3ATBEP/PKEHO

Hakas MiHicTepcTBa 0XOpOHU
3/l0pOB's YKpaiHu

28 BepecHs 2022 poky Ne 1753

CyTTeBi MONPaBKH /I0 MPOTOKOJIiB K/IIHIYHUX BUIIPOOyBaHb

InenTudikallisi CyTTeBOI MOMpaBKU

Omnosnenun Ilporokon 3 nonpaskow 3 Bifg 29.03.2022 p.; OHosnenny [Ipotokon 3
noripaBkoro 4 Bix 24.05.2022 p.; Hoparok po Ilportokony - KepiBHHULITBO 1100
MpOBeJIeHHsT [JOC/i[)KeHHs TIiJj 4YaC Cepulo3HMX mnopyuieHb Bixg 24.05.2022 p;

Indopmariisi  gns  mnanienta Ta @Popma iHdopmoBaHoi 3rogu  — [IpoTokon
CNTO1959LUN2001, Bepcis 6.0 ykpaiHCbKOH MOBOX Ajis YKpainu Bif 15.07.2022;
Indopmariisi  gns  mnanienta Ta Popma iHdopmoBaHoi 3rogu  — [IpoTokon

CNTO1959LUN2001, Bepcis 6.0 pociricbkor MOBOM Ay YKpainu Big 15.07.2022 p.;
®dopma BigknMKaHHS iH(popMoBaHOi 3rogu, Bepcist 1.0 yKpaiHCBKOIO MOBOIO [i/ist
Ykpainu Bifg 27.06.2022; dopma Biak/iuKaHHS iHpopmoBaHOi 3roju, Bepcis 1.0
POCIHMCBKOI0O MOBOKO 11 YKpainu Bif 27.06.2022; KapTtka ananmizy ceui Ha @K,
yKpaiHcbKOor0 MoBorO0 Bepcisi 2.0 Big 26.01.2022; Kaptka asisi @K obcrexxeHHs ceui,
pociiicbKor MOBORO Bepcis 2.1 Big 26.01.2022

Howmep ta fata Hakazy MO3 mjozno
3aTBep/PKEHHS K/TiHIYHOTO BUIIPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3Ba kstiHiuHOTO BUMPOOYBaHHS, KO/,
Bepcis Ta jaTa

«bBaraTolieHTpOBe, paHZOMi30BaHe, TMOABiliHe cCiiime, mialebo KOHTPOJbOBaHe, B
napasieJlbHUX Tpynax K/iHiuHe AO0CTiPKeHHS ryceibkymMaly y Malli€HTiB 3 aKTUBHUM
BoBuakoBuM HedpuTom», CNTO1959LUN2001, 3 nompaekoro 2 Big 20.05.2021 p.

3asaBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

CyrnyTHi MaTepianu/miperniapaTv CynyTHbOI
Tepariii
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InenTudikallis CyTTeBOI MOMNpaBKU

Hocwe pocmimkyBaHoro Jyiikapcbkoro 3acody ARGX-113 with rHuPH20 posunH s
MiJKipHUX iH’ekyid, Bepcis 5.0 Big 19 mucrtomaza 2021p., aHI/IIKCBKOK MOBORO;
Hocwe pocmimKyBaHoro Jyikapcbkoro 3acoby ARGX-113 with rHuPH20, nnarie6o z10
pO3uMHy [As TiAWKipHUX iH’€Kuiid, po3gin P Drug Product, Bepcis 5.0 Big 19
mucroraza 2021p., aHrIiicbKo MOBOR; [10Che AOCTIHKYBaHOTO JIiIKApCHKOTO 3aco0y
ARGX-113 with rHuPH20, po3uuH jy1s migmkipaux in’exiiii, Appendices rHuPH?20,
Bepcisi 5.0 Bix 04 >xoBTHa 2021p., aHr;ilicbkoro MOBOR; bpoiypa gociigHuka
JocimKyBaHoro Jylikapcbkoro 3acoby ARGX-113 (efgartigimod), Buganns 10.0 Big 23
muctonaga 2021 p., aHrjilickkoro MOBOR; [1ofIOB>)KeHHSI TepMiHY TIPUAATHOCTI
JoCimKyBaHoro Jikapcbkoro 3acody ARGX-113/rHuPH20, po3uuH /s MiJIiKipHUX
in’exuin, 180 mr/mn 10 24 MicsiiB; ITofoB)KeHHs TepMiHYy TPUAATHOCTI BiZIMOBiTHOTO
naebo Ao AoCTipKyBaHoOro Jikapchbkoro 3acody ARGX-113/rHuPH20, po3uun aist
MiIIKIpHUX iH’€KLiM, A0 36 micsauiB; JoaaTok go [Hdbopmatiil g/1s naijieHTa Ta Gpopmu
indopmoBaHoi 3rogu Anst Ykpainu, Bepcisi 1.0 Big 02 uepBHsi 2022p. aHT/IiMCHKOIO
MoBoto; [ozaatok o IHdopmariii g5 maijieHTa Ta ¢dopMu iHGOPMOBAHOI 3roAu [Jisi
Yxpainy, Bepciga 1.0 Bix 02 uyepBHs 2022p., yKpalHCBKOIO MOBOIO; [loAaToK [0
Indopmatiii a1s natjiedta Ta dopmu iHbopmoBaHoi 3roau A1 Ykpainu, Bepcis 1.0 Bif
02 yepBHs1 2022p., pOCIHCHKO MOBOK)

Howmep Ta fara Hakazy MO3 mjozo
3aTBep/PKeHHs K/TiHiYHOTO BUTPOOYBaHHS

Ne 1143 Big 15.05.2020

Ha3ga kstiHiuHOTO BUNIPOOYBaHHS, KO/,
BepCid Ta fjara

«JocmimkenHs: 2-0i ¢a3u s OLiHKU edeKTUBHOCTI, 6e3MeyHoCTi Ta rmepeHOoCUMOCTi
nipenapaTty Edrapririmog PH20 ans mifmkipHoro BBeJileHHS Y JOPOCIMX MAaLi€eHTIB i3
XPOHIUHOKO 3arajibHOI JeMieiHi3yrouoto noJiiHerponatiero (X3AIT)», ARGX-113-
1802, Bepcis 4.0 Big 30 mucronaga 2020 p.

3asgBHUK, KpaiHa

ToeapuctBo 3 OO6mexeHoro BianoeiganbHicTio  «KoHTpakTHO-0C/iAHUIBKA
Oprani3auis [HHOdapM-YKpaiHa»

CnoHcop, KpaiHa

argenx BVBA, Belgium/ appykenkc BBBA, Benbris

CynyTHi MaTepiany/niperiapaTi CylyTHbOI
Tepamii
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InenTudikallis CyTTeBOI MOMNpaBKU

BK/TIOUeHHSsI I0ZJaTKOBUX MiCI[b TIPOBEZIEHHSI K/TiHIUHOTO0 BUIIPOOYBaHHSI:

No [1.1.b. BigmoBiasbLHOrO AOC/IIIHUKA
n/m HasBa miclis ipoBe/ieHHs K/TiHIYHOTO BUTMPOOYBaHHS
1. | k.m.H. KpaBuenko T.I'.
KoMyHanbHe HekoMepliiiiHe MiANpUeMCTBO «KHiBChbKa MiCbKa KJ/IiHiYHa
nikapHs Nel8» BukoHaBuoro oprany KuiBcbkoi mickkoi paau (KuiBcbkoi
MiCbKOI /lep>KaBHOI aZiMiHiCTpallil), NPOKTOOTriuHe BifineHHs, M. KuiB
2. | reHepa/IbHUM UPEKTOP Mamnpka A.IL.

KoMyHanbHe HeKoMepLiiiiHe MiANMPUEMCTBO «XepCOHChbKAa MiCbKa KJliHiuHa
nmikapHsi iMm.  €.€. Kapabenemma»  XepCcOHCBKOI  MIiCBKOi  pajy,
raCTpOeHTepOoJIOriuHe Bifi/liyIeHHsl, M. XepCOH

Howmep Ta gara Hakazy MO3 mjozo
3aTBep/PKeHHS K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2616 Bif 24.11.2021

Hasga kiHiyHOrOo BUNpoOyBaHHs, KO/,
BepcCis Ta jara

«PaHgomi3oBaHe, mozBiliHe crine, marebo-KOHTPOILOBaHe K/IiHIUHE JOC/TiKeHHS
dasu 111 ans oninku eheKTUBHOCTI Ta Oe3rmeyHOCTI KOOITOMIMOAY K iHAYKIIMHOI Ta
MiATpUMYyro4oi Tepariii B YYaCHUKIB 3 aKTMBHUM JIiBOOIYHMM BUPa3KOBUM KOJIITOM
noMipHoro abo Tspkkoro nepebiry», CSUC-01/21, Bepcist 2.1 Big 09 uepHst 2021 poky

3asiBHUK, KpaiHa

TOB «I[TAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

In/lexc dapmactorikan3 AB, [IBernis / InDex Pharmaceuticals, Sweden

CynyTHi MaTepianu/miperniapaTv CynyTHbOI
Tepartii




4

InenTudikallis CyTTeBOI MOMPaBKU

3MiHa BIZNOBiAANBHOIO AOC/IIJHUKA B paHille 3aTBepAKeHOMY MICLli MpPOBeJeHHs
K/TiHiUHOTO BUIPOOYBaHHS; 3MiHa Ha3BW paHillle 3aTBEP/PKEHOT0 MICIisl TIPOBE/IeHHS
KJIiIHIYHOTO BUITPOOYBaHHS:

Bysno

Craso

K.M.H. 3o/0TaiikiHa B.I.

KomyHanpHe — HekoMmepLiiiHe  MiJIIPUEMCTBO
«Micbka kmiHiyHa jikapHs Ne27» XapKiBCbKOI
MIiCBKOI pajy, BiJJiJIeHHS IHTeHCUBHOI Tepartii,
M. XapkKiB

3aB. BiJl. JleoHinora B.I.
KomyHanbHe HekomepLiiiiHe
MiAMPUEMCTBO «Micbka
K/IiHiuHa  jiikapHa — Ne27»
XapKiBCbKOI MICBKOI  paju,
BiAiIeHHsA IHTEHCUMBHOIL
Tepariii, M. XapKiB

IO.M.H. ipod. @ytreit [.M.

KY «3anopi3bka mMicbka KiiHiuHa jikapHs NelO»,
TeparneBTHYHe BiAjiseHHs, [lep>kaBHUU 3ak/aj
«3arnopi3bka MeIM4Ha akaJieMist miC/asgUIJIOMHON

J.M.H. npo¢. @ymureii .M.

KomyHanbHe HekoMmepliiliHe
MiATIPUEMCTBO «Miceka
jikapHsi NelO» 3anopi3bkoi

ocBiTM  MiHicTepcTBa  OXOPOHM  37I0POB’S | MiCBKOI pajy, TeparieBTUUHe
YKpainn», kadeapa  Teparii, K/IiHIUHOI | BigzineHHs, HepxaBHuit
(hapmakoJiorii Ta eHI0KPUHOOTiT, M. 3amopiXxoKs | 3aK/aj «3aropi3bka MeAuyHa
akajieMisi  IMCAAAUIIOMHOL
OCBITH MiHictepcTBa

OXOPOHM 3[I0POB't YKpaiHW»,
Kadenpa Teparii, KiHiUHOI

dapmakoorii Ta
€H/IOKPUHOJIOT i, M.
3anopixoKs

Howmep Ta fara Hakasy MO3 mozo
3aTBep/PKeHHs K/TiHiYHOTO BUIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sBa kytiHiuHOTO BUNIPOOYBaHHS, KO/,
BepCid Ta jjara

«FLOW - BIUIMB cemaryiyTH/ly B TIOPiBHSIHHI 3 Tilalle00 Ha piBeHb TIOTipIIeHHS
GbyHKILIii HUDOK Yy XBOPUX Ha LYKPOBHM /iabeT TUT 2 pa3oM i3 XpOHIUHOI XBOPOOOIO
HUpPOK», NN9535-4321, dinanbHa Bepcisi 4.0, Big 11 micronazga 2020

3adgBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark




CynyTHi MaTepianu/miperiapatv CynyTHbOI
Tepariii

InenTrdikallisi CyTTEBOI MONpPaBKU

Bk/toueHHs1 ZI0ZIaTKOBOTO [IOC/Ii/IDKYBaHOTO JIiIKapChbKOro 3aco0y —ABaTpomMOorar
(Avatrombopag), MOpOIIOK A/ TepopanbHOi CycreHsii, B Karcynax, 10 wr,
BupoOHuKu: Alcami Carolinas Corporation, CIIIA; Alcami Carolinas Corporation,
CIIIA; Alcami Carolinas Corporation, CIIIA; Almac Clinical Services, CIIIA; Almac
Clinical Services Limited, O6'eqnane Koponiscteo; Cilatus Manufacturing Services
Limited, Ipianzis; BxiroueHHs ZOAATKOBOTO [[OC/Ti/IKYBAHOTO JIiKapPCHKOTO 3ac00y —
[Tnate6o 1o ABaTpombornar (Avatrombopag), TIOPOIIIOK /iJisi IeEPOPaIbHOI CyCreHs3ii,
B KaricysaX, BUpoOHuku: Alcami Carolinas Corporation, CIIIA; Alcami Carolinas
Corporation, CIIIA; Alcami Carolinas Corporation, CIITA; Almac Clinical Services,
CIIIA; Almac Clinical Services Limited, O06'eqnane KopomiBctBo; Cilatus
Manufacturing Services Limited, Ipnangis; [docke AOCHIIKYBaHOTO JiKapChKOTO
3aco0y ABarpombomnar mManeaT (Avatrombopag maleate), TOTOBUI JTiKapChKHUi 3acib
Ta maebo, Bepcist 07 Big 02 6epe3nst 2022 poKy aHTJTCBEKOI0 MOBOIO; 3MiHa Ha3BH
BUPOOHMYOI  [JiSIHKK ~ [OC/Ii/PKYBaHOTO — JliKapcbKoro  3acoby — ABaTpomOoriar
(Avatrombopag) (ABatpombomnar maneat (Avatrombopag maleate), TabneTka, BKpuTa
TTiBKOBOIO 000si0HKOIO, 20 Mr Ta Ilnmaie6o g0 ABarpombomar (Avatrombopag),
TabsieTKa, BKpPHUTa IUIIBKOBOIO 000s0HKOI0 3 Carton Services Incorporated T/A
Pharma Packaging Solutions (PPS), CHIA na Pharma Packaging Solutions, LLC,
CIIIA; 3miHa agpecu BupobHnuoi aisHku Cilatus Manufacturing Services Limited,
Ipnangist  mocsimKyBaHOro JiikapcbKoro 3aco0y Asatpombomar (Avatrombopag)
(ABarpomboniar MaseaT (Avatrombopag maleate), TabneTka, BKpPUTa ITIBKOBOIO
obononkoro, 20 mr Ta Ilnaueb6o mo ABarpombomar (Avatrombopag), TabmeTka,
BKpDHUTa IUTIBKOBOIO 000/0HKOO 3 Regus House, Harcourt Centre, Harcourt Road,
Dublin, D02 HW?77, Ipnanais Ha Pembroke House, 28-32 Pembroke Street Upper,
Dublin 2, D02 EK84, Ipnanzis; 3pa3oK MapKyBaHHS [JOC/i/)KyBaHOTO JIiKapChbKOTO
3aco0y Apatpombomar (Avatrombopag), 10 Mr, TOpOIIOK [y TepopasbHOi
cycnensii, B karcynax, Bif 15 BepecHs 2021 poky yKpaiHCbKOIO MOBOXO; 3pa3sok
MapKyBaHHSI J0C/Ii/PKyBaHOTO JTiKapCchKOro 3aco0y ABarpombomnar (Avatrombopag),
10 Mr abo miaie6o, MOPOIIOK /s MepPopasbHOI CyCreHsii, B Karcysax, Bif 15
BepecHs 2021 poKy yKpalHCBKOK MOBOKO; JlOCh€ [OC/IPKYBaHOTO JIiKapChKOIrO
3acoby ABarpombornar maneat (Avatrombopag maleate), ikapcbka pedyoBHHA, BepCist
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04.1 Big 15 cepnHsi 2022 poKy aHIJIiNiCbKOWO MOBOIO; IH(opmaliiiiHuii JUCTOK Ta
dopmMa iHdopmoBaHOI 3rofd Ha BUKOpPWCTaHHS mocayr komrmadii Scout Clinical,
Bepcis 3.0 ans Ykpainu Big 30 Gepe3nst 2022 poKy yKpaiHCBKOIO Ta POCIHCBHKOIO
moBamu; Scout Clinical — TTocnyru gns maiieHTiB — [ToBijoM/IeHHsST e/IeKTPOHHOIO
nowroro, Bepcisa 2.0 g Ykpainu Bif 12 kBiTHa 2022 poKy yKpaiHCBKOIO MOBOHO Ta
Bepcia 2.0 pna VYkpainu Bifg 14 kBiTHA 2022 pOKy PpOCIMCBKOK MOBOIO;
[HbopMmariitiHuil MCTOK i popMma iHdhopmoBaHoi 3roau s aitei (3-5 pokiB), Bepcis
2.0 gy Ykpainu Bif 17 nmuctonazsa 2021 poky yKpaiHCHKOIO Ta POCIMCBKOK MOBaMy;
[HCTpyKLig 13 3aCTOCYBaHHS [OC/IIpKYBaHOIO Iiperiapaty — Ipotokon AVA-PED-
301, Bepcis 1.2 Big 4 kBiTHa 2022 poKy YKpaiHCBKOIO Ta POCIMCBKOK MOBaMy;
[MomenHvk npuiiomy npernapary nauieHtom AVA-PED-301, Bepcis 1.2 Bif 28 kBiTHs
2022 poKy YKpaiHCBKOIO Ta POCIKCbKOK MOBaMU

Howmep Ta gara Hakasy MO3 mozo
3aTBep/PKeHHs K/TiHiYHOTO BUIPOOYBaHHS

Ne 422 Big 10.03.2021

Has3ga kiniuHOTO BUTNIPOOYBaHHS, KO/,
Bepcis Ta jaTa

«baraTolleHTpoBe  paHAOMi30BaHe TOJABIMHO  cjine  TUIale00-KOHTPO/IbOBAHE
BUNpoOyBaHHd ¢asu 3b B TmapanesbHUX Tpynax 3 TMOJA/bIIOK  BiZIKPUTOIO
posipeHoro (a3oto [1s OL[iHKK eheKTUBHOCTI Ta Oe3rmeyHocTi ABaTpoMOornary st
JMKyBaHHSI ~ TPOMOOIWTOMEHii B  TAI[i€EHTIB  JUTSYOro BiKy 3  iMyHHOIO
TPOMOOLIUTOTIEHiI€I0 TpOTIroMm >6 Micsnie», AVA-PED-301, Bepcis 3.0 Bixm 02
ycronaza 2021 poky

3asBHUK, KpaiHa TOBAPVICTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO
«®APMACBIOTIKAJT PICEPY ACCOYIIMEWTC YKPAIHA» (TOB «®PA
YKPATHA»)

CnoHcop, KpaiHa

Sobi, Inc., CIITA

CyrnyTHi MaTepianu/miperiapatv CynyTHbOI
Tepartii

InenTrdikallis CyTTEBOI MOMPaBKU

3MiHa micls poBeieHHs BUMTPOOYBaHHST:

Bysno Craino

I.M.H., mpod. Mockoeko C.IT. I.M.H., npod. MockoBko C.II.
KomyHaneHuil  3aknag «BiHHMIbKa o0O6sacHa | MeuUHUH 1[eHTP TOBapUCTBa 3
TICXOHEeBPOJIOTiYHa JIIKapHsi im. aKaJl. | o0OMeXXeHOI BiANOBifa/NIbLHICTIO




O.I. FOwenka», HeBposioriuHe BifgmiieHHs Neo3,
BinHUIBEKUM HalliOHa/TbHUH
yHiBepcuTeT iM. M.I. Iluporosa,
HEPBOBUX XBOP00O, M. BiHHMIIA

«Menuunuii 1ieHTp «CamoTemM»,
MeJUUHUH | MiKyBaIbHO-TIPOGiTaKTUUHUN
Kadezapa | Bigain, M. Binauis

Howmep Ta gara Hakazy MO3 mjozo
3aTBep/PKeHHS K/TiHIYHOTO BUIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sBa kytiHiuHOTO BUNIPOOYBaHHS, KO/,
BepCid Ta jjara

«baraTorieHTpoBe, paH[OMi30BaHe, TIO/BiliHe crire, TUIAle00-KOHTPOIBOBaHEe
pnocmimkensss ¢a3u IIb gns ouinku edekTuBHOCTI Ta Oe3meyHOCTI Tperapary
OkpenizymMab y [JOpOC/IMX TMAIL[i€HTIB 3 TMepBUHHO-TIPOTPECYIOYMM PO3CiSIHUM
ckiepo3om», WA40404, Bepcis 4 Big 01 mrotoro 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OOMexeHor BizanoBizaabHiCTIO
Opranisauis InHOdapm-Ykpaina»

«KoHTtpakTHO-[loC/mijH1L[bKa

CnoHcop, KpaiHa

®. Xoddmann-JIs Pow JIta, setitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi MaTepianu/miperiapaTty CyIyTHbOI
Tepartii

InenTudikaLlis CyTTEBOI MOMPaBKU

[MTojioB>keHHST TepMiHy MPHAATHOCTI AOC/i/KyBaHOTO Jiikapcbkoro 3acoby PG20
(CPL500036) pmo 36 wmicsauiB; OnoBneni po3aiii 2.1.P.3.4.2 ta 2.1.P.8.1. Jocke
JoCTipKyBaHoro Jyiikapcbkoro 3acoby PG20 (CPL500036) uactuHa P, Bepcist 6.0. Bif
06.07. 2022

Howmep Ta gara Hakasy MO3 mozo
3aTBep/pKeHHs K/TiHiYHOTO BUIPOOYBaHHS

Ne 2947 Bip 30.12.2021

Ha3sBa kytiHiuHOTO BUNIPOOYBaHHS, KO/,
BepCid Ta jjara

«®asza II, moagiiiHe ciine, paHoMi3oBaHe, T/1alle00 KOHTPOJ/IbOBaHe, y Tapase/ibHuX
rpynax, [AOCHi[KeHHSI 3 MeTOI BHBUEHHSI TOTeHL[iMHUX aHTUAUCKIHETUUHUX
BiaactuBocteit CPL500036 (inribitop PDE10A) y maijieHTiB i3 XBOpo60i0
ITapkiHCOHa, $Ki CTpaXAarOTh BiJl AUCKiHe3il, crpuuMHeHol JleBozorow,
03PDE2020, Bepcis 2.0. Big 16 aunuHsa 2021 poky

3asBHUK, KpaiHa

TOB «®apma Komrmiekc Costrorias3 FOA», Ykpaina

CnoHcop, KpaiHa

Celon Pharma S.A, Tlonbiia




CynyTHi MaTepianu/miperiapatv CynyTHbOI
Tepartii

InenTrdikallisi CyTTEBOI MONpPaBKU

Bporrypa gociigHuKa AoCTipKyBaHUM JTiIKapCbKUi 3acib siymarernepoH, BUJaHHs 16
Big 02 uepBHs 2022 poky; ITogoB)KeHHS TPUBA/JIOCTi K/IiHIYHOTO BUMPOOYBaHHSI B
Ykpaini go 31 OGepe3ns 2024 poky; 3MiHa MiCIl TIPOBE/IEHHSI KJIiHIUHOTO

BUTIPOOYBaHHS:
byno Crasno

n.M.H. Mopo3 C.M. n.M.H. Mopos C.M.

KomyHanbHe mifrnpuemcTBo «/lHinporerpoBcbKa | KoMyHasmbHe — MiJIIPUEMCTBO

obmacHa KniHiyHa jikapHs iM. I.I. MeuHukoBa» | «/JHimporeTpoBchKa

[HinporeTpoBcbKoi 06siacHOI pagu», obnacHuii | OararorpodineHa  KiiHiuHa

L[EHTP TICUXOCOMAaTHMYHHX pO3/MafiB Ha 0a3i | mikapHsS 3 HaJlJaHHS

TICUXOHeBPOJIOTIYHOr O BiAAiseHHs, M. [JHirnpo TICUXiaTPUYHOL JIOTIOMOT |
[uinporneTpoBcbKoi  061acHOT
paau», [TcuxocomaTyHUM
LIeHTp, M. [THinpo

Howmep ta fara Hakasy MO3 mjozo
3aTBep/PKeHHs K/IiHIYHOTO BUTIPOOYBaHHS

Ne 132 Big 20.01.2022

Ha3sga kytiHiuHOTO BUNIPOOYBaHHS, KO/,
BepCid Ta fjara

«Bigkpute, 0OaraToLleHTpOBe [OC/i/)KEHHSI 3 MEeTOI OLIiHKKA 0e3revyHoCTi Ta
[IepeHOCHUMOCTI JIymaTellepoHy y SIKOCTi J0AaTKOBOI Tepartil Ipy JIiKyBaHHI Malji€eHTiB
3 BeJIMKUM JieripecuBHUM po3nagom», ITI-007-503, 3 monpaBkoto 1 Bifg 23 ceprHs
2021 poky

3asaBHUK, KpaiHa

TOB «IIpem’ep Pecepu YkpaiHa»

CnoHcop, KpaiHa

Intra-Cellular Therapies, Inc., United States

CyrnyTHi MaTepianu/miperiapatv CynyTHbOI
Tepartii

InenTrdikallisi CyTTEBOI MOMPaBKU

OnoBnenuii [Iporokon kiiHiuHoro BurnpobyBaHHs SEL-212/302, Bepcis 7.0 Big 25
TpaBHA 2022 poky; OHoBneHa bpomypa gocnigauka ans SEL-212, Bupannsa 10 Big
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25 TtpaBHs 2022 poky; Indopmauis ans nanieHTta i @opma iHdbopMoBaHoi 3rogu Ha
y4acTb y HAyKOBOMY KJIIHIYUHOMY JocaifpkeHHi, Mogesns s Ykpainy, Bepcis 4.0 Bif,
20 uepBHs 2022 pOKy, YKpaiHCbKOIO Ta POCiMCbKO0 MOBaMHU

Howmep Ta gata Hakazy MO3 mjozno
3aTBep/KeHHsI K/IiHIUHOTO BUTTPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3sga kytiHiuHOTO BUNIPOOYBaHHS, KO,
BepCis Ta jjaTta

«Panziomi3oBaHe, nofiBiliHe-citiMe, T1arie00-KOHTPOIbOBaHE AOC/Ii/PKEHHS TperapaTy
SEL-212 y mallieHTiB 3 Mojarporo, pepakTepHO [0 CTaHJapTHOI Tepamii», SEL-
212/302, Bepcis 6.0 Big 18 )xoBTHS 2021 pOKy

3asaBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Selecta Biosciences, Inc., USA/ «Cenekra batiocaeHcis, Ink.», CIIIA

CynyTHi MaTepianu/miperiapatv CynyTHbOI
Tepartii

10.

