Hopartok 1

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

28.08.2024 Ne 1500

InenTudikallis CyTTeBOI MONpPaBKU

OHoB/IeHWH  TIPOTOKOJI ~ KJIiHIYHOrOo  BUMpoOyBaHHs  M15-572, 3 iHKOpHOpOBaHWMH
afMiHicTpaTUBHUMM 3MiHamu 1, 2, 3, 4, 5, 6 [ans Tonkonry (Kurait)], 7, 8 i 11 (gns Kutaro) Ta
[TonpaBkamu 1, 1.01 (g VHP kpain) 2, 3, 4, 5, 6 Ta 7 (#7151 BCix KpaiH kpim Arnowii), 8.0 (a1s1 BCix
KpaiH kpim kpaiH €C) Big 20 rpyans 2023 poky; Indopmariis g5 narjieHTa Ta iHpopmoBaHa 3ro/ja
Ha y4acTh Y HAYyKOBOMY JIOC/Ti/PKeHHI Ta HeoO0B’I3KOBOMY /I0C/Ti/KeHHi, Bepcist 11.0 qyist Ykpainu
BiJ 16 ciuns 2024 poky, YKpaiHCBKOIO Ta poCiiicbkoro MoBamu; JlozaTok o [HpopmoBaHoOi 3roau
JUTsL TIDOJIOBXKEeHHSI JIIKyBaHHsS y4acHWKiB BuUmNpoOyBaHHs1, Bepcisi 1.0 Ay Ykpainu Big 22 ciuHs
2024 poky, YKpaiHCBbKOIO Ta PpOCIMCBbKOIO MoBaMy; OHOBneHHWM po3fin «fkicte» [Jocke
JOCTiHKyBaHoro jikapcekoro 3aco0y Ymagammrtunib (Upadacitinib, ABT-494), Bepcis 17.2 C -
EU CTR Big 20 rpygnas 2023 poky; 3anyueHHs J0ZATKOBOI BUDOOHHWUOI Zi/ITHKU /IS JIiIKapChKOI
cyOcraHIii AocmimpKyBaHoro Jiikapcbkoro 3acoby AbbVie S.r.l., Iranmis; OHoBreHuit posfin
«SkicTb» ckopoyeHoro [locke manebo /0 AOCTiHKyBaHOTO JIiIKapChbKOro 3aco0y YmasaruTuHio
(Upadacitinib, ABT-494) Bepcis 6.0 Big 29 mucronaza 2023 poky; OHOBeHUI po3fin «SKicTb»
ckopoueHoro /locke no yikapchkoro 3acoby Xywipa (aganimyma0), Bepcis 5.0 Big 21 GepesHs
2022 poky; OHoBieHul po3fin «SKicTe» ckopoueHoro [Jocke manebo [0 JIiKapcbKoro 3aco0y
Xymipa (agamimymab), Bepcist 2.0 Big 17 cepriast 2021 poky

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

Ne 1468 Big 21.11.2017

Ha3Ba kiHiuHOr0 BUNIpOOYBaHHS,
KO[|, BepCisd Ta fara

«Panzomi3oBaHe, TioZBiliHe ciiine pociimkeHHs, III ¢da3um, i TIOpiBHSIHHSA MperapaTy
YnagarutuHi6 (ABT-494) 3 tutarie6o Ta 3 afjaniMymMa00M y MalfieHTiB 3 aKTUBHUM T1COPiaTUYHUM
apTPUTOM, SIKi MalOTh B aHaMHe3i HeaJeKBaTHY BiJMOBifb MpPHHAMMHI Ha OJWH HebiomoriuHui
xBopoOo-MoauGikyroumnii mpotupeBMatuunmii npernapaT (XMIIPIT) — SELECT — PsA 1», M15-
572, 3 iHKOPNIOpOBaHWMH aJMiHiCTpaTUBHUMHM 3MiHaMmH 1, 2, 3, 4, 5, 6 [an1s ['onkonry (Kuraii)], 7 i
8 Ta [lonpaBkamu 1, 1.01 (gnst VHP kpain) 2, 3, 4, 5, 6 Ta 7 (g/1s1 BCix KpaiH Kpim fAnowii) Big 30
ciuns 2021 poky

