebHUX Tpyrax
TPUBAICTIO 27 TWXKHIB [I/IsI OL[iHKK e()eKTUBHOCTI, O€3MeyHOCTi Ta MePeHOCUMOCTI 1BOX (PiKCOBAaHUX /103
TaBamafoHy y maijieHTiB 3 xBopobOoro IlapkiHcoHa Ha panHii ctagii (mocmimkenHss TEMPO-1)»,
CVL-751-PD-001, OHoBnenuu mpotokos Bepcis 2.0 Big 29 yepBHs 2020 p.

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Cepesen Tepam'toTikc, JIJIC, CIIA [Cerevel Therapeutics, LLC, USA]

CymnyTHi
Marepianu/mpenapaTy
CYyNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary

(apmaneBTHUYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX
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Inentudikariis cyrreBoi
TIOTIPaBKU

Bpourypa pocnignvka, BuganHs 6 Bing 19 kBiTHa 2021 poky, aHI/iCBbKOIO MOBOH; [H(opMmarliiiiHuii
mictok i dopma 3roau, Bepcisi V4.0UKR(uk)1.0 Bix 24 BepecHs 2021 poky, mepeksaj, YKpaiHCbKOIO
MOBOIO Bifi 27 xoBTHs 2021 poky; [HdbopMmaritinuii nvcTok i popma 3roau, Bepcisi V4.0UKR(ru)1.0 Big 24
BepecHsd 2021 poky, nepek/aj, pOCiMCbKO0 MOBOK Bif 27 >koBTHA 2021 poky; OAHOKPOKOBUM
CTPyMEHEeBMI TeCT Ha BariTHiCTh (ceua)_IHCTpyKil, yKpaiHCbKOO MOBOIO; O/THOKPOKOBUIM CTPyMeHeBU
TecT (ceya) Ha BariTHiCTb_IHCTPyKUii, pocilicbkkoro MoBO; IllofeHHUK npriioMy mpernapary y4aCHUKOM
nocnimkenHss INCB 86550-203, Bepcisi V2.0 UKR(uk) Big 22 uepBHs 2021 poky, nepeksaj, yKpaiHCbKOO
MoBoK Bif 15 xoBTHS1 2021 poky; lllogeHHMK mnpuiioMy mpenapaTy y4yacHUKOM pochifjkeHHs INCB
86550-203, Bepcis V2.0 UKR(ru) Big 22 yepBHsi 2021 poky, nepek/iaj, pOCiiicbKOI MOBOIO Bifi 15 )KOBTHS
2021 poky; IlomeHHuK npuiioMy mnpenapary y4yacHUKoM gociifkeHHs1 INCB 86550-203, Bepcis V2.0
UKR(uk) Big 29 nunus 2021 poky, nepeknaj, yKpaiHCbKO MOBOO Bif, 18 >koBTHs1 2021 poky; LomeHHUK
rnpuiioMy mnpenapaty y4yacHUkoM gociaifkeHHs1 INCB 86550-203, Bepcia V2.0 UKR(ru) Big 29 nunus
2021 poky, nepekmaj pocilicbkkoro MOBO Bif 18 sxkoBTHs 2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docnimkenns: da3u 2 3actocyBanHs npernapaty INCB086550 (inribitopa PD-L1 gyis mepopasbHOTO
MpUIOMY) B YYaCHHKIB ZOC/TiPKeHHs i3 BUOPAaHUMU COJIIHUMM TYXJIMHAMH, 1[0 paHillle He OTPUMYBa/IA
NiKyBaHHS iHTiOiTOpaMy iMyHHUX KOHTPOJIBHUX TOUOK», INCB 86550-203, Bepcisi 2 3 iHKOPITIOPOBaHOIO
niorpaBkoto 1 Bix 08 6epe3nst 2021 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Incyte Corporation, United States

