Jopatok 1

«Mepenik NPOTOKONIB KAiHIYHMX BUNPOOYBaHb JliKApPCbKMX 3aco6iB Ta CYTTEBUX MOMNpaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHax HEP Ne 17 Big 29.08.24, HTP Ne 32
BiA 29.08.24, Ha AIKi 6ynu OTPMMaHi NO3UTUBHI BACHOBKU eKcnepTiB»

1. «[JocnimkeHHs a3m 1/2a gns ouiHku 6e3neyHOCTi, NePEeHOCUMOCTI Ta eEKTUBHOCTI IHrasTALiRHNX
npenapatie okcupy a3oTy (RESP30X) y nauieHTiB 3 6pOHXOeKTaTU4HOK XxBOpo6oto (BEX) 3 iHMeKuieo
Pseudomonas aeruginosa (Pa) ab0o iHLWMX YMOBHO-NATOreHHNX MikpoopraHiamia (YTM)», koa A0CNiaKeHHs
RESP30X-001, Bepcia 2.0 Big 18 uyepsBHs 2024 poky, cnoHcop — «CepTi PecnavipeTpi flimiteg», Benvka
BpuTtaHia [Thirty Respiratory Limited], United Kingdom

®aza - l/lla

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

No MN.1.B. BignoBigabHOro foCNiAHNKA,

n/n HasBa micus npoBeAeHHs K/iHIYHOro BUNPo6YyBaHHS

1. K.M.H. [Jo6psaHcbkuniin [.B.

MeauyHuii LeHTp TOBaprCTBa 3 0OMEXEHOI0 BiANOBIAANLHICTIO «ApeHcia Ekcnnopartopi Megicit»,
BiAAiN KNiHIYHMX AocnimkeHb, M. Kui

2. «focnimkeHHs asn | gnsa ouiHkm 6e3neyHoCcTi, NepeHOCUMOCTI, (bapMakoKiHETMKM Ta nonepegHbol
edhekTmBHOCTI npenapaty ICP-248 y nauieHTiB 3i 3pinuMn B-KAITUHHUMW 3/10SIKICHUMW HOBOYTBOPEHHSIMM,
Koa gocnigpkeHHst ICP-CL-01202, Bepcis 1.2 Bia 16 kBiTHS 2024 poKy, cnoHcop - InnoCare Pharma Inc., USA
da3za - |

3asBHYK - MignpremcTso 3 100% iHo3eMHolo iHBecTULje «AK'IOBIA PAC YkpaiHa»

No MM.1.B. BiANOBIAABHOrO AOCNIAHMKA,

n/n Hasga Micusi npoBefeHHS KiHIYHOro BUNPo6yBaHHS

1. O.M.H., 3aB. Big. Macnsk 3.B.

[JepxaBHa ycTaHOBa «IHCTUTYT naTonorii KpoBi Ta TpaHCysiiHOT mMeauuuHM HauioHanbHOT
akagemii MenYHUX HayK YKpaiHu», BigaineHHs remaTtonorii, M. JIbBiB

2. | 3aB. Bia. YceHko I'.B.

KomyHasibHe HekoMepLjiiiHe NignprueMcTBO «Micbka KiiHibyHa sikapHs Ned» [HINPOBCbKOT MICbKOT
paan, remaTosioriyHe BigaineHHs, M. JHinpo

3. | nikap Horaesa /1.1.

KomyHasibHe  HekomepuiiHe  nignpuemMcTBO  «KniHiYHWMIA  UEHTP  OHKOJOril,  remartonorii,
TpaHcnAaHToOorT Ta naniatMBHOI gonomoryn Yepkacbkoi ob6nacHoi pagu», Bigdin remarosnorii Ta
TpaHcnaHTaui KiICTKOBOro MO3Ky 3 kabiHeTamu XimioTepanii, M. Yepkacu