3asBHUK, KpaiHa

«E66Bi biodapmacktoTikan3 I'm6X», IlIBetitapis

CrioHCOp, KpaiHa

AbbVie Inc., USA

B.o. HauanbHuka @apManeBTUYHOr0 yNpaB/IiHHA Onexkcanap I'PINEHKO

(miggmuc) (Bnacne im’s ITPI3BUIIE)



Hoparok 2

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

28.08.2024 Ne 1500

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHu# MPOTOKO/ KiiHiYHOTO BUNpoOyBaHHsT MK-1084-004, 3 iHKOPITIOPOBaHOIO TIOMPABKOIO
01 Bim 17 TpaBHsi 2024 poKy, aHTJIiHCbKOI MOBOIO; CeKllisi JOChE AOC/iPKYBAaHOTO JTIKapChKOT0
3acoby MK-1084: «2.2 INTRODUCTION», Bepcist 08J3QQ, aHrnilicbkoro MoBot0; CeKilist 0ChE
JIOCJTi/KYBaHOTO JlikapcbKoro 3acoby MK-1084: «2.5 CO PREVIOUS CLINICAL TRIAL AND
HUMAN EXPERIENCE DATA», Bepcis 08HPGY, Bixg 26 motoro 2024 poky, aHIJiACBKOIO
MOBOIO;  3pa30K  MapKyBaHHS  JOC/i/)KyBaHOTO  JiKapcbkoro  3aco0y:  «MK-1084-
004_or_placebo_Bottle», Bepcis 3.0 (00_(M2)) Bim 07 OGepesnsi 2024 p., aHIIIMCBKOIO Ta
yKpaiHCbKOIO MoBamu; YkpaiHa, MK-1084-004, Indopmaiiis Ta JoKyMeHT rpo iH(oOpMOBaHYy
3roay A/ nauieHTta, Bepcist 01 Big 20 yepBHs 2024 p., yKpalHCbKOIO MOBORO; YKpaiHa, MK-1084-
004, Indopmarljiss Ta AOKyMeHT TMpo iHMOpPMOBaHy 3roAy /s TiallieHTa Ha HeoOOB’SI3KOBUI
obmekeHnit ckpuHiHr, Bepcis 00 Bix 20 uepBHs 2024 p., yKpaiHCBKOK MOBOW; YKpaiHa, MK-
1084-004, [oroBHeHHs [0 iHpopMaLlii Ta JOKyMeHTY Tpo iHhOopMOBaHy 3rofly AJIs MaljieHTa s
MKyBaHHS TiC/isl mporpecyBaHHsi xBopoou, Bepcis 00 Biz 20 uepBHs 2024 pOKy yKpaiHCHKORO
MOBOIO; Martepianu ayia  marjienta: MK-1084-004_ITociOHUMK 1[0[0 Bi3WTIiB mMalli€eHTa_/s
Ykpainu_ykpaiHcbkoro MoBoro_Bep. 00.1; MK-1084-004_Kaptka 3 iH(opmalli€to Tpo Bi3UT_Jis
YKpaiHu_yKpaiHCBKOIO MOBOIO_Bep. 00.1; MK-1084-004_3pa3ku TKaHUH_ 151
YKpaiHu_yKpaiHCbKOIO MOBOHO_Bep. 00.1; MK-1084-004_Bpourypa rarjieHTa_/is
Ykpainu_ykpaiHcekoro ~ moBoro_Bep. 00.1; MK-1084-004_JlucriBka [y TaLiieHTa_AaJis
Ykpainu_ykpaiHcekoro  moBoro_Bep.  00.1; MK-1084-004_Ilnakat pgsid  maiieHTa_jjs
Ykpainu_ykpaiHcbkoro MoBor_Bep. 00.1; MK-1084-004_JIuctiBka 3i c/ioBamMU TOASAKU_JIS
Ykpainy_ykpaiHcbkoro MoBOrO_Bep. 00.1; 3miHa Ha3BuM MiCUsg MpPOBeJEHHSl K/IiHIYHOro
BUIPOOYBaHHS:

