Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIIB KNiHIYHUX BUNPOGYBaHb, PO3rNsaHYTUX Ha 3acigaHHAX HEP Ne 01 Big 08.01.26, HTP Ne 01 Big,
08.01.26, Ha ki 6y/In OTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. «baratoueHTpoBe, B napasiefNibHuX rpynax, paH4oMi3oBaHe, MOoABiiHe criine [OoCnifpkeHHs ¢as3n 2 B
YOTMPbLOX rpynax Assi ouUiHKK edhekTUBHOCTI Ta 6e3nekn AZD1163 y yyacHUKiB 3 peBMaToigHUM apTpPUTOM Bif,
nomipHoi Ao Bucokoi aktmBHoCTi (LaunchPAD-RA)», kog pocnimkeHHs D9640C00003, Bepcisa 2.0 Bifa
30 BepecHsi 2025 poky, cnoHcop - AstraZeneca AB, Sweden

Pa3za - Il

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

No MN.1.B. BigNoOBiAaIbLHOro [OCNIAHNKA,

n/n Ha3ga Micus npoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHSA

1. nikap Kypunsuuk 1.B.

MeauyHuii LeHTp ToBapucTBa 3 0OMEXEHOI BifgnoBifasibHICTIO «MeanyHuil LeHTp «KoHcuaiym
Megikan», KNiHiko-KOHCY/IbTaTUBHE BiAfifIeHHA, M. Kui

2. K.M.H. Baueba M.O.

KomyHasibHe HekomepuiiiHe nianpueMcTBo «Micbka KiHiYHa sikapHsa Nel IBaHO-®paHKiBCHKOI
MICbKOT paaun», BigAiNeHHsA cneuianizoBaHoi KOHCY/IbTaTMBHOT A0MNOMOrn, M. IBaHO-®PpaHKiBCbK

3. K.M.H. IBaHOBa K.A.

MeamnyHWii LEHTP TOBapMCTBa 3 0OMEXEHO BigNoBiAas/IbHICTIO «EfenbBeic Megike», NnikyBasibHO-
npodoinakTnyHuiA nigposain, M. Knuie

2. «®daza Il, MixHapogHe, baraToueHTpoBe, NOABiHE chine, paHAOMi30BaHe, KOHTPO/IbOBaHE aKTUBHUM
npenapaToMm, TpbOXeTanHe nepexpecHe [OCMIMKEHHA AN OUHKA TepaneBTUYHO! eKBIB&SIEHTHOCTI
[030BaHOr0 aepo3osibHoro iHransatopa CHF5993 3 posamu 100/6/12,5 mkr HFA-152A y NOpPIBHAHHI 3
[030BaHUM aepo3o0fibHUM iHranaTopom CHF5993 3 paosamu 100/6/12,5 mkr HFA-134A y nauieHTiB i3
OpOoHXia/IbHOK acTMOIK JIerKOro Ta CepefHboro CTyneHsa TAaXKOCTi (gocnigpkeHHs TRECONY)», kop
pocnimpkeHHa CLI-05993AA9-01, Bepcia 2.0 Big 21 nunHa 2025 poky, crnoHcop - «K'esi dapmauesTidi C.n.A»,
ITanisa

®aza - Il

3asnBHUK - TOB «®OPTPIA IEBENOMMEHT YKPAIHA»

No M.1.6. BignoBiganbHOro gocnigHunka,

n/n HasBa micLisl NpoBeAEHHS KNiHIYHOTO BMNPO6YBaHHSI

1. O.M.H., npodp. AcaHos E.O.

[epxaBHa ycTaHoBa «lHCTUTYT repoHTonorii imeHi .. UeboTapboBa HauioHanbHOT akagemil
MeAMYHNX HayK YKpaiHu», Bigain KNiHIYHOT idionorii Ta naTonorii BHYTPIWHIX OpraHis,
3arasibHoTepaneBTUYHE BigAgineHHs, M. Knis

2. K.M.H. JobpsiHcbkuin [1.B.

ToBapnCcTBO 3 0OMEXEHOI0 BigNoBiAabHICTIO «MeanuHuii ueHTp «/APTEC MELIKYM», nikyBasibHO-
JiarHocTuyHe BigaineHHs, M. Knis

3. O.M.H., npodp. Penopos C.B.

KomyHanbHe HekomepuiliHe nignpuemctBo «Micbka K/iHiYHa nikapHa Nel IBaHO-®paHKiBCbKOT
MiCbKOT paau», BigaiNeHHs cneuianizoBaHol KOHCY/1bTATUBHOT AOMOMOrY, M. IBaHO-PpaHKiBCbK

