Jopartok 1

«Mepenik NPOTOKONIB KAiHIYHMX BUNPOOYBaHb JliKApPCbKMX 3aco6iB Ta CYTTEBUX MOMNpaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHax HEP Ne 19 Big 27.09.24, HTP Ne 36
Bif 27.09.24, Ha AiKi 6yNnn OTPUMaHi NO3UTUBHI BACHOBKM eKcnepTiB»

1. «®dasza 3, GaraToueHTpOBe, paHAOMI30BaHe, MNOABIMHO 3acninieHe, nnauebo- KOHTPOs/IbOBaHe, B
napanesibHuUX rpynax AOCAIMKEHHSA AN1s1 OUiHKM edheKTUBHOCTI, 6e3nekn Ta nepeHocumocTi LieHepumop, y
[OpPOCNNX NauieHTiB 3 CUCTEMHMM 4YepBOHMM BoBYakom (CYB) cepefHbOro Ta TSHKKOro CTyrneHsi Ha qoOHi
6a30B0i Tepanii», kog gocnimpkeHHs ID-064A302, dhiHanbHa Bepcis 2 Big 06 rpygHsa 2023 p., cnoHcop - Idorsia
Pharmaceuticals Ltd, Switzerland

da3za - Il

3asBHUK - TOB «CaHaKric», YkpaiHa

Ne M.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa Micus npoBeAeHHs KiHIYHOro BUNPOGYBaHHS

1. O.M.H., npody. IsaHoB B.IM.

KomyHanbHe HekomepuiliHe MignpuemMcTBO «BiHHMLbka MiCbka KniHiYHa nikapHa Nelx», KAiHiuHe
TepaneBTMyHe  BiggineHHs  Ne2,  BiHHMUbKWMIA  HaUiOHa/IbHUIA  MEeOUYHWUA  YHiBEpCUTET
im. M.1. Muporosa, Kapegpa BHYTPILWHLOT MeauumHn Ne3, M. BiHHMUS

2. Jokrop duinocodii «MeauumHa» KapneHko O.0.

Megunuunin ueHTp «OK!KniHik+» ToBapucTBa 3 OOMEXEHOK BigNOBIAA/ILHICTIO «MiKHApPOAHWI
IHCTUTYT K/IHIYHMX AOCNiAXeHb», BiAAin Tepanii, peBmartonorii Ta Kapgionorii crauioHapHoro
BigaineHHs, M. Knis

3. K.M.H. MaTisuwyk I.I'.

ToBapuCTBO 3 0OMEXEHOI BIANOBIAANbHICTIO «MeanuHnii LeHTp «KoHcuniym Megikan», KiHiko-
KOHCY/NbTaTMBHE BigAaineHHs, M. KuiB

4. K.M.H. Kosak H.I1.

MeanuHuii ueHTp «YHiBepcanbHa KiiHika «O6epir» ToBapucTBa 3 0OMEXEHOK BiAMNOBiAA/LHICTIO
«Kanutan», kiHiko-KOHCYNbTaTUBHE BigdiNeHHs, M. KuiB

5. O.M.H., npodp. CmisH C.I.

KomyHaslbHe HekoMepLjiiHe nignpueMcTBO «TepHoMiNbCbka o61acHa KiHIYHa  JIiKapHS»
TepHoNiNbCbkoi 06NacHOi paaW, pPeBMaToforiyHe BigdineHHs, TepHONSIbCbKWIA HauioHaNbHNIA
MeanyHuiA yHiBepcuTeT imeHi 1.9, FopbayeBcbkoro MiHiCTepcTBA OXOPOHW 3740POB'A YKpaiHu,
Kadpegpa BHYTPILLIHLOT MeguumHy Ne2, M. TepHonifb

2. OHOBMEHUIA NPOTOKOJ1 KJiHIYHOro BUNpPoGyBaHHA LTS17043 3 iHKopnopoBaHO nonpaBkol 07,
Bepcif 1 Big 12 uepBHsa 2024 poky; IHchopmauifa gns nagieHta 1a popma iHhopmoBaHOI 3roau, Bepcis
Ne4 Big 08 cepnHa 2024 poKy, YKPAiHCbKOKO Ta POCI/AiCbKOIO MoOBaMW [0 MNPOTOKO/Y KAiHIYHOro
OOCNIMKEHHST «IHTepBeHLjiliHe po3wnpeHe gocnimpkeHHs da3n 3 ANsi BUBUEHHS AOBroCTPOKOBOI 6e3nekun Ta
NepeHoOCMMOCTi TONMEOPYTUHIOY B Y4YaCHUKIB i3 peuuauByrouMM pPO3CISHUM CK1epPOo30M, MEPBUHHUM
MPOrpecyynm pPo3CISHUM CKNepo3oM abo BTOPUHHUM MPOrpecylyrM HepeuuamByouMM  PO3CiSHUM
CKNnepo3om», koA pocnipkeHHsa LTS17043, 3 iHkoprnoposaHow nonpasko 06, Bepcis 1 Big 07 TpasHSA
2024 poky; cnoHcop - Sanofi-Aventis Recherche & Developpement, France (CaHoci-ABeHTic Peweply e
Jesenonmad, PpaHLif)
3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