BYJIO CTAJIO
3aB. Biz. Birypo M.C. 3aB. Biz. Birypo M.C.
ToBapucTBO 3 0OMEXEHOI Bi/TOBi/ja/bHICTIO | MeUUHUI 1[eHTP TOBAPUCTBAa 3 0OMEXEHOH)
«Mpiss  Mepn-CepBic», Bigain  KIiHIYHMX | BignoBiganpHicTHO  «Mpiss ~ Mepn-Cepsic»,
JocnifkeHb, M. Kpusnii Pir BiIZi/1 KJIiHIYHMX AocaimKeHb, M. KpuBuit Pir




2 TPOJOBXKeHHS JoJaTKa 2

Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUMNPOOYBaHHS

Ne 766 Big 03.05.2024

Hasga kiiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«Pangomi3oBaHe, moBiliHe cine, OaraToiieHTpoBe mocmimkeHHs III da3u kombiHarii MK-1084 3
rieMOpoJTisaymabom MopiBHSHO 3 KoMOiHatlieto nemMbpostizymalby 3 1uiarie0o sIK JTiKyBaHHS TepIioi
MiHii A/ yYaCHUWKIB i3 MeTacTaTUYHKUM HeJpPiOHOKTITUHHUM pakoM JiereHiB 3 myTarjiero KRAS
G12C Ta ekcrpeciero PD-L1 TPS > 50%», MK-1084-004, Bepcis 00 Big 15 rpyans 2023 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKXeHOI0 BifnoBinampHicTI0 « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

B.o. HauanbHuka @apManeBTUYHOr0 YNpaB/IiHHA Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s ITPI3BBULLE)



HonaTok 3

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

28.08.2024 Ne 1500

InenTudikallis CyTTeBOI MONpaBKU

[TofoB)KeHHsT TPUBAJIOCTI K/TiIHIYHOTO BUMPOOYBaHHS B CBiTi Ta B YKpaiHi o 30 rpyans 2024 poky;
3MiHa Ha3BM MiCLisl POBeieHHs KJIiHIUHOr0 BUMTPOOYBaHHS:

BYJIO CTAJIO
3aB. Bifi. Boiitko H.JI. 3aB. Bizi. Boiitko H.JI.
KuiBCbKMI MiCBKWM KJTiHIUHHMKA OHKOJIOTiYHMM | KOMyHanbHe HeKoMepljiliHe TiJIIPUEMCTBO
LIeHTp, BigzineHHs ximioreparnii No2, M. KuiB | «KuiBcbkuii MiCbKUM KJ/TiHIUHUN

OHKOJIOTIYHUM LIEHTP» BHUKOHABUYOI'O OpraHy
KuiBcbkoi Micekoi pagu (KuiBcbkoi MichbKoi
Jlep>KaBHOI aZMiHicTparlil), XiMioTeparneBTUUHE
BigmineHHs Ne 2, m. Kuis

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 9 Biz; 02.01.2019

Has3Ba kiHiuHOTO BUTNIPOOYBaHHS,
KO/, BepCis Ta ziara

«PanzomisoBane, III da3u, nogsiliHe crine pocizpkeHHss KOMOiHallil TpacTy3yMmaly, ximioreparii
Ta TieMOposizymalOy y TOpiBHsIHHI 3 KOMOiHarli€eto Tpacty3yma0y, ximioTeparii Ta Tuiaiebo siK
Teparii nepwioi JiHil y nauieHTtiB 3 HER2-MO3UTHMBHOI MeTacTaTUYHOIO a/eHOKapLMHOMO
IIYHKY abo uutyHKoBo-cTpaBoxisHoro 3'egHanHs (KEYNOTE 811)», MK-3475-811, 3
iHKopnopoBaHo®o 1norpaBkoro 09 Biz 08 BepecHs 2022 poky

3asBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BizinoBifanbpHicTIO « MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

B.o. HauanbHuka ®apManeBTHUHOI0 yNIpaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopnaTok 4

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

28.08.2024 Ne 1500

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIsl MPOBe/IeHHsI BUTTPOOYBaHHS:

BiZifli/IeHHS MiCBKOTO OHKOJIOTIYHOI'O LIeHTpY,
[epxaBHUM BUIMI HaBYaJbHUM  3aK/af
«Y>KropoACbKUW Hal[iOHA/IbHUU yHIBEPCUTET»,
Kadezpa oHKOJIOTII Ta pagionorii dakyabTeTy
MHiCAIUTIIIOMHOL OCBITH Ta
JOYHIBEDCUTETCHKOI ITi;TOTOBKU, M. Y KIOpPOZ,

bBYJIO CTAJIO
nikap I'otsko LIO. nikap I'oteko LIO.
KomyHanbHe HekoMmepLiiiHe mignpueMcTBo | KomyHanbHe HeKOMepLiiliHe —TiATPUEMCTBO
«lJenTpasibHa MicbKa KJTiHiUHA JTiKapHs» | «Y>KrOpoACbka  Micbka  OararorpodinbpHa
YKropozcbkoi MICBKOI pajy, TeparieBTUUHe | KJIiHIYHA JIKapHs» Y)KTOpPOZACBKOI MIiChKOI

paZy, OHKOJIOTiuHe BifjineHHs, [ep>kaBHuM
BULLMI HaBYaJbHUM 3aK/af «Y>KTOPOACHKUI

HaLliOHa/TbHUH YHIBEPCUTET», Kadenpa
OHKOJOrii ~ Ta  pagionorii  ¢akynbTeTy
HiCAIUTIIIOMHOL OCBiTH Ta

JIOYHIBEPCUTETCHKOI MiATOTOBKKU, M. ¥ KrOpOJ,

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1360 Big 10.06.2020

HasBa kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta zara

«PaHgomi3oBaHe mopBiliHe citirte GararorjeHTpoBe mAocmimkeHHs dasu Il ans TopiBHAHHSA
KaiHiyHOT  edektuBHOCTI Ta  Ge3meunocti HLX10 (pekomMOiHAaHTHOrO TyMaHi30BaHOTO
MOHOKJIOHA/ILHOTO aHTHUTi/Ma g0 PD-1 (autw-PD-1) Ay iH’ekiiii) B KoMOiHarlil 3 ximiorepartieto
(kapboraTH + eTomo3Ws) Yy PpaHillle HeJiKOBAHMX TMAIi€EHTiB 3 TMOLIMPEeHO (GOopMOoIo
npibHoKmiTMHHOTO paky Jeredi (JAKPJI)», HLX10-005-SCLC301, Bepcis 5.0 Big 22 keiTHs 2022

POKY

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Shanghai Henlius Biotech, Inc., China / [llanxaii Xensniyc baiotek, IHK., Kutaii

B.o. HauanbHuka ®@apmaneBTUYHOIO yIIPaB/IiHHA

Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTtok 5

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

28.08.2024 Ne 1500

InenTudikallis CyTTeBOI MONpaBKU

3any4eHHs! I0]aATKOBOT'O MiClisl TPOBe/IeHHSI K/TiHIYHOTO BUMPOOYBaHHSI:

Ne [1.I.b. BigmoBigaIbHOrO AOC/iJHHAKA

n/mn Ha3Ba Miclist TpoBe/ieHHs KiHIYHOTO BUTTPOOYBaHHS

1. | nikap ITigBepberpka A.B.

ObmacHe KOMyHa/ibHe HeKOMepLjiliHe TIANpUeEMCTBO «ByKOBMHCHKWI  K/TiHIYHKH
OHKOJIOTIYHUM LIEHTP», CTPYKTYPHUM MiZIpO3/i/a K/AiHIYHOI OHKO/O0ril, M. YepHiBLji

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1469 Big 21.08.2024

HasBa kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta zara

«MogyneHa aza I/lla, BigkpuTe 6araTolleHTpPOBe MJOCTIIPKeHHS [Ji OI[iHKM Oe3reKy,
MepeHoCUMOCTi,  (apMakoKiHeTHMKH, (apMakoJuHaMiKM Ta momnepefHboi  e(eKTHBHOCTI
3poctarounx 703 AZD5305, sk MOHOTeparii Ta B KOMOiHal[il 3 MPOTUIYXJIMHHUMH 3acobaMu y
Mali€eHTIB 3 TMPOrpPeCcylOYMMM  COMIJHUMHU  3/710SIKICHUMUA ~ HOBOyTBOpeHHsIMM (PETRA)»,
D9720C00001, Bepcisg 11.0, nonpaska 10.0 Big 19 BepecHst 2023 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

B.o. HauanbHuka ®apManeBTHUHOI0 yNIpaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTtok 6

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

28.08.2024 Ne 1500

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiCIlsl TPOBe/IeHHsI K/TiHIUHOr0 BUTIPOOYBaHHS:

BYJIO

CTAJIO

K.M.H. [{o6psiHcbkuii [].B.