4. K.M.H. Murosuu B.B.

KomyHasibHe HekomepuiiiHe MignpueEMCTBO «LleHTpasibHa Micbka KJ/liHiYHA fikapHsa  IBaHo-
PpaHKIBCbKOI MiCbKOT paan», TepaneBTuyHe BiaaineHHs Nel, M. IBaHO-PpaHKiBCbK

5. O.M.H., npodp. KoHCcTaHTUHOBMY T.B.

KomyHaslbHe  HekoMepujiiiHe  MNigNpuMeEMCTBO  «BiHHMUBbKaA  Micbka  KAiHIYHA  MiKapHS
Nel», KniHiyHe ny/IbMOHOJIONYHE BigaineHHs, BiHHMLbKMIA HaLiOHa/TbHWI MeaNYHWI YHIBEPCUTETIM.
M.l. MuporoBa, Kadeapa nponeaeBTUKM BHYTPILWHbOT MeanLMHK, M. BiHHMLUS

6. O.M.H., npody. KoBaneHko C.B.

O6nacHe KOMyHaJlbHE HEKOMepLiiiHe NigNPUEMCTBO «YepHiBelbka 0bnacHa KNiHivHa NikapHs»,
BigAiNeHHs1 NyIbMOHO/OTIT, M. YepHiBLi

7. nikap Kpnsopyuko I.I.

NikyBanbHO-AjarHOCTUYHMIA UEeHTPp ToBapucTBa 3 OOMEXEHOH BignoBiganbHICTIO «MeanyHuia
NiKyBas/IbHO-AiarHoCcTUYHMIA ueHTp «MEAIOH», nonikniHiyHe BigAdineHHs, m. MNontasa




8. Nikap HoBocbosoBa HO.E.

KomyHanbHe HekoMmepujiiiHe nignpuemcTBo «Opgecbka obacHa KiiHiyHa fikapHa» OpecbKoi
06/1acHOI paau, BigdineHHs nynbMoHonorii, M. Ogeca

9. A.M.H., npod. OcTpoBcbkuii M.M.

KomyHanbHe HekomepLjiiHe nignpremcTBo «LIeHTp iHgeKuiiHMX 3axBoptoBaHb |BaHO-PpaHKIBCbKOI
06/1aCHOI paan», Ny/IbMOHOJOrNYHE BiAAiIEHHS, M. IBaHO-PpaHKiBCbK

10. | K.M.H. MpumyLiko H.A.

[JepxaBHa ycTaHoBa «HauioHasnbHWIT HayKoBWiA LeHTp doTusiaTpii, nynbMoHOMOri Ta anepronorii
iMmeHi @®.I'. FHOBCbKOro HaujioHanbHOI akagemii MeAWYHUX HayK YKpaiHu», Bia4isleHHA
ny/bMOHO/0rIT, M. Kni

11. | o.M.H., npodp. WeBuyk C.B.

«YHiBepcuteTcbka  K/iHika»  BiHHMUBKOTO  HauiOHa/IbHOrO  ME[MYHOro  yHiBepcuTeTy
iMm.  M.l. TnporoBa (NiKyBa/lbHO-HaBYa/IbHO-HAYKOBUIA LIEHTP), TepaneBTMYHE BiAAiNIEHHS,
BiHHMUbKWIA HauioHaNbHWIA MeguyHWii yHiBepcuTeT iM. M.l Tuporoea, kadjegpa BHYTPIiLUHbOT
MeamumHm Ne2, M. BiHHMUA

12. | k.M.H. CnenyeHko H.C.

KoMyHaslbHEe HekomepujiliHe nignpueMcTBO  «BiHHMUbKA MicbKa KhiHiYHa nikapHa  Nelx,
KniHiyHe TepaneBTuuHe BigdineHHs Nel, BiHHUUBKWIA HauiOHa/bHWIA MeaWYHWA YHiBEpCUTET
iM. M.I. Mnporosa, kadpegpa nponefeBTUKM BHYTPILLHBbOT MeAULUMHK, M. BiHHMUA