3. Bpouwypa gocnigHnka RO4964913, Ocrelizumab/Ocrevus®, Bepcis 22 Big nuctonaga 2023 poky,
aHrNiNCbKOIO MOBOIO; 3a/lyyeHHs [0[aTKOBUX JliKapCbKMX 3aco6iB ans npeMmugukauiilcynyTHbol
Tepanii: MetunnpegHizonon/Methylprednizolon acis®, nopowok, 250 Mr y conakoHi Ta pO3UMHHUK AN1A
NPUroTyBaHHA PO3uuHY AnA iH’ekuinlindysiii, 5 mn y amnyni. Bupo6Huk: Mibe GmbH Arzneimittel,
Germany; Mopowok npenapaty «Bapinpukc»/Varicella vaccine ta po3UMHHUK ANA PO3UnNHY ANsA
iH’ekuiin, 0.5 mMn y nonepegHbO HanoBHeHOMy wnpuui. Bupo6Huk: GlaxoSmithKline Biologicals,
Belgium; Bomakyp®/Vomacur, Tabnetkn, 50 mr y o6nicrtepi. Bupo6Huk: Salutas Pharma GmbH,
Germany; Xnopug Hatpito (NaCl) 0.9%, 500 mn, po3uMH AnAa iHdysiA, y NNacTUKOBOMY NakeTi.
Bupo6Huk: TERUMO BCT LIMITED, United Kingdom; Xnopupg Hatpito (NaCl) 0.9%, 250 ms1, po3uunH ansa
iHysiil, y nnactukoBomy nakeTi. Bupo6uuk: TERUMO BCT LIMITED, United Kingdom; 3pa3sok
MapKyBaHHS KOPOGKM AnsA nikapcbKoro 3aco6y MeTtunnpegHi3onoH, nopowok, 250 mr y conakoHi Ta
PO3UYMHHUKA ANA NPUTOTyBaHHA PO3UMHY ANA iH’ ekuiiliHdysiii, 5 mn y amnyni, Big, 25 kBiTHA 2023 poky,
YKpaiHCbKOI0 MOBOIO; 3pa30K MapKyBaHHA KOPOOKM A/is nikapcbKoro 3aco6y Mopowok npenapaty
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«Bapinpukc» Ta po3UMHHUKA ANA PO3UUHY AN iH’eKuiii, 0.5 Mn y nonepegHbO HANOBHEHOMY LUNPUL,
BiA 08 rpyaHA 2022 poKy, YKPaiHCbKOK MOBOIO; 3pa3oK MapKyBaHHSA KOPOOKMU A/151 JliKapCbKOro 3acoty
Bomakyp, Ta6netku, 50 mr y 6nictepi, Big 16 ntotoro 2023 poky, yKpailHCbLKOIO MOBOIO; 3pa3ok
MapKyBaHHA KOPOGKU AnA nikapcbkoro 3acody Xnopug Hatpito (NaCl) 0.9%, 500 mn, po3uuH ansa
iHdpysiit, Big 15 notoro 2023 poKy, yKpaiHCbKOK MOBOIO; 3pa3oK MapKyBaHHSA MNJacTUKOBOrO nakeTa
ANsA nikapcbKkoro 3aco6y Xnopug, Hatpito (NaCl) 0.9%, 500 mn, po3uunH ans iHdysiii, Big 16 nrotoro 2023
POKy, YKpPAiHCbKOI0 MOBOIO; 3pa3oK MapKyBaHHA KOPOOKM ANA NiKapCbKOro 3aco0y Xsiopug HaTpilo
(NacCl) 0.9%, 250 mn, po3unH ansa iHdysii, Big 15 noToro 2023 poky, yKpaiHCbKOIO MOBOH; 3pa3ok
MapKyBaHHA MN/IaCTUKOBOrO Mnaketa pgns nikapcbKoro 3acoGy Xnopug Hartpito (NaCl) 0.9%,
250 mn, po3unH ansa iHysii, Big 13 notoro 2023 pokKy, YKpaiHCbKO MoBo1o; Mpouec nignucaHHA dI3
CynpoBigHUiA NUCT, aHrniicbKko moBolo, Big 30 nuctonapga 2022p.; Mpouec nignucaHHa @PI3
CynpoBigHuii nucT, ykpaiHcbKo MoBoOlo, Big 30 nuctonaga 2022p.; Mpepmetn onsa 3adGesneyvyeHHs
KOMCOpPTY Y4YacHUKIB, Big 22 uepBHA 2023p., aHrnificbkolo mMoBoto; MpeameTn ans 3aGe3neyveHHs
KOMCPOPTY Yy4yacHUKiB, Big 22 uyepBHA 2023p., YKpalHCbKOW MOBOW; [OBiAHUK i3 KNiHIYHOro
pocnipxeHHs, Bepcia 1.0 Big 5 XoBTHA 2023p., aHrniiicbkoo MOBOLO; [OBigHUK i3 KJliHIYHOIO
pocnipkeHHa Operetta2 (WN42086), Bepcia 1.0 Big 5 oBTHA 2023p., YKpaiHCbLKOIO MOBOIO;
EnekTpoHHWii BicHUK yuyacHuKa Nel, aHrnilicbkoo MoBOt0; EnekTpoHHuiA BicHUK yuacHuka Nel, Bepcis
1 Big 13 x0BTHA 2023p., YKPAiHCbKOIO MOBOIO; ENEKTPOHHMI BiCHUK yyacHuka Ne2, aHrniicbkoro
MOBOI0; ENeKTpOHHMI BicHUK yuyacHuKa Ne2, Bepcis 1 Big 13 oBTHA 2023p., yKpPAiHCLKOIO MOBOIO;
EneKTPOHHUIA BiCHUK yYacHuKa Ne3, aHI1iiCbKOKO MOBOIO; ENeKTPOHHMIA BiCHMK yyacHuka Ne3, Bepcis
1 Big 13 XOBTHA 2023p., YKPAIHCbKOKO MOBOK [0 TMPOTOKO/Y K/IHIYHOrO  AOCIMKEHHS
«BATATOLIEHTPOBE PAHAOMI3OBAHE MOABIVHE CAINE AOCIIXKEHHSA 1l ®A3M 3 NOABIMHOKO
IMITALUIEKD ANA OUIHKNA BE3NEYHOCTI TA EPEKTMBHOCTI OKPENI3YMABY Y MOPIBHAHHI 3
®IHFONIMOAOM Y AITEM TA NIAMNTKIB 13 PEUVAMBYIOYO-PEMITYOUMM  PO3CIAHUM
CK/NTEPO30M», kog pocnimpkeHHsa WN42086, sepcis 4 Big 28 6epesHsa 2023 poky; cnoHcop - ®. XodhdmaHH-
Na Pouw ntg, LLseiuapis (F. Hoffmann-La Roche Ltd, Switzerland)
3asBHuK - TOBAPUCTBO 3 OBEMEXXEHOHRO BIAMNOBIAANBHICTHO «MiMi4i FOKPEWIH>», YKpaiHa