3. «PaHgomizoBaHe, noAgiiiHe cnine, nnaueb0-KOHTPONbOBAHE, My/IbTUPErioHa/IbHE K/iHIYHe AocimpKeHHs 1l
hasn 3 OUiHKM TopunaniMady npu MOro 3acToCyBaHHi Yy BUrNA4i MoHoTepanii abo y komOGiHauil 3
Tudpuemanivabom (JS004/TABO04) B AKOCTI KOHconigauiiHol Tepanii y nauieHTiB 3 oKasli3oBaHUM
OPIGHOKNITUHHMM pakom sfiereHb 6e3 nporpecyBaHHs 3axBOPIOBaHHSA MiCNA NPOBEAEHOT XiMiONPOMEHEBOI
Tepanii», kog, gocnimkeHHs JS004-008-11I-SCLC, Bepcis 3.0 Big 28 TpasHa 2024 poky, cnoHcop - «LlaHxai
Li3toHbLi BaiiocalieHces Ko., Jita.», Kutain [Shanghai Junshi Biosciences Co., Ltd., China]

®a3za - Il

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

No M.1.B. BignosiganbHOro gocnigHuka,

n/n HasBa micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. | nikap WesHsa C.IM.

ToBapMCTBO 3 0OMEXEHO BiANOBIAa/bHICTIO «MeauyHuii LEHTP «ANbTameankar», BioKpeM/IEHWNA
CTPYKTYPHUIA Nigpo3ain, M. BiHHMUA

2. | nikap CiHenbHikoB |.B.

KomyHanbHe nignpneMcTBo «BosiMHCbKa 06/1acHa KiiHiuHa nikapHa» BonnHCbKOT ob61acHOi pagu,
06nacHUA MeanYHWIA LEHTP OHKOJIOTIT, OHKOIOTYHE XiMioTepaneBTMYHE BiA4iNneHHs, M. JyLbK

3. K.M.H., gou. Wnapuk A.B.

KomyHasnibHe HekomepLiiHe NignpueMcTBO JIbBiBCbKOI 06/1acHOT paan «J/1bBiBCbKMIA OHKOMOTiIYHWIA
perioHasibHWi1 NikyBaslbHO-AiarHOCTUYHWIA LEHTP», BigdineHHs ximiotepanii, M. J1bBiB




4. | nikap rNigsep6eubka A.B.

O6nacHe KoMyHajlbHe HeKoMepuiiHe nignpUeEMCTBO «BYKOBUHCBKWI KAIHIYHWI  OHKOMOTiIYHWIA
LLeHTP», CTPYKTYPHWIA NiAPOo34ia KiHiYHOT OHKoNorii, M. YepHiBLi

5. | o.M.H., npod. PycuH A.B.

KomyHanbHe  HekomepujiiHe  MmignpuMeMCTBO  «3akapnaTCbkuMil  MPOTUMYX/IMHHWA  LEHTP»
3akapnaTcbkoi 06s1acHOI paau, BigaiNeHHs xiMioTepanii, M. Y)ropos

6. K.M.H. MomiHuyk O.B.

MeanyHuii LeHTp ToBapucTBa 3 06MeXeHOo BignoBiganbHicTio «K/IHIKA BEPYM EKCIMEPT»,
M. Kni

7. | A.M.H., npod. BoHaapeHko |.M.

ToBapnCTBO 3 OBMEXeHO BiANoBiAanbHICTIO «AP AW M KOKPEVIH», nikyBanbHe BigaineHHs,
M. [IHinpo

8. | nikap loTbkO I.HO.

KoMyHaslbHE HekOMepUiiHe NiANPUEMCTBO «YXropoAcbka Micbka OaratonpodinbHa KiHibYHa
NiKapHsI» Y)XropoAcbKoi MICbKOT paaun, OHKOMOrYHe BiAAINEHHS, M. Y)XXropoa