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Hopnatok 31
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
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InenTudikariist cyrreBoi
TIOTIPaBKU

bpouypa mocnigauka Ensanyramig (MDV3100), Bugannsa 12.2 Big 24 yepBHs 2021 poKy, aHI/IiMCBKOO
MoBorw; dopma iHdopmosanoi 3rogu, Bepcis V11.1UKR(uk)1.0 Big 04 >xoBTHs 2021 poKy, mepeksaj
yKpaiHCbKOI0 MoOBoOw Bif 05 mucromaga 2021 poky; Popma iHdopmoBaHOI 3rofu, Bepcis
V11.1UKR(ru)1.0 Bizg 04 xxoBTHs 2021 poky, nepek/aj, pociiicbkoro MoBoto Bif 05 nucronaza 2021 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«docnimkenns: «PROSPER»: MixkHaposiHe, paH0Mi30BaHe, MO/BiliHe ciiire, riane60-KOHTPOIbOBaHe
JoCHimKeHHss a3 3 /i OI[iHKM e(heKTUBHOCTI Ta O0e3MeyHOCTi eH3aayTamigy Yy TIaLli€HTiB 3
HeMeTacTaTUYHUM KacTpaT-pe3uCTeHTHUM pakoM IepeAMixypoBoi 3ano3u», MDV3100-14 (C3431005),
Bepcis 5 Bif 26 ciyns 2018 poky 3 iIHKOPIOPOBAHOKO TMOIPaBKoo 4

3asBHUK, KpaiHa

TTianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK'FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

«MepiBeiiH, Hk.» (Medivation, Inc.), modipHsi KoMmaHis, 10 epeOyBa€ y TOBHiM BMaCHOCTI KOMIaHii
«[Idaitzep IHK.» (Pfizer Inc.), CIITIA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HopnaTok 32
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

bpoitypa pmocnignuka ®inrotinib, BumanHs 16 Big 02 BepecHs 2021 poky, aHT/IIMCHKOI MOBOIO;
[ndpopmariiinuii mMCcTOK matjieHta Ta ¢dopma iHGopmoBaHoi 3rogu, Bepcis V5.0UKR(uk)1.0 Bix 26
>koBTHs 2021 poKy, repekiaj, yKpaiHCbKO MOBOO Bif 05 suctomnaza 2021 poky; [HdbopMatiitinuii 11cTok
naijieHTa Ta ¢opma indopmosaHoi 3rogu, Bepcis V5.0UKR(ru)1.0 Big 26 >xoBTHs1 2021 poKy, mepeksaj
pOCiHcbKO0 MOBOO Bifi 05 mucronaza 2021 poky

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

Ne 1753 Biz 06.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, mozBiliHe ciire, Talie00-KOHTPOIBOBAHE JOC/iKeHHs (Ba3u 2 /s OL[iHKU BIUIMBY
¢binrotinibOy Ha mapaMeTpW CHepMH y AOPOC/IMX YOJIOBIKiB i3 aKTMBHMM peBMaTOIHUM apTPUTOM,
MCOPiaTUYHUM ~ apTPUTOM, aHKIJIO3YIOUMM  CIIOHJWIITOM ab0 /IOpeHTreHOJIOTiYHUM — aKCiaJbHUM
crionaunoaprpurom», GLPG0634-CL-227, Bepcia 2.0 3 iHKopriopoBaHoro rornpaskoro 1.0 Bif 26 TpaBHA
2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Galapagos NV, benbris

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 33

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpoiitypa gociigHrka eBonmokymMa0, BujanHs 16.1 Big 02 BepecHst 2021 poKy, aHT/TiMICbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 459 Big 18.05.2016
Ne 767 Big 02.04.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararouLeHTpoBe, BigKpWUTe, pO3LIMpEHe AOC/Ii[pKeHHS B OJHIM Tpymi AJsg OLHKH JOBTOCTPOKOBOI
0e3reyHoCTi JIiKyBaHHsS €BOJIOKYyMabOOM Y TAI[i€eHTIB i3 K/IiHIYHO MaHieCTOBaHOIO CepIieBO-CYAMHHOO
xBopoboto», 20130295, iHKopriopoBaHuii TonpaBKoto 3 Bif 26 mrotoro 2020 poky;