4. OHOBNEHUI NPOTOKOJ1 KNiHiYHOro BUNpooGyBaHHs: I8F-MC-GPGN 3 iHkopnopoBaHoto nonpaskoto (f)
Big 16 kBiTHA 2024 poKy, aHrnilicbkolo MoBoO1o; IHhopmauis ANA nauieHTa focifmKeHHA Ta dopma
IHcbopmMoBaHOi 3rogn AnAa y4vacTti y pocnipkeHHi ONs BUKOPUCTaHHA B YKpaiHi, Bepcia Ne 6.0
YKpaiHCbKOIO MOBOIO Bif 13 BepecHs 2024 poKy A0 NPOTOKOY KAiHIYHOrO BUMPOOYBaHHA «[OCAiMKEHHS
BnAuBy npenapaTty Tip3enarTig B NOPiBHAHHI 3 npenapatom AynarnyTu Ha po3BUTOK 3HAYHUX HECTIPUATANBUX
CepueBO-CyAMHHUX MOl Y nauieHTiB 3 LykpoBum giabetom 2 tuny (SURPASS-CVOT)», kog AOCNiAKEHHS
IBF-MC-GPGN, 3 iHkopnopoBaHoto nonpaskoto (d) Big 14 rpyaHsa 2021 poky; cnoHcop - Eni flinni eng Komnai,
CLWA / Eli Lilly and Company, USA
3aaBHuK - «Eni Ninni Boctok CA», LBeiiyapis

5. 3MiHa Micus npoBefeHHA KiHIYHOro BUMNPOOYBaHHA [0 MNPOTOKO/Y KIIHIYHOTO AOCHigKEeHHA
«BbaraToueHTpoBe, paHAOMi30BaHe, NoAgiliHe criine, nnauebo-KOHTPoNboBaHe Aoc/impkeHHs hasm llib gns
OUiHKM edieKTMBHOCTI Ta 6e3nedyHocTi npenapaty Okpenisymaé y [JOpPOC/UX MauiEHTIB 3 MEPBUHHO-
NPOrpecytymMM po3CiHUM CK1epo30M», Kof pocnimpkeHHs WA40404, sepcia 5 Big 13 xoBTHA 2022 p;
crnoHcop - @. XoddpmaHH-/Ta Pow Jita, LWeeliuapis (F. Hoffmann-La Roche Ltd, Switzerland)
3asBHIK - TOBAPUCTBO 3 OBMEXXEHOIO BIANOBIAANBHICTIO «MiMifi KOKPENH», Ykpaina