MeuuHul L[eHTP TOBApUCTBAa 3 0OMEXeHOH
Bi/ITTOBiJa/TbHICTIO «MeruHa KJIiHIKa
«bmaromeny, JIiKyBaJ/IbHO-/1iarHOCTUYHU I
nizgpo3aii, M. Kuis

K.M.H. [lo6psiHcbkuii [1.B.

MeuuHuil LeHTP TOBApUCTBa 3 0OMEXeHOH
Bi/ITIOBiJa/TbHICTIO «MeauuHuM LIeHTp
«APTEC MEOIKYM», JIIKyBaJIbHO-
JlarHoCTUuHe BigaiseHHs, M. Kuis

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

Ne 833 Big 28.04.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«52-TwKHeBe, paHZOMi30BaHe, TIO/iBiliHe CJ1iMe, 3 TIOBIHHNM MaCKyBaHHSIM, 3 KOHTPOJIEM Tu1ale6o
Ta aKTUBHUM KOHTposieM fociigpxkeHHs (Podayminact, Janipecn® 500 MKr), 1[0 MPOBOJUTHCS B
rapasie/IbHUX Tpyrnax 3 MeTOH OLIHKKA e(eKTUBHOCTI Ta 0e3rmeyHoCTi [JBOX /103 TMperapary
CHF6001 y ¢dopMi cyxoro nopouiky AJs iHrassiii, 1o JoAarTbCsa A0 MiTPUMYH0YO0l MOTpPiitHOT
Tepartii y MarfieHTiB i3 XpOHIYHUM OOCTPYKTUBHUM 3axXBOPIOBaHHSM JjiereHb (XO3JI) Ta XpOHIiYHUM
oponxitom», CLI-06001AA1-05, Bepcist 5.0 Bix 03 6epe3nst 2023 poky

3asBHUK, KpaiHa

TOB «®OPTPIA JEBEJIOTIMEHT YKPAIHA»

CrioHCOp, KpaiHa

«K’e3i @apmarieBtiui C.1m.A.» [Chiesi Farmaceutici S.p.A.], ITanis

B.o. HauanbHuka ®apManeBTHUHOI0 yNIpaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc)

(Bnacue im’st ITPI3BULLE)




Hoparok 7

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

28.08.2024 Ne 1500

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiCIlsl TPOBe/IeHHsI K/TiHIUHOr0 BUTIPOOYBaHHS:

BYJIO

CTAJIO

K.M.H. [{o6psiHcbkuii [].B.

MeuuHul L[eHTP TOBApUCTBAa 3 0OMEXeHOH
Bi/ITTOBiJa/TbHICTIO «MennuHa KJIiHIKa
«bnaromezy, JiKyBaJIbHO-/1iarHOCTUYHU I

nizgpo3zaii, M. Kuis

K.M.H. [lo6psiHcbkuii [1.B.

MeuuHuil LeHTP TOBApUCTBa 3 0OMEXeHOH
Bi/ITIOBiJa/TbHICTIO «MeauuHui LIeHTp
«APTEC MENIKYM», JIIKyBaJIbHO-
JliarHOCTUUHe BigaineHHs, M. Kui

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

Ne 833 Big 28.04.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«52-TwKHeBe, paH/IOMi30BaHe, TIO/BiliHe cJjiire, TUIalle00 KOHTPOJbOBaHe [OC/i/KEHHS Y
rapasielbHUX TpyraX 3 MeTOI OLHKA e(heKTHBHOCTI Ta 0e3MeyHOCTi [JBOX /03 TIperapary
CHF6001 y dopmMi cyxoro mopomiky Ajis iHTassiii, 1110 J0AaThCs A0 MiTPUMYH0UO0l TOTpiitHOI
Tepariil y marjieHTiB i3 XpOHiYHIUM OOCTPYKTUBHUM 3aXBOPIOBaHHM JiereHb (XO3JI) Ta XpoHiYHUM
oponxiTom», CLI-06001AA1-04, Bepcisi 5.0 Big 03 6epe3nsi 2023 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOTIMEHT YKPAIHA»

