Hopatok 1

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuti IIporokon kiiHigyHoro BuripodyBanHs TP0004 3 mompaBkoro 2 Big 03 rpyass 2021 poky;
Onosneruii TIpoTokosn kiiHiuHOTO BurpobOyBaHHs TP0004 3 morpaBkoro 3 Big 09 rpyzaus 2021 poky;
OnoBnenuti Pozgin 3. «Skicte» [Jocbe mocifKyBaHOro ikapchKoro 3acody Rozanolixizumab, BujaHHsS
€21030110 Big 30 6epe3nst 2021 poky, Ass kiiHiuHoro BunpooyBanHsi TP0004; TogaHHs pOpMHU BUITYCKY
JOCITi/KyBaHOTO J1iKapchkoro 3aco6y Posanosnikcisymab 140 mr/mn y ¢nakoni 2 ma (BUpobHUK Vetter
Pharma-Fertigung GmbH & CO.KG, Himeuunna); 3pa3ku MapKyBaHHSI YKpaiHCbKOIO MOBOIO TepBHUHHOI
Ta BTOPUHHOI YTIaKOBKH ZIOCTi/PKYBaHOT'O JIiKapchbKoro 3aco0y Po3aHosikcizymab 140 mr/m, ais go3u 2
m; TTomoBXKeHHST CTPOKY TPHIATHOCTI [OC/iZPKYBAaHOTO JliKapchbKoro 3aco0y Po3aHosikcizymab 140
Mmr/mi o 42 micsuis; IHdopmatiis Aas yuacHuKa gociigkeHHs i @opma iHpopMOBaHOI 3ro/id Ha y4yacTb Y
nocnigkendi TP0004 (myOpportunlTy 3), mozpens gnsi Ykpainu, Bepcisi 3.0 Big 27 ciunsa 2022 poky,
YKpaiHCBbKOI Ta pocCiiicbkoro MoBaMu; [HdopMallisi A/ yyacHUKa JociipkeHHs1 i Popma iHdhopMoBaHoi
3roflM Ha ydacTb y (apMakoreHOMHOMY JOCTi/[pKeHHI B pamMKax OCHOBHOro jociigkeHHs TP0004
(myOpportunlTy 3), mogens ans Ykpainu, Bepcis 2.0 Big 27 ciung 2022 poky, yKpaiHCBKOIO Ta
pociiicbKor0 MoBamu; Matepianu A5 auieHTiB: OLjiHKa camocTiiiHOro BBefieHHs iH’ek1ii (SIAQ), Bepcist
JI71s1 caMOCTiMHOI iHdy3ii, A/ 3aoBHeHHs TepeJ, CaMOCTiHUM BBeZileHHSM iHQYy3il, Bepcis 1.0 Big 2021
POKY, YKpaiHCbKOI MOBO; «OTpPOCHUK [/1s1 OLIeHKA CaMOCTOsITeTbHbIX UHbeKLuK (SIAQ), Bepcust asist
CaMOCTOSITeJIbHOW MH(Y3UM, [0 camocTosTenbHOW uHpy3un», Bepcig 1.0 Bix 2021 poky, pociiicbkoro
MoBoto; OrliHka camocrtifiHoro BBefleHHs iH’ekuiii (SIAQ), Bepcisg ans camocTiiiHol iHGy3il, A5
3aroBHEHHS TIiC/Is camocTiliHoro BBeJeHHs iHGy3ii, Bepcisi 1.0 Big 2021 poky, yKpaiHCHKOIO MOBOIO;
«OnpoCHUK [/ OLIeHKU caMocCTosTeNbHbIX MHbeKIMi (SIAQ), Bepcusi /i7si caMOCTOSITeNTbHOM UH(DY3uy,
1ocJie camoCcTosITeTbHOU H(DY3un», Bepcis 1.0 Big 2021 poky, pocilicbkoro MOBOO; [HpopMaLiiiHuii TucT
JIUIsl CaMOCTiMHOTO BBeJleHHsSI pO3aHoJIiKcu3yMaly Bioma, “Bitaemo!», pemakiiis 1 Big 28 TpaBHs 2021
POKy, YKpaiHChKOIO MOBOO; I[HdopMaliliHi JUCTA A7 CaMOCTIMHOTO BBeJeHHsI PO3aHOTiKCH3yMaly
BaoMa, «ITII Ta po3aHonikcuzymab», pefakiiis 1 Big 28 TpaBHsi 2021 pokKy, yKpaiHCHKOIO MOBOIO;
[HdopmartiiiiHi muctu
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JUIsI CaMOCTiHHOTO BBeJIeHHs pO3aHOMiKcu3yMaOy BaoMma, «Po3aHomikcM3ymab Ta MOXKIMBI TI00iuHi
edekTr», pepakiis 1 Big 28 TpaBHs 2021 poky, yKpalHCbKOIO MOBOO; IHCTPYKILIis i3 3aCTOCYyBaHHS, BepCis
1 Big 21 cepmusi 2021 poKy, YKpaiHCbKOIO MOBOIO; «TpeHyBajbHa Tabiuilsl Tarji€eHTa s OOJIKY
CaMOCTiMHOTO BUKOHaHHS iHQy3ii» aas gociimkens TP0004, Bepcis 1.0 Bixg 10 BepecHs 2021 poky,
YKpaiHCBKOIO Ta POCIMCBHKOIO MOBamM; KapTka yuyacHMKa K/IiHIYHOro AociifkeHHs, Bepcig 2.0 Bix 10
rpyans 2021 poky, gara nepeknazay Big 08 mortoro 2022 poky, YKpaiHCHKOIO Ta POCIHCHKOI MOBaMU;
[TooBXeHHsT TPUBAJIOCTI KTiHIUHOTO BUMPOOyBaHHs B YKpaiHi 10 30 BepecHs1 2025 poKy

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

Ne 2777 Big 02.12.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«BigkpuTe mOCTiMKEeHHS TIOAOBXKEHHS Teparii /s BUBUEHHS /JOBrOTpUBasioi  0e3revHoCTi,
MepeHOCUMOCTi Ta e(eKTUBHOCTI TiperapaTy pPO3aHOJIKCi3ymab y TallieHTiB 3 TepCUCTyrYor abo
XPOHIYHOIO TIepBUHHOIO iMyHHOI TpoMboruToneHieto (ITIT)», TP0O004, Big 21 nucronazga 2019 poky.

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrioHcop, KpaiHa

FOCibi biodapma EcApEn, Benbrisi / UCB Biopharma SRL, Belgium

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 2

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

3anydeHHs AOCTiPKyBaHOTO JTiKapCchKoro 3aco0y bengamyctuH, 100 Mr siodinizoBaHOTO TOPOLIKY /s
po3uuHy A71s iHQYy3il anbTepHaTBHOTO BUpoOHMKa SINDAN-PHARMA S.R.L., PymyHis

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

Ne 1246 Big 26.05.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, BigKpuTe, 0araToLleHTPOBE MAOCHIKeHHS ¢asd 3 19 BUBUEHHS KOMOiHarlii
3aHyOpyTiHiOy (BGB-3111) 3 putykcumabom y TIOpiBHSHHI 3 KoMmOiHaljiero OeHJaMyCTHHY 3
pUTyKCMMaboM y TallieHTiB 3 paHillle He JIIKOBaHOI MaHTiMHOKJIITUHHOIO JTiM(OMOL0, IKUM He TI0Ka3aHa
TpaHCIIaHTaLliss CTOBOypoBuX KiaitTnH», BGB-3111-306, Bepcis 3 monpaekow 2.0 Bix 16 rpyans 2020

POKY

3asiBHUK, KpaiHa

ToBapucTBO 3 06MEXeHO0 BifnoizansHicTI0 «JIABKOPIT K/ITHIKAJI IEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Betilxxen JIth [BeiGene Ltd], CILIA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 3

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

BK/TIOUeHHST I0ZATKOBUX MiCI[b TIPOBEZIEHHSI K/TiHIYHOT0 BUIPOOYBaHHSI:
Ne [1.I.b. BignoBiasbHOrO AOC/IIAHUKA
n/n Has3Ba micus ipoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. nikap CrpauHos A.M.

MeauuHuii 1[eHTP TOBApMCTBA 3 OOMEXEHOI0 BiAmoBifanbHicTIO «Meaudact», xipypriuxe
BifilisieHHs i3 cTaliioHapoM, M. MapiyroJib

2. sikap Birypo M.C.

MeauuHul 1[eHTP TOBapUCTBa 3 0OMEXXeHOH BizmoBizanbHicTIO «Mpist Men-Cepsic», Biggin
K/IiHIUHUX A0C/ipKeHb, M. KpuBuii Pir

3. sikap Koposs FO.L

KomyHasibHe HeKOMepIiiiiHe MiApUEMCTBO «JIbBiBCbKe TepuTOpianbHe MeauuHe 00’eIHaHHS
«bararonpodinpHa KiiHiYHa MiKapHS iHTEHCUBHUX MeTO/iB JiKyBaHHS Ta LIBUZKOI MeJUYHOI
JornoMoru», BigzaineHHs Ne 1 LlenTpy xipypril BizokpemsieHoro mifpo3ziny «JlikapHas CesToro
IlanTeneiiMmoHa», M. JIbBIiB

Howmep ta faTa Hakasy
MO3 w040 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 333 Big 17.02.2022

Has3sa k/tiHiuHOr0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomizoBane, moggiiiHe crine, mocmimkenHs III ¢a3u kom6iHaii MK-7684A Ta ximioreparii B
TIOPiBHsIHHI 3 KOMOiHarli€ro memMOpoJtisymaba Ta ximioTepartii, y IKOCTi Tepariii mepioi JTiHii y MaijieHTiB 3
MeTAaCTaTUUHUM HeJpPiOHOKTITUHHUM pakoMm JereHb», MK-7684A-007, Bepcis 00 Bix 11 mumcromaga
2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BifnoBizanpHicTI0O «MCJI YKpaiHa»
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CrioHcop, KpaiHa «Mepk lapn Exp Joym Kopr.», nouipHe mianpuemctBo «Mepk Exg Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

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

BK/TIOUeHHSI I0ZATKOBUX MIiCI[b TIPOBEZIEHHSI K/TiHIYHOT0 BUIPOOYBaHHSI:

Ne [1.1.b. BignoBiasbHOrO AOC/IIAHUKA
n/n HasBa micus ipoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS
1. nikap bpugys C.C.
Bigainenns ToBapucTBa 3 0OMEXEHOI BiJmoOBifa/nbHICTIO «MeguuHuil 11eHTp «/]06po0yT-
[Monikminika» «JIiKyBa/bHO-[[iarTHOCTUYHUIN 1LeHTP «/oOpoOyT», OHKOJOTiUHe BifAgiseHHsS
cTalioHapy 3 6/10KkoM XiMioTepariii, M. KuiB
2. J.M.H., ipo¢. Koctrok O.T'.