BYNO CTAJIO
nikap Menewok C.P. nikap Menewok C.P.
MeauyHWii  LUEeHTP TOBapMCTBO 3 OOMEXEHOH | TOBapuUCTBO 3 OOMEXEHOH  BiANOBIAA/ILHICTIO
BiANoBigaNbHICTI0O «MeanyHa KniHika «bnaromen», | «MeguuHmii LeHTp «APTEC MELIKYM>»,
M. Knis NiKyBa/IbHO-AiarHOCTUYHE BigdineHHs, M. Kuis

6. 3miHa Ha3BU MicLb NPOBeAEHHA BUNPOGYBaHHA 40 NPOTOKO/Y K/iHIYHOIO AOCAIAKEHHA «IHTepBEHLiHe
posLuunpeHe gocnigxeHHs asun 3 4715 BUBUYEHHSA AOBroCTPOKOBOI 6e3Mneku Ta NepeHoCUMOCTi TONe6pyTUHIGY
B YUYACHUKIB i3 peunamByouMM pO3CISHUM CKNePO30M, NEPBMHHUM MPOrPeCyoUnM PO3CiSHUM CK/1epo30oM abo
BTOPVHHUM TMPOrPecyoynuM HepeumamByouMM PO3CIAHMM CKNepo3oM», KoA, OocnifxeHHs LTS17043, 3
iHKoprioposaHoto nonpaskoto 06, Bepcia 1 Big 07 TpaBHA 2024 poky; cnoHcop - Sanofi-Aventis Recherche &
Developpement, France (CaHodi-ABeHTiC Pelwwepuw e [eBenonmaH, dpaHuis)
3aaBHuK - TOB «MAPEKCE/ YkpaiHa»



BYNO CTANIO
nikap >Xypaensosa H.M. Nikap >Xypasnsosa H.M.
KomyHanbHe  HekomepuiiiHe nignpuemcTtBo | KOMyHanibHe  HeKomepuiiiHe  MiANPUEMCTBO
XapkiBcbkoi o6GnacHoi pagu «OGnacHuii | XapkiBCbkOoi  o6GsiacHoi  pagu  «OGnacHuii

KNiHIYHWIA cneujianizoBaHuii AucnaHcep | KapgionoriuHui LeHTp», HeBpoJIoriyHe
pagiauiiiHoro 3axucTty HaceneHHA», | BiAA4iNeHHA, M. XapkiB

HEeBpPO/IOriyHe BigAiNeHHs, M. XapkiB

A.M.H. Wynsra O.A. O.M.H. Wynbra O.4.

KomyHasibHe nignpuemMcTeo «BonuHcbka ob6acHa | KoMmyHasibHe nignpuemcTBo «BonmHcbka obnacHa
KniHiYHa nikapHa» BosmHebkoi 061acHOi pagw, | KaiHiYHa nikapHs» BoMUHCBKOI 06s1acHoOl  pagw,

HeBpoJorivyHe BigAineHHs, M. Jlyubk HeBpoJioriuHe BiggineHHsA 3 niKkamu
iHTEHCUBHOI Tepanii Ta iHCYIbTHUM GJIOKOM,
M. JIyLIbK

