Hoparok 1

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

01.11.2022 Ne 1962

InenTudikallis cyTreBoi Honatok go ¢dopmu iHdopMoOBaHOI 3rofy IMiJ, yac KpPHU30BOI cuTyalii B YKpaiHi /s AOCTiAKeHHsS
TIOTIPaBKU GO41717, Bepcia 1.0 ana YkpaiHu yKpaiHCBKOIO Ta pOCiiicbKoro MoBamu Bif 16 cepmusi 2022 p. Ha
ocHoBi Matictep-Bepcii ogatka 1 go ®I3 mig uac kpu3oBoi cuTyallii B YKpaiHi, Bepcis 2.0 Bif 15 uepBHs
2022 p.; 3anyueHHs1 AopaTtkoBoi BUpoOHWYOI AimpHMLE D.XodpdmanH-JIsa Pomn Jith, [Belitapis ais
JIOC/TiI)KYBaHOTO JTiKapchbKoro 3aco0y Tiparosymab, KOHI|EHTpAT A/ PO3UWHY /IS BHYTPIilIHbOBEHHUX
iHdy3ii, 60 mMr/mut; 3pa3ku MapKyBaHHS [JOC/IiI)KyBaHOTO Jiikapcbkoro 3acoby Tiparosymab abo rutaie6o
no Tiparonymaby, Bepcis Bim 20 kBitTHa 2022 p.; [locke [JOC/TiIKyBaHOTO JIiKapCHKOTO 3aco0y
Tiparonyma6, Bepcis Big rpyass 2021 p.; Onoeneni posginu P.3.1 «Bupobauk(u)» (P.3.1_cmc418134;
P.3.1_cmc418293), mocke [mgociimpKyBaHOro Jiikapcbkoro 3aco0y Tiparosymab Ta mimanebo 7o

Tiparomymaby
Howmep Ta gata Hakazy Ne 1360 Big 10.06.2020
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS
Hassa KiiHiuyHOTO «PanziomizoBaHe, nozBiiHe ciiinie, mialeb0-kKoHTposiboBaHe (asu 111 gocnimkenHs Tiparomymaby (aHTH-
BUTIPOOYBaHHS, KO/, TIGIT anTHTizI0) B KOMOiHaLlil 3 aTe30/1i3yMaboM y TOpiBHSAHHI 3 T/1a1ie060 B KoMOiHallii 3 aTe3o0/1i3ymMaboM
BepcCis Ta jara y TAI[i€HTiB i3 paHillle HeIIKOBAaHMM MiCIIeBO-TIOIIMPEHNM Hepe3eKTabelbHUM abo MeTacTaTUYHUM
PD-L1-celeKTUBHUM HeJpiOHOK/TITUHHAM pakoM JiereHb», GO41717, Bepcis 4 Big 03 nuctomnaza 2021 p.
3asiBHUK, KpaiHa ToBapucTBO 3 00MeEKEHOI0 Bi[NOBifabHICTIO «Pomm YkpaiHa»
CnoHcop, KpaiHa ®.Xodbdmanu-JIs Pou JIta, [Belitiapis
CymnyTHi —
Marepianu/rperapaTu

CYMyTHBOI Tepariii

B.o. resHepanbHOro fjUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Hoparok 2

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

01.11.2022 Ne 1962

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHOB/IeHHSI AaHUX CTaOLTBHOCTI /7S JIiKapchKoi CyOcCTaHIIii Ta TpermapTary i3 TOJOB)KeHHSIM TepMiHy
NpUATHOCTI s jikapcbkoro 3acoby (Tlporec 2) mo 48 micsiiB; OHOBMIOIOTHCS [aHi CTaOiLMBHICTI
nikapceKoi cybceranii (TTpotec 2), oTpuMaHuMu 3a 42 MiCsLIi /7151 TEPBUHHUX cepiid. TepMiH mpuAaTHOCTI
npenaparty ([Tporec 1) HeaminHmi (72 micarii). JaHi crabinbHOCT mikKapchkoro 3aco0y (ITpotiec 2) Takox
Oy/n0 OHOBJIEHO, 100 BK/IOUMTHU [JaHi Ayis 36 MicsALiB Ans cepii ylikapcbkoro 3acoby AG6381. 3 uumu
JI0JaTKOBUMU JJaHUMH [I/Is1 TiKapChbKOTo 3aco0y 3aCTOCOBYETbCS 48-MicsiUHM TepMiH MPUAATHOCTI s
nikapcekoro 3aco0y (Iporec 2); OHoBneHHs po3fifiB [locke AOCITIIKYBAaHOTO JTiKApCBKOTO 3aco0y
PF-06801591: 2.3 Introduction/ 2.3. 3aranbHe pe3tome 3 skocTi, Bif 19.08.2022; S.4.4 Batch Analyses/
S.4.4. Anani3u cepiii, Big 19.08.2022; S.7.1 Stability Summary and Conclusions/ S.7.1. Pe3stome 1mioz0
ctabibHOCTI Ta BUCHOBKHM, Bifg 19.08.2022; S.7.3 Stability Data/ S.7.3. [lani mpo cTabifbHICTB, Bif
19.08.2022; P.8.1 Stability Summary and Conclusions/8.1. Pe3tome 111010 cTabifIbHOCTI Ta BUCHOBKH, Bif
19.08.2022; P.8.3 Stability Data/ 8.3. [lani rpo ctabinbHicTh, Big 19.08.2022

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1636 Big 20.07.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Bigkpute gocmimkenHs ¢asu 1b/2 3 MeToro OLiHKM (hapMaKOKiHETUKU, 0e3revHoCTi, e)eKTUBHOCTI Ta
dapmakoauHamiku mipertiapaty PF-06801591 (imribitop PD-1) B y4acHUKIB i3 pO3IMOBCIO/KEHUMH
3JI0SIKICHUMU HOBOYTBOpeHHsMU», B8011007, ocraTouHa Bepcia npoTtokosy, Ilornpaska 2 Bif 24 yepBHs
2020 poky

3asaBHUK, KpaiHa

[Ngarizep Iuk., CIITA

CnoHcop, KpaiHa

[Ndaiizep IHk., CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




HonaTok 3

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBneHe [loche AOCIiIKyBaHOTO JiKapchbKoro 3aco0y kobGitomimoz (Cobitolimod), BuganHs 8 Bifg
08 motoro 2022 poky; IlogoBkeHHS TepMiHy TPUIATHOCTI [OC/iPKYBaHOTO JTiKApCHKOTO 3aco0y
Kobitonimog, (Cobitolimod) Ta Ilnariebo mo 27 micsiiB; MaTepianu s naijieHTiB: IneHTudikariitina
KapTKa y4YaCHHUKa [OCTI/KeHHs «f y4yacHMK KiiHIYHOro AociifpkeHHs», Bepcig 1.0 Bixg 21 uepBHA
2021 poKy, YKpaiHCbKOIO Ta POCiKCbKOK MOBaMU

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

Ne 2616 Bif 24.11.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomiszoBaHe, nozBikiHe ciiine, aieb0-KOHTPOIbOBaHe KiliHiuHe mociipkeHHs ¢as3u 11 ais orfiHKu
edeKTUBHOCTI Ta 0e3reyHocTi KobiTo/iMoLy sK iHAYKLiMHOI Ta MiJTpUMYHOUoi Teparii B yYaCHHUKIB 3
AaKTUBHMM JTiBOOIUHHUM BHUPa3KOBUM KOJIITOM MOMipHOTO abo TsDKKoro nepebiry», CSUC-01/21, Bepcis 2.1
Big 09 uepBHs 2021 poky

3asaBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

In/lekc ®@apmactotikan3 Ab, IlIBeriisi / InDex Pharmaceuticals, Sweden

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HopnaTok 4

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OmnoieHHs1 cek1it [Jocbe gocimkyBaHoro yikapcbkoro 3acoby: Cekigisi 2.1.P “Drug Product Mirabegron
tablets” — VV-REG-030928, v.3.0 Big ceprnus 2022 poky; Cekuis 2.1.P “Drug Product Mirabegron
granules for oral suspension — VV-REG-012686, v.5.0 Big ceprusi 2022 poky; Cekuisi 2.1.P “Drug
Product Placebo for Mirabegron tablets” — VV-REG-030929, v.2.0 Big cepriust 2022 poky; Cekuis 2.1.P
“Drug Product Placebo for Mirabegron granules for oral suspension — VV-REG-013044, v.5.0 Bizg cepniHst
2022 poky; Cekuis “Quality Mirabegron” Big 31 ceprnns 2022 poky; [lonaBaHHs (YyHKIIiii BTOPUHHOTO
MaKyBaHHsI Ta MapKyBaHHSI [JOC/Ii/PKYBaHOTO JIiKapChKOTo 3aco0y Ta muaiebo /10 HbOro Ha BUPOOHHUIM
pinbHuLi Fisher Clinical Services GmbH y Rheinfelden (Himeuuwnna); [JomaBaHHs ¢YHKIiii pO3/IMBY
rpaHy/ AOCTiPKyBaHOTO JIIKAPCHKOTO 3aco0y Ta ruanebo /10 HbOro Ha BUpOOHWUiN AimbHMIN Fisher
Clinical Services B Allschwill (I1IBetiiiapist)