«[TomsitiHe ciine, paHAOMi30BaHe, T1ale00-KOHTPO/IbOBAHEe, OAraTOLEHTPOBE JOC/iIKEHHS [/l OL[iHKH
BIUIMBY €BOJIOKyMaOy Ha CepWo3Hi CeprieBO-CYAWMHHI YCK/IaJIHEHHS Y TAI[i€HTiB 3 BHUCOKUM DPU3UKOM
PO3BUTKY CepLieBO-CYIMHHMUX 3aXBOPIOBaHb 0e3 TOMepeJHbO TlepeHeceHOro iH(papKTy Miokapzaa abo
iHCY/IbTY», 20170625, iHKOPIIOpOBaHWM OHOBJ/IEHOO TMOMpaBKoro 3, Bif 30 koBTHs 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

«AmxeH [HK.» (Amgen Inc.), CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 34
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

[TomoB>xeHHsI TepMiHy MPOBe/IeHHsI K/TiHiYHOro BUNIPoOyBaHHs B YKpaiHi fio0 30 uepBHst 2022 poKy

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 621 Big 24.09.2015

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBane, 6araTorjeHTpOBe, Mo/BiliHe ciinie goctimkeHHs 11 a3 nanborukiioy Ta HeTykcumaby
B TMOpiBHAHHI 3 1eTykcuMaboM T1pW  JIiKyBaHHI  TarijioMaBipyC-HeraTMBHUX — MaLli€HTiB i3
peLMIUBYHOUOK/MeTacTa3youo0 I[UIOCKOK/IITUHHOK KapLMHOMOK TO/I0OBA Ta ILIWi, L0 paHilie He
OTPUMYBaJIY JIiIKyBaHHS 1[eTYKCUMa0boM, mic/isi HeedeKTUBHOCTI OZIHI€T MOrepeIHbOI CXeMH XimioTepartii,
0 BK/IFOYajia mperiapatu IiatuHu», A5481044, 3 iHKopmopoBaHOW mompaBKow 2 Big 31 OepesHs
2016 poky

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

[Natizep Iuk. [Pfizer Inc.], CITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 35

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

[loBifHYK i3 BUKOHaHHS Bi3WTiB, Bepcis 1 Big 12 >xoBTHsA 2021, ykpaiHcekoro MoBow (JZLC-UK-UK-
VISIT-GUIDE-V1-10122021); [HoBigHUK i3 BUKOHaHHSI Bi3uTiB, Bepcig 1 Big 12 >koBTHs 2021,
pociiicekoro MoBoro (JZLC-UK-RU-VISIT-GUIDE -V1-10122021); KapTka-HaragyBaHHs1 [i/isl MALli€HTIB,
Bepcisi 1 Bifg 12 »xoBTHA 2021, ykpaincekoro mMoBoro (JZLC-UK-UK-APPT-REM-CARD-V1-10122021);
KapTka-HaragyBaHHs Jjid TaLjieHTiB, Bepcis 1 Big 12 >koBTHa 2021, pocitickkoro Moot (JZLC-UK-RU-
APPT-REM-CARD -V1-10122021); KapTka-rioAsika [Ais maijieHTiB, Bepcig 1 Big 12 »xoTHs 2021,
ykpaiHcbkoro  MoBow  (JZLC-UK-UK-THANK-YOU-CARD-V1-10122021); KapTka-nogsfka [Aas
TarlieHTiB, Bepcis 1 Big 12 »koBTHs 2021, pociticbkoro MoBoro (JZLC-UK-RU-THANK-YOU-CARD -V1-
10122021)

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

Ne 1326 Big 02.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«EMBER-3: PanzpowmizoBane, Bigkpute gociigxkeHHs III ¢a3u a1 mopiBHSIHHS JIiKyBaHHSI TIperiapaToM
LY3484356 Ta miKyBaHHSI €HZOKDHUHHOIO Teparii€ro 3a BUOOPOM AOC/TIJHWKA Yy TIALEHTIB 3 MicIieBoO-
MOIIMPeHUM ab0 MeTacTaTUYHMM pakKOM MOJIOYHOI 3a/i03d 3 TO3UTHBHUM CTaTyCOM DELIeNTOpiB
eCcTporeHy Ta HeraTuBHUM craTycoM HER2, ki paHillie oTpyMyBa/ eHAOKPUHHY Teparito» , J2J-OX-
JZLC, Bepcis 1.0 Big 15 6epe3nst 2021 poky