4. OHOBNEHUI NPOTOKOJ1 KNiHiYHOro BUNpoGyBaHHs: 13Y-MC-JPCF 3 iHkopnopoBaHoto nonpaskoto (h)
Big 20 noTtoro 2024 poky, aHrNificbkol MOBO; 3MiHA Ha3BM MicUA NPOBEAEHHA KJliHIYHOrO
BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOro AocnimkeHHs «MonarchE: PaHaomMizoBaHe, Bigkpute foCnigKeHHs
[l chasm Tepanii abemavnikniéoom B kKOMOIHALI 3i CTAaHAAPTHOK a/'t0BaHTHOK rOPMOHOTEPANIEID B NOPIBHAHHI
3i cCTaHOAPTHOK af'toBaHTHOK rOPMOHAUTILHOK MOHOTepanielo y nauieHTiB i3 No4aTKoBOK CTafietd ropMOH-
peLenTop-no3nTUBHOIO, 3 HEraTUBHUM PeLenToOpPHUM CTaTyCOM II0ACLKOrO enigepMasibHoOro gakropa pocTy
2-ro TUNy, NaxsoBWX NIMATUYHWX BY3/1iB MO3UTUBHOIO paky MOJIOYHOI 3as1031 BUCOKOTO PU3MKY», KOG
pocnipkeHHs 13Y-MC-JPCF, 3 iHkoprnopoBaHoto nonpaskot (g) Big 08 nuctonaga 2023 poky; crioHcop -
Eni Ninni eHg Komnai, CLA
3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis

BYNO CTAJO
nikap CiHenbHikoB |.B. nikap CiHenbHikoB 1.B.
JNlikyBanibHO-NPOiNaKTUUHUIA 3aknapg, | KomyHanbHe nignpuemcTBO «BonuHCbKa
«BonnHCbKMiA o6nacHwuii OHKOJIOTiYHUMIA | o6nacHa  KniHiYHa  fikapHa»  BosiMHCbKOI
AucnaHcep», BigAaineHHsA ximiotepanii, M. /lyubk | o6nacHoi pagun, OGnacHWii MegUUHUIA LEHTp
OHKOnNoril, OHKOJIoriyHe  XiMmioTepaneBTUUHE
BiAgiNeHHsA, M. JlyubK

5. BK/1IOUEHHs [0[aTKOBUX MicUb MPOBEAEHHA KNiHIYHOrO BMNPOOGYBAaHHA [0 MPOTOKOY KMiHIYHOIO
JocnimpkeHHs «baraToueHTpoBe, BigkpuTe gocnigxeHHs Il hasun ans ouiHkuM OBrocTpOKOBOT 6e3neyHocTi Ta
€(heKTMBHOCTI B y4YaCHUKIB, SKUM Hapasi MPOBOAMTLCS NiKyBaHHSA ab0 CMOCTEPEXEHHS Y LOCMIIKEHHSIX, L0
BK/IIOYAKOTE NemMoponizymad», kog gocnipkeHHs MK-3475-587, 3 iHkopnopoBaHot nonpaskot 04 Big 15
rpyaHs 2022 poky; crnoHcop - TOB Mepk Wapn eHg Ooym, CLUIA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»

Ne M.l.6. BignoBiga/IbHOro AoCNiAHMKA

n/n HasBa micLisl NpoBeAEHHS KNiHIYHOITO BUNPOOYBaHHS

1. | A.M.H., npod. CyxiHa O.M.

[JepxaBHa ycTaHoBa «IHCTUTYT MeAUYHOI pagionorii Ta oHkonoril iMm. C.MN. Mpurop’eBa HauioHanbHOT
akagemii MeanYHNX HayK YkpaiHu», BigdiNeHHs pagialiliHoi oHKonoril, M. XapkiB

2. | nikap Kynaba A.M.

MeguuHnii ueHTp ToBapucTBa 3 OOMEXEHOK BiAMNOBIAAILHICTIO «ACKIENiOH», CTalioHapHWi
nigpo3sain, c. Xogociska, Kuiscbka 0611.

6. 3miHa Ha3BM MicLb NpPoBeAEHHA AOCNIMKEHHS 4,0 NPOTOKO/Y KNiHIYHOIO A0CNifXKEeHHA «PaHa0Mi30BaHe,
BiAKpUTE, HGaraToueHTpoBe JOCAiMKEHHSA dha3n 3 N BMBYEHHS KOMOiHauii 3aHy6pyTiHioy (BGB-3111) 3
PUTYKCMMAGOM Yy MOPIBHAHHI 3 KOMOIHaUielo 6eHgamMyCTUHY 3 pUTYKCMMaboMm Yy nauieHTiB 3 paHiwe He
NiKOBAHOK MAHTINHOK/TITUHHOK NiIMJIOMOI0, SIKUM He nokasaHa TpaHCn/aHTaujisi CTOBOYPOBUX KAITUH», KOA
pocnigpkeHHss BGB-3111-306, Bepcisi 3 nonpaskoto 3.0 Big 17 cepnHs 2022 poky; cnoHcop - belibxeH Jita
[BeiGene Ltd], CWA
3anBHUK - TOB «®OPTPIA AEBENOMMEHT YKPAIHA»