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane, mozBiliHe-cine, T1alle00-KOHTPOIbOBaHe, OaraTOl|eHTPOBe AOCTipKeHHsT 3 da3u y
rapasie/IbHUX TPyTax i3 IMOC/iJOBHUM TUTPYBAaHHSM [03W [ OLIIHKKA e(eKTUBHOCTI, Oe3rneuHoCTi Ta
dapMakokiHeTkr MipaberpoHy y Malji€HTiB JUTSUOro BiKy Bifg 5 70 < 18 poOKiB 3 rimepakTHBHICTIO
ceyoBoro Mixypa», 178-CL-204, Bepcis 2.0, 3 iHKOPIIOpOBaHOK CYTTEBOIO IOIPaBKO0 1, Bifj 11 yroToro
2021 poky

3asaBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Acrennac ®apma I'noban leesnonment, IHK., CIIIA / Astellas Pharma Global Development Inc., USA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




HonaTtok 5
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

Ne

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJleHUH TIPOTOKOJ KiiHiuHOTO BumnpoOyBaHHs FYB203-03-01, Bepcis 3.0 Bix 15 mumHs 2022 poky;
3pa3oK MapKyBaHHs1 it (pylakoHiB Jiikapcbkoro 3acoby dmyopecriein 10% po3uuH s iH’ €Ki, Bif
20 TtpaBHsi 2022 pOKy, YKpaiHCbKOIO MOBOIO; 3pa30K MapKyBaHHs [Jisi KOPOOKHM JiKapChKOro 3acoby
dnyopectiein 10% po3uuH s iH’ekuiii, Big 20 TpaBHs 2022 poKy, YKpaiHCHKOK MOBOIO; 3a/lyueHHs
JI0JJaTKOBOTO BUPOOHMKa JliKapchkoro 3acoby ®dmyopeciiein 10% po3umH s in’ekiifi: Alcon-Couvreur
NV, Belgium

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1849 Big 11.08.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

Panziomi3oBaHe 1o/iBiliHe ciire GaraToleHTpoBe AOCTipKeHHsT Ga3u 3 /1715 TIOPiBHSAHHS e(heKTUBHOCTI Ta
6e3neunocTi nipenapary FYB203, 3anpornioHoBaHoro 6ioaHasnora adibepcenTy, Ta npenapaty Alnis® y
MalieHTiB i3 HeoBacKy/sIpHOIO BikoBOK Makysoauctpodiero (MAGELLAN-AMD), FYB203-03-01,
Bepcid 2.0 Bix 16 rpyass 2019 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHor0 iHBecTHLiero «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

Bioeq GmbH, Germany

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa
dapMaLieBTUYHOI'0 AUPEKTOPATy

Isan 3A/IBOPHUX



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBJieHu# POTOKO KiiHiuHOTO BUnpobyBanHsi RGH-MD-25 3 noripaBkoto 5.1, sutiie Ay YKpaiHu, Bif

26 murHsa 2022 poky; 3MiHa Ha3BM MiClisl IPOBe/IeHHST BUTTPOOYBAHHS:

byno

CraJso

3acT. ros. jikaps Kocenkosa I.B.

KomyHanpHe  HekoMepLiliHe  MiJNPUEMCTBO
«Uepkacbka o0JslacHa TICHXiaTpU4HA JIiKapHS
Yepkacbkoi 00/1acHOI pajin», >KiHOUe BiflineHHs
Nell, vonoBiue BigmineHHs Ne 12, Uepkacbka

0011., M. Cmina

mupektop Kocenkosa 1.B.

KomyHanpbHe  HekoMmepLiiiHe  MiJNPUEMCTBO
«Yepkacbka oO0JslacHa TICHXiaTpUYHA JIiKapHS
Yepkacbkoi 006/1acHOI pajiy», XXiHOUe BiflineHHs
Nel1, yonoBiue Bigginennst Nel, YUepkacbka 0671.,
M. Cmina

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1804 Big 15.08.2019

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHSI, KO/,
BepCid Ta JjaTta

«[ToxpiliHe cime, mamebo KOHTPO/JBOBAaHe, PaH/OMi30BaHe 3 BiJMiHOIO, OaraTOI[eHTpOBe K/IiHiuHe
JIOCJTi/DKeHHsT /711 OL[iHKK e(eKTUBHOCTI, 0Oe3reKku Ta TepeHOCHUMOCTi 3acTOCyBaHHS KapUIPa3uHy B
MO/IeJTi 3MeHIIIeHHs 103U [ijist 3aro0iraHHs pelU/IMBiB y MallieHTiB 3 OinonsspHuM po3sagoMm I tury, y aKux
HasiBHUI MMOTOUHWI MaHiaKaJbHUIM abo /IempecuBHUM CTaH 3MIlIaHOTO ab0 OJHOTHMITHOTO XapaKTepy»,
RGH-MD-25, 3 nonpaBkoto 4.1, nuiiie aist YKpaiau, Bij 24 6epesnst 2022 poKy

TOB «ITAPEKCEJI YkpaiHa»

«E066Bi Iak.», Criostyueni IlItat AMepuKu

3asgBHUK, KpaiHa

CnoHcop, KpaiHa

CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. resepanbHoOro jupeKropa

®apManeBTUYHOI'0 AUPEKTopaTy Isan 3A/IBOPHUMX




Hoparok 7

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporiypa Jocnigauka, Ozempic® (Semaglutide, subcutaneous administration) Project: NN9535, Type 2
Diabetes, Buganns 19, ¢ginansHa Bepcis 1.0 Big 27 nurnHsa 2022 poKy, aHT/1iICbKOI MOBOIO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1896 Big 27.08.2019

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«FLOW - BIuMB cemarsiyTH/y B TIOPiBHSIHHI 3 T1arie60 Ha piBeHb MOTipiieHHs (YHKLil HUPOK Y XBOPHX
Ha IYKpOBH fiabeT THM 2 pa3oM i3 XpOHIYHO XBOp0OOI0 HUPOK», NN9535-4321, dinanbHa Bepcis 4.0,
Big 11 mucromaga 2020

3asiBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. reHepa/IbHOr0 AMpeKTOpa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




HonaTok 8

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

InterpoBana bpomypa [Jocmiguuka Bepcis 1.0 Big 21  gymnHa 2022 p.;  [JocmigkeHHs
20321_Indopmauitinuii 1UCTOK i Gpopma iHhopMOBaHOi 3rofiy 11[0/10 3MiH y AOCTiI)KeHH] J/1s1 yUaCHUKIB,
KX Oy/0 TiepeBefieHO 3 OCHOBHOTO fociimkeHHs ARAMIS (17712), epcia 1.0 Bix 08 cepriusi 2022
POKy /i YKpaiHM YKpaiHCBKOIO Ta pOCiHChKOK MoBamMHM Ha 0a3i ocHOBHOI Bepcii IHdopmariitiHoro
nUcTKa i popmu iHbopMOBaHOI 3ro/iu 1010 3MiH Y JOC/i/PKeHHI /il yUaCHUKIB, SKUX 0yJi0 repeBe/ieHo 3
ocHOBHOro gociimkeHHss ARAMIS (17712), Bepcist 1.0 Big 19 nunusa 2022 p.; Jocke JoCTipKyBaHOTO
nikapcekoro 3acody (IMPD-Q) Bepcis 001 Big 13 sumnas 2022 p.; JJoCb€e AOCTIHKYBaHOTO JiKapChKOTO
3aco0y (IMPD S&E) Bepcis 01 Big 22 nunns 2022 p.