InenTHdikaLlis CyTTEBOI NONPaBKU

[Tporieaypa ob6cTe)keHHs i3 3acTocyBaHH:AM IKanu AIMS, Bepcis Big 16 uepBHsa 2021
POKYy YKpaiHChKOIO MOBOMO; «IIpomeaypa ocMorpa mpu paborte co mkamond AIMS»,
Bepcis Bif 16 uepBHsi 2021 poky, pociiicbkkoro MoBorw; OIIMTYBAJIBHUK U1
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OLIHKM BIAIIOBIAI HA JIKYBAHHA AHTUJEINPECAHTAMU (ATRQ)
(3MIHEHNM), MASSACHUSETTS GENERAL HOSPITAL (MGH), Bepcis Big 24
yepBHs1 2021 poKy, yKpaHCBKOIO Ta pociiickkoro moBamu; IlIkana OL[iHKMA akaTusii,
BUK/MKaHOI JiikapcbkuMu mnperiapatamu (LlIkana ouinky akatusii baphHca [BAS]),
Bepcisg Bif 16 uyepBHs 2021 poky, ykpaiHCbKO MOBORO; «lllkana A oueHKu
JIeKapCTBeHHO-BbI3BaHHOW akaTu3uu (LlIkana oneHky akatusuu bapHca)», Bepcis Bif,
16 uepBHs 2021 poKy, pociiicbkoro MoBoto; [1Ikasa 3araibHOT0 KAiHIYHOTO BPaykKeHHsI
— TsDKKiCTh 3axBoproBaHHs (CGI-S), Bepcis Bizg 16 uepBHst 2021 poKy, yKpaiHCbKOIO
MOBOMO; «IIIkasa oOieli KIMHUUECKOM OI[eHKW BbIpakeHHOCTH 3aboseBanust (CGI-
S)», Bepcia Bifg 16 uepBHs 2021 poky, pocikicekoro MoBow; HTKAJIA OLITHKU
TSDKKOCTI CYIIUAY KOJIYMBIMCBKOI'O YHIBEPCUTETY (C-SSRS) -
Buxigui pani/Bepcia s ouiHroBaHHs, Bepcis 14/01/09 Big 16 uepsHs 2021 poky,
yKpaiHCbkOoro  MoBow;  «IIIKAJIA  OHEHKM  TAXECTU  CYULUIA
KOJIYMBUMCKOI'O YHHMBEPCUTETA (C-SSRS), Vcxo/Hble/CKDUHUHIOBbIE
JaHHble, Bepcis 14/01/09» Bix 16 yepBHs 2021 poky, pociticbkoro MoBoro; IITKAJIA
OLIIHKM TSKKOCTI CYIUAY KOJIYMBIMCBKOI'O YHIBEPCUTETY (C-
SSRS) — 3 MomeHTy ocTaHHbOTrO Bi3uTy, Bepcisi 14/01/09 Biz 16 >xoBTHs 2021 poky,
YKpalHCbKOO MOBOIO; [IKAJTA OLIHKNA THXKKOCTI cyinuny
KOJIYMBIMCBEKOT'O YHIBEPCUTETY (C-SSRS) — 3 MOMEHTY OCTaHHBOTO
Bi3uTy, Bepcisi 14/01/09 Big 25 wuepBHsi 2021 PpoKy, PpOCIHCBKOIO MOBOIO;
MDKHAPOIHE HEMPOIICUXIATPUYHE IHTEPB'HO MINI OJid
OJOCHIIPKEHE PO3JIAAIB HACTPOIO 31 3MIIMAHVMMIM CUMIITOMAMUY,
Bepcia 7.0.2. Big 17 mucromaga 2021 poky, ykpaiHChKor MoBow; «KPATKUM
MEXIYHAPOJIHBIMT HEWPOIICUXUATPUUECKUM OITPOCHUK  [JId
VCCJIEJOBAHNIM PACCTPOVMCTB HACTPOEHMA CO CMEIIAHHBIMU
CUMIITOMAMMN», Bepcis 7.0.2. Big 17 nuctonaga 2021 poky, pocCiliCbKOK MOBOIO;
[MTkana CimricoHa-Anryca (SAS), Bepcis Big 15 moTtoro 2022 poky, yKpaiHCBKOIO
moBoto; Illkana Cimncona-Anryca (SAS), Bepcis Big 16 uepBHs 2021 poky,
pociticekoro mosoro; [IOCIBHMK 3 TIPOBEJEHHS CTPYKTYPOBAHOI'O
IHTEPBTO 13 3ACTOCYBAHHSAM [IKAJIM OLIHKW  JEIPECII
MOHTI'OMEPI-ACBEPT'A (ILIKAJIA SIGMA), SIGMA 2011, Bepcis 1.2 Big 16
yepBHs 2021 poky,

yKpaiHcbkoro  moBow;  «PYKOBOZICTBO TIIO CTPYKTYPMPOBAHHOMY
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MHTEPBBIO I IKAJIBI OLIEHKUW OEITPECCUN MOHTI'OMEPU-ACBEPT
(SIGMA), SIGMA 2011», Bepcis 1.2 Bizx 16 uepBHs 2021 poKy, pOCiHCbKOK MOBOO;
[Mkana GAD-7, Bepcig Bif 16 uyepBHs 2021 poOKy, YKpaiHCBKOIO Ta POCIHCHKOIO
MoBamM (CaMOOLliHKa: eKCIpec-OMWTYBaHHS WI0J0 JelpecuBHOI CUMOTOMaTHKH
(QIDS-SR16), Bepcis Big 16 uepBHs 2021 poKy , yKpaiHCbKOIO MOBOMW; «KpaTkuii
OTMPOCHMK IO CUMIITOMaM Jelpeccuy JIl CaMOCTosITe/NIbHOroO 3arnonHeHus (QIDS-
SR16)», Bepcisi Binx 16 uepBHs 2021 poKy, pOCiliCbKOHO MOBOI; IHCTpyKis 3
3arnoBHIOBaHHa onuryBanbHUKa QIDS-SR16, Bepcia Big 17 ymcronaza 2021 poky,
aHTTIMCHPKOI0 MOBOIO; bporypa JocmifHuKa /JOC/TipKyBaHUM JTiKapChKUM 3acib
JymatenepoH, BusaHHa 16 Bifg 02 uepBHsa 2022 poky; [logoBKeHHS TpUBaIOCTi
KaiHiuHOro BUMpoOyBaHHs B YkpaiHi go 31 mumHa 2023 poky; 3anyueHHS
JI0ZATKOBOTO MiCIIsl TPOBe/IeHHsI KJIiIHIYHOTO BUIPOOYBaHHS:

Ne I1.I.B. BiAgmOBiAATLHOTO AOC/TITHUKA

1/ Ha3sBa Micuis ipoBe/ieHHsT K/TiHIYHOTO BUITPOOYBaHHS

hm

1. | nikap ®@insL FO.O.

KomyHasibHe HeKoMepIiiiiHe minpruemMcTBO JIbBiBCHKOiI 00/1acHOi paam
«JIbBiBCbKa oOOsilacHa KJTiHIUHA TICUXiaTpUUHA JIiKapHS», BiJiIeHHsS
Ne25 , M. JIbBIiB

3MiHa MiclLis TpOBe/IeHHS K/TiHIYHOTO BUMPOOYBaHHS:

byno Crasno

A.M.H. Mopos C.M. A.M.H. Mopos C.M.

KomyHanbHe nignpueMcTBo | KomyHanbHe MiAnpueMCTBO

«/IHinporieTpoBCchKa 0b61acHa KiliHiuHa TiKapHs | «/JHinmponeTpoBchbKa

iMm. LI. MeunukoBa» [IHimporieTpoBchKoi | GaraTorpodinbHa KiaiHiuHA

obmacHoi paay, o0tacHUA LEHTp | JTiKapHs 3 Ha/laHHS

MCUXOCOMAaTUYHUX po3naziB Ha 0a3i | ncuxiaTpUyHOI  [JOTIOMOTH»

[ICUXOHEBPOJIOTIYHOr0 BiAjineHHsa, M. JIHinpo | JIHINporneTpoBCbKOL
obsacHoi paam»,
MCUXOCOMAaTUYHUK  LIEHTP,
M. [THinpo
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Howmep ta gara Hakazy MO3 wjozno
3aTBep/PKEeHHS K/TiHIYUHOTO BUIPOOYBaHHS

Ne 2672 Bip 01.12.2021

Has3Ba kiHiuHOTO BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTta

«PanziomizoBaHe, moOABilMHe ciiine, T1alle00-KOHTPO/IbOBaHe, 0OaraToOIleHTPOBE
JOCTi/[)KeHHs 3 MeTOI0 OLIiHKM e()eKTHBHOCTI Ta 6e31eyHOCTi iyMaTerepoHy y sSIKOCTi
[IO[,aTKOBOI Teparlii Mpy JIiKyBaHHI MAaL{i€HTIB 3 BEJMKUM JelpPecMBHUM pPO3/1aJ0M»,
ITI-007-501, 3 nonpaskoto 2 Biz 20 cepras 2021 poky

3asgBHUK, KpaiHa

TOB «IIpem’ep Pecepu YkpaiHa»

CnoHcop, KpaiHa

Intra-Cellular Therapies, Inc., United States

CynyTHi MaTepianu/riperniapatv CynyTHbOT
Tepartii

11. | IgenTUdikaris CyTTEBOI MOMpPaBKU OHoBneHa Bepcis bporrypu gocsifHUKa 1OC/TiZKYBAaHOTO JTIKAPCBKOTO  3aco0y
Macitunib Bepcis 1.0, Buganus 2022 Big 7 kBiTHsa 2022
Howmep Ta gara Hakazy MO3 mjozo Ne 703 Big 23.06.2017
3aTBep/PKeHHS K/TiHIYHOTO BUTPOOYBaHHS
Ha3sga kytiHiuHOTO BUNIPOOYBaHHS, KO/, «BaraTorieHTpoBe, TIPOCTEKTHBHe, paH/AOMi30BaHe, TIO/BiliHe cJiine, mUIaLebo-
BepCid Ta fjara KOHTpOJIbOBaHe AociimpkeHHs1 III da3u, 1110 MpoBOAUTHLCS TIPOTArOM 24 TWKHIB 3
MOJK/IMBICTIO TIOZIOBXKEHHS TepMiHY JIiKyBaHHS, y [BOX I[lapajieJibHUX TIpyrax 3
paHioMi3alli€r0 MaljieHTiB y criBBiAHOMIeHHI 1:1, 3 MeTOIO OLIIHKM e(eKTUBHOCTI Ta
Oe3neku TiepopajbHOrO MaciTuHiOy y TmOpiBHSHHI 3 Twlanebo Tpu JIiKyBaHHI
TMaLli€HTIB 3 IIOBUIBHO IIPOrPeCyrOUMM CUCTeMHUM Ta IH/OJIeHTHUM CHUCTeMHUM
MacCTOL[UTO30M 3 TSDKKMMHM CHUMIITOMaTUYHUMM TIPOSIBAMH, DPE3UCTEHTHUM [0
ONTUMAJIbHOI cuMriToMathuHoi Tepamii», AB15003, Bepcist 7.0 Big 15 aunag 2021
3asaBHUK, KpaiHa TOB «Cinepzxu I'pynn Ykpaina», YKpaiHa
CnoHcop, KpaiHa AB Science, ®paHujis
CyrnyTHi MaTepianu/miperiapatv CynyTHbOI —
Tepartii
12. | ImenTUdiKallis CyTTEBOI TIOMPaBKU [HdopmariifiHUil MMCT TaljieHTa CTOCOBHO /i B yMoBax TaHzeMii (Takoi sk COVID-
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19) abo iHmMMX Ba)KIMBUX TIOfiH, sKi BIUIMBAIOTh Ha Yy4YacThb y [AOC/i/KeHHi
[[HbopmarlifiHuii TMCT A9 y4YacHUKA K/iHiuHOro BUMpoOyBaHHS], Bepcis s
Yxkpainu Bif 26 6epe3nsi 2022 poKy, yKpaiHCBKOI Ta POCiMCbKOK MOBaMU

Howmep Ta gata Hakazy MO3 mjozo
3aTBep/KeHHsI K/IiHIUHOTO BUTTPOOYBaHHS

Ne 403 Big 04.05.2016

Ha3sBa kytiHiuHOTO BUNIPOOYBaHHS, KO/,
BepCis Ta jjaTa

«PanpowmizoBane, nojgitiHe ciine gocsimpkenHs 111 ¢as3u a1 mopiBHAHHS npernaparty
YnapauutuHi6 (ABT-494) y Burnisgi MoHoTepamii OAWMH pa3 Ha JieHb 3
MeToTpekcaToM y BUIVI/l MOHOTeparlil y Malji€HTIB 3 CepeJHbOTSIKKOI0 Ta TSKKOIO
¢bopMaMy aKTHMBHOTO pDEBMAaTOIJHOTO apTpWTy, L0 paHillle He OTPUMYBaIU
MeToTpekcaT», M13-545, 3 iHKopriopoBaHUMU AIMiHICTpaTUBHUMU 3MiHaMu 1, 2, 3 1
4 Ta IlonpaBkamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 03 rpygHs 2020 poky

3adgBHUK, KpaiHa

«E606Bi biodapmacsroTikan3 I'm6X», I1IBetitjapis

CnoHcop, KpaiHa

E66Bi Iuk, CIIIA / AbbVie Inc., USA

CynyTHi MaTepiaau/miperniapatv CynyTHbOT
Tepartii

13.