3asBHUK, KpaiHa

«Eni Jlinni Bocrok CA», IlIBeliapis

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 36
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

Yactuna 1, [Hdopmaris ans nauieHta i ¢opma inpopmoBanoi sroau, YactuHa 2, ®opma iHpopmoBaHoi
srogu, YactuHa 3, JopatkoBa IHdopmariis, ans Ykpainu, Bepcisi 4.0 Big 05 nmuctonaza 2021 poky, Ha
OCHOBI MaricTep-Bepcii @13, Bepcis 6.0 Bif 26 xoBTHsA 2021 poKy, aHIJIINCHKOIO Ta YKPaiHCbKOI0 MOBaMU;
Hopatok go YactunHa 1, IHdopmaliis aas maijieHTa i ¢popma iHdopmoBaHoi 3rogu, YactuHa 2, Popma
indopmoBaHoi 3rogu, YactuHa 3, JozaatkoBa IHdopmaris, asns Ykpainu, Bepcis 4.0 Big 05 nucronaza
2021 poky, Ha ocHoBi Marictep-Bepcii ®I3, Bepcis 6.0 Big 26 >xoBTHa 2021 poKy, aHIJIIWCBKOIO Ta
yKpaiHcbkoro moBamy; lozaroxk 1.00 mo Bpouypu gocimigHuka Bepcii 3.0, Big 20 xoBTHs 2021 poky,
aHI/TiMICBKOK MOBOIO.

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzomisoBaHe, 1oBiliHe crire, T1ale00-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/Ti/PKeHHS i OL[iHKH
eeKTUBHOCTi, 0e3revHoCTi, MepeHoCuMOCTi, (apMakOKiHeTMKM i (apMakoAWHAMIKK TIperapary
GLPG3970 mpu mepopasbHOMY 3aCTOCYBaHHI TIPOTSroM 12 THXKHIB y [JOpOC/IMX OCiO 3 aKTUBHUM
nepBuHHMM cuHApoMoM Illerpena», GLPG3970-CL-207, Bepcis 7.0, IlonpaBka 6 Big 12 tpaBHs 2021

POKY

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

I'ananaroc HB (Tananaroc HB), Bensris/ Galapagos NV, Benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 37

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

bpomypa gnsi gocnignvka 3 miperapaty IPN10200 (mrBoNT-AB), ocrarouna pepakuis 2.0 Big 16
BepecHs 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2672 Bip 01.12.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«KommiekcHe GaraTolieHTpOBe paHI0Mi30BaHe, MOABIMHO ciine gocimkenHs I/11 da3su, 110 MpoBOAUTHCS
3 BHUKODUCTAHHSM TIperiapaty TOpiBHsAHHA /lucrmopT i muiamebo 3 MeTor OLiHKK Oe3reyHocTi i
edektrBHOCTI Tiperapaty IPN10200 y 36inplnyBaHMX fA03ax i mig0Opy MOro ONTUMAaibHOI J03U /ISt
JIIKyBaHHS CIIACTUYHOCTI BepPXHIX KIHILIBOK Yy gopociux mnauieHTiB», D-FR-10200-001, ocratouHa
pepakuisa 1.0 Big 11 yimcronaga 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«Iricen IHHOBetiIH» [Ipsen Innovation], ®paHiiis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HonaTok 38

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

9.12.2021 Ne 2743

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoB/IeHul TIPOTOKO 3 TornpaBkoto 6 Big 30.09.2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 636 Big 22.03.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBane, miarie00-KOHTPO/IbOBaHe, MOABiMHe Ciline KiiHiuHe JoC/imkeHHs 3 (a3u rperapary
Hipanapu6 y kombiHaijii 3 A6GiparepoHa Areratom Ta IlpeaHizoHoM y TmopiBHSHHI 3 AOGipaTepoHa
AuertaroM Ta IIpefHi30HOM 14 JIKyBaHHA MALli€HTIB 3 MeTaCTaTUYHUM PakKOM IepeJMiXypoBOi 3a/1031»,
64091742PCR3001, Amendment 5 Bizg 29.01.2021

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