KomyHanbHe HekoMepliiiiHe TignpueMcTBO «Ilo/iIbCbKUI perioHa/bHUNM 1[eHTP OHKOJIOTil
BinHuipkoi 06s1acHOI pagu», XiMmioTepameBTWYHe BizineHHs, BiHHWIBbKWMI HalliOHaTBHUN
MeauuHUM yHiBepcuteT iM. M.I. TTuporoBa, Kadepa nmpomMeHeBOi AiarHOCTHUKU, TPOMeHeBOl
Tepariii Ta OHKOJ/10rii, M. BiHHULA

Howmep Ta fata Haka3sy
MO3 wofo 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2616 Bif 24.11.2021

Hasga kniniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjata

«docnimkenns 11 dasu MK-4280A (kombiHatjisi apesenimaby [MK-4280] 3 nmem6ponizymabom [MK-
3475]) y mTOpiBHsIHHI 3i CTaHAapTHUM JIiKyBaHHSM TIpY paHillle BXXe JiIKOBAHOMY MeTacTaTUUHOMY
PDL1-no3uTMBHOMY KoOJIOpeKTasibHOMY paky», MK-4280A-007, 3 iHKOpropoBaHOwO ToripaBkoro 02 Bif

17 BepecHst 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXXeHOI0 BifnoBifambHicTI0 « MC/] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Ilapn enp Hoym Kopn.», godipHe mignpueMmctBo «Mepk eHf Ko., Ink.», CIIA (Merck Sharp &

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

CymnyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. renepasbHOro upexkTopa /lupekropary
(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Hopatok 5

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi Onosnenuii mpotokon 3 IlompaBkoro 2 Big 26.10.2021 p.; Indopmauis ans mnanienta ta Popma
TIOTIPaBKU indbopmoBaHoi 3roau, Bepcis 5.0 ykpaiHCbKOIO MoBoio s Ykpainu Big 13.01.2022; Iudopmariis asis
najieHnta ta @opma iHpopmoBaHoi 3rofu, Bepcis 5.0 pocilickkor MOBOO [Jij1s1 YKpainu Bif 13.01.2022

Howmep Ta gata Hakazy Ne 310 Big 23.02.2021

MO3 wop0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hassa kiiHiuyHOTO «baraTorjeHTpoBe, 3 OJHMM pYKaBOM JIIKyBaHHs, BiJIKpUTe, [OBrOTpUBa/e KIIHIYHE [JOC/IiKeHHS
BUTIPOOYBaHHS, KO/, criocTepe>keHHs Ge3neuHocti Cesekcinary y yyacHUKIB, sIKi Opany ydyacTb y TONepeJHbOMY KJIiHIiUHOMY
BepCis Ta jara pocaigpkenHi Cenekcinary», 67896049PUH3001, 3 [ToripaBkoro 1 Big 08.12.2020 p.

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

CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», benbris

CynyTHi —

Marepianu/mpernaparu

CYTYTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Hopatok 6

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

dopwma iHdopmoBaHoi 3roau [Tpotokon 64264681LYM1001 AjanToBaHa Anasi YKpainu Bepcisi Ne 4.0 Big
07 ciung 2022 poky, Ha ocHOBI MaiicTep-Bepcii ®I3 Bepcis 7.0 Big 15 rpygHs 2021 poky, aHI/IIMCBKORO Ta
yKpaiHcbkoro MoBamy; [omatok o Popmu iHdopmoBaHoi 3roau [lporokon 64264681LYM1001
ApantoBaHa Ay Ykpainu Bepcisi Ne 4.0 Big 07 ciunsa 2022 poky, Ha ocHOBI Maiictep-Bepcii @I3 Bepcis
7.0 Big 15 rpygHs 2021 poKy, aHIJIiMCBKOIO Ta YKPaiHCEKOK MOBaMH

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

Ne 762 Big 20.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure pocmimkenHss 1 ¢as3u 3 ouiHku OGe3meuHoCTi, (apMakKOKiHETUKM i (apMaKoJUHAMIKH
nipeniapaty JNJ-64264681 B y4acHUKIB 3 HEXOKKiHCbKOIO JiM(OMOIO Ta XPOHIYHUM JiM(pOLUTaPDHUM
nerKo3om», 64264681LYM1001, nonpaBka 4 Big 18 mrororo 2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHcop, KpaiHa

SAnccen-Cinar IntepHernn HB, Besnbris / Janssen-Cilag International NV, Belgium

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOTrO 3a0e3MeueHHA

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

OHoBniennsi Kaptku yyacHuka gocitimkenHs, Bepcis 3.0, Bim 25 »xoBTHs 2021 ykpaiHCBKOIO Ta Bif 15
>koBTHS 2021 pociticbkoro MoBamu; OHoBeHHs1 Bpoliypu /7151 yuacHUKa AocaifkeHHs, Bepcis 3.0, Big 25
»koBTHs1 2021 ykpaiHcekoro Ta Bif 15 »koBTHsi 2021 pocilickkoro MoBamu; OHoBiieHHst [locibHuka i3
nociimkenHst, Bepcist 3.0, Bif 25 >xoBTHs 2021 ykpaiHCbKORO Ta Bif 15 »koBTHs 2021 pocCiiicbKO0 MOBaMU;
OwnossieHHs1 [HCTPYKIii 1110710 TIpolieAypu OTpuMaHHs iH(opmoBaHoi 3roau, Bepcis 3.0, Bifg 25 »KOBTHS
2021 ykpaiHcbkoro Ta Bif 15 >koBTHsi 2021 pociiicbkoro MoBamu; 3MiHa Ha3BU MiClid TPOBeZEeHHS
K/TiHIYHOTO BUTIPOOYBaHHS:

bysio Craino

I.M.H., Tipoc. TTamikoBcbkuii B.M. I.M.H., ipod. TTaimikoBcbkuii B.M.

KomyHanbHe ~— HekoMmepliiiHe — mianpuemcTtBo | KomyHanbHe — HekoMepljiliHe — MiJTPUEMCTBO
«Micbka kniHiuHa sikapHs Ne3» UepHiBelbKOi | «lleHTpasibHa ~ MiCbKa  K/IiHIYHA  JIIKapHS»
MICBKOI ~ pagud, HeBpOJOriyHe  BifggiyieHHs, | UepHiBeBKOI MICBKOI  paad, HEBPOJIOTiyHe
M. YepHiBLi BigmineHHs, M. YepHiBLi

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

Ne 2554 Big 09.11.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«BATATOLIEHTPOBE PAHIOMI3OBAHE TIOABIMHE CJIIIE JOC/IIKEHHS ®A3U 11 Y
ITAPAJIEJIBHUX TPYIIAX 3 TIOABIMHMM KOHTPOJIEM IUIALIEBO [IJIA OIIHKA
EOEKTUBHOCTI TA BE3IIEUHOCTI ®EHEBPYTUHIBY TTOPIBHAHO 3 OKPEJII3YMABOM Y
AJOPOCIIUX IMTALIEHTIB 3 IMEPBUHHUM IIPOT'PECYIOUMM PO3CIAHUM CKJIIEPO30OM»,
GN41791, Bepcis 4 Big 15 BepecHs 2021 p.