CnoHcop, KpaiHa

«K’e3i @apmanesriui C.r.A.» [Chiesi Farmaceutici S.p.A.], ITanis

B.o. HauanbHuka ®@apmaneBTUYHOIO yIIPaB/IiHHA

Onexkcanap I'PINEHKO

(miparmc)

(Bnacue im’s TTPI3BUIIIE)




HonaTok 8

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

28.08.2024 Ne 1500

InenTudikallis CyTTeBOI MONpaBKU

KepiBauiitBO 3 ekcrinyaTtauii: M3 Comfort BumiproBau apTepiaibHOTO THCKY aBTOMAaTHYHWN Ha
nneve (HEM-7155-E) + Apanrep 3miHHoro crpymy HHP-CMO1 (HHP-CMO1) B KOMIUIeKTi,
OMRON. IM1-HEM-7155-E-UK-05-01/2022, nata pegakuii: 2022-05-25, yKpaiHCbKOK MOBOHO

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

Ne 1469 Big 21.08.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«MopayneHa aza I/Ila, BigkpuTe 6araTolleHTPOBE MJOC/TIIPKEHHS i OI[iIHKM Oe3IeKy,
repeHoCUMOCTi, ¢dapMaKOKiHEeTHMKH, (apMakKOAWMHAMIKM Ta  TornepeiHboi  edheKTUBHOCTI
3poctarourx m03 AZD5305, sk MOHOTeparii Ta B KOMOiHaLlii 3 MPOTUIYX/IMHHUMU 3acobamu y
Mali€eHTiB 3 TMPOrpPecyloUMMM  COMiJHUMHU  3710siKicHUMUA  HoBoyTBOpeHHsiMu (PETRA)»,
D9720C00001, Bepcis 11.0, monpaska 10.0 Big 19 BepecHs 2023 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauanbHuka @apManeBTUYHOr0 yNpaB/IiHHA Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 9

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

28.08.2024 Ne 1500

InenTudikallis CyTTEBOI MOMpPaBKU

Kaptka yuyacHuka gocimkenHs JIokanbHa Bepcia 1.2 Big 10.07.2024 p. gns YKpaiHy yKpaiHCBKORO
MOBOI Ha ocHOBi Mactep Bepcii Homep 1.0 Bix 05.10.2023p.; OnutyBanbHuk CAT, 8 myHKTIB,
Bepcig 1.0 Big 20 uepBHa 2024p. 1 YKpalHU YKpaiHCBKOIO MOBOMO; bpolilypa 3 KIIiHIYHOXO
indopmatiiero a5 marjiedTa, Bepcis 1.0 Big 8 6epe3nst 2024p.; CKpiHIIOTH MOOITBHOTO AOAATKY
Unify AstraZeneca, Bepcig 2.0 Big 23 munHs 2024p. pans YkpaiHd YKpaiHCHKOI MOBOIO;
[HCcTpyKLis 10 HazaHoro TenedoHy, Bepcisi 7.0.1, xoBTeHb 2023 p., A YKpaiHH yKpalHCHKOIO
MoBo10; [TouaTkoBuii TociOHMK Ayt marieHTiB EQAMTHYV, Bepcist 7.0.1, xoBTeHb 2023 p. asis
YKpaiHu ykpaiHCbKOIO MOBOR; CKpIHILIOTH /0 €KpaHHOI'O TeKCTy BiJleo /il TAaL{i€HTIB L{0/0
3actocyHky Unify EQAMTHYV, Bepcis 7.0.1 Big BepecHs 2023 p., /s YKpaiHU aHIVIiMCBKOIO Ta
YKpPalHCbKOK0 MOBaMH; TeKCT rosocoBOro CyIpoBOAY Bifleo /i MaLi€HTIB 100 3aCTOCYHKY
Unify EQAMTHYV, Bepcis 7.0.1 Bix BepecHss 2023 p., A5 YKpaiHU aHTJIIACHKOIO Ta YKPaiHCHKOIO
MOBO0; Bifeo s maiieHTiB 11070 3actocyHky Unify EQAMTHYV, Bepcis 7.0.1 Big BepecHst 2023
p., A1 YKpaiHM YKpaiHChKOW MOBOIO; «Baml mocibHuk i3 BukopuctanHsi Unify. [JoctaBka
nogomy», Bepcis 7.0 Bifg BepecHs 2023p., aig YKpaiHA yKpaiHCBKOK MOBORO; CKPIiHIIOTH [0
eKpPaHHOT0 TeKCTY BiZieo AJist manieHTiB 11070 3actocyHKy Unify «/]octaBka mogomy», Bepcist 7.0.1
Big nmunHs 2023p., Ans YKpaiHM aHT/IiMCBKOIO Ta YKpalHChKOIO MOBaMM; TeKCT Tr0JI0COBOTO
CYTIpOBOJly Bifieo AJisi maljieHTiB 1jof0 3actocyHKy Unify «/loctaBka momomy», Bepcisi 7.0.1 Bif,
nmunHst 2023p., A1 YKpaiHU aHIVIIMCBKOKO Ta YKpaiHCBKOIO MOBaMu; Bifeo s maijieHTiB 111070
3actocyHKy Unify «/loctaBka fonomy», Bepcis 7.0.1, nunens 2023 p., A1 YKpaiHU YKpaiHCHKOIO
MOBOIO