7. OHoBneHwii npoTokon pocnimkeHHs ABX464-105, Bepcia 5.1 Big 10 KBiTHA 2024 poky;
MoBigoMneHHA Big 16 KBiTHA 2024 poKy WoOA0 Nepernagy npoueaypu sictaBneHHsA OLiHKU NPUYMHHO-
HacnigkoBoro 3B’A3Ky wopo MHCIP, aHrniiicbkoio MoBow; lMepeknag yKpaiHCbKOO MOBOK Bif
12 nunHa 2024 poky MNoBigomMneHHs Big 16 KBiTHA 2024 poKy LWoA0 nepernsgy npoueaypu sictaBneHHs
OLHKM NPUUYNHHO-HacnigkoBoro 3B’asky wopao NHCIMP; Bpowypa aocnigHuka Obefazimod (ABX464),
Bepcis 10.0 Big 25 ciuHA 2024 poKy, aHINilicbKolo MOBOIO; IHchopmauiliHuii NMCTOK NauieHTa Ta hopma
iHdhopMoBaHoi 3roau, Bepcia V6.0UKR(uk)1.0 Big 31 nunHa 2024 poky, nepeknag yKpaiHCbKOK MOBOIO
Big 15 cepnHA 2024 poky; IHcopmauiiiHuii nucTok i hopma iHchopmoBaHOI 3rogn ANA [OAaTKOBOrO
[ocnipkeHHA KapaionoriyHoi 6e3nekn, Bepcia V6.0UKR(uk)1.0 Big 30 nunHa 2024 poky, nepeknag
YKpaiHCbKOI0 MOBOIO Big, 15 cepnHA 2024 pokKy; IHdhopmauiiHnia nucTok i dpopma iHchopmoBaHOiI 3roamn
Ha nogasblue CNOCTEPEXEHHS 3a Nepesirom BariTHOCTI Ta CTaHOM Y MiCAANONOroBUIA nepiopg, Bepcisa
V5.0UKR(uk)1.0 Big 31 nunHa 2024 poky, nepeknag yKpaiHCbKO MOBOIO Big 15 cepnHA 2024 poky;
IHhopMmauiiHuii nucTok i chopma iHhopMmoBaHOI 3roaM Ha HeOGOB’A3KOBe MalibyTHE HayKoBe
pocnipkeHHs, Bepcia V2.0UKR(uk)1.0 Big 31 nunHa 2024 poky, nepeknaf YKpaiHCbKO MOBOIO Bif,
16 cepnHAa 2024 poky; MNMociGHMK 3 06roBopeHHs iHhopMoBaHoOl 3roau, 11 yepBHsA 2024 poky [V04
UKR(uk)], ykpaiHCcbKOI0 MOBOIO; Bpolwiypa ans nauieHTiB (n1wwe ans aopocnnx yyacHukiB), 13 6epesHsa
2024 poky [V03 UKR(uk)], ykpaiHCbKOt0 MOBOIO; MOCIGHUK i3 gocnimkeHHA AnA nauieHTa, 31 TpaBHSA
2024 poky [V04 UKR(uk)], ykpaiHCbKOI0 MOBOIO; IHCTPYKLIA ANA NaWieHTiB Wwoao 36opy 3paskiB Kany,
Bepcia 2.1_gig 25 nunHA 2024 poKy, YKPAIHCbKOIO MOBOK; ONUTYBa/IbHUK WOAO rOJIOBHOro 607110,
Bepcia 4.0 Big 08 G6epe3Ha 2024 poKy, YKpaiHCbKOIO MOBOLO; JIUCT A0 NiKaps WOA[O0 HanpaB/ieHHs
nauieHTiB, 18 uepBHA 2024 poky [V03 UKR(uk)01], ykpaiHCbKOIO MOBOLO; JluCcTiBKa 3 8 Baromumu
npuunHamu, 16 TpaBHA 2024 poky [V02 UKR(uk)], ykpaiHcbKOl0 MOBOLO; Cnaiigu 3 iHthopmaui€eto npo
pocnipkeHHs, 28 TpaBHA 2024 poky [V03 UKR(uk)], ykpaiHCbKOIO MOBOIO; [OCbE [OCiAKYBaHOro
nikapcbkoro 3acooy ABX464 (Obefazimod)_[aHi wopno skocTti, BugaHHA 12.0 Big, 17 TpaBHA 2024 poKy,
aHrnificbkolo MoBoto; 3asydeHHst Almac Clinical Services Limited, UK, ik gogaatkoBoi BUPOGHUUOT
AinbHULi, BigNOBiJaNbHOI 3a NaKyBaHHSA, MapKyBaHHS Ta BUMYCK AOCAIMKYBAaHOro JlikapCbKoro
3acoby ABX464 (Obefazimod) go npotokony kniHiYHOro gochigpkeHHs «PaHgomizoBaHe, noAgiliHe chine,
nnaueb0-KoOHTPOIbOBaHe, baraTtoLeHTpoBe AocnigpkeHHs hasm Il 4nsa ouiHk1 edpeKTUBHOCTI Ta 6e3neYHOoCTi
npenapaty ABX464 oauH pa3 Ha 406y 415 iHAYKUIAHOT Tepanii B NauieHTIB 3 aKkTUBHUM BMPAa3KOBMM KOITOM
Bif, cepeHbOro 40 TAXKOro CTyneHs TSHXKKOCTI», KOZ ,u,ocni,q,)KeHHﬂ ABX464-105, Bepcida 4.1 Big 03 nuctonaza
2023 POKYy; CrnoHcop ABIVAX, ®paHuin
3aaBHuK - MignpuemcTtso 3 100% iHO3eMHOI0 iHBECTULLiED «AI/IK FOBIA PAC YkpaiHa»