3asgBHUK, KpaiHa

ToBapHUCTBO 3 00MeXXeHOI0 BifiNOBianbHiCcTIO «Porn YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Poru JITa, [lIBetitapis
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CynyTHi —
MaTepianu/ripernapaTu
CYMYyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX
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InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/eHHI TIPOTOKOJT KiiHiuHOTO BUrpoOyBaHHs 4045-301, mpoTokos 3 monpaBkow 11, Bepcis 12, Bifg
14 tpaBusa 2021 p.; bpomypa gocnignuka (kacumepceH) SRP-4045, Bepcis 9.0 Big 14 BepecHs 2021 p.;
Bpourypa gocnignvka (rosmoavpcen) SRP-4053, Bepcis 11.0 Big 29 xoBtHa 2021 p.; IHdopmanii ans
narjieHTa Ta opma iHpopmMoBaHOI 3rou AJ1si MaOJiTHIX AiTel BikoM 6-9 pokiB, At YKpainu, Bepcis 9.0
Bif 03 rpyans 2021 p., aHrmnilicekoro MoBoO; IH@opmatiii Ass naijieHTa Ta ¢dopma iHbopMoBaHOi 3roau
IS MaJIOJIiTHIX JiTeld BikoM 6-9 pokiB, ansi Ykpainu, Bepcis 9.0 Big 03 rpygus 2021 p., yKpaiHCBKOIO
MoBoOI0; IHdopMariii A5 naiieHTa Ta dhopma iHbopMoBaHOT 3rou A/1s1 MasoJIiTHIX AiTel Bikom 6-9 pokiB,
st Ykpainu, Bepcist 9.0 Big 03 rpyanst 2021 p., pocitickkoro MoBoto; [HbopMariii asist maijieHTa Ta oopMa
iHdopMoBaHoOI 3ro/iu AJisi ManoiTHIX AiTeit Bikom 10-13 pokiB, ans Ykpainu, Bepcis 15.0 Big 03 rpyass
2021 p., aHrjitickkoro MoBOI0; IH(opmatiii A1 naijieHTa Ta ¢popma iHHOPMOBaHOT 3roiu /sl MaJIOJIiTHIX
nitert Bikom 10-13 pokiB, ans Ykpainu, Bepcisi 15.0 Big 03 rpyans 2021 p., ykpaiHCHKOI MOBOIO;
Indopmariii g5 natjienTta ta popma iHpopMoBaHOI 3rosv Aas ManoiTHIX Aiteit Bikom 10-13 pokiB, fjis
Yxpainu, Bepcis 15.0 Big 03 rpyaus 2021 p., pociiicbkoto MoBotro; IHdopmatiii A5 naijieHTa ta popma
iHdbopmoBaHOI 3ro/id [/l HETIOBHOJIITHIX fiTeil Bikom 14-18 pokiB, asia Ykpainu, Bepcis 6.0 Big 03
rpyans 2021 p., aHrmiicbkoro moBoro; IHdopmatii s maiieHta Ta ¢opma iHdopMoBaHOI 3roau st
HEeTOBHO/MITHIX fiTel Bikom 14-18 pokiB, ass Ykpainu, Bepcis 6.0 Big 03 rpyans 2021 p., yKpaiHChKOIO
MoBo1o; IHdopmMariii ana maiieHTa Ta dopma iHdbopmoBaHOI 3rofy /s HEMOBHOMITHIX [iTel BikKoM
14-18 pokiB, ans Ykpainu, Bepcis 6.0 Big 03 rpyans 2021 p., pociiicbkoro MoBoto; [HdopMaiiii Ta popma
indbopmoBaHoi 3roau s OaTBKiB y4yacHUKa [JOCTiKeHHs, Ay YKpainu, Bepcis 17.0 Big 03 rpymHs
2021 p., aHrmiiicekoro MoBoro; IHdopmariii Ta ¢opma iHpopmoBaHOi 3roauw s OaTbKiB y4yacHHKa
JOC/Ti/pKeHHs1, A7s1 YKpainu, Bepcis 17.0 Big 03 rpyans 2021 p., ykpaiHCbKOIO MOBOMO; IHdopmatiii Ta
¢dopma iHpopmoBaHOi 3rofu AJsi OaTbKiB yuaCcHMKa AOCTiIpKeHHs, A1 YKpainu, Bepcis 17.0 Big 03
IrpyAna
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2021 p., pociiicbKoI0 MOBOIO; 3MiHa Ha3BM MiClisl IPOBE/IEHHSI K/IiHIYHOTO BUIIPOOYBaHHS:

bysio Craino
A.M.H. Kupuuenko A.T'. A.M.H. Kupuuenko A.T'.
KomyHasnbHe mianpuemcTBo «/JHinporieTpoBcbKa | KoMyHanbHe mifgnpueMcTBo «/IHINIponeTpoBChKa
obsiacHa JuTS4a KJIIHIYHa mikapHs» | obsacHa JUTSA4a KJIiHIYHa JIIKapHs»
[THInporneTpoBCchKO1 06/1aCHOI paii», HEBPOJIOTO- | JIHITIPOTIeTPOBCHKOI obmacHoi pagun»,
HelpoxipypriuHe BiagineHHs, M. JIHirpo HelpOoXipypriuHe BiJiJji/IeHHsI 3 HeBPOJIOTIYHUMU
JIbKKamu, M. [IHITIpo

Howmep Ta fara Haka3zy Ne 2814 Big 17.12.2021
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «[TogBitiHe cine, mialie60-KOHTPOIbOBaHe, OaraToLieHTPOBe AOC/I/PKeHHS 3 BiIKDUTUM PO3LIMPEHUM

BUTIPOOYBaHHS, KO/, MepiofIoM OC/Ti/PKeHHS i OI[iHKK edeKTHUBHOCTI Ta Oe3mekn SRP-4045 i SRP-4053 y marfieHTiB 3

BepCisi Ta jjara M'si30Boi0 auctpodiero [HroieHHa», 4045-301, mpoTokon 3 morpaBkoto 10, Bepcisi 11, Bixm 03 GepesHs
2020 p.

3asiBHUK, KpaiHa TOB «CanaKuiic», YkpaiHa

CrioHcop, KpaiHa Sarepta Therapeutics, Inc., USA

CynyTHi —

Marepianu/mpernaparu

CYIYTHBOI Tepamnii

B.o. renepanbHOro pupekropa Jlupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Hopmatok 9

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHOB/eHi O3/ /I0ChE MAOC/IPKYBAaHOTO JiikKapcbkoro 3aco0y 1Y3484356 Big stotoro 2022:
P.8 CrabinbHicTs (LY3484356 T1 Tablets); P.3: Bupobuuurso (LY3484356 T1 Tablets), aHrmificbKor0
MOBO10; [ToflOBXXeHHST TepMiHy TIPUAATHOCTI JOC/iIKyBaHOTO JliKapchkoro 3aco0y LY 3484356 — 200 wr,
Tab/IeTKK, BKPUTI TUTIBKOBOKO 00OJIOHKOIO JJIsI TI€POpPabHOTO 3acToCyBaHHs, A0 30 MicsiiB; 3aqyuyeHHs
JI0JJaTKOBOTO BUPOOHMKA [IOC/iI)KyBaHOTO JiKapchKoro 3acoby LY3484356 (LY3484356; 1.Y3484356,
LY3484356 tosylate, LY3484356 T1 Tablets; LY3484356, LY3484356 tosylate) TabieTku, BKpHUTi
TTiBKOBOIO 000/710HKO0; 200 MT /17151 epopajibHOTO 3acTocyBaHHs: «Patheon Inc.», Canada

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

Ne 1326 Big 02.07.2021

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

«EMBER-3: PanzpomisoBane, Bigkpure pociigkenHs III ¢a3u g1 nopiBHSIHHSA J1iKyBaHHS IperapaTtoM
1.Y3484356 Ta nikyBaHHS €HAOKPMHHOIO Teparii€lo 3a BMOOPOM [OC/IZHMKA Yy Talli€HTiB 3 MiclieBo-
MomMpeHUM abo MeTacTaTUYHHMM PpakoOM MOJIOUHOI 3a703d 3 TIO3UTHMBHUM CTaTyCOM DeLeNTopiB
ecTporeHy Ta HeraTMBHMM ctatycoM HER2, aki paHilie oTpumyBaiu eHIOKPUHHY Teparito», J2J-OX-
JZLC, Bepcis 1.0 Big 15 6epe3ns 2021 poky

3asgBHUK, KpaiHa

«Eni JTinni Boctok CA», I1IBeliliapis

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Hopmatok 10

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBnieHWI MPOTOKO/ KiiHiuHOTO AociipkeHHss D9102C00001, Bepcis 5.0 Big 09 rpygns 2021 poky;
OHoBJIeHI peKOMeH/allii 1[0/[0 YCYyHeHHsT TOKCUUHOCTi Ayisi lypBanyma0y Ta TpemenimMmymaOy, Bepcist Bif
28 xoBTHs1 2021 p.; OHOB/ieHa Gpoliypa JOCTiIHHUKA Ha JOC/IiPKyBaHUM JTiKapChbKuk 3aci6 JypBanymab
(MEDI4736) Buganns 17 Big 18 >koBTHs 2021 poky; OHOB/eHe [0OChE [OC/IZPKYBaHOTO JIiKapChKOIO
3acoby MEDI4736 ([dypBanyma0) Biz uepBHsi 2021 poKy; 3amydeHHs 10/IaTKOBUX BUPOOHUUMX [i/STHOK
I/ locstifpKyBaHoro rmiperiapaty /JlypBaaymab 50 Mr/mMa KOHLIEHTpaT [y PO34MHy AJsi iHQy3ii:
AstraZeneca AB (Sweden; BioManufacturing Center, Byggnad B921, Gartunavdgen, Sodertdlje, 151 85,
Sweden), IlIBerist; AstraZeneca AB (Forskargatan 18, SE-151 85 Sodertdlje), [IBetist; THdbopmatiis ripo
JociipkeHHss Ta PopMa iHpopmoBaHOiI 3rogu s gopociux, Bepcisg 8.0 Bix 03 motoro 2022 poky
aHTJIifickKol0 MOBOIO; IH(popmaliis Tipo gocsimkeHHs Ta Popma iHDOpPMOBaHOI 3roAu AJsT JOPOC/UX,
Bepcid 8.0 Big 03 moTtoro 2022 poky. IlepeknaseHo ykpaiHCBbKOO MOBORO i YKpainu 18 mrororo 2022
p.; Indopmatiis npo gocnimkenHs ta Popma iHpopmoBaHoi 3roau A Jopociaux, Bepcis 8.0 Big 03
motoro 2022 poky. IlepekiaZieHO Ha poCiiicbKy MOBY i1 YKpainu 18 mtotoro 2022 p.; KapTka naijieHTa
MpPO PO3C/irvieHe KiiHiuHe fgociigkeHHs, Bepcig 1.0 Big 28 mortoro 2022 poKy yKpaiHCBKOHO MOBORO;
KapTka mauieHTa mpo po3ciirvieHe KiiHiYHe focmifkeHHs, Bepcisg 1.0 Big 28 mrotoro 2022 poky
POCiMCBKOI MOBOO