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2777 Big 02.12.2020

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpute, oHOTpYIIOBe, [JOJAaTKOBe [OC/iMKeHHs [y 3abe3redeHHs] TIPOJOBXKEHHS JIiKyBaHHS
JlapoJIyTaMiZioM TIaIliEeHTiB, sKi Oy/Jd BK/IIOUEHi y TIONepeAHi AOC/i/pkeHHsS KomrmaHii bakep.»,
BAY 1841788/ 20321, Biz 02 ciuns 2020

3asiBHUK, KpaiHa

TOB «baiiep», YKpaiHa

CnoHcop, KpaiHa

bariep Konceromep Kep AT, IlIBenniapist

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. reHepa/sIbHOr0 JUPEKTOpPa

dapManeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




HonaTok 9

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoB/eHMt POTOKOJ KiiHiyHOTrO BUnpobyBaHHs [6T-MC-AMAP 3 iHkopriopoBaHoto morpaBkoto (b) Bif
21 ymumHs 2022 poky, aHIJIiACBKOK MOBOM; bpoliypa JoCTifHHKa [OC/Ti/I)KYBaHOTO JIIKapChKOTO 3aco0y
Mipikizymab (LY3074828) Bix 12 uepBHsi 2022 pOKy aHIJIMCEKOI MOBOW; IH(MopMaLiisi AJisi marjieHTa
nociimpkeHHs: Ta @opma IHdopmoBaHoi 3roau A/ BUKOPUCTaHHS B YKpaiHi, Bepcist Ne 5.0 yKpaiHCbKOIO
Ta POCIMCBHKOIO MOBOIO BiJf 22 cepriHs 2022 poKy

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

Ne 1753 Big 06.08.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baratonentpoBe, Bigkpure, Ilomoexene HocmimkenHss III ®asu pgna OuiHku  loBrorpuBasioi
EdexktuBHoCTi Ta Be3neuHocti 3actocyBanHsi Mipikizyma0y y IlauientiB i3 BupaskoBum Kosmitom
IMomipHoro Ta Tspkkoro ITepe6iry (LUCENT 3)» , I6T-MC-AMAP, 3 iHKOPIIOPOBAHOO TOTMPaBKOO (a)
Big 16 rpyaas 2020 poky

3asaBHUK, KpaiHa

«Eni JTinni Boctok CA», I1IBeliliapis

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Honatok 10

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOB/IEHHH MPOTOKOJI KTiHIYHOTO BUNpoOyBaHHsT MK-3475-585, 3 iHKopriopoBaHot0 rorpaBkor 09 Bif
24 cepniHsi 2022 oKy, aHT/TiMICbKOK MOBOO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 662 Big 16.03.2020

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzmomisoBane, mopgiliHe-cine KiaiHiuHe pocmimkeHHs III ¢a3u memOposisymaby (MK-3475) Ta
ximioreparii (XP abo FP) B mopiBHsAHHI 3 muauebo Ta ximiorepamieto (XP abo FP) B skocTi
He0a/'rtoBaHTHOI'O / aJ'F0OBAHTHOI'O JIIKYBaHHS IAL[i€HTIB 3 aJeHOKapLMHOMOK LUIYHKY Ta LUIYHKOBO-
ctpaBoxigHoro 3‘egHaHHs (LLIC3) (KEYNOTE-585)», MK-3475-585, 3 iHKOpIIOpOBaHOK MOMNPAaBKOIO
08 Big 16 kBiTHg 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO « MC/] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




HopaTok 11

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MmiHa MapKyBaHHS JOC/iPKyBaHOTO JIIKapCbKOr' 0o 3aco0y: CLP_MK-7625A-036-
01_(M2)_Ukrainian_MK-7625A_ceftolozane_ tazobactam _Vial_ MANUAL_Approved, Bepcisg 3.0 Bifg
27 BepecHa 2021 poky, aHI/IIMCBKOK Ta yKpaiHCbKO MoBamu; MK-625A-036_3pa3ok MapKyBaHHSA
JOCTiHKyBaHOro Jiikapcbkoro 3acoby MK-7625A  (uedrosio3an/Ta3o0aktaM) /[Jisi  JIOKAJbHOTO
BUKOPUCTaHHA B JOC/IIHULBKUX LieHTpax, A/ YKpaiHh yKpaiHCbKOH MOBORO, Bepcis 2.0 Big 31 cepriHs
2022 poky; Ykpaina_MK-7625A-036, Indbopmariisi Ta JOKyMeHT Tpo iH(pOpPMOBaHy 3rofy st OaTbKiB
JUTUHY, sKa Oepe yuacTb y mgociimkeHHi, Bepcis 03 Big 30 cepmus 2022 p., YKpaiHCbKOIO MOBOIO;
Ykpaina_MK-7625A-036, Indopmarii Ta AOKyMeHT Mpo iH(pOpMOBaHy 3roAy /AJsl Malli€eHTa, SIKOMY
BUMOBHWIOCA 18 poKiB mif yac yvacti y mociigkeHHi, Bepcis 02 Bix 30 cepnHs 2022 p., yKpaiHCbKOIO
MOBOMO; YKpaiHa, MK-7625A-036, Indopmaljisi Ta foKymMeHT npo iHdhopMoOBaHy 3rofy AJs JiTelt (BiK Bif
14 no < 18 pokiB),Bepcis 02 Bifg 24 ceprnua 2022 p., yKpalHCbKOIO MOBOR; YKpaina, MK-7625A-036,
[Hdopmatiisi Ta AOKyMeHT mpo iHpopmoBaHy 3roay Ajs Aited (Big 12 mo < 14 pokiB),Bepcis 02 Bix
24 cepriHsi 2022 p., yKpaiHCbKOIO MOBOW; YKpaiHa, MK-7625A-036, Indopmaliis Ta JOKyMeHT Tpo
indopmoBaHy 3roay Ass Aiteit (Bik Big 8 g0 < 12 poki),Bepcisi 02 Biz 24 ceprns 2022 p., yKpaiHCbKOIO
MoBO10; YKpaiHa, MK-7625A-036, Inpopmaliisi Ta JoKyMeHT nipo iHpopMoBaHy 3rofy /s Aiteit (BiK Bif
5 po0 <8 pokiB), Bepcist 01 Biz 24 cepriag 2022 p., yKpalHCbKOK) MOBOR; 3MiHa Ha3BU Ta aJipecy CIIOHCOPa:
BYJIO CTAJIO
«Mepk IHapn eng Hoym Kopm.», pouipae | TOB Mepk [apn enpg Hoym (Merck Sharp &
nigrnpuemctBo «Mepk eHn Ko., Iak.», CIIA, | Dohme LLC),
(Merck Sharp & Dohme Corp., a subsidiary of | Agpeca: 126 Ict JliHkosneH aBeHto, m/c 2000,
Merck & Co., Inc., USA), PaBeit, Heto [Ixepci, 07065, CIIA (126 East
Appeca: Mepk [lpatiiB, 1, nomroBa ckpuHbka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Baiitxayc-Crelim, mrat Heto-/xepci, CIIHA | USA)
(One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)
3MiHa Bi/ITIOBi1a/IbHOTO JJOC/TiTHUKA; 3MiHA Ha3BH MiCIsl IPOBE/IeHHs K/TiHIYHOTO BUITPOOYBaHHS:




MpOAOBXKeHHd fojarka 11

JIHinporeTpoBCchKOi 00/1aCHOI pajiu», BiflineHHs
IHTEHCUBHOI Tepariii HOBOHAapO/PKeHUX 3 BUI3HOK)
HEeOHATOJIOTiuHOI Opuragor, M. [IHinpo

Bbyno Crano
A.M.H. Cypkos [I. M. a.M.H. Bnacos O.0.
KomyHanbHe mignpuemcTso «/IHinpornerposcbka | KomyHanbHe TiTIPUEMCTBO «PerioHanbHuM
obsacHa JUTsS4a KJIiHiYHa JiKapHsA» | MeIUYHUN LIeHTD POAUHHOTO 310POB’ s1»

[HinporeTpoBcbKOi 00Js1IacHOT pafu», BiJfileHHs
IHTEHCUBHOI Tepariii HOBOHAPO/PKEHUX 3 BUI3HOIO
HEOHATOJIOTiuHOr Opurazor, M. JIHinpo

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHS
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 893 Big 15.04.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta JjaTta

«Bigkpure OaratorieHTpoBe KiiHiuHe gocsimkeHHs | da3u 6e3 rpymnu MOpiBHSHHS 1 OL[iHKM Oe3rnekwy,

MepeHoCMMOCTi  Ta  (papMaKOKiHeTHKHU

1iedTos103aHy/Ta300aKTaMy

(MK-7625A) 'y pgiten

3

HO30KOMiaJIbHO TTHeBMOHi€r0», MK-7625A-036 , 3 iHkoprniopoBaHoro 1orpaBkoro 01 Big 05 tpaBHs 2020

POKY

3asiBHUK, KpalHa

ToBapucTBO 3 00MeXxeHO0 BizoBiganpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn Eng Joym Kopr.», nouiphe nignpuemctBo «Mepk Eng Ko.,Ink.», CIHA (Merck Sharp &

Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. reHepa/ibHOr0 AMpEeKTOpa

dapMaLeBTUYHOI'0 ANPEKTOPaTy

Isan 3A/IBOPHUX




HopnaTok 12

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[HCTpyKLIist 0 3aCTOCYBaHHS MOPOLLKY [I/1s1 TIepopaIbHOI CycreHsii, B Karcy/ax (/s MaljieHTiB BiKOM Bif
> 1 g0 < 6 pokiB), Bepcis 1.0 Big 27 numnHs 2022 poKy YKpaiHCHKOIO Ta POCiMICbKOK MOBaMU

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 422 Big 10.03.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe paHZOMi30BaHe MOABIMHO cCiiinie TLIae00-KOHTPOJbOBaHe BUIIPOOyBaHHS (a3u 3b B
rnapajie/lbHUX Tpynax 3 MOJajbIlIO BiIKDUTOK pO3IIMPEHOI (a3or /s OL[iHKM e(eKTUBHOCTI Ta
6e3meuHocTi ABatpombornary st JIiKyBaHHS TPOMOOLIMTOTIEHIT B TIALIEHTIB JUTSIUOrO BiKy 3 iMyHHORO
TPOMOOIMTOIIEHi€r0 MPOTAroM >6 micsiiB», AVA-PED-301, Bepcist 3.0 Big 02 muctonaga 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOI BIJTIOBIJIAJIBHICTIO «®APMACBIOTIKAJT PICEPU
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Sobi, Inc., CIITA

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepasbHOro JUpeKTopa

dapmManeBTUYHOr0 ANPEKTOPaTy

Isan 3A/IBOPHUX




Honatok 13

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi Hopatok Ans YKpaiHM [0 MPOTOKO/Y KiiHiuHOTO BUrpoOyBaHHS, Bepcis 1 Bix 05 ceprHs 2022 poky,
TIOTIPABKU aHTJIiCbKOK MOBOHO

Howmep Ta gata Hakazy Ne 1005 Biz 28.09.2016

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «bararorieHTpoBe paHZOMi30BaHe MO/BilHe ciire T1aleb0 KOHTPOIbOBaHe AOCTipKeHHS 3 da3u 1jis
BUIIPOOYBaHHs, KO/, OL[iHKM e(eKTUBHOCTI Ta Oe3neuHocTi mpemapaty AZD9291 y mopiBHSHHI 3 mianebo y mMarjieHTiB 3
BepcCis Ta jara He/IpiOHOK/TITHHHMM pakoMm Jjeredb IB-IITA crazii Ta MyTali€ro perernitopa ermigepManbHOTO (hakTopa

POCTYy TIpM 3aCTOCYBaHHIi IIiC/igd TIOBHOI pe3eKLlili MyXJIMHU He3aJe)XHO BiJl MpOBeAeHHS af FOBAaHTHOI
ximiotepamnii (ADAURA)», D5164C00001, Bepcist Homep 5.0 Bifg 25 ciunsg 2021 poky

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»
CnoHcop, KpaiHa «Actpa3eneka Ab», llIBewis
CynyTHi —

Marepianu/rpernaparu

CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




Hopartok 14

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok m0 dopmu iHdhopMoBaHOT 3ro/u i Yac KpHU30BOI cutyarlii B YKpaiHi ans gocrigxkens BP40657,
Bepcist 1.0 Anst YKpaiHu yKpaiHChKOIO Ta POCilicbKOr0 MoBaMu Bif 29 cepriHs 2022 p. Ha ocHoBI maiicTep-
Bepcii [logatka 1 no ®I3 mixg vac xkpusosol curtyalii B YkpaiHi, Bepcia 2.0 Big 15 uepBusa 2022 p.;
3MiHa Bi/ITTOBiIaIbHOTO [TOC/TiTHMKA Y MiCIli TPOBeIeHHsI K/TiHIUHOTO BUIIPOOYBaHHSI:

byno Crasno
3aB. BiZl. Ko63es O.1. nikap JleoHosa B.B.
KomyHaneHe  HekomepliiiiHe  mianpueMcTBO | KoMyHanbHe — HeKOMepLiiiHe  MiJINPUEMCTBO
«O6siacHUM LEeHTP OHKOJIOTii», OHKOXipypriuHe | «O6siacHUI LIEHTP OHKOJOTii», OHKOXipypriuHe
BififjileHHs  OpraHiB TIpPyAHOI  TOPOXXHWHY, | Bijji/leHHsI  OpraHiB TIpPyAHOI  IIOPO’XHWUHH,
M. XapKiB M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 187 Bip 05.02.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«PanzomizoBane, OararouieHtpoBe, (a3u IB/III mocmigpkeHHs (apMaKOKiHETUKH, e(eKTUBHOCTI Ta
0e3rMeyHoCTi 3acToCyBaHHS MiALIKIpHOI ¢opMM aTe30/1i3ymMady y TIOpiBHSHHI 3 BHYTPIilIHbOBEHHOO
dopmoro aTe3o/i3yMaly y MalieHTiB i3 paHillle JiKOBaHHUM MiCI[€BOIIOIIUPEHUM ab0 MeTacTaTHYHUM
HeIpiOHOK/TITUHHUM pPakoM jiereHb», BP40657, Bepcist 6 Bij 25 motoro 2022 p.

3asgBHUK, KpaiHa

ToBapHUCTBO 3 00MeXXeHOI0 BifNoBizanbHicTIO «Porn YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. resepanbHoOro jupeKropa

dapmaneBTUYHOTr0 AUPEKTOPaTy

Isan 3A/IBOPHUMX




Honmatok 15

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJleHUH TIPOTOKO/ KiiHiuHOTO BUmnpoOyBaHHs X1.184-315, mompaeka 3.0 Big 02 uepBHst 2022 pokKy
aHITIMCPKOI0 MOBOI; bBpomiypa pocmigavka rmperapaty TerjeHTpuk (Tecentriq) (ATe3osizymab
(Atezolizumab)), Bepcisi 18 Big sumHs 2021 poky aHrjilickkoro MoBoto; JJomatok Nel Bim ceprms 2021
poky no Bpomypu pocnignuka miperiapaty TeuenTtpuk (Tecentriq) (ATe3osmisymab (Atezolizumab)),
Bepcisi 18 Bix ymmmHs 2021 poky, aHr/icEKOI0 MOBoR0; Bporiypa gocmignuka nperiapaty Kabo3aHTiHiO
(Cabozantinib (XL184)), Bepcis 18.0 Big 07 numHs 2022 poky aHI/IiMCbKOIO MOBOK; OCHOBHUM
iHdopMarliiiHuil MMcToK maljieHTta Ta ¢opma iHhopMoBaHOI 3rofu At YKpainu, Bepcis 5.0 Bif 12 numnHs
2022 poky yKpalHCbKOK Ta poCilicbkoro MoBamMu; Popma iHPOpPMOBaAHOI 3rofd Ha TMPOJOBXKEHHS
NpUkioMy ZI0CTiPKyBaHOTro Tperapary (abo mpenapariB) mic/si MporpecyBaHHsI paky AJs1 YKpaiHu, Bepcis
4.0 Bix 04 mumHs 2022 poKy yKpaiHCBKOIO Ta pOCikichKOr moBamu; Posgin 2.3.P.3.1 «BupoOHMK(KH)
(Manufacture(s))» [Hocke 3 £KOCTi AOC/ifKyBaHOTO Jiikapcekoro 3acoby (Quality IMPD),
Kab6o3anTini6/Cabozantinib (XL.184), Tabnetku, Bepcis 5.1 Big mumHs 2021 poKy aHIJIiHCBKOK MOBOIO;
3a/yuyeHHsl JOJAaTKOBUX BUPOOHWUMX [i/MISHOK JJIs JOC/iKYBaHOTO JiKapChKOro 3acofy Kabo3aHTiHiIO
(Cabozantinib)/ KabomeTukc (Cabometyx); XL184; CABOZANTINIB; TabseTka, BKpUTa TUTiBKOBOIO
ob6ononkoro; 20 mr: PCI Pharma Services Canada, Inc., Kanaga; Almac Clinical Services, CIIIA; 3miHa
Ha3BW BUPOOHUYOI [isTHKY niperiapaty nopiBHsaHHs [IpesHizoH (Prednisone) / Decortin (PREDNISONE);
tabsetky; 5 mr 3 Merck KGaA & Co. Werk Spittal, ABctpis Ha P&G Health Austria GmbH & Co. OG,
ABcTpis