3. OHoBneHe [ocbe AoCNiMKYBaHOro NikapcbKoro saco6y Tuduemanimad — Posain Quality, Bepcis 4.0
Big 20 nuctonaga 2025 poky; IHhopmauis ansa naudieHta i dopma iHcpopmoBaHoOi 3rogn, Mogenb ansa
YkpaiHu, Bepcia 3.0 Big 12 nuctonaga 2025 poKy, yKpaiHCbKOIO Ta POCIiliCbKOIO MOBaMu 0 MPOTOKOY
KMIHIYHOTO gocnimKeHHs «PaHgomisoBaHe, noggiiHe cnine, nnaueb0-KOHTPO/IboBaHe, My/bTUPErioHasIbHE
KniHiyHe gocnimkenHs 1l hasn 3 ouiHkM Topunanimady npuv Moro 3acTocyBaHHi Yy BUrIs4i MOHOoTepanii abo y
kombiHaLii 3 Tuduemanimaéom (JS004/TAB004) B SAKOCTI KOHCONigauiiHOT Tepanii y nauieHTiB 3
NOoKanizoBaHUM ApiGHOKMITUHHUM pakoM fereHb 6e3 MnporpecyBaHHs 3axBOPHOBAHHS MicAsi NpoBeAeHol
ximionpomeHeBoi Tepanii», kog gocnimkeHHs JS004-008-11I-SCLC, Bepcis 3.0 Big 28 TpaBHs 2024 poky;
cnoHcop - «laHxaii ListoHbli BaliocaiteHce3 Ko., JIta.», Kutait [Shanghai Junshi Biosciences Co., Ltd.,
China]

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

4. Bpowypa gocnigHuka ansa CND261, Bepcis 4.0 Big 12 nuctonaga 2025 poky, aHrnificbKo MOBOIO;
Jocbe 3 AKOCTI gocnigmpKyBaHOro nikapcbkoro 3aco6y (IMPD) CND261, Bepcia 2.0 Big 21 nuctonaga
2025 poKy, aHIMiNCbLKOK MOBOK [0 MPOTOKOMY K/IHIYHOrO AOC/imKeHHSA «BigkpuTe 6araToueHTpoBe
pocnipkeHHs asm 1b gna ouiHkym 6e3neyHOCTi, NepeHOCUMOCTI, (hapMakoKIHETVKK, (dapMakoguHaMikm,
iIMyHOreHHOCTI i nonepeaHbOT OLHKM KMiHIYHOT akTMBHOCTI npenapaTy CND261 y nauieHTiB i3 Cepono3nTUBHUM
peBMaToigHMM apTpUTOM», Koa gocnimpkeHHs CND261-101, sepcis 4.0 Big 27 cepnHa 2025 poKy; CnoHcop -
KaHpgig TepanbtoTike, IHK., CLUA/ Candid Therapeutics, Inc., USA

3asBHuK - TOB «APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa

5. BKNoOYeHHs [0[aTKOBOro Micusi NpoBeAeHHs KMiHIYHOro BMMNPOOGYBaHHA [0 MPOTOKOY K/iHIYHOrO
pocnipkeHHa «KEYMAKER-UO1 niggocnigpkeHHsa 01J: PaHgomizoBaHe napacosibkose focnigpkeHHs |l hasu 3
noyeproBMMM rpynamu  AOC/iMKyBaHUX npenapartis, A8 Nepwoi NiHii  NikyBaHHA Y4YacCHWKIB i3
PO3MNOBCHOKEHNM ab0 MeTacTaTUYHUM HEMIOCKOKMITUHHUM HeAPIOHOKMITUHHUM pakoMm sereHis (HOKP) 3
myTauigsmm KRAS G12C», koa pocnimkeHHa MK-3475-01J, sepcia 00 Big 12 cepnHa 2025 poky; cnoHcop -
TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC), USA

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

No M.I.6. BignoBiga/bHOro AocnigHMKa

n/n HasBa micLs NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1. | nikap CkypeHko O.4A.

ToBapnCTBO 3 0OMEXEHO BiANOBIAaNbHICTIO «YKpPAIHCbKWI LLeHTP TomoTepanii», MeanyHuiA LeHTp,
BigAiNeHHs ximioTepanii, M. KponnBHULbKWIA

6. 3miHa Micusa npoBeAeHHs KNiHIYHOrO BUNPOGYBAHHA [0 NPOTOKO/Y K/IHIYHOTO AOCHImKEHHS
«BAFATOLIEHTPOBE PAHAOMI3OBAHE MOABIVHE C/IME AOCIIKEHHA ®A3U Il Y NAPANTE/TIbHNX
FPYMNAX 3 NMOABIMHM KOHTPOJIEM MJIALEBO AN1A OUIHKNA E®EKTUBHOCTI TA BE3MNEYHOCTI



®PEHEBPYTUHIBY MNMOPIBHAHO 3 TEPN®/TYHOMIAOM Y AOPOCNNX MALIEHTIB 3 PELNAVBYHOUMM
PO3CIAHAM CKNEPO30M», koa pocnipkeHHa GN41851, sepcisa 8 Big 13 nwoTtoro 2025 p.; cnoHcop -
®.XohdmaHH-/15 Pow JTa, LBeiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Poww YkpaiHa»