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

Ne 727 Bip 04.04.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, GaraToLieHTpOBe, TMOABIMHO CJlire, Mi>kHapoaHe AocipkeHHs II ¢a3u g1 BUBUEHHS
edeKTBHOCTI Ta Oe3meuHOCTi KOMOiHOBaHOi Teparii AypBasiymaboMm i3 osiamapiboM y TIOpiBHSIHHI 3
MOHOTeparli€ AypBaayMaboM y SIKOCTi MiTPUMyBajbHOI Teparii y TaljieHTiB 3 HeApiOHOK/IiTHHHUM
pakom JsiereHiB IV crazii, siki oTpuMyBany Tepariito nepiuoi JiiHii, B SKuX xBopoba He mporpecyBarna Iic/st
CTaH/apTHOI  XimioTepamii TiperlapatoM TulaTUHW 3 AypBaisymabom  (mocsmimkeHHs ORION)»,
D9102C00001, Bepcis 4.0 Big 14 smvnasa 2020 poky
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3asiBHUK, KpaiHa ToBapucTBO 3 00MeXeHO0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT IEBEJIOTIMEHT YKPAIHA»
CnoHcop, KpaiHa AstraZeneca AB, IlIBeris

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

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




Hopartok 11

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hocwe mocmimkyBaHoro mikapcekoro 3acody CT-P42 (adnibepcenr), Bepcist 3.1 Big 11 mortoro 2022 p.;
[Toj0B)XeHHsI TePMiHy TIPUAATHOCTI JOCTIPKyBaHOTo Jiikapcbkoro 3acoby CT-P42 (adnibepcent) 3 12 10
18 Mmicsriis

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

Ne 762 Big 20.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PaHgomi3oBaHe, KOHTPO/IbOBaHe 3a AKTUBHUM TIperapaToM, Mo/[BiliHe MacKoBaHe JoC/ikeHHs da3u 3 B
rapasie/IbHUX Tpyrax 3 OLHKK edeKTHBHOCTI Ta Oe3meuHocti mnperapaty CT-P42 y mnopiBHSHHI 3
nperapatoM APl y TalieHTiB 3 AiabeTUUHWM MakKyJsspHUM Habpsikom», CT-P42 3.1, Bepcis 2.0 Big
06 TpaBHs 2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xejc YkpaiHa»

CnoHcop, KpaiHa

«CennrpioH, Iak.» (Celltrion, Inc.), Pecniy6stika Kopes

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopatok 12

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hocwe mocmimKyBaHoro jikapcbkoro 3acody DMB-3115, Bepcist 4.0 Biz ciunsa 2022 poky, aHT/TIMCEKOIO
MoBOR; CkopoueHHs TepMiHy nipuzgatHocti /13 DMB-3115 3 36 go 30 micswiB; 3anyueHHs 10J4aTKOBOI
BUPOOHUYOI [iMBHULIL [T AOCTIIPKYBAaHOTO JiiKapcbkoro 3acody DMB-3115, posunH s iH’ €Kil y
rornepeiiHbO 3anoBHeHOMY wurpuii (90 mr/1,0 ma ta 45 mr/0,5 M), Ta JOC/IHKYBaHOTO JiKapChKOTrO
3aco0y nopiBHstHHSI CTenapa®, po3uuH Ayisl iH’€KIiM y mornepeAHbo 3aroBHeHOMY mmpuiii (90 mr/1,0 ma
Ta 45 mr/0,5 mm), Alcura Health Espafia, Icrianis

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

Ne 1586 Bif 29.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PaHgomizoBaHe, nozBiiiHe ciiirie, GaraTolleHTPOBe AOCIIKeHHsI TepalieBTUUYHOI eKBiBa/IeHTHOCTI, 1[0
TIPOBOJIUTHCS B TMapasieJIbHUX TPyMax /s TOpiBHSHHS e(heKTUBHOCTI, 0Oe3meuHOCTi Ta iMyHOTeHHOCTI
nperapaty DMB-3115 ans migmkipHoro BBeseHHs Ta mnpernapaty Crenapa® BupobOHuiitBa €C 'y
TMaIfi€eHTiB i3 XPOHIUHUM OJISIIIKOBUM TICOPia30M CepeAHbOrO abo TsHKKOro crymeHs», DMB-3115-2; 3
iHKopriopoBaHoto norpaskoro 01 Bizg 04 yepsHs 2021 poky

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

Dong-A ST Co. Ltd., Republic of Korea

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 13

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpoiypa nocnignuka Paninenar (APD811), Bepcis 11 Big 13 ciuns 2022 poky, aHT/1iliCbKOK MOBOIO

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

Ne 636 Big 22.03.2019
Ne 636 Big 22.03.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«ADVANCE EXTENSION BigkpuTe po3ivpeHe JOC/IiJpKeHHsI 3 OLIiHKU J0B[OCTPOKOBOI e()eKTUBHOCTI
Ta 0e3MeyHOCTi pasiHernary B TIALiEHTIB i3 JiereHeBOIO apTepiaibHOIO rinmepreHsiero», ROR-PH-303
(APD811-303), 3 inkopniopoBaHo10 nonpaskoto 3 Bif 28 uepsHs 2019 poky;
«ADVANCE OUTCOMES pocnimkenHsi edekTMBHOCTI Ta Oe3rmeyHOCTi pasiHenary, CrIpsiMOBaHe Ha
TIOJIIMILIeHHs pe3yJ/IbTaTiB JIIKyBaHHS IaL{i€HTIB i3 JlereHeBOl0 apTepiasbHOO rinepreHsiero», ROR-PH-301
(APD811-301), 3 inKopriopoBaHO¥0 TornpaBKoro 4 Bif 25 uepBHsi 2021 poky

3asaBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«HOnatiten Tepar’'totikc Koprnopetiiia» (United Therapeutics Corporation), United States

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hopartok 14

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

17.05.2022 No 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

[ToBimomreHHs maljieHTaM I0J0 KOJ-LeHTPy A/ YKpaiHu AJis AocaifkeHb: evolutionRMS_MS200527-
0080 Ta MS200527-0082, Bepcisg 1.1 Bim 21 Gepe3nsi 2022 poky aHT/IiHCHKOIO MOBOIO Ta TepeKa[
YKPaiHCBKOI Ta POCiHChKOI MoBaMu Bif 22 Gepe3nsi 2022 poky; Beb-cTopiHka 10[j0 KOM-LEHTPY [JIsI
naifieHTiB Ay YKpaiHd s AochimkeHb:  evolutionRMS_MS200527-0080 ta MS200527-0082
yKpalHCBKOI0 MOBOIO, Bepcisi 6iiHrBansHOro fokymenty 1.0 Big 21 6epesnsi 2022 poky, aHIVIiINCHKOIO Ta
yKpaiHCbKOI0 MoBaMH; Be0O-cTopiHKa L[OA0 KOM-LeHTPY /ISl MAal{i€eHTiB [y YKpaiHu [ AOC/TiKeHb:
evolutionRMS_MS200527-0080 Ta MS200527-0082 pocilicbkkoro MOBOIO, Bepcisi 6iiHrBaJLHOTO
nokymeHnty 1.0 Big 21 GepesHsi 2022 poKy, aHIJIIMCBKOIO Ta POCIMCHKOK MOBaMM; 3pa30K MapKyBaHHS
niperiapaty Ksectpan (XosectuipamiH) [j1si KapTOHHOI KOpOOKM, 1[0 MicTHUTh 50 TakeTWKiB To 4r.,
TOPOLLIOK [JI IepopajbHOro 3acrocyBanHs, Bepcis 3.0 Big 30 rpyaus 2021 poky, yKpaiHCbKOK MOBORO;
[Tam’siTKa 1010 3aKpecjeHOr0 HOMepy TereOHY Ha eTUKeTL /s XojecTupaMiHy Bifg 18 ciuns 2022
POKY, aHTJIiiCbKOI0 MOBOMO; [Tepeksiaz ykpaiHCbKOIO MoOBOM Bif 03 6epe3nst 2022 poky Ilam’ATKu 110710
3aKpecJeHOro HoMmepy Tene)OHy Ha eTUKeTL [Ajsi XonectupamiHy Bif 18 ciuns 2022 poky; OcHoBHa
[HCTpyYKLisl 3 BTOPMHHOIO TMaKyBaHHS KoMepLiiHoro npenapary Keectpan (Xosectupamin), BUZaHHs 1
Bif 01 rpyust 2021 poKy, aHITiCbKOI0 MOBOHO

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

Ne 1924 Big 21.08.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fara

«bararoueHTpOBe, paH/I0Mi30BaHe, TO/BiliHe CJIire, 3 MO/BIMHOK iMiTalli€l0, KOHTPOJbOBaHE AaKTUBHHUM
nipernapaToM, gociimpkeHHs 111 ¢a3y, 1110 MpoBogUTHCS B Mapase/bHUX IPynax 3 OLiHKK e()eKTUBHOCTI Ta
Oe3rneuHoCTi eBOOpyTHHIOA y MOPiBHSHHI 3 TePUQIYHOMIZIOM B YYaCHHKIB i3 PeL[UIUBYIOUMM PO3CisTHUM
ckyiepo3om», MS200527_0080, Bepcis 3.0 Big 19 TpaBHs 2021 poky

3asgBHUK, KpaiHa

Iianpuemctso 3 100% iHo3emHolo iHBecTHIielo «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, HimeuunHa
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