8. OHoBneHuii npotokon pAocnimkeHHs ABX464-106, Bepcia 5.1 Big 10 kBiTHA 2024 poOKy;
MoBigomMneHHs Big 16 KBiTHA 2024 poKy WOA0 nepernsagy npoueaypuv 3ictaBfieHHs OLUiHKM NPUYMNHHO-
HacnigkoBoro 3B’A3Ky wopo MHCIMP, aHrniliicbkoio moBowo; lMepeknag yKpaiHCbKOW MOBOIO Bipg,
12 nunHa 2024 poky MNoBigomMneHHs Big 16 KBiTHA 2024 poKy WoA0 nepernsgy npoueaypu sictaBneHHsA
OLHKM NPUYNHHO-HacNigKoBoro 38’asky wopao NMHCMP; Bpowypa gocnigHuka Obefazimod (ABX464),
Bepcis 10.0 Big 25 ciuHA 2024 poKy, aHINMiicbKolo MoBO1O; IHchopmauiliHuii nMcToK NauieHTa Ta hopma
iHdhopMoBaHoi 3roau, Bepcia V6.0UKR(uk)1.0 Big 31 nunHa 2024 poky, nepeknag yKpaiHCbKOK MOBOIO
Big 14 cepnHa 2024 poky; IHdopmauiiiHuii nucTok i hopma iHchopmoBaHoi 3rogu Ans [O[AATKOBOIO
pocnipkeHHs KapaionoriyHoi 6e3snekn, Bepcia V6.0UKR(uk)1.0 Big 30 nunHa 2024 poky, nepeknag
YKpaiHCbKOI0 MOBOIO Bif, 14 cepnHs 2024 pokKy; IHhopmauiiiHuii nucTok i popma iHthopmoBaHoOi 3rogn
Ha nogasblue CNOCTEPEXEHHA 3a NepeGirom BariTHOCTi Ta CTaHOM y MiC/IANO/IOrOBUIA nepiog, Bepcis
V5.0UKR(uk)1.0 Big 31 nunHa 2024 poky, nepeknag yKpaiHCbKO MOBOIO Big 14 cepnHA 2024 poKy;
IHcbopmauiiHuin nuctok i c¢hopma iHcpopMoOBaHOI 3roaM Ha HeOGOB’A3KOBe MaiibyTHE HayKoBe
pocnipkeHHs, sepcia V2.0UKR(uk)1.0 Big 31 nunHAa 2024 poKy, nepeknaj yKpaiHCbKO MOBOIO Bif
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12 cepnHa 2024 poky; MociGHUK 3 0GroBopeHHA iHchopmoBaHOi 3rogu, 11 uyepBHA 2024 poKy
[VO4 UKR(uk)], ykpaiHCbKOO MOBOIO; Bpoliypa ans nauieHTiB (nvwe AnA AOPOC/UX yyacHuKiB),13
6epesHAa 2024 poky [V03 UKR(uk)], ykpaiHCbkoto MOBOIO; MOCIGHUK i3 gocnimkeHHA AnA nauieHTa, 31
TpaBHs 2024 poky [V04 UKR(uk)], ykpalHCbKOI0 MOBOIO; IHCTPYKLiA A8 NaLieHTiB Wwoa0 36opy 3paskis
Kany, Bepcia 2.1 _Big 25 nunHAa 2024 poKy, YKPaiHCbKOK MOBOIO; ONUTYBa/IbHUK WOAO0 rOJIOBHOIO
6onto, Bepcia 4.0 Big 08 6epesHA 2024 poky, YKPAIHCbKOIO MOBOI; ONUTYBa/IbHUK LWOA0 FOJIOBHOIO
6010, Bepcis 4.0 Big, 08 6epe3Hs 2024 poKy, aHI/1iiCbKOI MOBOIO; J/INCT A0 nikaps Wo[0 HanpaB/ieHHSA
nauieHTiB, 18 uepBHA 2024 poky [V03 UKR(uk)01], ykpaiHCbKOIO MOBOIO; JlucTiBKa 3 8 Baromumu
npuunHamu, 16 TpaBHA 2024 poky [V02 UKR(uk)], ykpaiHcbKOl0 MOBOLO; Cnaiigu 3 iHthopmauieto npo
pocnipkeHHsa, 28 TpaBHA 2024 p. [V03 UKR(uk)], ykpaiHCbKOlO MOBOI; [loCbE AOCAifAKYyBaHOro
nikapcbkoro 3acooy ABX464 (Obefazimod)_[aHi wopno skocTti, BugaHHA 12.0 Big, 17 TpaBHA 2024 poKy,
aHrniicbkolo MoBoto; 3anydeHHsi Almac Clinical Services Limited, UK, ik gogatkoBoi BUPpOGHUUOT
AinbHULi, BigNOBiJaNbHOI 3a NaKyBaHHSA, MapKyBaHHs Ta BUMYCK AOCAIMKYBAaHOro JlikapCcbKoro
3acoby ABX464 (Obefazimod) go npoTtokony kniHiYHOro gochigpkeHHs «PaHgomizoBaHe, noAgiliHe chine,
nnaueb0-KoOHTPOIbOBaHe, baraTtoLeHTpoBe AocnigpkeHHs hasm Il 4nsa ouiHk1 edpekTUBHOCTI Ta 6e3neYHOCTi
npenapaty ABX464 oauH pa3 Ha 406y 415 iHAYKUiAHOT Tepanii B NauieHTIB 3 aKkTUBHUM BMPAa3KOBMM KOITOM
Bif, cepefHbOro 40 TAXKOro CTyneHs TSHXKKOCTI», KOZ ,u,ocni,q,)KeHHﬂ ABX464-106, Bepcida 4.1 Big 03 nuctonaza
2023 POKYy; CrnoHcop ABIVAX, ®paHuin
3aaBHuK - MignpuemcTtso 3 100% iHO3eMHOH0 iHBECTULLIED «AI/IK FOBIA PAC YkpaiHa»