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2243 Big 05.10.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBaHe BigKpuUTe KOHTPO/IbOBaHe MOC/TimKeHHs (a3u 3 3 OL[iHKM 3acTocyBaHHS Kabo3aHTiHiOy
(XL184) y kombiHarii 3 Ate3osi3ymMaboM y TOpiBHSHHI 3 HOBITHBOIO ropMOHanbHOW Teparmieto (HI'T)
JIpyroi JiiHil y Malji€HTiB 3 MeTaCTaTUYHUM KaCTPaLlinHO-Pe3UCTeHTHUM PaKOM MepeMiXypOBOi 3a/1031»,
X1.184-315, nonpaska 2.0 Bix 13 TpaBHs 2021 p.
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3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO
ACCOYIIMENTC YKPATHA» (TOB «®PPA YKPAIHA»)

«DAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

Exelixis, Inc., CIIIA

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepasibHOro jupexKTopa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HonaTok 16

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Ykpaina, MK-8189-008, Indopmaiiis Ta AOKyMeHT TIpo iH(pOpMOBaHy 3rofy AJis mMailieHTa, Bepcis 1.03
Bif 09 BepecHsi 2022 poky, yKpaiHCbKOK MOBOO; YKpaiHa, MK-8189-008, ®opma iHdbopMoBaHoOi 3roau -
3rojia iHopmaropa Ha ayzio3anuc, Bepcisi 01 Bix 09 BepecHst 2022 poKy, yKpaiHCbKOIO MOBOIO; YKpaiHa,
MK-8189-008, ®opma iHbopMoBaHOI 3roau - 3rofia peltepa Ha ayzio3anuc, Bepcisi 02 Bix 09 BepecHs
2022 poky, yKpaiHCbKOIO MOBOIO; YkKpaiHa, MK-8189-008, IHdopmaiiliHuii MUCTOK i JOKYMEHT Ipo
indbopmoBaHy 3rosy Ha MaiibyTHe OiomeauwuHe mocrimkeHHss Bepcigs 01 Big 09 Bepecusi 2022 p.,
yKpaiHCbKOI0 MOBOO; I10/[0B)KeHHsI TPMBAJIOCTi K/TiHIYHOTO BUTMPOOYBaHHS B CBiTi Ta B YKpaiHi /10
31 qumHs 2024 poky; 3MiHa Ha3BU MiCIisl IPOBe/IeHHsI K/IiHIYHOTO BUMIPOOYBaHHS:

byno

Craso

mupektop Kocenkosa I.B.

KomyHanpbHe  HekoMepliliHe  MiANPUEMCTBO
«Uepkacbka o0JslacHa TICUXiaTpU4HA JIiKapHS
Yepkacbkoi 006/1acHOT pajin», XXiHOUe BiflineHHs
Nell, vonoBiue BigmineHHs Ne 12, Uepkacbka

0011., M. Cmina

mupektop Kocenkosa 1.B.

KomyHanpbHe ~ HekoMmepLiiiHe  MiZJNPUEMCTBO
«Uepkacbka o0JlacHa TICUXiaTpUYHA JIiKapHS
Yepkacbkoi 001acHOI pajiy», XXiHOUe BiflineHHs
Nel1, yonoBiue Bigginennst Nel, YUepkacbka 0671.,
M. Cmina

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 422 Big 10.03.2021

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

«PanziomisoBaHe, no/BiliHe-criine, 3 m1aneb0 Ta aKTUBHUM KOHTPOJIEM JIiKyBaHHS AoCTipKeHHs 26 da3u
edexTUBHOCTI Ta Ge3neuHocti MK-8189 y narjieHTiB 3 rocTpum emni3ozoM 1msodpenii», MK-8189-008, 3
iHKopriopoBaHo0 nornpaskoro 03 Bif 17 rpygusa 2021 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTI0 «MC/] YKpaiHa»
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CrnioHcop, KpaiHa TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. reHepa/ibHOT0 JHpeKTOpa
dapMaleBTUYHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Honatok 17

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnosnieHa bpomiypa pocniguuka (Encorafenib), Buganus 13 Big 13 TpaBHsi 2022 poky; OHOB/eHa
Bpoiypa gocnignuka (Binimetinib), Buganns 18 Bix 13 TpaBHsi 2022 poky

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1344 Big 15.12.2016

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«baraTouieHTpoBe paHfOMi30BaHe BiAKpUTe AociimkeHHss 3 da3u y 3 rpymax i3 3acTOCYBaHHSIM

eHkopadeHiOy 3 1eTykcumabom 3 abo 0e3 OiHiMeTWHiIOy TIOPiBHSHO 3  BUKOPHCTAHHSIM
ipuHOTeKaHy/leTykcuMaby  abo  iHdy3iiHoro  5-dayopoypauuny  (5-FU)/domiHoBoi  Kucsiotu
(FA)/ipunotekany (FOLFIRI)/ueTykciMaby pa3om i3 BU3HAueHHSIM  0e3MeYHOCTi  MMOEQHAHHS

eHkopadeHiOy, 6iHiMeTHHIOy Ta HjeTyKcrMaly y TaIlieHTiB i3 MeTaCTaTUYHUM KOJIOPEeKTa/lbHAM PAKOM Ta
BRAF V600E-myTaniero», ARRAY-818-302, Bepcis 10.0 Big 25 micronaga 2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Eppeii bio®apma [uk., CIIIA / Array BioPharma, Inc., USA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honatok 18

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Onossnieni po3gimu 3.2.S.7.1 Stability Summary and Conclusion Ta 3.2.S.7.3 Stability Data gocbhe
JOCTiHKyBaHOro Jikapcekoro 3aco0y MK-3475 Pembrolizumab SC, Bepcisi 084GJS Bim 02 BepecHs
2022 poKy, aHITilCbKO MOBOIO.

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Bigkpute, pangomizoBane pgocmimkeHHst 11 ¢a3u ans BUBYeHHS (papMaKOKiHETHKHM Ta Oe3reyHOoCTi
neMOposTi3ymMaly 1l MiJIIKipHOTO BBeZIEHHS TOPIiBHSHO 3 1eMOpoJTisymMaboM [ijisi BHYTPillTHLOBEHHOTO
BBe/IeHHsI, B KOMOiHallil 3 JBOXKOMITOHEHTHOIO XiMiOTeparti€lo rperapatamMu IJIaTUHU, B SIKOCTi TepIiol
miHii Tepamii g yYaCHWKIB 3 MeTaCTaTUYHMM IUIOCKOK/IITHHHAM ab0 HeruIOCKOKTiITUHHUM
He/piOHOK/IITUHHUM pakoM JereHiB», MK-3475-A86, Bepcis 3 iHKopriopoBaHOro TmorpaBkoo 05 Bif
21 numasg 2022 poky

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTI0O «MC/] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Honatok 19

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporirypa gociifHUKa AOCTiKyBaHOTO JTiKapchbKoro 3acody Begosizymad (MLIN0002), Buzanus 26 Bif
18 nunHs 2022p., aHr1ilCbKOI0 MOBOIO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1005 Big 28.09.2016

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«[Tporpama po3IIMpeHOT0 AOCTyIy A0 mnpernapary EHTiBio (Befosisymad [jis B/B 3aCTOCYBaHHS) /st
TIALIi€HTIB 3 BUPAa3KOBUM KOJIiTOM Ta XBopoboto Kpona», Vedolizumab-4013, Bepcist i3 morpaBkoo 7 Bif
19 »xoBTHA 2021 p.