BYNO CTANO
nikap Horaesa /1.1. nikap Horaesa /1.1.
KomyHanbHe HekoMepLUiiHe nignpuemcteo | KomyHanbHe HekomepLUiiiHe nignpuemMcTBo
«Yepkacbkuii oGnacHwuii OHKOMOriYHUiA | «kKNiHiYHWIA  ULeHTP OHKosorii, remaronorii,
pucnaHcep YepkacbKoi 06nacHOi  pagu», | TpaHCMIAHTOIOrT Ta naniaTUBHOI Aonomoru
O6nacHwii NikyBa/nlbHO-giarHocTUUYHMII | YepkacbKoi 061acHOT pagu», Bigain remaronorii
reMaTonoriyHuii LeHTp, M. Yepkacu Ta TpaHcnnaHTauii KICTKOBOrO  MO3Ky 3

KaGiHeTamu XimioTtepanii, M. Yepkacu

O.M.H., npod. Kpsayok I.A. O.M.H., npod. Kpsdok |.A.
HauioHanbHWIA  IHCTUTYT  paKy, HayKoBO- | [lepxaBHe HeKoMepLuiliHe niagnpuemMcTBo
pocnigHe BigAineHHsA ximiotepanii | «HayioHa/IbHMIA  IHCTUTYT paKy», HayKOBO-
remo6nacrtosiB Ta aA'loBaHTHMX MeTOAIB | KNiHIYHMIA Biggin OHKoreMatonorii, BiaaifeHHsA
NiKyBaHHA, BigAiNIeHHA OHKoremaTosiorii 3 | OHKoremarosorii, M. Kuis
CEKTOPOM af'tOBaHTHUX METOfIB JliKyBaHHA, M.
Kuis

7. 3miHa Ha3BM Micub NpPoBefeHHs K/iHIYHOro AOCNIMKEeHHA [0 NPOTOKO/Y K/IHIYHOrO AOCHiIKEHHSA
«PaHpomizoBaHe, noggiiiHe cnine pgocnigkeHHa dasu Il gns ouiHkM edpekTMBHOCTI Ta 6e3neyvHocTi
Na3epTiHiOy B MOPIBHAHHI 3 rediTiHibom AK Tepanii nepLuoi MiHil B NauieHTiB 3 MiCLeBO-MoWmMpeHM abo
MeTacTaTUYHUM HeApPiGHOKNITUHHUM pakoM JSIereHis 3 MyTaLji€to, WO CEHCUTU3YE peLenTop enigepMasibHoro
dhakTopa pocty», kog gocnimkeHHs YH25448-301, sepcia 3 Big 17 xoBTHA 2023 poky; crnoHcop - Yuhan
Corporation, Republic of Korea / FOxaH KopropeliH, Pecny6nika Kopes
3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

BYNO CTANO

nikap rotbko I.1O. nikap rotbko L.1O.

KomyHasbHe HekomepLiiHe nignpuemcTBo | KomyHasbHe HeKoMepLiiHe nigANpPUEMCTBO
«LleHTpanibHa  MiCbKa  KJ/iHiYUHA  JliKapHA» | <Y)XropoAcbKa MiCbKa G6araronpodisnibHa
YXropoAcbkoi  MiCbkOI  pagu, TepaneBTUUHE | K/iHIYHA NiKapHA» YXropoAcbKoi MICbKOi paawn,
BifAiNeHHA MIiCbKOro OHKOJIOFiYHOIO LIEHTPY, | OHKO/OriuHe BigAineHHs, [epXaBHUA BULLWIA
[JepxaBHuii BULLWIA HaBYas1bHWA 3aknaf | HaBYasIbHUI 3aKknag «YXXropoACbKUiA HaLioHaNbHNIA
«YXropoAcbkuii  HalioHaNbHWIA  yHIBEpCUTET», | yHIBepcuTeT», Kadiedpa OHKosorii Ta pagionorii
Katbegpa oOHkonorii Ta papgionorii  akyneTeTy | dpakynbTeTy nicnsaaunIOMHOI OCBITU Ta
nicnAguNIOMHOT  OCBITUM  Ta  AOYHIBEPCUTETCLKOI | AOYHIBEPCUTETCHKOI NiATOTOBKM, M. YXXropoz
niAroToBKM, M. Y)XXropoa