9. 36inbleHHA KiNbKOCTI gocnigkyBaHMX B YKpaiHi Big nonepegHbo  3anjlaHOBaHOI
366 0o 100 oci6 oo NpoTOoKOAY KiHIYHOrO AoC/imKeHHs «PaHaoMi3oBaHe, NoBiliHe cnine, baraToLueHTpoBe
pocnimpkeHHs casm Il gnsa ouiHk1M AOBroCTPOKOBOI e(PeKTUBHOCTI Ta 6e3neyvHocTi npenapaty ABX464 npu
3acTocyBaHHi B 403i 25 Mr a6o 50 Mr oguH pas Ha f006Yy AK NiATpUMyBasibHOT Tepanii B NauieHTiB i3 akTUBHUM
BMPa3KoBMM KOJTITOM Bif, cEpefHbOro A0 TSHXKKOro CTYNeHs TSHXKKOCTI», Kog gocnigpkeHHs ABX464-107, Bepcid
4.1 Big, 03 nvctonaga 2023 poKy; CrnoHcop - ABIVAX, ®paHLis
3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjelo «ANKHOBIA PAC YkpaiHa»

10. OHoBneHuit npoTokon pgocnimkeHHAa ABX464-107, Bepcia 5.0 Big 10 kBiTHA 2024 poOKy;
MoBigomneHHs Big 16 KBiTHA 2024 poKy WOA0 nepernsgy npoueaypu 3ictaBfieHHs1 OLiHKU NPUYMNHHO-
HacnigkoBoro 3B’A3Ky wogao MHCIP, aHrnilicbkolo moBolo; epeknapg yKpaiHCbKOK MOBOIO Bifg
12 nunHsa 2024 poky MoBigomneHHsA Big 16 KBiTHA 2024 poKy Wo[0 nepernsay npoueaypuv sictaB/ieHHA
OLHKM NPUYNHHO-HacNigKoBoro 3B’a3Ky wopao MHCIMP; Bpowypa gocnigHuka Obefazimod (ABX464),
Bepcis 10.0 Big 25 ciuHAa 2024 poKy, aHINMicbKoo MoBO1O; IHchopmauiliHuii nucToK NauieHTa Ta popma
iHhopMoOBaHOI 3rogu Ha yyacTb Y AOCifKeHHi nigTpumyBasibHOI Tepanii, Bepcia V4.0UKR(uk)1.0 Big,
04 nunHsa 2024 poky, nepeknaz yKpaiHCbKOI MOBOIO Bif, 15 nunHA 2024 poky; IHdopmaLiiiH1iA NMCTOK
nauieHTa Ta (popma iHchopMOBaHOI 3roau Ha yyacTb Y JOBrOCTPOKOBIi po3lnpeHii cpasi gocnimpxeHHs
nigTpumysansHol Tepanii, Bepcia V2.0UKR(uk)1.0 Big 04 nunHa 2024 poKy, nepeknapg yKpaiHCbKO
MOBOI0 Bif, 18 nunHsa 2024 poky; IHopmauiliHMiA NMCTOK | hopMa iHpopMOBaHOi 3roaun Ha noganblue
CMoCcTepeXXeHHs 3a nepebirom BariTHOCTI Ta CTAaHOM y Nic/IAN0ONOroBuii nepioa, Bepcis V4.0UKR(uk)1.0
Big 04 nunHa 2024 poky, nepeknap yKpaiHCbKOK MOBOIO Big 15 nunHA 2024 poky; IHdhopMauiiHnii
nncTokK i popma iHpopMOBaHOT 3rogn Ha HeOGOB’sAI3KOBE MaiiOYTHE HayKOBe AOCNimKEHHSA, Bepcia
2.0UKR(uk)1.0 Big 31 nunHa 2024 pokKy, nepeknaj yKpaiHCbKol MOBOLO Big 09 cepnHA 2024 poky;
OonuTyBa/ibHUK LWOA0 rOoNI0BHOro 607110, Bepcia 4.0 Big 08 6epe3Hsa 2024 poKy, YKPAIHCbKOIO MOBOIO;
Aocbe aocnigxyBaHoro nikapcbkoro 3acooy ABX464 (Obefazimod)_/[aHi wopno sikocTi, BugaHHsa 12.0
Big 17 TpaBHA 2024 poKy, aHrilicbkolo MOBOLO; 3aslydyeHHA Almac Clinical Services Limited, UK, sk
[O0[ATKOBOI BMPOOGHUYOI AiNbHULi, BignNoBifaNbHOI 3a MNaKyBaHHs, MapKyBaHHA Ta BUMNYCK
pocnipxyBaHoro Jsikapcbkoro 3aco6y ABX464 (Obefazimod) no npoTokony KAHIYHOMO [OCNILXEHHS
«PaHpomizoBaHe, noggiliHe cnine, 6araToueHTpoBe AochnimxeHHs ¢asn |l NS OuiHKM [OBroCTPOKOBON
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaty ABX464 npu 3acTocyBaHHi B 03i 25 Mr a6o 50 Mr oguH pa3 Ha o6y
AK NigTPUMYyBaUIbHOT Tepanil B NauieHTiB i3 aKkTUBHWM BUPAa3KOBWM KOJMITOM Bif, CepefHbOro A0 TAXKOro
CTYMeHA TAXKKOCTI», ko AocnigxeHHs ABX464-107, sepcia 4.1 Big 03 nuctonaga 2023 poky; CNoOHcop -
ABIVAX, ®paHuis
3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjelo «AVK'IOBIA PAC YkpaiHa»