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




Hopatok 15

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnieHu# NpOTOKON KiiHiuHOTO AochimkenHss CT-P42 3.1, Bepcis 3.0 Big 14 ciuns 2022 p.; CT-P42 3.1
OcHoBHa (opma iHdopmoBaHOi 3roau A Ykpainu, Bepcis 3.1.0 Big 25 ciuns 2022 p., aHI/ilCBKOIO
MoBoto; CT-P42 3.1 OcHoBHa opma iHbopmoBaHoi 3roau Aast Ykpainu, Bepcist 3.1.0 Big 25 ciuns 2022
p., yKpaiHcbKoto MoBowo; CT-P42 3.1 OcHoBHa ¢dopma iHpopmoBaHOi 3rofu Anas YKpainu, Bepcis 3.1.0
Bif 25 ciuns 2022 p., pocilicbkkoro MoBow; CT-P42 3.1 dopma iHpopMoOBaHOI 3rofd Ha ydacTb y
(apMakOKiHETUYHOMY J0[AaTKOBOMY [JOCJifKeHHi Ay Ykpainu, Bepcis 3.1.0 Big 25 ciuns 2022 p.,
aHrjificekoro MoBowo; CT-P42 3.1 dopma iHdopmoOBaHOI 3roid Ha ydyacTb y (hapMaKOKiHETUUHOMY
[IO[laTKOBOMY [OC/iJ)KeHHI [ YKpainu, Bepcis 3.1.0 Bifg 25 ciuna 2022 p., yKpaiHCbKOIO MOBOIO;
CT-P42 3.1 ®opma iHpopMOBaHOI 3ro/i Ha y4acTh y (hapMaKOKiHETUUHOMY J0AATKOBOMY [OC/iKeHHi
st Ykpainu, Bepcis 3.1.0 Big 25 ciuns 2022 p., pociiicbkoro MOBOO; 30i/blIeHHsT KiJIbKOCTi TIALliEHTIB B
Ykpaifi 3 25 g0 50 oci6; MoX/IMBiCTb THMYaCOBOTO BMKOPHCTAHHS JIOKa/JbHUX jabopaTopili 3aMicThb
1|eHTpa/IbHOI JTabopaTopii Ha uac BiHCLKOBUX [Iili B YKpaiHi

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

Ne 762 Bip 20.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PaHf0Mi30BaHe, KOHTPO/IbOBAHe 3a AKTUBHUM TIperapaToM, Mo/iBiliHe MacKOBaHe JOC/iiKeHHs (a3u 3 B
rapasieJlbHUX Tpymnax 3 OLiHKM edeKTHUBHOCTI Ta OesmeuHocti mpemnapaty CT-P42 y mopiBHsHHI 3
nperapatoM APilis y mMarjieHTiB 3 AiabeTMUHMM Maky/sspHUM Habpsikom», CT-P42 3.1, Bepcis 2.0 Bifg
06 TpaBHs 2021 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

«Cenntpios, IHK.» (Celltrion, Inc.), Pecrry6sika Kopes
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

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




HonaTok 16

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

17.05.2022 No 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

[ToBimomreHHs maljieHTaM I0J0 KOJ-LeHTPy A/ YKpaiHu AJis AocaifkeHb: evolutionRMS_MS200527-
0080 Ta MS200527-0082, Bepcisg 1.1 Bim 21 Gepe3nsi 2022 poky aHT/IiHCHKOIO MOBOIO Ta TepeKa[
YKPaiHCBKOI Ta POCiHChKOI MoBaMu Bif 22 Gepe3nsi 2022 poky; Beb-cTopiHka 10[j0 KOM-LEHTPY [JIsI
naifieHTiB Ay YKpaiHd s AochimkeHb:  evolutionRMS_MS200527-0080 ta MS200527-0082
yKpalHCBKOI0 MOBOIO, Bepcisi 6iiHrBansHOro fokymenty 1.0 Big 21 6epesnsi 2022 poky, aHIVIiINCHKOIO Ta
yKpaiHCbKOI0 MoBaMH; Be0O-cTopiHKa L[OA0 KOM-LeHTPY /ISl MAal{i€eHTiB [y YKpaiHu [ AOC/TiKeHb:
evolutionRMS_MS200527-0080 Ta MS200527-0082 pocilicbkkoro MOBOIO, Bepcisi 6iiHrBaJLHOTO
nokymeHnty 1.0 Big 21 GepesHsi 2022 poKy, aHIJIIMCBKOIO Ta POCIMCHKOK MOBaMM; 3pa30K MapKyBaHHS
niperiapaty Ksectpan (XosectuipamiH) [j1si KapTOHHOI KOpOOKM, 1[0 MicTHUTh 50 TakeTWKiB To 4r.,
TOPOLLIOK [JI IepopajbHOro 3acrocyBanHs, Bepcis 3.0 Big 30 rpyaus 2021 poky, yKpaiHCbKOK MOBORO;
[Tam’siTKa 1010 3aKpecjeHOr0 HOMepy TereOHY Ha eTUKeTL /s XojecTupaMiHy Bifg 18 ciuns 2022
POKY, aHTJIiiCbKOI0 MOBOMO; [Tepeksiaz ykpaiHCbKOIO MoOBOM Bif 03 6epe3nst 2022 poky Ilam’ATKu 110710
3aKpecJeHOro HoMmepy Tene)OHy Ha eTUKeTL [Ajsi XonectupamiHy Bif 18 ciuns 2022 poky; OcHoBHa
[HCTpyYKLisl 3 BTOPMHHOIO TMaKyBaHHS KoMepLiiHoro npenapary Keectpan (Xosectupamin), BUZaHHs 1
Bif 01 rpyust 2021 poKy, aHITiCbKOI0 MOBOHO

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

Ne 1924 Big 21.08.2020

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fara

«bararoueHTpOBe, paH/I0Mi30BaHe, TO/BiliHe CJIire, 3 MO/BIMHOK iMiTalli€l0, KOHTPOJbOBaHE AaKTUBHHUM
nipernapaToM, gociimpkeHHs 111 ¢a3y, 1110 MpoBogUTHCS B Mapase/bHUX IPynax 3 OLiHKK e()eKTUBHOCTI Ta
Oe3rneuHoCTi eBOOpyTHHIOA y MOPiBHSHHI 3 TePUQIYHOMIZIOM B YYaCHHKIB i3 PeL[UIUBYIOUMM PO3CisTHUM
ckyiepo3om», MS200527_0082, Bepcis 3.0 Big 19 TpaBHs 2021 poky

3asgBHUK, KpaiHa

Iianpuemctso 3 100% iHo3emHolo iHBecTHIielo «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, HimeuunHa
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CynyTHi —
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

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




Hopmatok 17

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpomypa gocmigauka Osamapu6 (Olaparib) (AZD2281, KU-0059436), Buganns 21 Big 31 ciuns
2022 poKy, aHIJIIKMCbKOK MOBOIO; 3MeHILIeHHs 3ar/jlaHOBaHOI Ki/IbKOCTi AociimkyBaHnux 3 110 mo 107
3a7yueHMX TaljieHTiB B YkKpaiHi; YkpaiHa, MK-7339-001/ENGOT-ov43/GOG-3036, Indopmarjisi Ta
JIOKYMEHT TIpo iHhopMoBaHy 3rofy [jis maijienTta, Bepcis 2.01 Big 23 6epesnst 2022 p. yKpaiHCHKOIO Ta
POCiMCbKOI0 MOBaMU

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

Ne 636 Big 22.03.2019

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomiszoBane, mopgiiiHe ciine pocmimkeHHs 111 da3u mpoBeseHHs XimioTeparii 3 abo 0e3
nemMOpoJsTisymMaly 3 TOAa/bLIMM TIATPUMYIOUMM JIiIKyBaHHSM oJiariapuboM abo mauebo s Tepartii
TepIoi JIiHi y Malli€HTiB 3 PO3MOBCIO/PKEHUM eTliTeTia/lbHUM pakoM sieuHukiB (EPS) 6e3 myTariiii y reni
BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», MK-7339-001/ENGOT-0v43/GOG-3036,
3 iHKopriopoBaHo¥o 1orpaBkoro 03 Big 12 6epesnst 2021 pokKy

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXxXeHOI0 BifnoBifampHicTIO «MC/] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg [Joym Kopr.», gouipHe nianpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HopmaTok 18

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBneHunii NMpoToKou KiiHiuHoro gocnimxkenns BLO06, pepakuis 2.0 Bix 20 rpyans 2021 p.; CuHomncuc
OHOBJIEHOTO TIPOTOKOJY KiiHiyHOro gociigxkenHss BLO06, pepakuis 2.0 Big 20 rpygusa 2021 p.,
OCTaTOUHUH TepeKa/| 3 aHI/ilCbKOI MOBU Ha YKpaiHChbKY MOBY Bif 16 motoro 2022 p.; Inopmatiis ass
narjieHTa ta gopma iHpopmoBaHOi 3roAu, octatouHa pefakuis 2.0 Az Ykpainu Bif 17 motoro 2022 p.,
OCTaTOUHUH TepekKsiaj 3 aHI/iNCcbKol Ha YKpaiHCbKy MOBY Bif, 04 kBiTHs1 2022 p., 0oCTaTOYHUM Nepeksiaj, 3
aHIJIIMCBKOI Ha poCikchbKy MOBY Bif 04 kBiTHs 2022 p.