BYNO CTAJIO
K.M.H. XaByHka M.A. K.M.H. XaByHka M.A.
KomMyHanbHe  HekowmepuiliHe nigNnpUEMCTBO | TOBapMCTBO 3 OGMEXEHOK BiANOBIgaNLHICTIO
«J/IbBIiBCbKe TeputopiasibHe meguuHe | <HEMPO®DOKYC», M. /1bBiB
o6’egHaHHA «KniHiYuHAa nikapHA nnaHOBOrO
NiKyBaHHA, peab6initayii Ta  naniatTuBHOI
pgonomorn» BigoKpeMsieHUiA nigpospin, «5-a
NikapHsa», HeBPOJIOriyHe BiafineHHs 3
MeAUYHOO peabinitauieto, M. JIbBiB

7. 3MmiHa wMicus npoBefeHHA KNiHIYHOro BUMNPOOGYBAHHA [0 MNPOTOKO/Y KIIHIYHOTO AOCNigKEHHSA
«BAFATOLIEHTPOBE PAHAOMI3OBAHE MOABINHE CIMNE AOCIAKEHHSA ®A3U LIl Y MAPANEbHNX
rPYMNAX 3 NOABIMHUM KOHTPOJIEM MALEBO AN OLIHKU E®EKTUBHOCTI TA BE3MNEYHOCTI
®EHEBPYTUHIBY TMOPIBHAHO 3 OKPENI3YMABOM Y AOOPOCIMX MALIEHTIB 3 MEPBUHHUM
MPOIrPECYHOUMM PO3CIAHVM CKMNEPO3OM», koa pocnimkeHHs GN41791, sepcia 8 Big 13 nwoToro
2025 p.; cnoHcop - ®.XothdmarH-/1a Pow /114, LBeliuapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISAIBHICTIO «Pow YkpaiHa»

BYNO CTANIO
K.M.H. XaByHka M.A. K.M.H. XaByHka M.A.
KomyHanbHe HeKomepuiiiHe nignpuemcTBo | TOBApUCTBO 3 OGMEXEHOK BiANOBifAa/ILHICTIO
«/IbBiBCbKe TeputopiasibHe meaunuHe | <HEMPO®OKYC», m. /lbBiB
06°egHaHHA «KniHiYyHa nikapHA n1aHOBOro
NiKyBaHHA, peaGinitauii Ta  nNaniaTUBHOI
ponomoru», BigokpemneHwuii nigpo3gin «5-a
NikapHs», HeBpoJioriyHe BiaAiNeHHs 3
MeAn4YHOoIo peadinitauieto, M. /IbBiB

8. Bpouwypa focnigHuka HopgiTponiH® (ComatponiH)- gediumT ropMOHY POCTY Y AiTei Ta JOPOCUX,
BupaHHA 5, chiHanbHa Bepcia 1.0 Big 13 nuctonaga 2025 poKy, aHIMINCbLKOIO MOBOK [0 NPOTOKOY
KMIHIYHOTO BUNPOGYBaHHSA «oCnimpkeHHs 3 Nigbopy 403U 415 OUIHKM eDEKTUBHOCTI | 6e3nekn 3aCTOCyBaHHS
npenapaTty ComanauutaH (somapacitan) oguMH pa3 Ha TWXKAEHb Yy NOPIBHSIHHI 3 3aCTOCYBaHHSIM npenapaTty
HopgitponiH® (Norditropin®) oauH pas Ha AeHb y AiTeli i3 3aTPMMKOK POCTY, WO 6y/M HAPOAKEHI MaTMK
[ONS recTauiiHoro Biky Ta He Ha3forHas M y 3pOcCTi A0 BiKY 2 pOKKU Ta cTaplue», kog gocnigxkeHHs NN8640-4245,
thiHanbHa Bepcis 12.0 Big 21 6epesHs 2024 p.; cnoHcop - Novo Nordisk A/S (Denmark)