3asiBHUK, KpaiHa

TopapuctBo 3 ObmexeHow BignoriganbHicTio «KoHTpakTtHO-[ocmiguuiibka Opranizarisi [HHO(apM-
Ykpaina»

CnoHcop, KpaiHa

Takeda Development Centre Americas, Inc., USA (CIIIA)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUAX




Honatok 20

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

01.11.2022 Ne 1962

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpourypa pocniguuka Vibostolimab (MK-7684)/MK-7684A, Buganns 10 Big 29 uepBHsi 2022 poky,
aHricbKor MOBOW; YKpaiHa, MK-7684A-003, IndopmMatiist Ta JoKyMeHT Tipo iHOpMOBaHy 3rofly AJst
nauiedra, Bepcis 1.01 Big 09 BepecHs 2022 p. ykpalHCbKOKO MOBOW; YKpaiHa, MK-7684A-003,
IHdopmaLiiiHuii TMCTOK i ZOKYMEHT Mpo iHpOpPMOBaHy 3rofly Ha MalOyTHE OiomenuuHe AOCITiKeHHS,
Bepcis 02 Bim 09 BepecHs 2022 p. ykpaiHcbkoro MoBow; MK-7684A-003_mocibHuk 111070
Bi3UTIB_yKpalHCbKOIO MOBOIO_Jyisl YKpainy_12 ceprnna 2020 p._v2; IIpotokon MK-7684A-003 3pa3ok
CTIPOIIEHOTO MapKyBaHHS 3apeecTPOBAHOTO B YKpaiHi JlikapchKoro 3aco0y, SIKMM 3aCTOCOBYETHCS B
KIiHiuHOMYy BunpoOyBaHHi, Bepcis 2.0 ans Ykpainu Big 12 BepechHs 2022p., yKpaiHCBKOIO MOBOIO;
[Tpotokon MK-7684A-003 MapkyBaHHS OCTiPKyBaHOTO JiKapchbKoro 3acody MK-7684A/MK-3475 nns
JIOKAQJIbHOTO BUKOPUCTaHHA B JOCIIAHULILKKX LieHTpax, Bepcisa 2.0 ana Ykpainu Big 12 BepecHs 2022
POKY, YKPaiHCBEKOX MOBOIO

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe, paHgOMi30BaHe, mMoABikiHe ciine gocmimkeHHs I ¢dasu kombiHamii MK-7684 3
nembposizymabom (MK-7684A) mopiBHSIHO 3 MOHOTepari€lo memMoposisymMaboM B SIKOCTi TepIIoi JIiHil
Teparii Ay yuacHUKiB 3 PD-L1-MO3UTMBHUM MeTacTaTUUYHUM HepiOHOK/IITHHHAM pakOM JiereHiB»,
MK-7684A-003, 3 iHkopriopoBaHoto nionpaBkoto 03 Bizg 21 6epe3nst 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. resHepanbHOro fjUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




HopnaTok 21

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

01.11.2022 Ne 1962

InenTudikallis cyTreBoi Bporiypa gocniganka CNTO1959 (guselkumab), Buganns 14 Bix 29.08.2022 p.
TIOTIPABKHU

Howmep Ta gata Hakazy Ne 1773 Biz 20.08.2021

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «bararorieHTpOBe, paHI0Mi30BaHe, TIOZBilHe cire, Tialebo KOHTPO/IbOBaHe KIIiHiUHe AOCTimpKeHHs 3b

BUTIPOOYBaHHS, KO/, da3u 151 oLiHKU e)eKTUBHOCTI Ta 0e3rmevyHOCTi TMpHU3HAUeHOro MiAIKipHO rycenbKymMaby y Malli€HTiB 3

BepcCis Ta jara AaKTHUBHUM TICOPiaTUUHUM apTPUTOM, $IKi paHillle Majyd HeZOCTATHIO BiJTOBifb Ta/abo HermepeHOCHMiCTh
MiKyBaHHSI OFHUM 3 iHTi0iTOpiB (akTOpy HeKpo3y myxyuH anbda», CNTO1959PSA3005, Big 13.04.2021
p.

3asgBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




HopnaTok 22

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Ykpaina, MK-7339-012, Indopmatiis Ta JoKyMeHT npo iHpoOpMoOBaHy 3rofy A/s mailieHTa, Bepcis 2.04
Bif 09 Bepecus 2022 p., yKpaiHCbKOIO MOBOI; YkKpaiHa, MK-7339-012, IndopmariiiHuii nUCTOK i
JOKYMEHT TIpo iH(OpPMOBaHy 3rofly Ha MailOyTHe Giomemuune pocsimkeHHs, Bepcis 03 Big 09 BepecHs
2022 p., yKpaiHCBKOI MOBOR; 3pa30K CIIPOLLEeHOr0 MapKyBaHHS 3apeeCTPOBAHOIO B YKpaiHi JIiIKapCbKOro
3aco0y, KW 3aCTOCOBYEThCS B KiiHiuHOMY BuripoOyBanHi MK-7339-012, Bepcist 2.0 Big 09 BepecHs
2022 poKy, YKpaiHCbKOI MOBOO

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1468 Bif 26.06.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«docnimkenns 11 dasu nembposizymaby (MK-3475) y KombiHaljii 3 CymyTHBOI XiMiOTIPOMEHEBOHO
Tepari€ro 3 MOJa/JbIIMM BBeJeHHSM MemMOposizymady 3 osanapubom abo 06e3 HBOTO MOPIBHSHO 3
CYTIyTHBOK XiMiOIIDOMEHEBOIO Teparli€lo 3 TOJalblIMM BBeJeHHSIM JypBajiymMady B Y4YacCHUKIB 3
Heorepade/TbHUM JIOKa/IbHO PO3MOBCIO/PKEHUM HepiOHOKIITHHHUM pakoM jereHiB III crazii (HIPJI)»,
MK-7339-012, 3 inkopnopoBaHor nornpaBkoro 06 Big 23 rpyans 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO «MC/] YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HonmaTok 23

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

01.11.2022 Ne 1962

InenTudikatiis cyTreBoi
TIOTIPaBKU

Onosnenuii [Ipotokon KmiHiuHOTO AociimxkeHHsi ABX464-104, Bepcis 5.1 Big 11 nunHa 2022 poky;
3MiHa Ha3BU JIOCJIi/PKYBAHOTO JiKapchbKoro 3acoby 3 ABX464 na O6Gedasimon (ABX464); Bpourypa
JIOCTiTHUKA JTiKapchKoro 3aco0y ABX464, suganns 7.0 Big 21 ciuns 2022 poky, aHT/MCHKOI0 MOBOIO;
Bporiypa gocniiHuKa ikapcbkoro 3acoby ABX464, suganns 8.0 Big 29 kBiTHst 2022 poKy, aHTJ/TIHCHKOIO
MoBowO; IH(opmartiiiinuii uctok i gopma 3rogu, Bepcigs V6.1UKR(uk)1.0 Bix 02 cepriusi 2022 poky,
repeksaZ; yKpaiHCbKor0 MOBO Bif 02 BepecHsi 2022 poky; IHdopmauilinuii nvctok i dopma 3roau,
Bepcisi V6.1UKR(ru)1.0 Big 02 ceprus 2022 poky, nepekmnaj pocilicbkoro MoBoo Bifi 02 BepecHsi 2022
poKy; OnUTyBa/bHUK 1110710 ToIoBHOTO O0s110, Bepcisi V3.0UKR(uk) Big 25 mortoro 2022 poky, nepekiaj
YKpaiHCBKOK MOBOIO Bif 12 cepmHs 2022 poky; ONUTyBadbHUK I[OJI0 TOJIOBHOTO 000, Bepcis
V3.0UKR(ru) Big 25 motoro 2022 poky, mepekiaj, poCiicbKor0 MOBOKO Bif 12 ceprnHsi 2022 poKy;
dorokapTka y pasi ypakeHHsi wikipu, Bepcig V1.0UKR(uk) Big 13 uyepBHs 2022 poKy, YKpaiHCHKOIO
MoBOwO; PoTokapTKa y pasi ypakeHHs wiKipy, Bepcii V1.0UKR(ru) Big 13 uepBHs 2022 poky,
POCiMICbKOI0 MOBOIO

Howmep Ta paTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 2707 Big 28.12.2019

Has3sa k/1iHiuHOr0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure gocnimkenss das3u 2b g5 Bu3HaueHHs e)eKTUBHOCTI Ta Ge3rneuHocTi riperapaty ABX464 sk
MiATPUMYIHOUOI Tepariii B TALIiEHTIB i3 BUPA3KOBUMM KOJIITOM CepPeAHbOrO0 Ta TSKKOrO CTYIeHs»,
ABX464-104, Bepcis 4.1 Big 08 BepecHs 2021 poky

3asiBHUK, KpaiHa

ITianpuemcTso 3 100% inosemHoro iHBecTHLielo «AVIK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

ABIVAX, ®paHLiis

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. reHepasibHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPaTy IBan 3A/IBOPHUX




Hopartox 24

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Ykpaina, MK-7684A-004, [Hpopmatiisi Ta J0KyMeHT 1po iHGopMoOBaHy 3rofly AJisi naijieHTa, Bepcis 1.02
Biz 05 BepecHs 2022 p., yKpalHCbKOKO MOBOO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1722 Big 11.08.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure pocnmimkennast da3u 2 ans oniHkM Oe3neku Ta edekrtuBHOCTi MK-7684A (kombiHaris MK-
7684 [BibocTonimMab] 3 MK-3475 [memb6posizymal]) y yuacHUKIB 3 peLiuiuBytourMy abo pedpakTepHUMHU
reMaTOJIOTIUHUMHU 3J/I0SIKICHUMU HOBOYTBOpeHHsIMU», MK-7684A-004, 3 iHKOPIIOPOBAaHOK MOIPABKOIO
03 Big 18 mororo 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. resHepanbHOro JjUpeKrTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