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

Ne 762 Bip 20.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«BigkpuTe paHs0Mi30BaHe KOHTPOJ/IbOBAHE JOC/Ii/PKEHHS 3 METOIO OI[iHKK e(heKTUBHOCTI Ta 6e3rneuHoCTi
npenapaty UGN-102, a TakoX CTIMKOCTI BIJMOBiJi Ha Tepamil0 IipenapatoM Yy T[O€AHAHHI 3
TPaHCYPeTPa/IbHOIO Pe3eKI[i€r0 CeUOBOro Mixypa uu 0e3 Hel B MAalfieHTiB i3 M’sI30BO-HeiHBa3MBHUM PaKOM
CeuoBOr0 Mixypa HM3bKOTO CTyTeHs 3/I08KiCHOCTI 3 TPyNy MPOMIKHOTO PU3MKY (KOJOBe TO3HaueHHs
nocnigxenHs: ATLAS)», BLO06, pemakuis 1.1 Big 16 Bepechst 2020 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTIO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

«HOpo/TIxen ®apma Jlimitea» [UroGen Pharma Ltd.], I3paine

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 19

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

KapTka maijieHTa 3 iHQopmalii€elo mpo Bi3WTH Ta iHCTPYKLisIMU IIOAO AOC/TifKeHHs, Bepcis 05 Big 25
motoro 2022 poKy yKpaiHCbKOIO Ta POCiicbKOr MoBamu; 3anyueHHs TOB «MJI» JIJIA» no KaiHiYHOTO
BUTIPOOYBaHHS

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

Ne 1966 Big 15.09.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanziomizoBaHe ajjanTHBHE TMO/BiMHEe CcJiine TUIaleb0-KOHTPO/bOBaHe OaraTolleHTPOBe AOCITiPKEeHHS
¢dasm 1b g BuBUeHHs 0e3MeYHOCTI, TEPEHOCHMOCTI, (apMAKOKiHETUKM Ta (hapMaKOJAMHAMIKH
Oararopa3zoBux 03 mpernapaty PT101 y maiji€HTiB 3 aKTUBHMM BHWpa3KOBUM Kojiitom», PT101-201,
rioripaBka 1 Bifi 11 tpaBHs 2021 poky

3asiBHUK, KpaiHa

TOB «biomanac», YKpaina

CnoHcop, KpaiHa

«[Tanzpion TepanblOTUKC, IHK.», JOUIpHS KOMIIaHif, 1110 3HaXO4UTHCS Y MOBHIM BaacHOCTI «Mepk eHp Ko.,
Ink.», KeninBopt, mrar Hbto-/xepci, CIIIA (Bigmomoi sik «MC/l» 3a Mexxamu Cnosyuenux IllTaTiB
Awmepuku Ta Kanaau) /Pandion Therapeutics, Inc., a wholly-owned subsidiary of Merck & Co., Inc.,
Kenilworth, NJ, USA (known as MSD outside the United States and Canada), CIIIA

CynyTHi
MaTepianu/ripernapaTu
CYINyTHBOI Tepariii

B.o. renepasibHOro JupekTopa /{upekropary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 20

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporirypa focmifHuKa A/ AOCTipKyBaHOTO jikapchkoro 3acody CNTO1959 (rycenbkymab), BUAaHHS
13 Big 14 rpyzgus 2021 poky; Marepianu /i y4yaCHUKIB JOCTipKeHHs: JIMCT-miepesik MarepiasiiB, sIKi
OyayTh HazlaHi marjieHTaM [71s1 BUKoprcTanHs BgomMa (CNTO1959PSA3004 Material provided to patients
for at home IP administration), Big 18 nucTornaga 2021 poky

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

Ne 1586 Bif 29.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanzomisoBaHe, mojBiliHe ciiine, rale60-KOHTpoO/bOBaHe, OaraToljeHTpoBe JociimkeHHs1 3b ¢da3u 3
METOI0 OI[iHKM e(heKTHBHOCTI Ta 0e3MeYHOCTi MiAKIpHOTO BBeZIeHHSI I'ycelbKyMaly i 3MeHIIeHHs
O3HaK 1 CUMIITOMIB Ta CIIOBI/IbHEHHSI PeHTI'€HOJIOTiUHO]I Iporpecii y Iali€HTiB 3 aKkTUBHUM I1COPiaTUUHUM
aptputrom», CNTO1959PSA3004, nonpaska 1 Bix 07 kBiTHa 2021 poKy

3asaBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen ®@apmaijeBTrika HB, Besbris

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hopartok 21

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi [Hdopmatiisi Ta dopma 3roau A AOPOCAUX YUYaCHUKIB AocmiifkeHHs1 JIokanbHa Bepcisi Homep 7.1 ans
TI0IIpaBKU YKpaiHM yKpalHCbKOIO Ta pOCiHMCbKOIO MoBamy, fAara Bepcil 08 kBiTHa 2022 poky Ha ocHoBi Macrtep
Bepcii Homep 8.0 Big 09 rpyans 2021 poky

Howmep Ta gata Hakazy Ne 545 Big 19.05.2017

MO3 wop0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kniHiuHOTO «PanziomizoBaHe, GaraTolleHTpOBe, BiJKpUTe, TOpPiBHsUIbHe mociimkeHHs III da3u A1 BU3HAUEHHS

BUTIPOOYBaHHS, KO/, edekTrBHOCTI [lypBasymadby uu KombOiHaiii [lypBasymaby i Tpemenimymaby y KombOiHalji 3

BepCis Ta jara TJIATUHOBMICHOIO XiMioTeparii€ro y repiiii jiHii JiKyBaHHS TAI[i€EHTIB 3 TIOIMPEHUM JPiOHOKTITHHHUM
pakowm JiereHiB ([1PJI) (KACIIIAH)», D419QC00001, Bepcis 6.0 Big 16 ciuns 2020 p.

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CrnioHcop, KpaiHa AstraZeneca AB, Sweden

CymnyTHi —

Marepianu/rperapaTu

CYMyTHBOI Tepariii

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




Hopatok 22

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpomypa pmocniganka DMB-3115 (Ycrekinymab), BumanHs 05 Big 30 mwmcromaga 2021 poky,
aHTTiMCHbKO MOBOIO; bpormypa gociigauka DMB-3115 (Ycrekinymab), Buganns 06 Big 21 mrotoro 2022
POKY, aHI/IiiCbKOI MOBOw; IHdopmauiiinuii muctok i ¢opma iHdopmoBaHoi 3rogu, Bepcis
V3.0UKR(uk)1.0 Big 02 motoro 2022 poky, mepeksaj, YKpaiHCbKOIO MOBOIO Bif 22 mtotoro 2022 poky;
[Hdopmariiinuii nvctok i ¢opma iHpopmoBaHoi 3roau, Bepcisi V3.0UKR(ru)1.0 Big 02 mrotoro 2022
POKY, TepeK/iaj, poCiiCbKO MOBOIO Bif 22 mtotoro 2022 poky

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

Ne 1586 Bif 29.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PaHgomizoBaHe, nozBiiiHe ciiirie, GaraTolleHTPOBe AOCIIKeHHsI TepalieBTUUYHOI eKBiBa/IeHTHOCTI, 1[0
TIPOBOJIUTHCS B TMapasieJIbHUX TPyMax /s TOpiBHSHHS e(heKTUBHOCTI, 0Oe3meuHOCTi Ta iMyHOTeHHOCTI
nperapaty DMB-3115 ans migmkipHoro BBeseHHs Ta mnpernapaty Crenapa® BupobOHuiitBa €C 'y
MaIfieHTiB i3 XPOHIYHUM OJIIIIKOBHUM TICOPia30M CepeAHbOro abo TSHKKOTO CTymeHs», DMB-3115-2,
3 iHKopriopoBaHoo norpaskoro 01 Bizg 04 vepsHs 2021 poky

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

Dong-A ST Co. Ltd., Republic of Korea

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 23

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi Onosnena bpourypa pocniguuka [JNJ-67896049 / ACT-293987 / NS-304 UPTRAVI® (cenekcumnar)],
TI0IIpaBKU Bepcis 17 Big 07 moToro 2022 p.

Howmep ta fata Hakasy Ne 1962 Big 29.10.2018
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «[IpocriekTBHe 0OaraTolleHTPOBe BiJKpHTe HeropiBHsyIbHe AocmimkeHHs II ¢a3u 3 MeTor0 BUBUEHHS
BUTIPOOYBaHHS, KO/, Oe3reku, MEPeHOCHMMOCTI Ta (apMaKOKiHETUKU CeJIeKCUMary B [iTed 3 JiereHeBOK apTepialbHO0
BepCisi Ta jara rineprensiero», AC-065A203, 3atBepaykeHa Bepcis 8 Big 30 BepecHs 2021 p.

3asgBHUK, KpaiHa TOB «Mb Ksect», YKpaiHa

CrioHcop, KpaiHa AxTtenion @apmackrotikanc JIta., [lIBetitapis (Actelion Pharmaceuticals Ltd, Switzerland)