K.M.H. LLanosanos [.B. K.M.H. LLlanosanos [.B.
KomyHasibHe HekomepLiiHe nignpuemcTso | KomyHasnbHe HekomepLinHe niANpUEMCTBO
XapkiBCcbkOi 06/1acHOT paan «O6nacHUiA KiHIYHUIA | XapKiBCbKOI obnacHoi paam «O06nacHui

cneuianizoBaHnii  gucnaHcep pagiauiiiHOro | KapaionoriuHuii LeHTp», XipypriuHe BigaineHHsA
3axXUCTY HaceslIeHHs», XipypriuHe BigAiNieHHA, M. | 3 OHKOMOTiYHUMU NibXXKKaMu, M. XapkiB
Xapkis

8. OHoBneHe [locbe AOCNIAKYBAHOrO JiKapCbKOro 3acoly YO6niTykcumad, KBiTeHb 2024 poky,
aHrNifcbKo MOBOIO; 3a/lydeHHsi [0[aTKOBUX BUPOGHUUUX [AINAHOK AnA BUpoGHuuTBa /13
Y6nitykcuma6, KOHUEeHTpaT A/is NPUroTyBaHHA po3uuHy ans iHdysii: Eurofins BioPharma Product
Testing Munich GmbH, Germany, Bunyck [A/13 Ta TecTyBaHHs cTabinibHOCTi (TiNbKM aHanis
akTuBHocCTi); Clinigen Clinical Supplies Management Group Frankfurt, Germany, wo 3aiimaloTbcsi
yNakoBKOIO, MapKyBaHHAM, 3GepiraHHAM i AUCTPMOYLi€l0 NiKapCbKOro 3acooy, iMMNOPTOM Ta BUMYCKOM
napTii ANA KAiHIYHUX AocnimpkeHb [0 MNPOTOKO/Y K/IHIYHOMO AOCNiMKEeHHS «BigkpuTe nogoBxeHe
OOCNipKEHHS yOniTykcumaby y nauieHTiB i3 peumamBHMM PO3CIAHMM CKIEPO30M», KOA AOCHILKEHHS
TG1101-RMS303, Bepcia 4.0 Big 31 ciuyHa 2024 poky; cnoHcop - Tilkm TepanbtoTukc, IHK., CLUA (TG
Therapeutics, Inc., USA)
3asaBHUK - TOB «K/IHIYHI BUTTPOBYBAHHA», YkpaiHa

9. EnekTpoHHWIA WOAEHHUK: 3BIT 3 eKpaHy, Bepcia 2 Big 25 nunHsa 2024 poKy, yKpaiHCbKOK MOBOIO [0
MPOTOKOJTY K/iHIYHOTO AocnimkeHHsa «lMoagiiHe ciine, nnaueb0-kOHTPObOBaHe AoCnimpkeHHs hasu lla ans
OLiHKU edeKTUBHOCTI Ta 6e3nekn AZD7798 y nauieHTiB 3 XBOpo6o KpoHa Bif cepefHbOro A0 TSHXKKOro
cTyneHs BaxkocTi (AMANTEA)», kog, ,u,ocnl,cpkeHHﬂ D9690C00005, sBepcisa 2.0 - Monpaska 1 Bif 26 kBiTHA 2024
POKy; CroHcop AstraZeneca AB, Sweden
3asaBHUK - TOB «<ACTPA3EHEKA YKPAIHA»