Howmep Ta gara Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1397 Big 08.08.2024

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

«PanziomisoBaHe, no/BiliHe cire, HaraTorieHTpoBe AocyimKeHHs da3u 11 y mapanessHUX rpymnax
ISl OL[iHKMA e(eKTUBHOCTI [030BaHOr0 iHraisiTopy OyJecoHify, TJIiKOMipoHil0 Ta (hopMmoTeposny
¢bymapaTy BiIHOCHO [J030BaHOTr0 iHranATOPY TJKOMIpOHito i popmoTepony hymapary Ha cepiLieBo-
NlereHeBi HACJiIKM y XBOpUX Ha XpOHiuHe 0OCTpyKTHBHe 3axBoproBaHHs JereHb (THARROS)»,
D5989C00001, Bepcis 2.0 Big 28 ciuns 2024 poky




2

TPOJIOB)KEHHs JofaTKa 2

3asBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

B.o. HauanbHuka ®@apManeBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(migrmc)

(Bnacue im’s TTIPI3BBUILIE)




Honatok 10

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

28.08.2024 Ne 1500

InenTudikallis CyTTeBOI MONpaBKU

OnoBneni cekiii Jlocke [oCTiKyBaHOTO JiKapchKOro 3aco0y Ipatasertib, TabieTku, BKpUTI
TUTiBKOBOIO 000s10HKOI0, 100 Mr ta 200 mr: P.8.1 «KopoTka XapaKTepuCTHKa CTabibHOCTI Ta
BUCHOBOK» RIM-REGQUAL-162701 Ta P.8.3 «/lani mjogo crabismeHocTi» RIM-REGQUAL-
162702 posginy 2.1.P «Jlikapcekuii 3acio», Bepcis 1.0 Big 05 mumHs 2024 poky, aHITiHCHKOIO
MOBO10; 30i/bIlIeHHsT TepMiHy TPUAATHOCTI [JOC/i/PKYBaHOTO JiKapChKOro 3acoby ImaTacepri0,
Tab/IeTKK, BKPUTI TTiIBKOBOIO 000/10HKO!0, 100 Mr Ta 200 Mr fi0 72 MicALiB

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

Ne 2674 Bif 18.11.2020

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«Bigkpure, OaraToljeHTpOBe, y [ABOX Tpymnax jociimkeHds, Ib da3u gnsg  ouiHku
(hapMakoKiHEeTUYHOI B3aEMO/ii JIIKapChKUX TperapaTiB apoJsiyTamizia Ta imaracepriba Ta be3mneku
3aCTOCyBaHHSl X KOMOiHallii TIpU KacTpaT-pe3uCTeHTHOMY PpaKy IepeJMiXypoBOi 3a/o3u»,
GP42658, Bepcis 2.0 Big 28 BepecHs 2023 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YKpaina

CnoHcop, KpaiHa

@. Xoddmann-JIs Pour JIta, [Betitapis / F. Hoffmann-La Roche Ltd, Switzerland

B.o. HauanbHuka @apManeBTUYHOr0 yNpaB/IiHHA Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)