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 24

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hopatok "Habip marjieHTiB B oHmaiH-pexkumi st mocmimpkedb RPC01-3201 i RPC01-3202 3 orfiHKu
inpykuiiHoi Tepamnii 3a nporpamoro "YELLOWSTONE" (Ethics Dossier Appendix_Trials 24), peaakiiis
YKpaiHCbKOI MOBOIO i YKpaiHu Bif 23 motoro 2022 p., pefjakiiis poCiiiCbKOI0 MOBOIO /i YKpaiHu Bif,
23 motoro 2022 p.; JIuctiBka "fK B34TH ydacTb y niporpami KiaiHiuHux pociimpkess "YELLOWSTONE"
(Flyer_Trials 24), pemakuisi 1 ykpaiHCbKOWO MOBOIO AJii YKpaiHu Big 17 mororo 2022 p., pefakiis
1 pociiicbkor0 MOBOMO Aj1s1 YKpainu Bif 17 motoro 2022 p.; Jluct "3aiikaBneHoMy naijieHToBi" (Letter to
Patients_Trials 24), pegakuis 1 ykpaiHCbKOIO MOBOIO /s YKpaiHu Bif 18 motoro 2022 p., pepakiis
1 pociiicbKor0 MOBOIO /11 YKpaiHu Bifg 18 moTtoro 2022 p.; JIMCT 40 MaLli€HTIB 3 KOHTPOJIbHUM CIIUCKOM
nutanb (Patient Checklist_Trials 24), pepakuis 1 ykpaiHCbKOIO MOBOIO A/ YKpaiHu Bif 18 mrororo
2022 p., pegakiisi 1 pocificbkkoro MOBOO i YKpainu Bif 18 mrororo 2022 p.; JIucT Konesi nikyrouomy
mikapro miofo marjientkd "TIpo mporpamy kiiHiunux pociimkeHb "YELLOWSTONE" mpu xBopobi
Kpona (RPC01-3201 - RPC01-3204)" (Letter to Physicians_Female_Trials 24), pegakiis 1 ykpaiHCbKO!O
MOBOIO /7151 YKpainu Bij 18 ymotoro 2022 p., pefakiiisi 1 pociiicbkoro MOBOIO /111 YKpaiHu Bif 18 moToro
2022 p.; Jluct Kojesi JKyrouoMy JiiKapro wLIofo mnarjieHta "IIpo mporpamy KIIiHIYHUMX [JOC/iJKeHb
"YELLOWSTONE" mnpu xBopobi Kpona (RPC01-3201 - RPCO01-3204)" (Letter to
Physicians_Male_Trials 24), pemakijisi 1 ykpaiHChKOIO MOBOIO [ YKpainu Big 18 miotoro 2022 p.,
penakilis 1 pocilicbkoro MOBOIO /151 YKpainu Bij 18 mrororo 2022 p.

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

Ne 1275 Big 06.07.2018
Ne 1275 Big 06.07.2018
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Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe paHJOMi30BaHe, TOABIMHO crirne, Maleb0-KOHTpoboBaHe aociimkeHHs IIT dasu 3
MeTO0 OL[iHKM 03aHiMOAY /i PUKoMYy TlepopaabHO TIPU TIPOBeJeHHI iHAYKI[iliHOT Teparii narjieHTam i3
cepeHBOTSDKKUM a00 TSDKKUM Tiepebirom xBopobu KpoHa B akTuBHil ¢opmi (gocsimkerHs: Nel 3 oriHKH
iHayKuiiHOI Tepamnii)», RPC01-3201, peaakiiisi 6.0 Big 14 uepsHs 2021 p.;

«bararorieHTpoBe paHJOMi30BaHe, TOZBIMHO crire, Maleb0-KOHTpo/boBaHe aociimpkeHHs II1 da3u 3
MeTOI0 OLIIHKWA 03aHIMOZY [J/1s1 IPUKMOMY MepopasibHO MPU NMPOBeJeHHI iHAYKLIIMHOI Teparii maijieHTam i3
cepeHBOTSDKKUM a00 TSDKKUM Tiepebirom xBopobu KpoHa B akTuBHIlN dopmi (gocstimkeHHs: Ne2 3 OL[iHKH
iHAyKUikHOI Tepamii)», RPC01-3202, pepakuyis 6.0 Bix 14 uepBHsa 2021 p.

3asgBHUK, KpaiHa

TOBAPVICTBO 3 OBMEXEHOIO BIZITIOBITAJIBHICTIO «I1I EC AI-YKPATHA»

CnoHcop, KpaiHa

«Cenmxen IntepHernn I Capn» (Celgene International II Sarl), IlIBeiitiapis

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hopmatok 25

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpoiypa pocnigavuka SB17, Bepcist 3.0 Big 14 ciunsa 2022 poky, aHr/iiicbkoro MoBO; IHdopmMariilinuii
mictok i dopma 3roau, Bepcis V2.0UKR(uk)1.0 Bix 30 Gepe3ns 2022 poky, mepekmaj, yKpaiHChKOO
MoBoto Biz 31 6epe3nst 2022 poky; Indopmariitinuii mmcTok i dopma 3rogau, Bepcis V2.0UKR(ru)1.0 Big
30 6epe3nst 2022 poKy, nepeKaj, pociiicbkor MOBoto Bif 31 6epesnst 2022 poky; JIUCT [0 JliKapsi, Bepcis
1 pnst Ykpainu Bizg 18 6epesnst 2022 poky, aHT/iMCbKOI0 MOBORO; JIUCT [0 Jlikaps, Bepcisi 1 ayisg YKpainu
BiJ 18 6epesnsi 2022 poKy, rnepeksiaj yKpaiHCbKOr0 MOBOIO Bif 01 kBiTHs 2022 poky

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

Ne 1326 Big 02.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PanziomizoBaHe, TOJBiliHe ciiime, OaraToIleHTpPOBe KiiHiUHe AocipkeHHS ¢a3u III s OmiHKM
eeKTUBHOCTi, 0e3MeYHOCTi, TepeHOCUMOCTi, (hapMaKOKiHETMKH Ta iMyHOTeHHOCTi mpemapaty SB17
(3amporioHoBaHOro GioCHMIISpy ycTeKiHymaOy) B ToOpiBHsIHHI 3 mperapatoMm Cresapa® B Malli€HTIB i3
OJISIIIKOBHM TICOpia30M cepefHBOr0 abo TSKKOTO crymeHs», SB17-3001, Bepcis 2.0 Big 15 mroTtoro
2021 poky

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

Samsung Bioepis Co., Ltd, Republic of Korea

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 26
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hocwe pocmimkyBaHoro jikapcbkoro 3acoby (IMPD) SHRO0302 Tablets, pepakijisi 4.0 Bix 24 mroToro
2022 p.; Mocke mocmimpKyBaHoro yikapcbkoro 3acoby (IMPD) Placebo to SHR0302 Tablets, pegakiiist 4.0
Bif 24 motoro 2022 p.; 3ampoBa/i)KeHHsT OHOBJIEHOI Ha3BW BUPOOHUWKA JOCTiKYBaHOTO JIiIKAPCHKOTO
3aco0y: Tabmetku SHRO0302, TabneTk, BKPWTI IUTIBKOBOIO 000JIOHKOIO, 4 Mr, Tianebo o TabyeTKu
SHRO0302, TabseTky, BKPUTI TUTIBKOBOK 000s0HKOK — "Jiangsu Hengrui Pharmaceuticals Co., Ltd.",
KuTaif; 3pa3Ku eTHKETOK /IS JOCTiPKyBaHOTO JiiKapcbkoro 3aco0y: tabsetkn SHR0302 abo miarie6o,
penakiiisi 05 st Ykpainu Biz 24 6epesnsi 2022 p., nepeksiaf, 3 aHI/TiMCbKOT MOBU Ha YKpalHCbKY MOBY BiJ|
24 6epe3nst 2022 p.

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Bif 20.08.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Hocmimkenns 111 ¢a3u 3 MeTor OL[iHKM e(peKTHBHOCTI Ta JOBrOCTPOKOBOI Oe3MeuyHOCTi Tperapary
SHRO0302 st iHAYKI[iHAHOI Ta TATPUMYIOUOT Tepariii Tali€HTIB i3 cepeJHBOTSHKKUM 1 TSDKKUM 1iepebirom
BHUPAa3KOBOTI'0 KOJIITY B aKTUBHIM ¢azi», RSJ10135, pepakuis 1.1 Big 18 cepnns 2021 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZITIOBIIAJIBHICTIO «I11 EC AI-YKPATHA»

CrioHcop, KpaiHa

«Pelictoyn batiodpapma Komnani Jlimiteg» [Reistone Biopharma Company Limited], Kuraii

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 27

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuti ITpotokon kiaiHiuHOTO AocmimkenHs ICP-CL-00112, Bepcis 5.1 Big 15 6epesnst 2022 poky;
Indopmaritinuii uctok i gpopma 3rozau, Bepcis V7.0UKR(uk)1.0 Big 22 moTtoro 2022 poky, mepeknaj
yKpaiHCBKOK MoBoiO Bim 09 Oepe3ns 2022 poky; IHdbopmariiiinuii nucTok i ¢dopma 3roau, Bepcist
V7.0UKR(ru)1.0 Big 22 motoro 2022 poky, mepeksaf pociiickkoro MoBoto Bif 09 Gepesnsi 2022 poky;
[HpopmartiiiHuii TUCTOK i popMa 3roy [/s1 BiJKDUTOTO PO3LIMPEHOr0 TepioAy [AOC/ipKeHHsl, BepCis
V4.0UKR(uk)1.0 Big 22 motoro 2022 poky, repekaji yKpaiHCbKOH MOBOIO Bij 09 6epe3nst 2022 poky;
[HpopmariiiHuii TUCTOK i popMa 3rofy [/s1 BiJKDUTOrO PO3LIMPEHOr0 TepioAy [AOC/ipKeHHsl, BepCis
V4.0UKR(ru)1.0 Big 22 mtororo 2022 poky, repekaj, pocitickkoro MoBoto Bif 09 6epesns 2022 poky

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Bif 24.05.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, moABilMHe ciline, T1/1alle00-KOHTPO/IbOBaHe JOCTIHKeHHsT ¢Ga3u 2 A1 OL[iHKH
edeKTUBHOCTi, 0e3MeYHOCTi, TIepeHOCUMOCTi, (apMakoOKiHETMKM Ta 0iosioriuHoi  aKTUBHOCTI
opesabpyTuHiOy y MallieHTiB i3 peLyAMBYIOUO-PEMITYIOUMM PpO3CISHUM CKiepo3om», ICP-CL-00112,
Bepcis 4.1 Big 30 BepecHst 2021 poky

3asgBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

InnoCare Pharma, Inc., USA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




HonaTok 28

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/IeHHI MPOTOKO/ KJIiHIYHOTO BUNPOOyBaHHS, Bepcis 4 Bix 06 ciuns 2022 p.; Popma iHdbopmoBaHOT
3ro/Ii Ha y4dacTh y ¢a3i npeckpuHiHry, Bepcis 3.0 Ayt YKpaiHu yKpaiHCbKOIO Ta POCiiChKOIO MOBaMU Biff
31 ciung 2022 p. Ha ocHoBi MaticTep-Bepcii ¢oopMu iH)OPMOBAHOI 3ro/iv Ha y4acThb y (a3i pecKpHHIHTY
nst mocimkents BO42843, Bepcist 3 Bif 05 ciuns 2022 p.; @opma iHpopmoBaHOi 3rofu Ha y4acThb y ¢asi
nikyBaHHs1, Bepcis 4.0 a1 YKpaiHu yKpaiHCBbKOIO Ta poCiiicbkoro MoBamu Bif 31 ciuns 2022 p. Ha ocHOBI
Maiictep-Bepcii ¢popmu iHpopmoBaHoi 3roau s AociikeHHss BO42843, Bepcis 3 Big 05 ciuns 2022 p.;
dopma iHpopMOBaHOI 3roAd Ha ydacTb y (asi Harnsgy, Bepcisi 3.0 A YKpaiHM YKpaiHCBKOKO Ta
pociiicbkoro MoBamu Bif 31 ciunsi 2022 p. Ha ocHoBi Mmaiictep-Bepcii ¢opmu iHdopmoBaHOi 3rou Ha
yuacthb y a3i Harnsay aas gocnigpkenHs BO42843, Bepcis 3 Big 05 ciuns 2022 p.