InenTrdikallis CyTTeBOI MONpPaBKU

3MiHa KOHTpPAKTHOI JOCIIAHULBKOI Opradisaiii, BiANOBiZaIbHOI 3a BUKOHAHHS
BOK/IMBUX 3aB/laHb Yy paMKax KiiHiuHoro BumpoOyBanHs 3 TOBAPUMCTBA 3
OBMEXEHORK  BIATIOBIOAJIBHICTHO  «®APMACBIOTIKAJI ~ PICEPY
ACCOVIIIMENUTC YKPATHA» (TOB «®PA YKPAIHA») Ha Iligmpuemcrso 3
100% inosemuoro inBectuicro “AMK’FOBIA P/IC Ykpaina”; Bpoutypa gociigHyka
AxkanabpyTinio6 (ACP-196), Buganns 11.0 Big 21 motoro 2022 poKy, aHIVIiHCBKOIO
MoBoto; lonoBHeHHs 1 70 iHdopMmaliiiHoro ivcTka Ta ¢hopmu iHpopMoBaHOI 3roau
Bepcisg V1.0UKR(uk)1.0, Big 22 uepBHsi 2022 poKy, nepek/naji YKpaiHCbKO MOBOIO
Big 02 ceprus 2022 poky; JomnoBHeHHs 1 A0 iHdopmaliiiHoro nuctka Ta Gopmu
indopmoganoi 3roau Bepcis V1.0UKR(ru)1.0, Big 22 uepBHsi 2022 poky, nepeksaf,
pociricekoro MoBoro Bif 02 cepriHs 2022 poky; KapTka ydacHuKa [OCTIiZPKEeHHS,
Bepcis 1.0UKR(uk)1.0 Big 24 yepBHsi 2022 poky, nepekiaji YKpaiHCbKO MOBOIO Bijl
30 uepBHs 2022 poky; KapTka yuacHuka gocimkeHHs, Bepcis 1.0UKR(ru)1.0 Big 24
yepBHs 2022 poKy, nepekiaj YKpaiHCbKO0 MOBORO Bif 01 murnHsg 2022 poky
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Howmep ta gara Hakazy MO3 wjozno
3aTBep/PKEeHHS K/TiHIYUHOTO BUIPOOYBaHHS

Ne 109 Big 10.02.2017

Has3Ba kiHiuHOTO BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTta

«Panzomi3oBane, barartorieHTpoBe, BifkpuTe focmimkenHs 111 dasu AkanabpyTiHiOy
(ACP-196) B mopiBHsiHHI 3 abo Inenanicibom y moeaHaHHi 3 Purykcumabom, abo
benpaMycTtiHOM y moeaHaHHi 3 PutykcrmaboM, Ha BUOIp [OC/TiIHUKA, Y TAI[iEHTIB 3
peLMBYIOUOI0 abo pepakTOPHOI XPOHIUHOK JIiM(OLUTAPHOI JieMKeMi€ro»,
ACE-CL-309, 3 iHKOpriopoBaHOI0 IoIpasKoro, Bepcis 8.0 Bij 26 TpaBHa 2021 poky

3asgBHUK, KpaiHa

IignpuemcTso 3 100% inosemHoro inBecTHiieto “AVIK’FOBIA P/IC Ykpaina”

CnoHcop, KpaiHa

Acerta Pharma BV, Higepianau

CynyTHi MaTepianu/miperiapaTy CylyTHbOL
Tepartii

14.

InenTudikallis CyTTeBOI MOMpaBKU

Indopmatiisi Ta JoKymMeHT mpo iHdoOpMOBaHy 3rofy [Js TallieHTa, Ykpaina, MK-
7339-008, Bepcis 6.01 Big 12 munHa 2022 p., yKpaiHCbKOO MOBOO; IH(opmariia Ta
JOKYMeHT Tipo iHdopMoBaHy 3rofy AJisl TaijieHTa, YkpaiHa, MK-7339-008, Bepcis
6.01 Big 12 nunHsg 2022 p., pociiicbKOO MOBOIO; 3MiHa BiINOBiAa/IbHOTO JOC/Ii/THHKaA:

Byso Crano

3aB.Biz. Ko63eB O.1. sikap Jleonosa B.B.

KomyHanbHe — HekoMmepliiiHe — mianpueMcTtBo | KomyHanbHe HeKoMepliiiiHe

«O06nacHuii 1L[eHTP OHKOJIOTil», OHKOXipypriuHe | mignpueMcTBo «O6sacHuiA

BiZili/IeHHA ~ OpraHiB  TIPYAHOI  IIOPOXHUHM, | LIEHTP OHKOJIOTi1»,

M. XapkiB OHKOXIipypriuHe BijfisieHHsS
OpraHiB rpyZAHOL
TIOPOKHUHY, M. XapKiB

Howmep Ta gata Hakazy MO3 mjozo
3aTBep/KeHHsI K/IiHIUHOTO BUTIPOOyBaHHS

Ne 2107 Big 17.10.2019
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Has3Ba kiHiuHOTO BUTNIPOOYBaHHS, KO/,
Bepcis Ta jara

«Hdocnimkenns: 111 ¢a3u g nmembOposisymady y komOiHaiii 3 kKap6oruiatTuHoM /
TakcaHOM (TakiiTakcen abo HaO-Tak/aiTakcea) 3  TOAA/BIIAM — BBeJE€HHIM
nembposi3ymaby y KombiHaljil 3 miATpUMyrOUnM JIiKyBaHHSIM osiariapubom abo 6e3
HBOIO B AKOCTI Tepamili mepuioi JiHII y mnaiieHTiB i3 MeTacTaTUYHUM
TJIOCKOK/TITUHHUM HeApiOHOKTiTMHHUM pakoM jereHiB (HIKPJI)», MK-7339-008, 3
IHKOpIIOpPOBaHOXO Morpaskoro 05 Bif 18 motoro 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BinoBifampHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi MaTepiany/miperiapaTty CylyTHbOI
Tepartii

15.

InenTudikallis CyTTeBOI MOMPaBKU

OHoBNeHUI TPOTOKOM KiiHiuHoro mochimkeHHs MS200662_0001, Bepcis 13.0 Bix
Big 02 uepBHsA 2022 poky, aHrjiiicbkoro MoBoto; IHdopmariist asist
nanieHta i ¢opma iHpopmoBaHoi 3roau: MS2006622_0001 ®I3 a1 OCHOBHOrO
JOCi)KeHHsl, vYacTuHa 2, And YKpainu, pegakuis 3.0 Big 18 syumnHa 2022p.
(MS200662_0001 [Tabmon PI3, pepakuist 9.0 Big 05 sumHs 2022p.), yKpaiHCHKOIO,
POCIMCBKOIO, aHIVIiNCbKO MoBaMu; bpoirypa gocnignuka, TL-895, Bepcis 6.0, 16
yepBHs 2022 pOKy, aHIVIiHCBKOW MOBOMO; IHdopMmarljitiHuii GrosieTeHb  Mpo
JOCITiPKeHHs [i/11 MeJUUHUX TpaL{iBHUKIB: Bepcis 4, 14 nunua 2022 p, yKpalHCBKOLO,
POCiMCBKOI0, aHTTiMChbKOI0 MoBamMH; KOHTpOJ/IbHUIM MepestiK /1/11 BAKOPUCTaHHS Tiepe/|
CkpuHinrom: Bepcist 4, 14 munns 2022 p., yKpaiHCbKOO, POCIHCHKOIO, aHIJIiMChKOIO
MoBamu; KapTka fijis1 IOC/IiJHUKIB i3 TepeiikoM KPUTEPiiB BKIFOUEHHS/HEBK/TFOUeHHS
3rigHo IIporokosy kiiHiyHOro gocmimkenHs MS200662_0001, sepcis 13.0 Big 02
yepBHsi 2022 pOKy, aHTJIiCbKOI0 MOBOIO; 3MiHa KOHTAaKTHOI 0cobu CrioHcopa:

BYJIO CTAJIO

I1.I.Lb. koHtakTHOI o0co6m: Patricia Ryan I1.I.LB. kKoHTaKTHOI OCOOU:
Micrie3Haxo/pkeHHs1 ropuguuHoi ocobu / wmicie | Khushboo Vyas
IIPO’KMBAHHA ¢biznuHoOl ocobu: | Micie3HaxopKeHHs

275 Ilopnaiin [HpaiiB, Pexsys Cirti, KanidopHis | ropuanuHoi ocobu / micie
94065, CIIIA TIPOKUBAHHS (isuuHo1
[275 Shoreline Drive Redwood City, CA 94065 | ocobu:

USA] 275 IlopnaitH  [paiis,
KoHTakTHUM TenedoH: - dakc: - | Pegyn CiTi, KanidopHis
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Appeca en.noitu: pryan@teliosphanna.com 94065, CIIIA
[275  Shoreline Drive
Redwood City, CA 94065

USA]

KonrakTHuii TenedoH: -
dakc: -
Anpeca erl. TMIOLUTHU:

kvyas@teliospharma.com

Howmep Ta gara Hakazy MO3 mjozo
3aTBep/PKeHHS K/TiHIYHOTO BUIPOOYBaHHS

Ne 1012 Big 24.05.2021

HasBa k/iHiyHOTO BUTNIPOOYBaHHS, KO/,
BepCis Ta jara

«®aza I/II, mociigpkeHHs] TIepIIOro 3acTOCyBaHHsS y Jitofel mnpernapaTty TL-895 3
ecKasali€l0 [03d y TMali€HTiB 3 peluAuBHUMU/pedpakTepHUMU B-KIiTUHHHUMU
3/I0SIKICHUMM 3aXBOPIOBaHHSIMU Ta i3 IOJa/bLIMM 3aCTOCYBaHHSIM Yy IIAL{I€HTIB 3
XPOHIUHUM JIiMGOLIUTADHUM JIeHKO30M abo ApiOHOKTITUHHOW J1iM(OLIUTAapHOO
nimpomoro, fIKi  paHille He OTPUMYBaJM JIiKyBaHHs, Ta TMalli€eHTiB 3
peLuBHUM/pedpakTepHUM  XPOHIUHUM  jJiMdorrTapHuM  jeiiko3oM  abo
peLyIMBHOI0/pedpakTepHOI0  JPiOHOKTITUHHOI — TiMGOLUTAPHOI  TiM(POMOIO»,
MS200662_0001, Bepcis 12.0 Big 14 rpygHsa 2021 poky

3asiBHUK, KpaiHa

ToBapuCTBO 3 06MeKeHO0 BifinosifansHicTIo «MEIIENC YKPATHA»

CrioHcop, KpaiHa

«Tenioc ®apma, IHk» [Telios Pharma, Inc.], CIIIA

CynyTHi MaTepianu/mpernapaTy CylyTHbOL
Tepartii

16.

IneHTUikallisi CyTTEBOI MONPaBKU

3MiHa BiJITIOBiA/ILHOTO OC/TiTHUKA; 3MiHa Ha3BHM MiCIsl POBe/IEHHsI BUITPOOYBaHHS:
byno Crano

nikap Kaukosceka B.B. O.M.H., 1ipo¢. Ilpucryna
KomyHaneHe ~ HekomepuiiiHe — mianpuemctso | JIL.H.
Cymcpkoi obmacHoi pagu «Cymcbka obsacHa | KoMyHa/ibHe HeKOMepIiifHe
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K/IiHIYHa J/KapHs», TepareBTUYHe BiAfineHHd, | mianpueMctBo  CymCbKOi
CyMcbKuli fiep>kaBHUM yHiBepcuTeT, Meanunuii | obnacHoi pagu «CyMchbKa

iHCcTUTYT, Kadenpa BHYTpPIlIHBOI MeAWIMHM 3 | obacHa K/TiHIUHa
LIEHTPOM pecIlipaToOpHOl MejuLHY, M. Cymu JIIKapHsi», peBMaTOJIOTiuHe
BigmineHns, CyMcbKui

Jlep>kaBHUM  YHiBepCHUTeT,
HaBYa/IbHO-HAYKOBUH
MeUYHUN iHCTHUTYT,
Kadezapa BHYTPILIHBOT
MeJULMHU 3  L[eHTPOM
pecrnipaToOpHOi  Me[ULIUHM,
M. Cymu

Howmep Ta gara Hakazy MO3 mjozo
3aTBep/pKeHHS K/TiHIYHOTO BUIPOOYBaHHS

Ne 1586 Big 29.07.2021

Ha3sBa kytiHiuHOTO BUNIPOOYBaHHS, KO/,
BepCis Ta jjaTa

«Panziomi3zoBaHe, moOABilMHe ciiine, T1a1le00-KOHTPO/bOBaHe, 0OaraToOI|eHTPOBE
nJocrimkeHHs: 3b ¢a3u 3 MeTor0 OL[iHKM e)eKTMBHOCTI Ta 0e3MeuHOoCTi MiAIIKipHOTO
BBEJIEHHSI TyCe/lbKymaly [jii 3MeHINeHHS O3HaK i CUMIITOMIB Ta CIOBUTbHEHHS
PEHTreHOJIOTIUHOI mporpecii y malieHTiB 3 aKTUBHUM IICOPIaTUYHUM apTPUTOMY,
CNTO1959PSA3004, norpaska 2 Bif 04 TpaBHs 2022 poky

3adgBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen ®apmartieBtrika HB, Benbrisi

CynyTHi MaTepianu/mipernapatv CynyTHbOT
Tepartii

17.