HonmaTok 25

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

«IHdopmauis g1 yyacHrka Ta Popma 3roAu Ha ydyacTb y AoctifpkeHHi», Bepcis 4.0-UA(RU), ¢inanbHa,
Biz 16 BepecHs 2022, pocCiliCbKOH0 MOBOO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2237 Big 18.10.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«docnimkenns: ZEUS - BB 3intiBekiMaOy TOpiBHSHO 3 Taiie00 Ha CeplrieBO-Cy[AWHHI HaC/TiKUd B
YYaCHUKIB 3 [1larHOCTOBAHMM aTepOCK/IepPOTUYHUM 3aXBOPIOBAHHAM CepLieBO-CYLUMHHOI CUCTeMH,
XPOHIYHOI0 XBOPOOOI HUPOK i cvcTeMHHMM 3araneHHsiMm», EX6018-4758, Bepcis 5.0, diHambHa, Bif
17 motoro 2022 p. (version 5.0, Final, dated 17 February 2022)

3asiBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. resHepanbHOro JjUpeKrTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




HonaTok 26

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Hocbe pocmimkyBaHoro Jikapcekoro 3acoby ICP-022, Bepcis 2.0 Big cepriHa 2022 p. aHT/IiHCBKORO
MOBOIO; 3anyuyeHHsI JOAATKOBOi (a/ibTepHAaTWBHOI) BUPOOHWUOI [MiMSHKA [Jig  JOCTiPKyBaHOTO
nikapcekoro 3aco0y Openabpytuni6o (ICP-022), 50 mr TabieTku [ TepopajbHOTO 3aCTOCYBaHHS:
Guangzhou InnoCare Pharma Tech Co., Ltd., Kuraii

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 645 Big 16.04.2022

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorienTpoBe BizkpuTe mgocimkeHHs (a3u /Il 3 BUBUeHHs HOBOrO iHribGiTOpa THPO3WHKiIHA3M
BpyToHa — opesiabpyTuHiOy B marjieHTiB i3 B-KIiTHHHUMM 3/108KiCHUMU HOBOYTBOpeHHsMU», ICP-CL-
00107, Bepcisa 5.0 Big 30 mucronaza 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeKeHO0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

«InHoKep ®apma IHk.» (InnoCare Pharma Inc.), CIIIA

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. reHepa/sIbHOr0 JUPEKTOpPa

dapMaLeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




Honatok 27

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Jluct-po3’sicHenHs1 Bif CnioHcopa g0 [Iporokony GP43365, Bepcis 4 Big 21 xoBTHsA 2021 poky, Bif
25 cepriHsi 2022 pOKy, aHT/TiICbKOK MOBOO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2147 Big 04.10.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PA3A 1b, BIOKPUTE, BATATOLUEHTPOBE [JOCJIDKEHHA /i1 BU3HAYEHHSA
OINITUMAJIBHOI O3 3 METOIO OLIHKW ®APMAKOKIHETUKHW, BE3IIEYHOCTI TA
[IEPEHOCUMMOCTI IIAMIKIPHOI'O BBEJEHHS KOMBIHALII THUPATOJYMABY 1
ATE3OJII3YMALBY ¥ IALIEHTIB 3 MICHEBOIIOIIMPEHUMU ABO METACTATUYHUMU
MY XJIMHAMM», GP43365, Bepcis 4 Big 21 xoBTHs 2021 poky

3asgBHUK, KpaiHa

TOB «Apencis Excriiopatopi Megicin», YkpaiHa

CnoHcop, KpaiHa

@. Xobdmanu-JIa Pom JIta, IIsetitapis / F. Hoffmann-La Roche Ltd, Switzerland

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HonaTok 28

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Hopatok Ne 20 Big 15 uepBHsi 2022 po IIporokosy kiiHiyHOro pgocmimkenHsi 16T-MC-AMAM 3
iHKopriopoBaHotO TionpaBkow (e) Big 23 motoro 2022 poky; OHoBiaeHHs bporuiypu gociigHuka
JOCITi/PKYBaHOTO JTiKapcbKoro 3aco0y Mipikizymab (LY3074828), Bepcis Bim 12 uepBHs 2022 poky
aHIJIiCbKOI0 MOBOIO; IHdopMallis Ay maijieHTa gocaipkeHHs Ta Popma IHdopmoBaHoi 3roau ajis
BUKOPMCTaHHS B YKpaiHi, Bepcig Ne 8.0 yKpalHCbKOO Ta pOCiliCbKOI0 MOBaMH Bif 2 cepriHs 2022 poky

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

Ne 2372 Bip 04.12.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararorientpoBe, PangowmizoBaHe, Ilogsitine ciine, Ilnaie6o- Ta AxTHBHO- KOHTpO/bOBaHe
Hocnimxennst 111 ®asu gns Ouinku EdektuBHocTi Ta be3meunocti 3actocyBanHst Mipikisymaly y
IMauienTiB i3 XBopo6oto KpoHa ITomipHoro Ta Tspkkoro Ilepebiry», I6T-MC-AMAM, 3 iHKOPIIOPOBaHOO
riorpaBko1o (e) Big 23 motoro 2022 poky

3asaBHUK, KpaiHa

«Eni JTinni Boctok CA», I1IBeliliapis

CnoHcop, KpaiHa

Eni JTinni eng Kommnani, CIITA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Honatok 29

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii I[Iporokon kiiHiuHoro mociimpkenHss RPC01-3102, pepakuisi 10.0 Big 10 cepmusi 2022 p.;
CuHomncuc oHOB/eHOro npoTokony, peaakyis 10.0 Big 10 ceprinsi 2022 p., mepeksnaj, 3 aHIJiCbKOI MOBU
Ha yKpaiHCbKy MoOBY Bif 07 BepecHsi 2022 p.; [Hpopmauitinuii muctok i dopma iHpopmoBaHOI 3rozy,
octaTouHa pezakuis 9.0 assa Ykpainu Bif 29 BepecHsi 2022 p., ocTaTOUHUM Nepekiaj, 3 aHITiCbKOI MOBU
Ha yKpaiHCbKy MOBY BiJl 29 BepecHsi 2022 p., 0CTaTOYHUWM TiepeK/af, 3 aHIJIiiCbKOI MOBU Ha POCIHCBHKY
MOBY BiJZ 29 BepecHst 2022 p.; JIUCT Bif cloHCOpa A0C/ipKeHHs 1[o/10 ronpaBku 10 o0 MpoToKo/y Bif 23
cepriHs 2022 p., nepeksaz, 3 aHIVIiMCbKOI MOBHM Ha YKpaiHCbKY MOBY Bif 26 BepecHs1 2022 p.; IlogoB>keHHs
TPUBAJIOCTi MPOBe/IeHHs K/TiHiYHOTO BUTIPOOYBaHHs B CBiTi Ta YKpaiHi 0 31 6epesnst 2025 p.

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 838 Big 10.12.2015

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure, OaraTolleHTpOBe, PpO3IIMpeHe MAOCTi/PKeHHS a3l 3 [Jii BUBYEHHS I1€POPaJTbHOTO
3actocyBanHsi RPC1063 B sIKOCTi Tepariii y Maiji€HTiB 3 MOMipHUM ab0 TsHKKUM BUPA3KOBUM KOJTiITOM»,
RPCO01-3102, pepakuis 9.0 Big 23 ceprina 2021 p.