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

Ne 1012 Big 24.05.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomisoBane, nozBiiiHe crine, GararoreHTpoBe dasu 111 gocsimkeHHs 3acToCyBaHHS aTe30/1i3ymaly
(antu-PD-L1 aHTUTiNI0) TIpOTH TiMarieb0 K aj’fOBAaHTHOI Tepariii y Tal[i€eHTiB 3 M’S30BO-iHBAa3UBHUM
pakoOM CeyoBOI'0O Mixypa BHMCOKOIO PpHU3MKY 3 HasfBHOK LuWpKy/aowuorw [JHK nyxnuau micias
pcTekToMii», BO42843, Bepcis 3 Big 08 6epesns 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOr0 BifiNoBianbpHicTIO «Porn Ykpaina»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pouu JIta, IBeiiapis

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 29

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuii Ilpotokon kriHiuHOro BuUTpoOyBanHs MS200647_0054, Bepcis 2.0 Big 30 sucromaga
2021 poky; bporypa gocnigauka 6intpadycrny anbda, Bepcist 8.0 Biz 22 rpyans 2021 poky, aHTTiCbKO0
MoBowO; IHdopmauiiinuii muctok i ¢popma iHpopmoBaHoi 3rogu, Bepcis V2.0UKR(uk)1.0 Big 27 ciund
2022 poky, repekmaj, yKpaiHCbKOI0 MOBOIO Bifi 07 motoro 2022 poky; IHdopmariitiHuii ucToK i hopma
indopmosaHoi 3rogu, Bepcis V2.0UKR(ru)1.0 Big 27 ciunsa 2022 poky, nepeksaj poCiiiCbKOX0 MOBOIO Bif
03 mororo 2022 poky

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

Ne 2147 Bif 04.10.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«BizkpuTe, GaraTolleHTPOBe [OC/i)KeHHs MOZAJbIIOr0 CIIOCTepe)KeHHs [jisi 300py JOBrOCTPOKOBHX
JIAHUX TIPO YUYaCHUKIB i3 [IeKiIbKOX K/TiHIYHUX JOCTiPKeHb 3acTocyBaHHs OiHTpadyciy anbha (M7824)»,
MS200647_0054, Bepcis 1.0 Big 13 TpaBHs 2021 poky

3asgBHUK, KpaiHa

Iianpuemctso 3 100% iHo3emHot0 iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CrioHcop, KpaiHa

Merck Healthcare KGaA, Himeuunina

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 30

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPABOK |0 TIPOTOKOJIIB KTIHIYHUX

BUTIPOOYBaHb»

17.05.2022 Ne 818
InenTudikatiis cyTreBoi OHoB/eHHl MPOTOKOJ KiiHiuHOro BumpoOyBanHs TP0006 3 mompaBkoro 3 Big 06 rpyass 2021 poky;
TIOIIPaBKU Indopmaris ass yuacHrKa gociipkeHHs: i @opma iHdopmoBaHoi 3rosiv Ha ydacTh y gocaigpkeHHi TP0006

(myOpportunlTy 2), mozens ans Ykpainu, Bepcis 5.0 Big 09 rpygusi 2021 poky, yKpaiHCBKOIO Ta
pociticbkoro MoBamH; [HdopMmallist 1 yuacHUKa JocsifiKeHHs i @opma iH)OpMOBaHOI 3roZiv Ha y4yacTb y
(hapMakoreHOMHOMY [IOC/Ii/PKeHHI B paMKaxX OCHOBHOro pociifpkeHHss TP0006 (myOpportunlTy 2),
Mozenb s Ykpainu, Bepcig 2.0 Big 09 rpyzns 2021 poky, yKpaiHCBKOK Ta POCIMCHKOIO MOBaMuy;
Martepianu s nauieHTiB: KapTka yuacHuka kiiHiuHoro pocnigxkenss (Patient ID Card), Bepcis 2.0 Bif
07 rpygus 2021 poky, para nepeknasy 12 ciunsg 2022 poky, yKpaiHCBbKOIO Ta POCIHCHKOIO MOBamy;
JIucTok-BK/IaKa B YIMakoBKy 3 BakUMHOKW bekcepo, Homep pocnimxenns TP0003 / TP0OO06, mara
octaHHbOro oHoBeHHs1 10 mucronaza 2021 poky, yKpaiHCHKOIO Ta pOCiiChKOI0 MOBaMH; JIMCTOK-BK/IajKa
B ymakoBKy 3 BakuuHOiO [IpeBeHap 13 (Prevenar 13), Homep pocnimxenns: TP0003 / TP0006, nata
OCTaHHbOTO OHOBJIeHHSI 26 >kOBTHA 2021 poKy, yKpaiHCbKOIO Ta pOCIHCbKOIO MoBamy; 30i/blieHHs
KiJTIbKOCTI TIAI[iEHTIB, SIKi MPUIMalOTh y4acTh Y KJIiHIYHOMY BUIIPOOYBaHHI Ha TepuTopii YKpaiau, 3 12 a0

36 ocib
Howmep ta faTa Hakasy Ne 700 Big 24.03.2020
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS
Has3Ba k/iHigHOTO «barartorieHTpoBe, TO/BiliHe CJliMe, paHZOMi30BaHe, Iialle00-KOHTPOIbOBaHe AOCTIHKeHHS 3 da3u s
BUTIPOOYBaHHS, KO/, OL[iHKK e(eKTUBHOCTi, 0e3MeyHOCTi Ta TIepeHOCHMMOCTI TperapaTy PpO3aHOMIKCi3ymab y Aopociux
Bepcis Ta jjaTa YUaCHMKIB JOCTi/PKEHHs] 3 TIePCUCTYIOUOK ab0 XPOHIUHOI0 MEPBUHHOK iMYHHOIO TPOMOOLIUTOIIEHIED
(ITTIT)», TPOOO6, 3 nmompaBkoto 2 Bij 08 rpyaHs 2020 poky
3asgBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»
CrnioHcop, KpaiHa FOCibi biodapma EcApEn, Benbris / UCB Biopharma SRL, Belgium
CynyTHi —
MaTepianu/ripernapaTu

CyTyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTopa /lupekropary



(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX




Hopartok 31

Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO IPOTOKOJIIB K/IiHIYUHUX
BUTIPOOYBaHb»

17.05.2022 Ne 818

InenTudikatiis cyTreBoi
TIOTIPaBKU

HopanHs (opMH BUIMYCKY JIKapChKOTO 3aco0y (BaKIMHK), 10 He € AOCTiPKyBaHUM JIiIKapCbKUM 3ac000M:
[THeBMOBaKC 23, po3uuH /14 iH’ €Ki y TonepefHbO 3ari0BHeHOMY ImnpuLi, 0,5 Mj1; 3pa3kyu MapKyBaHHS
YKPaiHCBKOK) MOBOIO TIEPBUHHOI Ta BTOPWHHOI YIIAaKOBKM JiKapChKOTO 3aco0y (BakiMHM), 10 He €
JOCTiKYBaHUM JIiKapCbKUM 3acobom: [THeBMOBaKc 23, po3uuH /151 iH’€KI[ill Y TIonepejHbO 3aTIOBHEHOMY
wrpwuii, 0,5 M1, Baki[MHa MTHEBMOKOKOBA MoJlicaxapy/iHa

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

Ne 700 Big 24.03.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHS, KO/,
BepCid Ta Jjata

«BararorieHTpoBe, MO/BiliHe CjIille, paH[OMi30BaHe, TUIalle00-KOHTPO/IbOBaHe JOCTiHKeHHS 3 a3y A/
OL[iHKM e(eKTHUBHOCTi, 0e3MevyHOCTi Ta TepeHOCHUMOCTI TpernapaTy PpO3aHOMiKCi3ymab y Aopociux
YUaCHMKIB JOCTi/PKeHHSI 3 TIepCUCTYHOUOK ab0 XPOHIUHOK MEePBHUHHOK iMyHHOIO TPOMOOLIUTOIIEHIERD
(ITIT)», TPOOOG, 3 nonpaskoto 2 Bif 08 rpyHs 2020 poky

3asiBHUK, KpalHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

FOCibi biodapma EcApEn, Benbris / UCB Biopharma SRL, Belgium

CynyTHi
Marepianu/mpenaparu
CyIyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3MeueHHsA Isan 3A/IBOPHUX