11. OHoBAeHwnid npoTtokon ICP-CL-01202, Bepcis 2.0 Big 16 nunHa 2024 poky; IHhopmaviiiHWii NMUCTOK i
thopma iHchopmoBaHoi 3rogu, Bepcisa 2.0UKR(uk)1.0 Big 22 cepnHa 2024 pokKy, nepeknaj yKpaiHCbKOLo
MOBOIO Bif 28 cepnHA 2024 poKy [10 MPOTOKO/Y K/iHIYHOro BUNPO6YBaHHA «JoCnifxeHHs hasn | 4Ns OLiHKK
6e3neyHocTi, NepeHocMMOocCTi, hapMakOKiHETUKM Ta nonepegHboi edekTUBHOCTI npenapaty ICP-248 y
nawieHTiB 3i 3piMMU B-KNITUHHUMM 3N0SKICHUMU HOBOYTBOPEHHAMW», KoA, AochigkeHHs ICP-CL-01202,
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Bepcis 1.2 Big 16 kBiTHA 2024 poky; cnoHcop - InnoCare Pharma Inc, USA
3aaBHuK - Mignpuemctso 3 100% iHo3eMHoto iHBecTuuielo «ANK'FOBIA PAC YkpaiHa»

12. OnuTyBa/IbHUK NauieHTa rno6asbHa ouiHka nikaps (PGA), aHrnilicbkoto moBsoto, Bepcia 1.0 Big,
19 kBiTHA 2024 poKy; IHCTPYKLUis ANA 3aNOBHEHHA ONUTYBaJiIbHUKA rnobGasibHa ouiHka nikaps (PGA),
yKpaiHCbKOl0 MOBOI0, Bepcisa 1.0 Big 01.07.2024 poky; OnutyBasibHUK SLEDAI-2K: nuct 36opy AaHux,
aHINiNCbKOK MOBOIO, Bif CiuHA 2001 pokKy; IHCTPYKUiA Ans 3anOBHEHHA onuTyBanibHUKa SLEDAI-2K:
JINCTOK 3BOPY AAHNX, ykpaiHCbKOIO MOBOt0O, Bepcif 1.0 Big 01.07.2024 poKy A0 NPOTOKO/Y KAiHIYHOrO
BMNpo6yBaHHA «®asa 1 JocnigpkeHHs ADI-001 AHTU-CD20 CAR-iHxeHepHux AnoreHHux Mamma-flenbTta
(yd) T Knitun y Jopocnux 3 BoBuyakoBuM HedpuTtom», kog gocnigkeHHss ADI-202300103, sepcis 1.2 Bif
07 6epesHsa 2024; cnoHcop - Adicet Therapeutics, Inc., USA «AgiceT TepanbtoTikc, IHK.», CnoayyeHi wratu
Amepuku

3asBHUK - TOBapWUCTBO 3 OBMEXEHOW BianosiganbHicTio «MBP YKPAIHA»  3asBHuk - TOBapuCTBO 3
06MEXEHOH0 BiAnoBiaanbHiCcTio «MBP YKPAIHA»

13. locbe pocnigxKyBaHOro nikapcbKoro 3aco0y, Bepcia 2.1 Big 13 uepBHA 2024 pPOKy, aHrNiliCbKOIO
MOBOIO [0 MPOTOKO/Y KAiHIYHOTO BuUNpobyBaHHA «®dasza 1 [ocnigkeHHs ADI-001 AHTu-CD20 CAR-
iHXkeHepHux AnoreHHux lamma-Aenbta (y6) T KnituH y [opocnux 3 BoBuyakoBuM Hedhputom», Kopf,
pocnigpkeHHss ADI-202300103, Bepcis 1.2 Big 07 6epe3Hsa 2024; cnoHcop - Adicet Therapeutics, Inc., USA
«AgiceT TepanbloTike, IHK.», CnonyyeHi wratn AMeprKu

3anBHVK - TOBapWCTBO 3 06MEXEHOI0 BifnoBigasbHICTIO «MBP YKPAIHA»