InenTrdikallis CyTTEBOI MONpPaBKU

Hopatok mo dhopmu iHhOpMOBaHOI 3rofu i yac KpU30BOi cuTyallil B YKpaiHi A/
nocnimkenHs BN42082, Bepcis 1.0 gnsi YKpaiHu yKpaiHCBKOKO Ta POCiHCHKORO
MoBaMH Bif, 26 ceprnHs 2022 p. Ha ocHoBi maiicTep-Bepcii nogatka 1 go ®I3 mig uac
KPU30BOI cuTyalii B YKpaiHi g gociigxkeHHss BN42082, Bepcis 1 Big 23 cepriHs
2022 p.
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Howmep ta gara Hakazy MO3 wjozno
3aTBep/PKEeHHS K/TiHIYUHOTO BUIPOOYBaHHS

Ne 3059 Big 29.12.2020

Has3Ba kiHiuHOTO BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTta

«bararoreHTpOBe, paHOMi30BaHe, MO/BilHe CJliNe, KOHTPO/JbOBAaHe AOC/Ii KeHHS
dasu I1Ib ans ouinky edekTUBHOCTI, Oe3neuHocTi Ta apMaKOKiHETUKH BHUIIUX /103
oKpesizymMaly y JOpPOCIMX TIAIiEHTIB 3 PeLUAWBYIOUMM PO3CISTHUM CKJIEPO30M»,
BIN42082, Bepcis 3 Big 27 »xoBTHs 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiziNoBianbpHiCcTIO «Porn YkpaiHa»

CnoHcop, KpaiHa

@.Xodbdmanu-JIs Pour JIta, [Betitiapis

CynyTHi MaTepianu/riperniapatv CynyTHbOT
Tepartii

18. | ImenTUdikallis CyTTEBOI MOMpPaBKU Honatok no dhopmu iHdhopMoBaHOI 3roAu Mif yac KpU30BOi cuTyallil B YKpaiHi A/
nocnimkenHss BN42083, Bepcis 1.0 gnsi YKpaiHM yKpaiHCBKOKO Ta POCiHCHKOIO
MoBaMH Bif, 26 ceprnHs 2022 p. Ha ocHoBi maiictep-Bepcii gogatka 1 go ®I3 mig uac
KPU30BOI cuTyalii B YKpaiHi g pociigxkeHHs: BN42083, Bepcist 1 Bix 23 cepriHs
2022 p.
Howmep Ta fata Hakasy MO3 mjozo Ne 2554 Biz 09.11.2020
3aTBep/yKeHHs KJIiHIYHOTO BUMIPOOYBaHHS
HasBa kiHiyHOTO BUNPOOYBaHHS, KO/, «baraTouieHTpOBe, paH/OMi30BaHe, MOJBiliHE CJlile, KOHTPOJbOBaHEe JOC/iIKeHHS
BepCis Ta jaTta ¢asu I1Ib anst ouiHku edexTHBHOCTI, Ge3MeyHOCTi Ta (HhapMaKOKIHETHKM BUIIWX /103
okpesizymaby y JOpPOCIUX 3 TIePBUHHUM TIPOTPECYHOUMM PO3CISTHUM CKJI€PO30M»,
BN42083, Bepcis 3 Big 28 »xoBTHs 2021 p.
3asiBHUK, KpaiHa ToBapucTBO 3 0OMEXKEHOI0 BifmoBianbpHiCTIO «Porn YkpaiHa»
CnoHcop, KpaiHa . Xodpdbmaunn-JIs Poru JITa, [lIBelitapis
CynyTHi MaTepianu/mperiapaTty CyIyTHbOL —
Tepartii
19. | ImenTUdikaliisi cyTTeEBOI MOMpPaBKU 3MiHa BiJIMOBiZA/ILHOTO JOC/TiJHUKA Y MiCLli TTIPOBeIeHHS K/TiHIUHOTO BUTIPOOYBaHHS:
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Bysno Craino

J.M.H., ipo¢. fumna JI.O. nikap Mockanenko C.M.
HepkaBHa ycTtaHoBa «HarijioHasibHUM iHCTUTYT | lep)kaBHa yCTaHOBa
¢rusiaTpii i myaemoHosorii im. ®.I". fIHoBCcbKOrO | «HarjioHanbHuUi iHCTUTYT
HationaneHoi  akaziemil  MeAWuyHUX  HaykK | dTu3iaTpii i
YKpainu», BifJi/leHHs AiarHOCTUKM, Tepamili Ta | myJpMoHosOrili im. @.I
K/IiHiYHOI (papmakosiorii 3axBOpIOBaHb JiereHb, | SIHOBCHKOTO

M. KuiB HanjionaneHol  akagemii
MeJUYHUX HayK
Ykpainum», BifiseHHs

JIarHOCTUKY, Tepamii Ta
K/IiHiuHOT  dapmakosiorii
3aXBOpIOBaHb JIer€Hb, M.
Kuis

Howmep Ta gara Hakazy MO3 mjozo
3aTBep/PKEeHHS K/TiHIYHOTO BUTPOOYBaHHS

Ne 833 Big 28.04.2021

Has3Ba kiHiuHOTO BUTNIPOOYBaHHS, KO/,
Bepcis Ta jara

«52-Tr>KHeBe,  paHZOMi30BaHe, IIO/IBiliHe  citirte, T1arieb0  KOHTPOJIbOBaHe
JOCJTi/DKeHHs y Tlapasie/IbHUX TPyTax 3 MeTOI0 OLiHKK e(heKTUBHOCTI Ta Oe3rneuHoCTi
nBox go3 npernapatry CHF6001 y c¢opmi cyxoro mopomky /s iHramsiii, Lo
JOJarTbCs [0 MiATPUMYHOYOI MOTPIMHOI Tepamil y TMalji€HTIB i3 XPOHIYHUM
0OCTPYKTUBHUM 3axBopioBaHHSM jereHb (XO3JI) Ta xpoHiuauM Gponxitom», CLI-
06001AA1-04, Bepcisi 4.0 Bizg 18 6epe3nst 2022 poky

3asiBHUK, KpaiHa

ToBapucTtBO 3  obmexkeHoro  BiamoBigambHicTIO  «JIABKOPIT  KUTITHIKAJI
OEBEJIOTIMEHT YKPAIHA»

CnoHcop, KpaiHa

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

CynyTHi MaTepiaau/miperniapatv CynyTHbOT
Tepartii

20.

InenTrdikallis CyTTEBOI MOMpPaBKU

Bpornypa gocnigHuka mocipKyBaHoro ytikapebkoro 3acoby ARGX-113 (Efgartigimo
BuganHs 10.0 Big 23 mucromnaza 2021 p., aHriicbkoro MoBoto; [loaatok o IHdopma

d),
L1



20

JI7s1 TatjieHTa Ta opmu iHPopMOBaHOI 3roAu J/si YKpaiHU, aHTJ/IiliCbKOK0 MOBOIO, BElj:iH

1.0 Big 31 TtpaBHa 2022 p.; Hopatok o IHdopmanii aas mnaiieHta Ta ¢o
iHdopmoBaHoi 3rosy As1 YKpaiHu, yKpaiHCbKOI0 MoBoRO, Bepcisi 1.0 Big 31 TpaBHs 2(
p.; Homatok no IHdopmariii s naijieHTa ta dopmu iHbopMoBaHOI 3rou AJisd YKpail
pociiicbkkoro mMoBoro, Bepcisi 1.0 Bix 31 TpaBHsi 2022 p.; IHdopmallis a5 marjieHTa
dopma iHdopMoOBaHOI 3rofu [Aas YKpaiHH, aHI/IIMCHKOK MOBOIO, Bepcisi6.0 Bif
motoro 2022 p.; Indopmatiis asis naijieHTa Ta popma iHpopMoBaHOI 3ro/iu A5 YKpai
yKpaiHCbKOIO MOBOMO, Bepcis 6.0 Big 17 mororo 2022 p.; IHdopmariisi Ans maijieHTa
dopma iHdhopmoBaHOT 3ro/iu /151 YKpaiHu, poCilicbKOI MOBOO, Bepcisi 6.0 Big 17 mroT(
2022 p.; COVID-19 [opartok Bepcii 4.0 Big 17mororo 2022 p. ao IHdopmarii /
narjiedTa i dopmu iHpopmMoBaHOI 3roAu st YKpaiHd, aHT/IiACEKOI MOBOO, BepCist
Bix 17 motoro 2022 p.; COVID-19 [oparok Bepcii 4.0 Big 17motoro 2022 p.
Indopmanii ans maudieHTta i ¢dopmu iHbopMoBaHOi 3roau Al YKpaiHW, YKpaiHCBHK
MOBOHO, Bepcis 6.0 Big 17 mortoro 2022 p.; COVID-19 HopaTok Bepcii 4.0 Bif 17 mrOTC
2022 p. po Iudopmarjii ans naijieHTa i gopmu iHbopmoBaHOI 3roau A/ YKpail
POCiCBKO0 MOBOMO, Bepcis 6.0 Big 17 motoro 2022 p.

MU
22

Ta

ro
1St
6.0

Howmep Ta gara Hakasy MO3 mozo
3aTBep/PKeHHs K/TiHiYHOTO BUIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Ha3sBa kytiHiuHOTO BUNIPOOYBaHHS, KO/,
BepCid Ta jjara

«Bigkpute npogoBxeHHs — gociimkeHHs ~ARGX-113-1802 pans  BUBYEHHS
JIOBFOCTPOKOBOI ~ 0€3reuHOoCTi, TepeHOCHMOCTi Ta e(eKTUBHOCTI  Tiperapary
Edrapririmog PH20 gns migmikipHOro BBeJleHHSI Y TIAILiEHTIiB i3 XPOHIUHOIO
3amnanabHOI0 JieMiesiHi3yrouoto nomiHeriponarieto (X3AIT)», ARGX-113-1902, Bepcis
4.0 Big 07 ciung 2021 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexeHor BianoeigzaneHicTio  «KoHTpakTHO-ZoC/migHUIIbKaA
Opranizauyis IHHOdapm-YKpaina»

CnoHcop, KpaiHa

argenx BVBA, Belgium/ apgxenkc BBBA, Benbris

CyrnyTHi MaTepianu/miperiapatv CynyTHbOI
Tepartii

21.

InenTrdikallisi CyTTEBOI MONpPaBKU

OHoOBeHUM MPOTOKOJ KiaiHiuHOro mociimpkeHHss MOR208C310, ocratouHa pefakiiist
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6.0 Big 12 munHsa 2022 p.; CHUHOINCKAC OHOBJIEHOTO TMPOTOKOJY JOC/i/PKEeHHS,
ocratoyHa pegakuisi 6.0 Bix 12 nunns 2022 p., nepeknaj 3 aHIJIIKCbKOI MOBU Ha
yKpaiHCbKy MOBY Bif 05 ceprins 2022 p.; IHdopmatiiiinuii 1MCTOK natjieHTa i dopMa
indopmoBaHoi 3ro/iu (Ha ocHOBI pefakiii 5.0), octarouHa pezakiiisi 3.0 aHT/iHCHEKOIO
MOBOIO 151 YKpainu Bif 07 uepBHs 2022 p., octaTouHa pefakuis 3.0 yKpaiHCBKORO
MOBOIO i YKpainu Big 07 yepBHsi 2022 p., octarouyHa pezakiisg 3.0 poCiiCbKORO
MOBOK a1 YKpainu Bif 07 uvepBHsi 2022 p.; JoCbe JOCTIIKYBaHOIO JIiKAPCHKOTO
3aco0y (IMPD) tadacuramab (Tafasitamab): Po3ain 2.2 JlokniHiuHi hapMako/oriuHi
Ta TOKcuKosioriuHi gadi / Non-clinical Pharmacology and Toxicology Data Bif
TpaBHA 2022 p.; Po3zin 2.3 [aHi npoBefjeHUX IONepeHiX KAIHIYHUX [O0C/IiKeHb Ha
moauHi / Clinical Trial and Previous Human Experience Data Big TpaBHs 2022 p.;
[TyTiBHUK i3 HaZaHHS iHOpPMOBaHOI 3ro/iM Ha y4acTh Y JOCTi/pKeHHi, pepakuis 1.0
Biz 24 yepBHs 2022 p., octaTouHa pezpakyisg 1.0 yKpaiHCbKOH0 MOBORO Bif 24
yepBHs 2022 p., octatouHa pefakyisi 1.0 pociiicbkoro MOBORO Bif 24 uepBHs 2022 p.;
Jluct nikapro, pegakiiis 1 Big 19 TpaBHs 2022 p., mepeknaj 3 aHI/IiMCbKOI MOBU Ha
YKpalHCbKY MOBY BiJ 02 yepBHs 2022 p.; KapTka HanpaBs/ieHHs IaL{i€HTa,
penakyis 1.0 Big 24 yepBHs 2022 p., octaTouHa pefakiis 1.0 yKpaiHCbKOK MOBORO
BiJ, 24 yepBHs 2022 p., octatouHa pezakuis 1.0 pociicbKOr MOBOIO Bifi 24 uepBHS
2022 p.; Peknamnauii noctep, pegakiisi 1.0 Big 18 nurnusa 2022 p., ocTaTouHa pefakilis
1.0 ykpaiHcekor MoBORO Bif 18 numnuHs 2022 p., ocratouHa pepakuis 1.0 pocilCbKOr0
MOBOO Bij 18 unus 2022 p.