3asiBHUK, KpaiHa

TOBAPHUCTBO 3 OBMEXXEHOTO BIATIOBIZIAJIBHICTFO «I11 EC AM-YKPATHA»

CnoHcop, KpaiHa

«CenmxkeH Inrepnernn 11, Capn» (Celgene International II, Sarl) («CIC II»), IIBeiiiiapis

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. reHepa/sIbHOr0 JUPEKTOpPa

dapManeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




Honatok 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa BiJIIOBila/IbHOTO AOC/IiIHUKA:

byso Craino
3aB. Big. Ko63eB O.1. nikap Jleonosa B.B.
KomyHanbHe — HekoMmepliiiHe — mianpueMmcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTPUEMCTBO
«ObsacHUN 1eHTP OHKOJIOTii», OHKOXipypriuHe | «O0/lacHUI 1LIEHTP OHKOJOTii», OHKOXipypriuHe
BiZili/IeHHs1 ~ opraHiB  TIPYAHOI  IIOPOXHWUHM, | BiJJi/IeHHSA  OpraHiB TIpPyAHOI  ITOPOXXKHUHU,
M. XapkiB M. XapKiB

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHS
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 727 Big 04.04.2019

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«PanzomisoBane, nozgiviHe cirne pocimkenns 11 ¢a3u kombiHarii mem6posizymaby (MK-3475) 3 abo
6e3 snenBatuHiba (E7080/MK-7902) vy padillle He/liKOBaHMX TIALIiEHTIB 3  MeTaCTaTUYHUM
He/ipibHOKTiTHHHMM pakoMm JiereHb (HKPJT) 3 moka3nukom npornopiiii myxaunu (TPS), mo 6inbine abo
JopiBHOe 1% (LEAP-007)», MK-7902-007, 3 inkopnopoBaHoto nomnpaBkoto 06 Bifg 15 BepechHs 2021

POKY

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBiganbHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk apn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. resepanbHoOro fjupeKropa

dapmaneBTUYHOTr0 ANPEKTOPaTy

Isan 3A/IBOPHUX




Hopnatok 31

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

01.11.2022 Ne 1962

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3pa3oK CIIpoLIeHOro MapKyBaHHs 3apeeCTPOBAHOTrO B YKpaiHi JiKapchKoro 3acofy, sIKHil 3aCTOCOBYETHCS
B KiiHiuHOMY BumpoOyBaHHi Assi mporokony MK-7339-001/ENGOT-0v43/GOG-3036, Bepcis 2.0 Bif
1 BepecHsi 2022 p., yKpaiHCbKOIO MOBOO; 3MiHa Ha3B MiCIlb TIPOBEe/IEHHSI K/IiHIUHOTO BUIIPOOYBaHHS:

bysio Craino
I.M.H., ipod. T'oTbko €.C. I.M.H., ipod. T'otbko €.C.
LlenTpanbHa MicbKa KiiHiuHa JikapHs, MicbKui | KomyHanbHe — HekoMepljiliHe  MiJTPUEMCTBO
OHKOJIOTiYHMM  LeHTp, [lepkaBHuii BUlMHK | «LleHTpasbHa  MiCbKa  KJIiHiUHA  JliKapHS»
HaBYa/IbHUM 3aKsaz «YKropoZAChKUN | Y>KrOpoAChbKOi MIChbKOI pajid, TepareBTUUYHe
HalliOHa/IbHUI yHiBepcUTeT», Kadegpa OHKOJIOTII | BiffineHHs, /[lep)kaBHMM BUILIMNA HaBYa/lbHUM
Ta pagionorii  (akyabTeTy MiC/ASOUIIOMHOIL | 3aK/aj «YKropo/iCbKui HallioHaTbHUMN
OCBiTM Ta [IOyHiBEPCUTETCHKOI TMi/IrOTOBKY, | YHiBepcUTeT», Kadeapa OHKOMOTII Ta pajiosiorii
M. YKrOpoJ, bakynbTeTy — MCAAJUIUVIOMHOI  OCBiTM  Ta

JOYHIBEPCUTETCHKOI ITi;TOTOBKU, M. Y KIOpO/,

K.M.H. TpyxiH /I.B. K.M.H. TpyxiH /I.B.
KomyHanbHa ycTtaHoBa «Opecbkuii obOsacHuii | KomyHanbHe — HeKoMeplLiiiiHe — TiATPUEMCTBO
OHKOJIOTiYHMM [WCIIaHCep», CTallioHap JAeHHOro | «OpaecbKuii perioHaTbHUMN K/TiHIUHUN
nepeOyBaHHs JUCTIAaHCEPHO-TIOJIK/TIHIYHOTO | POTUMTYX/IUHHUM 11eHTp» Ojlecbkoi o6acHoOl
BigmisienHs, M. Ogeca pajin», BigaiyieHHs Ximiotepanii, M. Ogeca

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 636 Big 22.03.2019
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Hasga kj1iHiuHOTO «PanziomizoBane, mozpiiiHe cuine pocnimpkenHs III da3u mpoBeseHHs XimioTeparii 3 abo 0e3
BUTIPOOYBaHHS, KO/, neMOposTi3ymMaby 3 MojasbLIMM M TPUMYIOUNM JIiKyBaHHSM oJjiarapu6boM abo rmtanebo asisi Teparii
Bepcis Ta fjaTa TepIoi JIiHii y MarjieHTiB 3 PO3MOBCIO/PKEHUM eTTiTeTialbHUM pakoM sieuHukiB (EPSI) 6e3 myTatiii y reHi

BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», MK-7339-001/ENGOT-0v43/GOG-3036, 3
iHKopriopoBaHoto morpaBkoro 03 Biz 12 6epe3nst 2021 poky

3asiBHUK, KpalHa ToBapucTBO 3 00MekeHOIO BifnoBiganbHicTI0 « MCJI YKpaiHa»
CrnioHcop, KpaiHa TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)
CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. reHepasibHOro fUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




HopnaTok 32

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPABOK |0 TIPOTOKOJIIB KTIHIYHUX
BUTIPOOYBaHb»

01.11.2022 Ne 1962

InenTudikariis
CYTTEBOI
TIOTIPaBKU

3arpoBa/)Ky€eTbCsl OHOBJIeHUH [IpoToKO/ oC/ipKyBaHOTO fiKapcbkoro 3acoby Xymogap B100P, cycriensis asns
in’ekuiii, 100 MO/mn (iHcynin moavau pekoMmbiHaHTHUH (100 % KpucTamiuHOTO MPOTaMiH-iHCY/TiHY)) Bepcii 2 Bif
19.12.2021 poky; 3amnpoBa/pKyeThCsl OHOBJIeHa [HAMBIAyanbHa peectparjifida ¢opma Bepcii 2 Big 19.12.2021 poky;
3arnpoBa/Ky€eTbCsi OHOB/IeHa IH(opMmallisi s 3m0poBoro J0OpOBOJIBI, IO TIPUHAMAE y4yacTb y K/IiHIUHOMY
JocmimpkenHi, Ta iHpopmoBaHa 3rofa Bepcii 2 Bif 19.12.2021 poky (YyKpaiHCbKOIO Ta POCIHCHKOIO MOBaMH);
3anpoBaJyKyeTbCs OHOB/eHa bpomypa gocnmigHvka Bepcii 4 Big 19.12.2021 poky; 3anpoBagkyetbcs Kapra
ydaCHUKa K/iHIYHOro fociipkeHHs Bepcii 2 Big 19.12.2021 poky (yKpalHCBKOIO Ta POCIMCBKOKO MOBaMH);
3arnpoBa/Ky€eThCSI OHOBJIeHe MapKyBaHHS [JOCTiPKYBaHOTO JTiKapChbKoro 3acoly; BK/roueHHS HOBOTO Micls
TIPOBe/IeHHSI KJIiHIYHOTO BUIIPOOYBAHHST:

Ne [1.1.b. BifgmIOBia/ILHOTO AOC/IIIHUKA

/1 Ha3Ba Micus ipoBe/ieHHsT K/IiHIYHOTO BUITPOOYBaHHS

1. | ron. nikap Aptuuu b.1.
Mennunmii neHTp TOB «Kninika [HHO®AP — Ykpaina InHoBeliTiB @apma Pecepu», c. bosiHuy,
HoBocenmuipkuii p-H, YepHiBerpKa 0071

Howmep Ta gara
Haka3zy MO3
11010
3aTBep/KeHHs
KJ/IiHIYHOT O
BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS,
KO/, Bepcis Ta
Jara

«[lopiBHs/IbHE, paHziOMi30BaHe, TMO/BiliHe CJlille, TIepexpecHe, 3 ABOMaA IepioaMu i BOMa IMOC/iJOBHOCTSIMHY, 3
nepiofloM BigMuBaHHA 5 Ai6 gocmimpkeHHss [ a3y TinepiHCy/iHEMIUHOTO —€YyIr/TiKeMiYHOTO K/eMIly 3
BUKODUCTAHHSM OJIHOPA30BUX TIALIKIpHUX /03 KaHAugaTa-6iocuminsgpa Xymozap B100P B mopiBHSHHI 3
pedepeHTHUM JliKapcbKuM 3acoboM Xymysin HITX», INO1-H, Bepcis 1.4 Big 19 motoro 2021 poky
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3agBHUK, KpaiHa | TOB «Bepywm Kiinikan Picepu», Ykpaina

CrioHcop, kpaiHa | [IpuBaTHe akijioHepHe TOBapUCTBO «I10 BUpOOHMIITBY iHCYJIiHIB «[HAAp», YKpaiHa

CynyTHi —
MaTepianu/rpernap
aTy CyIyTHLOL
Tepamnii

B.o. renepanbHOro jupexTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