10. OHoBneHa Bpouwypa flocnigHuka, nepopasibHUI cemarnyTug, npoekt NN9924, niaéeTt 2-ro Tuny,
BMAaHHA 17, ciHanbHa Bepcisa 1.0 Big 25 uepBHA 2024 pokKy, aHrniiicbkolo moBoto (Investigator's
Brochure Oral Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 17; Final version 1.0; dated
25 June 2024) [o NpOTOKOJTY KAIHIYHOIO BUNPOOYBaHHS «oCAigpKeHHS BNANBY ceMarnyTugy Ha cepLeBo-
CYAVIHHI YCKNaAHEHHS Y NauieHTIB 3 LyKpoBuM giabetom 2-ro Tuny (SOUL)», kog gocnipkeHHs EX9924-4473,
thinanbHa Bepcia 3.0, Big 17 nuctonaga 2020 p.; cnoHcop - Novo Nordisk A/S, Denmark
3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

11. OHoBneHa bBpouwypa pocnigHuka, cemarnyTug, npoekt NN6535, XBopo6a Anburelimepa,
nepopasibHuii cemarnyTua, BupgaHHsa 6, sepcia 1.0 Big 18 nunHA 2024 poky, aHrNiicbKo0 MOBOK [0
NMPOTOKONIB KMiHIYHUX AochigkeHb: «PaHgomizoBaHe MoABiiHe crine niauebo-KOHTPO/IbOBaHE KAiHiYHE
OocnifpKkeHHs, WO BUBYaE edDeEKTUBHICTb Ta 6e3neky 3acTOCyBaHHA NepopasibHOro ceMarnyTuay y nauieHTis
i3 noYyaTKOBOW cTagieto xBopobu Anbureimepa (EVOKE plus)», kog gocnigmkeHHss NN6535-4725, doiHanbHa
Bepcis 10.0 Big 20 rpygHa 2022 p.; «PaHpgomizoBaHe MoABiiHe cnine naaueb0-KOHTPO/IbOBaHE K/IHIYHE
JocnimpKeHHs, Wo BuBYaE edPeKTUBHICTb Ta 6e3reKky 3acTOCyBaHHSA NepopasibHOr0 cemarnyTuay y nauieHTis
i3 NnoYaTKOBOH cTagieto xBopobu Anbureiimepa (EVOKE)», kog gocnigxeHHss NN6535-4730, chiHasibHa Bepcis
10.0 Bif, 20 rpyLHs 2022 p.; CroHcop - Novo Nordisk A/S, Denmark
3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

12. 3miHa cnoHcopa pgocnipkeHHA 3 Avalo Therapeutics, Inc. (ABano TepanbloTike, IHK.), CLUA, Ha
Apollo Therapeutics Limited (Anonno TepanbtoTikc Jlimiteg), CnonydyeHe KoponiBcTBO
Benuko6puTtaHii ta MiBHiYHOT IpnaHail; 3miHa 3aABHUKA K/iHIYHOro BUMPOOGYBaHHA B YKpalHi 3
TOBAPUCTBO 3 OBMEXXEHOIO BIANOBIAA/IbHICTIO «®APMACBIOTIKA/1 PICEPY ACCOYLUMENTC
YKPAIHA» (TOB «®PA YKPAIHA») Ha «[laiin OKO», ECTOHiA [0 NPOTOKO/Y KNiHIYHOTO [OC/iIKEHHs
«baratoueHTpoBe BigkpuTe focnimkeHHs dasu 1b on1a ouiHkM 6e3neyHocCTi, NepeHOCUMOcCTi, e(peKkTUBHOCTI,
(hapmakokiHeTUKNn Ta papmakoauHamiku npenaparty AEVI-007 y nauieHTiB i3 xBopo6ot Crinna, LWo
pO3BMHYAacA y 4OPOCOMY BiLli», koA gocnigxkeHHa AEVI-007-A0SD-101, sepcis 4.0 Big 30 nunHa 2021 poky;
CrnoHcop - Avalo Therapeultics, Inc. (ABausio TepanbioTiKc, IHK.), CWA
3anBHYK - «aiisa OlO», ECTOHIA

BY/NO CTANO
Avalo Therapeutics, Inc. (ABano TepanbtoTikc, | Apollo Therapeutics Limited (Anonno
IHK.), CLUA TepanbloTikc JlimiTeg), CnonyuveHe KoponiBctBo