Howmep Ta gata Hakazy MO3 mjozo
3aTBep/KeHHsI K/IiHIUHOTO BUTTPOOYBaHHS

Ne 516 Big 22.03.2021

Has3ga kiniuHOTO BUTNIPOOYBaHHS, KO/,
Bepcis Ta jaTa

«baraTolleHTpoBe  paHJOMi30BaHe, TOABIMHO CiiMe, TUIALE00-KOHTPO/ILOBAHE
pocrimkernss: 111 ¢as3u 3 MeTor0 OLiHKM e(eKTUBHOCTI Ta Ge3rmeuHoCTi JiKyBaHHS
tTagacutamMaboM y TIOEAHAHHI 3 JIeHAiIOMiIOM [10IaTKOBO [0 XimioTeparii 3a
cxemoro R-CHOP y nopiBHsiHHI 3 XiMmioTepamnieto 3a cxemoro R-CHOP y matiieHTiB 3
ymepiile BUSIBIEHOW AUQy3HOO B-kpynHokniTnHHOWO jimdomoro (IBKIJI), siki
paHillle He NPOXOW/IM JIIKYyBaHHS 3a LM MOKa3aHHSM i BXOJSATb [0 TPy BUCOKOTO
npomi>kHoro abo BrUcokoro pusuky», MOR208C310, octaTtouHa pegakiiis 4.0 Big 17
yepBHs 2021 p.
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3asiBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOIO BIJATIOBIJAJIBHICTIO «III EC AM-

YKPATHA»

CrioHcop, KpaiHa

«MopdoCuc AT'» [MorphoSys AG], HimeuunHa

CynyTHi MaTepianu/mnperiapaTty CyIyTHbOL
Tepartii

22. | ImeHTudikaLis CyTTEBOI MONpPaBKU bpoiypa fgocimigauka AocimpKyBaHoro Jyikapcekoro 3aco0y Jlycrmareprent (ACE-

536), Bepcis 15.0 Big 23 uepBHs 2022 p., aHraivicekoro MoBor0; ACE-536-MDS-002,
[Hbopmaliist Ans maijieHTa i gpopma iHdbopmoBaHOI 3rofiM aHT/IiACHEKOK MOBOIO IS
Ykpainu, Bepcist 7.0 Big 12 cepnnsa 2022 p.; ACE-536-MDS-002, Indopmariis ass
nanjieHTa i ¢opma iHopmMoBaHOI 3rogu YKpaiHCHKOIO MOBOIO ZJisi YKpaiHW, Bepcis
7.0 Big 12 cepriusi 2022 p.; ACE-536-MDS-002, Indopmatiisi Ass naijiedra i ¢popma
iHopMoOBaHOI 3rofin pOCINCHKOIO MOBOI AJiss YKpaiHu, Bepcisi 7.0 Big 12 cepriHs
2022 p.

Howmep ta fara Hakazy MO3 mjozo Ne 9 Bif 02.01.2019

3aTBep/PKeHHs K/TiHiYHOTO BUIPOOYBaHHS

Has3pa kitiHiuHOr0 BUMPOOYBaHHS, KO/, «BigkpuTe, paHgomizoBaHe gociimpkeHHss Pa3u 3 A1 MOPiBHSIHHS e(eKTUBHOCTI Ta

BepCis Ta jara Oe3meunocti miperapary sycrnarepiuent (ACE-536) Ta enoetnHy anbda s
JIIKyBaHHS aHeMii, CripUYrMHeHOo1 MieoAuCIIacTUUYHUMU cuHipoMamu (M/IC) 3 myxe
HU3bKMM, HU3BKUM ab0 MpPOMiDKHUM piBHeM pu3uKy 3a IPSS-R, y mauieHtiB, ski
paHillle He OTPUMYBAJIH CTUMYJIATOPH €PUTPOINIOe3y Ta TOTPeOyIOTh TepevBaHHS
eputporuTiB», ACE-536-MDS-002, nonpaBka 4.0 Bizg 31 6epe3nst 2022 p.

3asiBHUK, KpaiHa ToeapuctBo 3 OOmexeHow BignoBigansHicTio  «KOHTpakTHO-AOCTI IHUI[EKA
opranisariis InHo®apM-YKpaiHa»

CrioHcop, KpaiHa Celgene Corporation, USA/ Cengxen Kopnopeiiis, CIITA

CynyTHi MaTepianu/miperiapaTty CylyTHbOI —

Tepartii

23. | IpeHTudikaris cyTTeBOI NONMpPaBKU Hopatoxk 1 Bix munHa 2022 poky po bpowypu pocnigHuka fias RO6889450
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Ralmitaront (TAAR1(4) Partial Agonist), Bepcis 7 Big >koBTH 2021 poky,
aHTJIiliCbKOK MOBOHO

Howmep Ta gata Hakazy MO3 mjozo
3aTBep/KeHHsI K/IiHIUHOTO BUTTPOOYBaHHS

Ne 833 Big 28.04.2021

Has3ga kiniuHOTO BUTNIPOOYBaHHS, KO/,
Bepcis Ta jaTa

«Pangowmi3zoBaHe, 1o/iBikiHe criime, ryiarieb0- KOHTPO/bOBaHe AocCiipkeHHsT da3m 11
anst ouiHku  edekTiB  Tiperiapaty R0O6889450 (PanMiTapoHT) y Talji€eHTiB i3
mm3o¢peHiero abo 3 mmM30ageKTUBHUM PO3/1ailoM Ta HEraTUBHUMH CHUMIITOMaMK» ,
BP40283, Bepcis 6 Big 27 BepecHs 2021 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexeHor BianosizanericTio  «KoHTpakTHO-/oC/migHUIbKa
Opranizayis IHHOdapm-YKpaina»

CnoHcop, KpaiHa

@. Xodbdmann-JIsa Pom JIta, HIsetitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi MaTepianu/npernapaTy CylyTHbOI
Tepartii

24.

[neHTUikallisi CyTTEBOI MONPaBKU

3mMiHa KOHTPAKTHOI JOCTiAHWMLBKOI opradizauii B YkpaiHi Ha TOB «KJ/IIHIYHI
BUITPOBYBAHHS»; IIponoBskeHHs CTPOKiB [IpOBeIeHHs KJIIHIYHOT O
BUTpoOyBaHHs B YKpaiHi o 01 ciuds 2025 poky; IHdopmariiiiHuii TMCTOK MaljieHTa
Ta (opma iHbopmoBaHoi 3roau, Bepcis 3.0 ayis Ykpainu Big 20 nunHs 2022 poky,
repeksaZi yKpaiHCbKO0 MoBor Bif 20 nmunHs 2022 poky; IHdbopmariiiiHuii TMCTOK
narjiedTa Ta oopma inpopmoBaHoi 3roau, Bepcis 3.0 g1 Ykpainu Bif 20 munHs 2022
pPOKy, mepeknaj, pocilickkoro Moot Bif 20 nmunHs 2022 poky; I[Hdopmariitinuii
JIMCTOK TMallieHTa Ta ¢gopma iHdopmMoBaHOi 3roau, Bepcis 3.0 ans Ykpainu Big 20
qunHg 2022 poKy, Ha 0CHOBi MacTep-Bepcii 8.0 aHrmiicbKo0 MOBOIO Bifl 29 OGepe3Hs
2021 poKy; pekjlamMHa JUCTiBKa st Beb-caiity, Bepcis anas Ykpainu 1.0 Bix 28
yepBHs 2022 poKy, YKpaiHCbKOI0 MOBOR; peK/IaMHa JIMCTIBKa /s TIaLli€eHTiB, BepCis
Ji1s Ykpainu 2.0 Biz 29 yepBHst 2022 poKy, YKpaiHCbKOIO MOBOIO; pedpepabHUM JTUCT
[lo mikapiB, Bepcid ayig Ykpainu 2.0 Bif 29 yepBHs 2022 poKy, YKpaiHCbKOIO MOBOO
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Howmep ta gara Hakazy MO3 wjozno
3aTBep/PKEeHHS K/TiHIYUHOTO BUIPOOYBaHHS

Ne 614 Big 01.04.2021

Has3Ba kiHiuHOTO BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTta

«PanziomizoBaHe, moOABilMHe ciiine, T1alle00-KOHTPO/IbOBaHe, 0OaraToOIleHTPOBE
JOCJTi/PKeHHSI 3 MEeTOI) TIOpiBHsSIHHA e()eKTUBHOCTI Ta Ge3rmeuHOCTi KOMOiHOBaHOTO
3aCcToCyBaHHsI OyziecoHiny 4 Mr y HOBiM (¢opMi cymo3uTopiiB i3 mMecanma3sviHOM [ijist
repopaabHOro TIPUMOMY Ta MOHOTepariii Mecasa3uHOM /1Jisl TIepOpPaJbHOTO TPUHOMY
y naljieHTiB i3 rocrpuMm BHpasKoBuM Kositom», BUS-5/UCA, Bepcis 4.0 Bix
09 ymucronaga 2020 poky, 3 iIHKOPIIOPOBAHOK MOMpPaBKoro 02

3asgBHUK, KpaiHa

TOB «KJITHIYHI BUITPOBYBAHHS», YKpaina

CnoHcop, KpaiHa

Ip. ®anek Papma 'M6X, Himeyunna (Dr. Falk Pharma GmbH, Germany)

CynyTHi MaTepianu/riperniapatv CynyTHbOT
Tepartii

25.

InenTudikallis CyTTeBOI MOMPaBKU

Bpouypa pgocnigauka [JJI3 C21 Bepcia 6.0 Big 05 urnua 2022 poky; 3anyuyeHHs
Hosoro MIIB:

Ne I1.1.b. BigTIOBil@TLHOTO TOC/TiTHUKA

n/n Ha3Ba miclist rpoBe/ieHHS K/JIiHIYHOTO BUTTPOOYBaHHS

1. | A.M.H., ipo@. OcTpoBcbKUi M.M.

KomyHanpbHe  HekoMepLiiliHe  MiANIPUEMCTBO  «IBaHO-PpaHKiBCHKUM
obnmacHuii  (GTU3iOMYIBMOHOMIOTIUHUK  1eHTp  IBaHO-PpaHKiBCHKOI
obmacHoi paju», BiggineHHs myabMoHostorii Ne2 , M. IBaHO-PpaHKIBChK

Howmep Ta gata Hakazy MO3 mjozno
3aTBep/KeHHsI K/IiHIUHOTO BUTTPOOYBaHHS

Ne 2674 Bip 18.11.2020
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Has3Ba kiHiuHOTO BUTNIPOOYBaHHS, KO/,
Bepcis Ta jara

«bararouieHTpoBe, BifkpuTe BUnpoOyBaHHs (a3u 2 3 OfHi€I0 TPYIIOIO JIIKYBaHHS TSI
JOCITi/pKeHHsT Oe3meyHocTi, eeKTUBHOCTI Ta (papMakokiHeTHKH miperapary C21 y
TMaIfiedTiB 3 imiomaTuuHuM nereHeBuM ¢hidpo3zom», VP-C21-005, Bepcis 7.0 Bim 15
BepecHs 2021 p.

3asiBHUK, KpaiHa

TOB «O CI TI-IVIOBAJI», Ykpaina

CnoHcop, KpaiHa

«Bikop ®apma ABb» /Vicore Pharma AB, Sweden

CynyTHi MaTepiany/miperiapaTty CylyTHbOI
Tepartii

26.