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

9. 36iNblIEeHHA TepMiHYy NPUAATHOCTI AOCNigKyBaHOro nikapcbkoro 3aco6y Capynapu6 (Saruparib,
AZD5305) 5 mr 3 54 micauiB go 60 micAuiB; 36iNblIEHHA TepMiHYy NPUAATHOCTI AOCIAKYBaHOro
nikapcbkoro 3acoby Capynapu6 (Saruparib, AZD5305) 20 mr 3 54 micsiliB go 60 micauiB; OHOBMEHHSA
po3ginie [locbe AocnigKyBaHOro sikapcbkoro 3aco6y Saruparib (AZD5305), ta6neTku, BKpUTI
NNiBKOBOIO OGOJIOHKOIO, aHI/iNCbKOK MOBOIO: Betyn [oOCb€e AOCNigKyBaHOro /liKapCbKOro 3acooy
Saruparib (AZD5305), Bepcis 1.0 Big 04 nuctonaga 2025 poky; P.8 CTabifbHICTb NiKAapCbLKOro 3acooy:
P.8.1A Pe3tome WOA0 CTaGiNbHOCTI liKAPCbKOro 3acooby, Bepcisa 13.0 Big 27 xoBTHA 2025 poky; P.8.1B
BUCHOBOK LWOAO CTa6iNIbLHOCTI NliKapCcbKoro 3acoody, Bepcia 13.0 Big 27 xoBTHA 2025 poky; P.8.3 AaHi
LWoA0 CTaGiNbHOCTI NikapcbKoro 3acoody, Bepcia 13.0 Big 27 xoBTHA 2025 poky; OHOBMeHa Gpoliypa
pocnigHuka no npenapary Tpacty3ayma6 aepykctekaH (Trastuzumab deruxtecan (T-DXd)), Bepcis 12.0
Bif 16 >xoBTHs 2025 poKy aHrNificbKo MOBOIO [0 MPOTOKO/Y KNiHIYHOTO AOCiAXeHHS «MogybHa ghasa
I/lla, BigkpuTe 6araToueHTPOBE AOCNIMKEHHA ONA OUIHKM 6e3neku, nepeHoCUMOCTi, hapMaKOKIHETUKN,
thapmakognHamikm Ta nonepeaHbol etpekTMBHOCTI 3pocTatounx o3 AZD5305, Ak MoHoTeparnii Ta B KOMGiHaLii
3 NPOTUMYX/IMHHMMKU 3acobamy y MAUEHTIB 3 MPOrpecyrUUMr CONIGHUMUN 3M0SKICHMW HOBOYTBOPEHHAMMU
(PETRA)», Kog pocnigpkeHHs D9720C00001, sepcia 12.0, nonpaska 11.0 Big 16 cepnHa 2024 poky; CNOHCop -
AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»



10. Oocbe pocnigkyBaHOro ikapcbkoro 3aco6y SPY001-001 (IMPD-Quality), peaakuisa 10.0 Big
24 nuctonaga 2025 p.; Aocbe pocnipKyBaHOro sikapcbkoro 3aco6y SPYPBO-101 (IMPD-Quality),
ocTtato4yHa pepgakuia 5.0 Big 25 nuctonaga 2025 p.; [ocbe AOCNIAKYBAHOrNoO NiKapCbKOro 3acooy
SPYPBO-102 (IMPD-Quality), octaTtouHa peaakuia 5.0 Big 25 nuctonaga 2025 p.; MofoBXeHHA TePMiHY
NpMAATHOCTI AOCNifKyBaHOro Jjiikapcbkoro 3aco6y SPY001-001, po3uuvH anAa iH’ekuiii, 180 mr/imn
(360 mr / 2 mn) 3 18 Ao 24 wmicAuiB; NMNogoBXeHHS TEPMiHY NPUAATHOCTI AOC/iAKYBaHOro JliKapCbKOro
3acoby SPYPBO-101 Placebo, po3uuH pgnsa iH’ekuii 3 18 go 24 wmicauis; MogoBXeHHA TepMiHy
npuaaTHOCTi AocnigpKyBaHOro nikapcbkoro 3aco6y SPYPBO-102 Placebo, koHueHTpatr pans
NPUroTyBaHHA pPO3UnHy pAnsa iHdys3in 3 18 go 24 micAuiB A0 NPOTOKOMIB K/IHIYHMX AOC/IAKEHb:
«MnatdopmHe gocnigpkeHHs || da3n 3 ouiHKM e(eKTUBHOCTI 1 6e3NeYHOCTI aHTUTIN TpuBanoi Aii npu
3aCTOCyBaHHI B peXuMi MOHO- ab0o KOMGIHOBaHOT Tepanii 3 NpMBOAY CePeiHbOTSXKOIro abo TSXKOro nepeoiry
BMPA3KOBOrO KOMITY B aKTWBHI chopMmi», ko gocnimkeHHs SPY123-201, OCHOBHMWIA MPOTOKON K/iHIYHOIO
BuNpobyeBaHHA SPY123-201, pepakuia 1.2 Big 04 uyepBHA 2025 p.; JogaTok A0 NPOTOKO/Y K/iHIYHOrO
BUNpobyBaHHA SPY123-201, WO ONUCYe KOHKpPeTHe BTPYy4YaHHsA i3 3acTocyBaHHAM npenapaTy SPY001,
pepakuia 1.1 Big 30 TpaBHa 2025 p.; «[MnatcopmHe gocnimxeHHs |l da3n 3 ouiHkm edeKTUBHOCTI W
6e3MeYyHOCTi aHTUTI/T TPUBAUIOT AT MPU 3aCTOCYBaHHI B peXxnMi MOHO- abo KOMGiHOBaHOI Tepanii 3 npusoay
cepeaHbOTSKKOro abo TSHKKOro nepeobiry BMPa3KoBOro KOJTY B akTUBHI dhopMi», koA AochigpkeHHs SPY123-
201, OCHOBHWIA NPOTOKO/ K/IHIYHOrO BUNpobyBaHHA SPY123-201, pepakuis 1.2 Big 04 uepsHA 2025 p.;
Jojatok [0 npoTOKOMYy K/iHIYHOrO BunpobyBaHHA SPY123-201, WO ONUCYE KOHKPETHE BTPyYaHHSA i3
3acTocyBaHHAM KomGiHauii SPY120, pegakuis 1.0 Big 21 cepnHa 2025 p.; cnoHcop - «Cnaep Tepam’'toTikc,
IHK.» [Spyre Therapeutics, Inc.], CLLA