Benuko6putaHii Ta MiBHiIYHOT IpnaHait

BYNO CTANO
TOBAPUCTBO 3 OBMEXXEHOIO | «laiisi OkO», ECTOHIs
BIANOBIAANBHICTHO «®APMACbIOTIKAN
PICEPY ACCOYLUMENTC YKPAIHA» (TOB «®PA
YKPAIHA»)

13. Bpowypa gocnigHuka Inebilizumab (VIB0551), BugaHHa 19.0 Big 25 kBiTHA 2024 p., aHrNilicbKOLO
MOBOIO [0 MPOTOKOJY KAIHIYHOrO JocnifpkeHHs «PaHgomizoBaHe, MOABiiHe-cnine, GaraTtoueHTPOBE,
nnaue60o-KOHTPOIbOBaHE AOC/IMKEHHA ha3n 3 3 BIAKPUTUM NepiogoM Ans OUiHKM e(DeKTMBHOCTI Ta
6e3neyHoCTi iHeGinisymady y AOpPOCNX NaLiEHTIB 3 MiacTeHiero rpasic», kog gocnimkeHHs VIB0551.P3.S1,
Bepcis 7.0, 13 BepecHsi 2023 p.; crnoHcop - «Biena baiio, IHK./ Fopaii3oH Tepan'toTikc Aipneng OIERCI
(CopaiizoH Tepan'toTike)» [Viela Bio, Inc./Horizon Therapeutics Ireland DAC (Horizon Therapeutics)], IpnaHgis
3asBHK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBigabHICTIO «<MEAMENC YKPAIHA»

14. NMpoaoBXeHHs TepMiHy NpoBefeHHs K/iHIYHOro BUNpoGyBaHHA B YKpaiHi Ta B YCiX KpaiHax, Ae
npoBOAUTLCA K/iHIYHEe BUNpPoGyBaHHA A0 4 pokiB 5 MicAuiB Ta 16 AHIB [0 NPOTOKO/Y KNiHIYHOIO
JocnimpkeHHa «BigkpuTe gocnimpkeHHa 1b dpasmn 3 ouiHKM 6e3neyHOoCTi, hapMakoKiHETUKM i hapMakoaMHaMiKu
npenapaty JNJ-64264681 y kom6iHauii 3 npenapatom JNJ-67856633 B y4acHUKIB 3 HEXOOKKIHCbKOI
NiMdHOMOI0 Ta XPOHIYHUM NiMAIOLMTAPHMM JTIEMKO30M>», KOA AoChimpKeHHs 64264681LYM1002, Monpaska 3,
Big 08 rpyaHs 2022 poky; cnoHcop - AHcceH-Cinar IHTepHewHn HB, benbria / Janssen-Cilag International NV,
Belgium

3aaBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa



15. YKP3089C025 LLlogeHHUK npriioMy JOC/ifAKYyBaHOro npenapary-cycneHsisi-Bepcis 2 Big 12 uepBHA
2024 poky; YKP3089C025 Bepcis 1, 20 nuctonaga 2022 poky IHCTpyKuUis 3 npuiioMy npenaparty Ans
y4yacHUKIB gocnimpkeHHs Ta (a60) OciG, WO 34iliCHIOTb 3a HAMWU [OrNA4 40 NPOTOKOAY KAiHIYHOrO
JocnipkeHHs «PaHgomizoBaHe, MOABiHE chine, nnaueb0-KOHTPoiboBaHe, H6araToLEeHTPOBE AOCAIAKEHHS
ONS OUiHKM edhbekTMBHOCTI Ta 6e3neyYyHOCTi BMKOPUCTaHHA LeHoGamarty B SKOCTI af'toBaHTHOI Tepanii y
NawuieHTIB 3 NePBUHHO-TeHepanizoBaHMMN TOHIKO-KNOHIYHUMY Hanagamm», ko aocnigpxkeHHs YKP3089C025,
Monpaska 4.0 Big 27 »oBTHA 2022 poky; cnoHcop - CK Jlalig CaiteHc, IHk., CLUA / SK Life Science, Inc., USA
3aaBHuK - TOB «HO CI TI-TJTOBAJ», YkpaiHa