InenTudikallis CyTTeBOI MOMPaBKU

Onosnena bporirypa goc/tiHUKa [71s1 JliKapcbKoro 3acoby membposizyma0b, Bepcis 22
Big 13 TpaBHs 2022 poky; OHoBjieHMM iHpOpMaLiHUII MUCTOK [Jis Talli€HTa Ta
dopma iHdopmoBaHOi 3rogu Ass YKpainu, Bepcis 3.0 Big 11 saumua 2022 p.
aHT/iicbkKoro MoBor0; OHOBJeHUMM iH(MOpMallifiHK JIMCTOK [Jis TaijieHTa Ta dopMa
indbopmoBaHoi 3rogu Ay Ykpainu, Bepcis 3.0 Big 11 aunHs 2022 p., yKpaiHCBKORO
MOBOIO

Howmep Ta gara Hakasy MO3 mozo
3aTBep/PKeHHs K/IiHIYHOTO BUITPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3Ba kytiHiuHOTO BUNIPOOYBaHHS, KO/,
BepCis Ta jara

TACTI-002 (Two ACTive Immunotherapeutics): bararoneHTpoBe, BigKpure
pocmimkenHs: ¢asu Il y marjieHTiB 3 paHillle HemiKOBaHUM HeoriepabenbHUM abo
MeTacTaTUUHUM HeJpiOHOK/IITUHHHUM pakoMm jereHi (HZPJI), abo penyauByrOuum
PD-X pedpakreppum HJIPJI, abo peLuAMBYHOUMM UYHd  MeTAaCTaTUYHUM
MJIOCKOK/TITUHHUM pakoMm rosioBu Ta mwi (ITPI'II), siKi OTpUMYyIOTH pPO3YMHHUMN
pekoMOiHanTHUI 6inok LAG-3 edrtwnarimon anmbda (IMP321) y kombiHarii 3
nemOpostisaymabom (anTtaronict PD-1), TACTI-002, Bepcisi 4.1 c¢iHambHa, Big 8
yepBHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3  0OMEXEHOI0 «JIABKOPIT  KJITHIKAJI

JEBEJIOTIMEHT YKPATHA»

BiZIMOBIJa/TbHICTIO

CnoHcop, KpaiHa

Immutep S.A.S., ®paHuis

CynyTHi MaTepiany/miperiapaTy CylyTHbOI
Tepartii
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27. | Inentudikariis cyTTeBOi MonpaBKu OHOBNIeHM TIPOTOKOJ KIIiHIYHOTO BUIpoOyBaHHs M16-066, iHKOpriopoBaHMiA
[TonpaBkamu 1, 2, 2.01 (tinbku ajs Kutaro), 3, 3.01 (tiieku ans Himeuuwnn), 4 Ta
4.02 (pns YKpaiHu Ta TpUerjux 3aissHUX KpaiH) i AamiHicTpaTUBHUMU 3MiHaMH 1,
2, 3 ta 4 Big 09 TpaBHsa 2022 poky; [HdopmarjiliHiii MMCT NaljieHTa CTOCOBHO [iili B
ymoBax naszemii (takoi sik COVID-19) abo iHIMX BaK/TMBUX TO/iH, SIKi BIJTABAOTh
Ha yuacTb Y pociimkeHHi [IHdbopmauilinuii nMCT Ay y4acHUKA KJIiHIYHOTO
BUTpoOyBaHHs ], Bepcis 1.0 oy Ykpainu Bif 26 6epesnsi 2022 poKy, YKpaiHCBKOIO Ta
POCiMICBbKOI0 MOBaMH
Howmep ta gara Hakazy MO3 1jozn0 Ne 2030 Biz 07.11.2018
3aTBep/pKeHHs K/TiHiYHOTO BUIPOOYBaHHS
Has3Ba kiHiuHOrO BUNpOOYBaHHS, KO/, «bararorieHTpoBe, paHJOMi30BaHe, TO/BiliHe CJline, TUIAlEe00-KOHTPO/ILOBaHe 52-
BepCid Ta jjara TW)KHeBe BIJJKpWTe MPOJOBKeHe [O0C/Ii)KeHHs MMiJATPUMYIHYOi Tepariii /i1 BUBUeHHS
edekTUBHOCTI Ta Oe3meyHocTi PicaHkizymaOy y MallieHTiB 3 BHUPa3KOBUM KOJIITOM»,
M16-066, inkopriopoBanuii [ToripaBkamu 1, 2, 3 Ta 4 Bizg 01 >koBTHs 2020 pOKYy
3asgBHUK, KpaiHa «E606Bi BiopapmacktoTikan3z 'm6X», [1IBetitjapis
CrioHcop, KpaiHa AbbVie Inc., USA
CynyTHi MaTepianu/miperiapatv CynyTHbOI —
Tepartii
28. | ImeHTudikaris cyTTeBOI NONpPaBKU OHoBfieHUWM TPOTOKON KiHiYHOro BurpoOyBaHHs M16-067, iHKopriopoBaHUi

nonipaBkamu 1, 2, 2.01 (tinbku ans Kanagu), 2.02 (tineku gis Kurato), 2.03 (TinbKy
ans Himeuunnwn), 3 ta 3.02 (a1 YkpaiHM Ta TNpWiernvMx 3afissHAX KpaiH) i
AMiHICTpaTUBHMMU 3MiHaMHu 5, 6, 7, 8 Ta 9 Big 09 TpaBHsa 2022 poky

Howmep ta gara Hakazy MO3 wjozno
3aTBep/PKEeHHS K/TiHIYHOTO BUMPOOYBaHHS

Ne 1962 Big 29.10.2018

Ha3Ba kytiHiuHOTO BUNIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorjeHTpoBe, paH/OMi30BaHe, TOABiliHe cJime, T1aLeb0-KOHTPO/ILOBaHEe
JOCTiKeHHsT iHAYKI[iMHOI Teparii [yii BUBYeHHS e(eKTUBHOCTI Ta Oe3meuHOCTi
picaHki3ymaly y TaI[ieHTiB 3 BHUPa3KOBUM KOJIITOM BiJl cepeJHbOBa)KKOI /10 Ba)KKOI
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dbopmu akTMBHOCTI», M16-067, iHKoprmopoBaHuii mornpaBKamud 1, 2 Ta 3 Bif
01 >xoBTHA 2020 poKy

3asiBHUK, KpaiHa

«E066Bi biodapmacetoTikanz 'M6X», [1IBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi MaTepiany/miperiapaTi CylyTHbOI
Tepartii

29.

InenTudikallis CyTTeBOI MOMPaBKU

OHoOB/IeHUH MPOTOKOJ KJIiHIUHOTO AOC/ipKeHHsT 3 morpaBkoto 06, Bepcis 1 Big 23
TpaBHs1 2022 poKy, aHT/ilicbKo MOBOIO; OCHOBHA iH(OpMallisi IPO AOC/Ii/PKeHHsT Ta
¢dopma indopmoBaHoi 3roau, Bepcis 6 Bif 24 TpaBHsa 2022p., aHTJIiINCEKO MOBOIO;
Indopmaryisi A5t matienTa i dopma iHpopMoBaHOI 3roau, Bepcist AJist YKpainu Neb Bif
15 uepBHs 2022p. (Ha ocHoBi OcHOBHOI iHdopMaliil 1po AocrimpKkeHHs Ta (Gopmu
indopmoBaHoi 3roau, Bepcisi 6 B 24 TpaBHs 2022p.), yKpaiHCHKOIO Ta POCiHCHKOIO
MoBamy; IJomeHHUK natjienTa, Bepcis 6.0 Big 25 TpaBHA 2022 poKy, YKpPaiHCBKOIO Ta
OCiMCHKOI0 MOBaMH; 3MiHa FOPUAMYHOI aJjpec CIIOHCOPA K/iHIYHOTO I0CTiI>KeHHS:
BYJIO CTAJIO

50 Binney Street, Cambridge, Massachusetts, | 450 Water Street,
02142, United States of America Cambridge, Massachusetts,
02142, United States of
America.

Howmep Ta gara Hakazy MO3 mjozo
3aTBep/PKeHHS K/TiHIYHOTO BUIPOOYBaHHS

Ne 2487 Bix 17.12.2019

Has3Ba ktiHiuHOr0 BUMPOOYBaHHS, KO/,
Bepcis Ta jara

«/IOBrOCTpOKOBe PpO3IIMpPeHe [JOC/iKeHHs 3 OL[iHKKW Oe3rekd Ta e(eKTHMBHOCTI
nperiapaty SAR442168 y yuyacHUKIB JOC/HI[)KeHHS 3 peLUJVWBYHOUMM DPO3CIIHUM
ckiepo3om», LTS16004, 3 monpaBkoro 05, Bepcis 1 Big 29 munus 2021 poky

3asaBHUK, KpaiHa

TOB «CaHogi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (I>xen3aiim KopnopetiiiH, CIIIA)
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CynyTHi MaTepianu/miperiapatv CynyTHbOI
Tepartii

30. | ImeHTudikaiiis cyTTeBOI MOMpaBKU Onognenunt Ilporokon kniHiuHoro gociimkeHHsi ICP-CL-00112, Bepcis 5.2 Big 21
yepBHs 2022 poky
Howmep Ta gata Hakazy MO3 mjozno Ne 1012 Big 24.05.2021
3aTBep/KeHHsI K/IiHIUHOTO BUTTPOOYBaHHS
Has3ga kiniuHOTO BUTNIPOOYBaHHS, KO/, «PaHjomi3oBaHe, 1o/IBikHe cJtine, ry1arie60-KOHTPO/IbOBaHe OC/Ti/KeHHs (a3u 2 s
Bepcis Ta jaTa OL[iHKM e(eKTUBHOCTi, Oe3meyHoCTi, MepeHOCMMOCTi, (apMaKOKiHETUKHA Ta
6iosIOTiYHOT aKTUBHOCTI OpenabpyTHHIOY y TALli€HTIB i3 peluAuByHOU0-PEMITYIOUUM
po3cisiHuM ckiepozom», ICP-CL-00112, Bepcis 5.1 Big 15 6epe3snsi 2022 poky
3asaBHUK, KpaiHa ITianpuemctBo 3 100% iHo3emHoro iHBecTuiiieto «AVIK’FOBIA PJIC YkpaiHa»
CnoHcop, KpaiHa InnoCare Pharma, Inc., USA
CynyTHi MaTepianu/miperiapaTy CylyTHbOI —
Tepartii
31. | IgeHTudikaris cyTTeBOI NONMpaBKU OHoBneHM MPOTOKOJ KiiHiuHOTO BurnpobysanHs HL.X10-005-SCLC301, Bepcis 5.0

Bif 22 kBiTHA 2022 poky; Popma iH(opMOBaHOi 3rogu AJig y4acTi Y HayKOBOMY
K/IHIYHOMY fociifkeHHi, Mogens ans Ykpainu, Bepcia 7.0 Big 27 tpaBHsa 2022
POKY, YKpPaiHCbKOIO Ta POCiNChKOK MoBaMmy; [lofaTkoBa (hopMa iHpOpMOBaHOI 3roiu
Ha JIIKyBaHHS ITiC/Isi MPOTPeCyBaHHS 3aXBOPIOBaHHs (HeoOOB’si3koBa), Mogenb st
Yxpainuy, Bepcist 5.0 Bif 27 TpaBHs 2022 poKy, YKpaiHCBKOIO Ta POCIHCHKOI MOBaMuy;
OHOBJIeHe [JOChE AOCIIIPKYBAaHOTO JiKapchbKoro 3acody HLX10 100 Mr po3uuH ayist
iHdys3ii, Bepcis 03 Bix 24 tpaBHs 2022 poky; [TofoBXKeHHsS TPYBaIOCTI K/IiHIYHOTO
BUrNpoOyBaHHsd B Ykpaini go 30 uepBHs 2023 poky; 3MiHa BiJIOBifja/bHOTO
OOCTiJHAKA:

Bysno Craino
3aB. Bij. Ko63es O.1. nikap Jleonosa B.B.
KoMyHanbHe  HekoMmepliiiiHe  MiANpueMcTBO | KomyHa/ibHe HEKOMepLiiliHe
«Ob6acHU 1IEHTP OHKOJIOTii», OHKOXipypriuHe | miampuemMcTBo «O61acHUN
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Bifili/IeHHs1  OpraHiB  TPYAHOI  ITOPOXHUHM, | LIEHTP OHKOJIOT11»,

M. XapKiB OHKOXIipypriuHe Bifiii/IeHHs
OprasiB rpyZHOI
TOPOKHMHY, M. XapKiB

Howmep Ta gara Hakazy MO3 mjozo
3aTBep/PKeHHS K/TiHIYHOTO BUIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Has3Ba kiniuHOTO BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PanzomizoBane mozBiliHe crire OaraToreHTpoBe AocCiimKeHHS da3u I as
nopiBHSIHHA KJIiHiuHOT edekTuBHOCTI Ta Oe3reuynocti HLX10 (pekomOGiHaHTHOTrO
ryMaHi30BaHOTO MOHOK/IOHa/bHOTO aHTUTia Ao PD-1 (antu-PD-1) ans iH’ekuiii) B
KoMOiHarjii 3 ximioreparieto (KapOorulaTUH + €TOMO3W[) y paHillle HeTiKOBaHUX
MarjieHTiB 3 mMOmMpeHor (opMoro ApiOHOKIITHHHOTO paky JereHi (JKPJT)»,
HLX10-005-SCLC301, Bepcis 4.0 Big 05 mrotoro 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa

Shanghai Henlius Biotech, Inc., China / Illanxaii Xenniyc batiorek, k., KuTait

CynyTHi MaTepianu/mperiapaTy CylyTHbOI
Tepartii

32.