3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «Ml EC AN-YKPAIHA»

11. NMopoBXeHHA TepMiHY NpoBefeHHs K/iHIYHOro BUNpo6yBaHHA B YKpaiHi go 31 rpyaHa 2026 p. 1o
MPOTOKONY KNiHIYHOIo AoCNiMKEHH:A «[pocnekTUBHE GaraToLeHTPoBe BiAKPUTE HEMOPIBHANIbHE AOC/TIAKEHHS
Il a3 3 MeTo BMBYEHHS 6GE3MeKU, MEPEHOCMMOCTI Ta hapMaKkOKIHETVKN cenlekcunary B 4iTeil 3 IereHeBoI0
apTepiasibHOIO rinepTeHsielo», koh focnimkeHHs AC-065A203, sepcisa 9 Big 11 nwotoro 2025 p.; cnoHcop -
AkTenioH dapmacbtoTikanc /1Ta., Weeinuyapis (Actelion Pharmaceuticals Ltd, Switzerland)

3asnBHUK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBigasbHICTI0 «AJIIOCEHT YKPAIHA»

12. IHchopmauiiiHuii nucToK i hopma 3roam ona mManoniTHiX gitei Bikom Big 10 go 12 pokiB, Bepcisa
2.0UKR(uk)1.0 Big 12 rpygHAa 2025 poKy, nepeknap yKpaiHCbKO MOBOLO Big 17 rpyaHsa 2025 poky;
IHchopMauiiHuii nucTok i chopma 3rogm gns ManoniTHIX piTeld Bikom Big 12 go 14 pokiB, Bepcis
2.0UKR(uk)1.0 Big 12 rpygHa 2025 poKy, nepeksaj yKpaiHCbKO MOBOI Bif, 17 rpyaHAa 2025 poky;
IHcbopmauiiiHuii nucToK i hopma 3rogm HENOBHOJIITHBLOTO NauieHTa ANA giTeii Bikom Big 14 ao 18 pokiB,
Bepcia 2.0UKR(uk)1.0 Big 12 rpygHAa 2025 poky, nepeknap yKpaiHCbKOIO MOBOIO Bif 17 rpyaHs
2025 poky; IHhopmauiliHuiA nncToK | popma iHhopmMOBaHOI 3roaun AN y4aCHUKIB, AKUM BUNOBHUIIOCS
18 pokiB nig yac gocnimxeHHs, sepcia 2.0UKR(uk)1.0 Big 12 rpyaHsa 2025 poky, nepeknag yKpaiHCbKOLo
MoBolo Bif 17 rpygHa 2025 poky; IHcpopmauiiiHuii nuctok i popma iHpopMmoBaHoOi 3roau G6aTbkKiB,
Bepcia 2.0UKR(uk)1.0 Big 12 rpygHAa 2025 poky, nepeknajg yKpaiHCbKOO MOBOI Bif 17 rpygHsa
2025 poky; PoskagpyBaHHA aHimMauiAiHOrO Bifeo, AKe AEMOHCTPYIOTb MIC/IA OTPMMAHHA 3rogu Ha
yyactb y gocnigxeHHi FENerationsl, Bepcia V01 UKR(uk) Big 11 BepecHs 2025 poKy, YKpaiHCbKOIO
moBoto; KBect Ha Temy pocnigkeHHa FENerationsl (po3kagpyBaHHA MYy/bTUMELINHOrO
iHTepakTuBHOro moayns), sBepcia V01 UKR(uk) Big 14 nuctonapga 2025 poKy, YKpaiHCbKOIO MOBOIO /10
NPOTOKONY  K/IHIYHOrO BUNPOOYBaHHA  «BigkpuTe AOCAIMKEHHA 3  OfHIED TPYMNow  ANs  OLiHKK
thapmakokiHeTMKK, hapmakogMHamiuHNX edpekTiB, 6e3nevHOCTi Ta nepeHocuMocTi heHeBPYTUHIOY v aiTeit Ta
NigNITKiB 3 peunanByoyM Po3CisiHM CKNepo3om», koa aocnimkeHHsa CN45847, sepcia 1 Big 10 noTtoro 2025
poky; cnoHcop - F. Hoffmann-La Roche Ltd, LBeiiuapis

3asABHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjelo «ANKHOBIA PAC YkpaiHa»

13. Bpowypa gocnigHuka gnAa [ocifKyBaHOro nikapcbKoro 3aco6y YnagauutuHio (ABT-494), Bepcis
16 Big 06 »xoBTHA 2025 poky [0 NPOTOKOMIB K/IHIYHUX AOC/iMKEHb: «PaH4oMi30BaHe, NOABiiHe chine
pocnipkeHHs, [l das3mn, ansa nopiBHAHHA npenapaTy YnagauutuHio (ABT-494) 3 nnauebo Ta 3
aganimymabom, y nauieHTiB 3 cepeHbOTSKKO ab0o TSXKOH hopMammn akTMBHOTO PeBMAaTOIAHOIo apTpuTy,
LLIO OTPUMYIOTb CTabifibHy 6a3MCHY Tepanito MeTOTPEKCATOM Ta He AOCAI/IN afeKBaTHOI BiANOBiAl Ha HET», Kog,
pocnimpkeHHs M14-465, 3 iHkoprnopoBaHUMK AAMiHicTpaTMBHUMKU 3MiHamun 1, 2, 3 i 4 Ta MNMonpaBkamu 0.01,
0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6, 7 Ta 8 Big 10 kBiTHA 2023 poky; «baraToueHTpoBe, TpMUBasne
nofoBxeHe pocnimxeHHs 1l dasu 3 ouiHkn 6e3neyHocTi Ta edpekTUBHOCTI YnagaauuTtuhHioy (ABT-494) y
nawieHTiB 3 BMPAa3KOBUM KOJITOM», KOA, JochimpkeHHa M14-533, 3 iHkoprnopoBaHUMU AAMIHICTPATUBHUMMN
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3MiHamu 1, 3, 5, 6, 7, 8 (Tiibkn gnsa KaHaaw), 9, 10 11 (tinekn ana Monbui) Ta Nonpaskamu 0.01, 1, 2, 3, 4, 5,
6, 7, 7.02 (Tinbkn gna Himeuwuunnn), 7.03 (Tinbkn gnsa Kopei) 1a 8, 8.02 (Tinbkn gna €C) i 9 Big 10 noToro 2025
poky; «baratoueHTpoBe, paHOMi3OoBaHe, MNofABiiiHe cnine, nnauebo-KOHTPOosibOBaHe [OBroCTPOKOBE
NPOAOBXEHEe AOCNIMKEHHA NiATPUMYOYOT Tepanii AnA BUBYEHHA ed)eKTMBHOCTI Ta 6Ge3neyHoCTi
Ynapgauutudioy (ABT-494) y nauieHTiB 3 XBOp0o60t0 KpoHa, Aki 3aBepLumniv gocnigpkeHHs M14-431 yu M14-
433», kog, pocnigpkeHHa M14-430, 3 iHKoprnopoBaHUMu AAMIHICTpaTUBHUMM 3MiHamMK 5,6 i 7 i Monpaskamu 1, 2,
3,4,5,6,7,7.01,7.02, 7.04, 8, 8.01, 9 Ta 10 Big 11 6epe3Hsa 2024 poky; cnoHcop - AbbVie Inc., USA
3anBHuK - «EB6BI BiothapmachkoTikana TM6X», LLseliLapis

14. 3miHa Has3BM MicUA NpPOBeAEeHHA BUNPOOGYBaHHA [0 MPOTOKONY K/iHIYHOrO BUMNPOOYBaHHSA
«JlocnigxkeHHs 3 ouiHkm npenapaTy ImeTenbcTaT (GRN163L) Yy flikyBaHHI 3an1eXHUX Bif TpaHCy3ili nauieHTiB
3 mienogmcnnactTuyHum cuHgpomom (MAC) 3 «HU3bKMM» abo «NPOMIKHUM-1» CTyNneHeM puU3uKy 3a LLIKaow
IPSS, 3 nporpecyBaHHAM abo BiACYTHICTIO BignoBidi Ha Tepanito epuTponoes-CTUMY/IIIYMMKU areHTamm
(ECA)», kop, pocnigpkeHHs 63935937MDS3001, 3 nonpaskoto 8 Big 30 nuctonaga 2022 poky; cnoHcop - F'epoH
KopnopeliwH, CLUA / Geron Corporation, USA