InenTudikallis CyTTeBOI MOMpaBKU

OHoB/leHUH TIPOTOKOJ KiiHiyHOro BUnpoOyBanHsi No. BAY 2757556/20290 Bepcis
14.0 Big 23 motoro 2022 p.; HocnimxkenHs 20290 Indopmariisi A maijieHTa Ta
tdopma iHdhopmoBaHOI 3roJu A/l yUaCHUKIB AOCTIKeHHs BiKOM Bif 7 10 12 pokiB,
Bepcis 3.0 Big 22 munHs 2022 p. Ay YKpaiHy yKpaiHCBKOH MOBOO Ha 6a3i 0CHOBHOI
Bepcii [Hdopmariii g maijieHta Ta dopmu iHGOpPMOBaHOI 3rofu [/ yUaCHUKIB
JoctipkeHHsT BikoM Bif 7 go 12 pokis, Bepcis 13.0 Bixm 28 Gepesnsi 2022 p.;
HocnimgxeHHs 20290 Indopmariisi as naijiedra Ta dopma
iHopMOBaHOI 3roiv /Il YUaCHUKIB [IOC/Ti/I)KeHHsI BiKOM Bif 12 pno 14 pokis,
Bepcis 3.0 Big 22 mumHs 2022 p. A1 YKpaiHU yKpaiHCHKOK MOBOO Ha 6a3i 0CHOBHOI
Bepcii IHopmanii a1 nauieHta Ta ¢opmu iHGOPMOBaHOI 3rofu /il yyaCHUKIB
nmocimkeHHs: BikoM Big 12 mo 14 pokis, Bepcis 13.0 Bim 28 Gepesns 2022 p.;
Hocnimkenns 20290 IndopMaliis A/is naijieHTa Ta ¢popMa iHGOPMOBAHOI 3roAu Ais
YYaCHUKIB JOCTipKeHHS BIKOM Bij 14 no 18 pokis, Bepcia 3.0 Big 22 munHa 2022 p.
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JUist YKpaiHu yKpaiHChKO MOBOO Ha 6a3i ocHOBHOI Bepcii IHdopMariii Asist maijieHTa
Ta ¢opmu iHHOpPMOBAHOI 3ro/id [Jisl YUaCHHUKIB JOC/ifKeHHs BikoM Bif 14 go 18
pokiB, Bepcig 15.0 Bix 28 Gepe3nst 2022 p.; Hocnmimkenns 20290 Indopmariis ais
naijieHTa Ta ¢opma iHQOPMOBAHOI 3roAu Ha yuyacCThb y AOC/IPKeHHi AJisi JOPOCIUX
nauieHTis, Bepcia 3.0 Big 22 nunHa 2022 p. ana YKpaiHu YKpaiHCBKOKO MOBOKO Ha
6a3i ocHoBHOI Bepcii [Hdopmariii A5 marjieHta Ta Gopmu iHGOpMOBaHOI 3rogu Ha
yudacTb Y JOCTi/PKeHHi [Jist JOPOC/IUX TarlieHTiB, Bepcis 15.0 Bix 28 6epesns 2022 p.;
Iocnimkenns: 20290 THdopmartis g1 O6aThKiB TariieHTa Ta dopma iHboOpMOBaHOT
3roAy 1y 0aThKiB ydacHHWKa JocC/imkeHHs, Bepcis 3.0 Big 22 numHsa 2022 p. s
YKpaiHu YKpalHCbKOIO MOBOIO Ha 6a3i ocHOBHOI Bepcii IHdopmarii a1 GaThKiB
narfieHTa Ta ¢oopmu iHpopMOBaHOI 3roau A1 OaTHKiB yYaCHHUKA IOC/Ti/PKeHHS, BEPCist
15.0 BiJ 28 Oepe3Hst 2022 p.;

Hocwe pocnimkyBaHoro mikapcbkoro 3acoby Bepcisi 01 Big 16 Gepesnsi 2022 p.;
bpomypa locnignuka Bepcis 9.0 Big 11 ymrotoro 2022 p.

Howmep Ta gata Hakazy MO3 mjozo
3aTBep/KeHHsI K/IiHIUHOTO BUTTPOOYBaHHS

Ne 1102 Big 02.06.2021

Has3Ba ktiHiuHOr0 BUMPOOYBaHHS, KO/,
Bepcis Ta jara

«docmimkennss 1/2  ¢da3m  3acTocyBaHHsS mepopanbHoro iHribitopy TRK
JIAPOTPEKTiHIOy y TAI[iEHTIB JUTAYOr0 BiKy 3 TIPOTPECYHOUHMMH  COJIiTHUMH
MyX/JUHaMM ab0 TIepBUHHUMH ITyXJIMHAMM IIeHTpaJbHOI HEpPBOBOI cuctemu», No.
BAY 2757556 / 20290, Bepcis 13.0 Big 22 yepsHsa 2021 p.

3asaBHUK, KpaiHa

TOB «batiep», YkpaiHna

CnoHcop, KpaiHa

baitep Konceromep Kep AT, IlBeinapis

CyrnyTHi MaTepianu/miperiapatv CynyTHbOI
Tepartii

33.

InenTrdikallis CyTTEBOI MONpPaBKU

OHoBJIeHHI TIPOTOKOJT K/iHiyHOro BumnpoOyBaHHss MK-7339-009 3 iHKOpIOpOBaHOO
nonpaBkoto 02 Bix 18 TpaBHsi 2022 poKy, aHrfdilicbkoro wmoBoro; bporypa
pJocnigauka Pembrolizumab (MK-3475), Buganus 22 Big 13 TpaBHsi 2022 poky,
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aHTJIICHKO0 MOBOIO; 3MiHa KiTLKOCTI JOC/TipKyBaHHUX B YKpaiHi 3i 100 1o 97 ocib;
3pa3ok mepBuHHOro MapkyBaHHsi Olaparib Bottle, Bepcisi 2.0 Big 24 TpaBHs 2022
pOKy; 3pa3okK BTOpMHHOro MapkyBaHHsi Gemcitabine Kit, Bepcisi 2.0 Bix 29 yepBHs
2022 poky; 3pa3ok mnepBUHHOrO MapKyBaHHs Gemcitabine Vial, Bepcisi 2.0 Big 29
uepBHs1 2022 poKy; 3pa3oK CHPOIEHOr0 MapKyBaHHsI 3apeeCcTpPOBAaHOIO B YKpaiHi
MKapChbKOTo 3aco0y, SIKMI 3aCTOCOBYEThCS B KJIiHIUHOMY BWITPOOYBaHHi, Bepcis 5,
Bif 22 nunua 2022; Ykpaina, MK-7339-009, Iadopmaiiis Ta [JOKyMeHT IIpo
indbopmoBaHy 3roay AJsi maijienTta, Bepcis 2.00 Big 02 ceprinsi 2022 p. yKpaiHCBKOIO
MOBOR; 3MiHa Ha3BM Ta azipecu CroHCopa:
bYJIO
«Mepk Ilapn enp [doym Kopm.», AouipHe

CTAJIO
TOB Mepk Ilapn enp doym

nianpuemMctBo «Mepk enp Ko., Ink.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

Appeca: Mepk /[lpais, 1, nomroBa ckpunbka 100,
M. Batitxayc-CreiiiuH, wrtat Heto-/Ixepci, 08889-
0100, CIIA (One Merck Drive, P.O. Box 100,

(Merck Sharp & Dohme
LLC)

Appeca: 126 Ict JIiHKO/IBH
aseto, 11/c 2000, Paseii, Hbro
Ixepci, 07065, CILA (126
East Lincoln Ave., P.O. Box

Whitehouse Station, New Jersey, 08889-0100, | 2000, Rahway, NJ 07065,
USA) USA)
3MiHa Ha3BM MiCI[sl IPOBe/IeHHs KJTiHIYHOTO BUITPOOYBaHHS:

Byno Crano

I.M.H., ipo¢. JynHiuenko O.C.
LepxxaBHa ycraHoBa «I[HCTUTYT 3arasbHOI Ta

HeBigknagHol xipyprii imeni B.T. 3auuesa
HawionanbHOi  akazgemil  MeJUWUHMX  HaykK
Ykpainu», BiAfineHHs THIWHOI Xipyprii Ha

25 NDKOK 3 IajiaTOX IHTEHCHMBHOI Tepamil Ha
6 JbKOK, XapkiBCbKa MeJuyHa akajemis
TMiC/IAJUTIZIOMHOI OCBITH, Kadezapa OHKOJIOTII Ta
[JUTAYO0I OHKOJIOTIL, M. XapKiB

[.M.H., ipod. [lyHiueHKo
O.C.

[epxaBHa yCTaHOBa
«IHCTUTYT 3arajabHOL Ta
HeBiJK/IagHOI Xipyprii imeHi
B.T. 3aiiueBa HarjioHansHol

akajeMmii  MeJUYHMX  HayK
YKpainm», BiiiIeHHS
xipypriunux  iHdekuiii  Ta
yCK/1aJHeHOl OHKOJIOTiYHOT

marosiorii Ha 25 JIDKOK 3
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MajaTo IHTEeHCHUBHOI Tepariii

Ha 6 JIbKOK, XapkKiBCbKa
MeJrYHa aKazeMis
MiC/IAIUTIIOMHOL OCBITH,

KadeZpa OHKO/OTIT Ta AUTSIYON
OHKovIOril, M. XapkiB

Howmep Ta gara Hakazy MO3 mjozo
3aTBep/PKeHHS K/TiHiYHOTO BUIPOOYBaHHS

Ne 38 Bif 11.01.2020

Ha3sga kytiHiuHOTO BUNIPOOYBaHHS, KO/,
BepCid Ta fjara

«PanziomizoBane BiskpuTe mociimkeHHs ¢a3u 2 Ta 3 Osanapu0Oy y KomOiHariii 3
[Tembposmizymabom y ropiBHsIHHI 3 XimMioTepariero y kombiHariii 3 [TemOposizymabom
mic/ia iHAYKIiT KIiHIYHOT TepeBaru 3 MepIloro JIiHi€el XimioTeparii y KoMOiHariii 3
[Tembpomizymabom y Talli€HTIB 3 MicClleBO-pellMVBYOUMM HeorepabenbHUM abo
MeTacTaTUYHUM  TOTPiMHO-HeraTMBHMM pakoM MosiouHol 3ano3u  (TNBC)
(KEYLYNK-009)», MK-7339-009, 3 inkopriopoBaHoto 1orpaBkoro 01 Big 02 uepBHs
2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBigampHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn Exp Joym Koprm.», modipHe mianpuemctBo «Mepk Enp Ko., [HK.»,
CIIIA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi MaTepiaau/miperniapatv CynyTHbOT
Tepartii

34.

InenTrdikatlis CyTTEBOI MOMPaBKU

HopaTtok Asst YKpaiHU /[0 TIPOTOKO/Y K/iHIiUHOTO BHUIIpOOyBaHHS, Bepcisi 1 Bim 25
munHsg 2022 poky, aHr/ilceKoro MoOBow0; OHOBeHa Opollypa [JOC/TiHMKA TIO
nipeniapaty AZD6094 (HMPL-504, volitinib, savolitinib), Bepcisa 9.0 Big 06 nunHs
2022 poky

Howmep Ta gara Hakazy MO3 mjozno
3aTBep/PKEeHHS K/TiHIYHOTO BUTPOOYBaHHS

Ne 897 Big 04.08.2017

Ha3sga kytiHiuHOTO BUNIPOOYBaHHS, KO,
BepCis Ta jjaTta

«Bigkpure, paHziomMizoBaHe, MOPiBHIOBa/IbHE, OAraTOIIEHTPOBE K/TiHiUHe JOC/Ti[KeHHS
da3u 3 orfiHKu edekTHBHOCTI Ta Ge3reku CaBoiTiHiOy B ropiBHsIHHI 3 CyHiTiHIOOM
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y matjieHTiB 3 MET-M03uTHBHOIO, HeorepabesibHO Ta JIOKaJIbHO-TIOLIUPEHO0, abo
MeTaCTaTUYHOK)  TMaliJIIpHOK0  HUPKOBO-K/MTUHHOK  KapuuHomow  (mHKP)»,
D5082C00003, Bepcis 6.0 Big 19 rpyaHs 2018 poky

3asaBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi MaTepianu/miperiapatv CynyTHbOI
Tepartii

35.

InenTrdikallisi CyTTEBOI MOMPaBKU

OnoBnenuii npotokon 3 [lompaBkorwo INT-8 Big 27.06.2022 p.; JomaTok 1o
MPOTOKOY KiiHiuHOro pociifpkenHss PCI-32765MCL3002: KepiBHuLTBO 3
TPOBeJleHHsT K/IIHIYHOTO JOC/IiIKeHHS i/l YaC BeJIMKOro MoTpsCiHHA Bifg 16.06.2022
P. aHIVIiFCbKOI MOBOHO

Howmep Ta gata Hakazy MO3 mjozno
3aTBep/KeHHsI K/IiHIUHOTO BUMTPOOyBaHHS

Has3Ba kiniuHOTO BUTIPOOYBaHHS, KO/,
Bepcis Ta jarta

«PanzomizoBaHe, noziBiliHe ciiirie, My1alie00KOHTPO/ILOBAaHE KTiHIUHe JOCTiKeHHs 3
¢a3m inribitopa Tupo3uHkiHa3zm Bpyrona (BTK), PCI-32765 (I6pytuni6), y
KomOiHarjii 3 BengamyctuHom Ta Putykcumabom (BR) y marfieHTiB i3 Bmepime
JliarHOCTOBAHOO JIiM(pOMOI MaHTiHOi 30HU», PCI-32765MCL3002, 3 morpaBKowO
INT-7 Big 19.12.2019 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CyrnyTHi MaTepianu/riperiapatv CynyTHbOI
Tepartii

B.o. reHepanbHOro JUpeKTOpa
dapMalreBTUYHOTO JUPEKTOpPaTy

Isan 3A/IBOPHUX