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

BYNO CTAIO
3aB. Bif. YceHko I.B. 3aB. Bif. YceHko I'.B.
KomyHasibHe HekomepuiiiHe nignpuemctBo «Micbka | KOMyHasibHe HekoMepUiiHe nignpremcTBo «Micbka
KniHiyHa nikapHA Ned» [IHINPOBCLKOT MICbKOT paau, | KniHivyHa nikapHa Ned» [IHINPOBCHKOT MICbKOT paju,
remaTtosioriyHe BigaineHHs, m. JHinpo remMmaTosioriyHe BigAineHHsA 3 G/I0KOM
TpaHcn/iaHTauii reMmonoeTUYHUX CTOBOYPOBUX
KNiTUH, M. [IHINpo

15. bpouwypa gocnigHuka MK-2870/SKB264 (Cauuty3ymMad TUpyMOTeKaH), BUAAHHA 7 Bif 16 XOBTHSA
2025 poKy, aHrniicbKo MOBOLO; YKpaiHa, MK-3475-01E, IHchopmauis Ta SOKYMEHT Npo iHhopMoBaHy
3rogy pns nauieHta, Bepcia 03 Big 05 rpygHa 2025 p., yKpaiHCbKOK MOBOW; 306iNbLUEHHA
3anjlaHOBAaHOI Ki/IbKOCTi Cy6’€KTiB AOCIMKEHHA A/151 BK/IIOYEHHS Y KNiHiYHe BUNpo6yBaHHSA B YKpaiHi 3
37 po 70 oci6 p[o npotokosny KhiHiyHoro pocnipkeHHs «KEYMAKER-UOL, niggocnigpkeHHs O1E:
napacosibkose pocnimkeHHs |l hasn 3 noueprosMmMn rpynamm 0OCAifKyBaHUX npenapartiB 3 xiMioTepanieto
abo 6e3 Hel y kombiHauii 3 memoéponiaymaGom /18 NiKkyBaHHSA y4YaCHUKIB 3 Bheplle [AiarHoOCTOBaHWUM
onepabensHUM HegpPiGHOKTITUHHUM pakoMm nereHiB (HOKPT) ctagin [I-11IB (N2)», kog gocnigxeHHs MK-3475-
01E, Bepcis 3 iHKopnopoBaHot nonpaskoto 03 Big 03 nunHs 2025 poky; cnoHcop - TOB Mepk Wapn eHa oym,
CLWA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[, YKpaiHa»

16. OnuTyBaNbLHUK AN OLiHKK cTaHy 3a0poB’sa (HAQ-DI Stanford University) Big 20 cepnHs 2025 poky
aHrnificbKko MoBOK; ONUTYBa/ILHUK AN1A OUiHKU cTaHy 3gopoB’a (HAQ-DI Stanford University) Big,
09 XOBTHA 2025 pOKYy YKpaiHCbKOK MOBOI; OnNuUTyBa/IbHMK 3arasibHa OLiHKa, HagaHa nauieHToOM
(Bepcia SLE), Bepcis 2.0 Big 27 cepnHsa 2025 poKy aHrnificbKoo MoOBO10; OnNuUTyBa/IbHUK 3arasibHa
ouiHKa, HagaHa nauieHToMm (Bepcisa SLE), Bepcis 2.0 Big 09 oBTHA 2025 poKy YKpaiHCbKOIO MOBOIO;
OonuTtyBanbHUK 3arasibHa ouiHKa nauieHTom akTuBHOCTI PA (PtGA), Bepcia 1.0 Big 21 cepnHsa 2025 poky
aHrNiNcbKOK MOBOLO; ONUTYBa/IbHUK 3arasibHa OLjiHKa nauieHTom aktuBHocTi PA (PtGA), Bepcia 1.0
Big, 09 XXoBTHsA 2025 poKy YKpaiHCbKOIO MOBOIO; KapTka-nam’siTka y4aCcHUKa AocnifiKeHHs, Bepcia 2.0
Big 20 nuctonaga 2025 poKy aHrniicbKow MOBOIO; KapTKka-nam’siTka ydaCHUKa AOCNifKeHHS, Bepcia
2.0 Big 17 rpyaHa 2025 poKy YKpaiHCbKOK MOBOK [0 MPOTOKOMY KiHIYHOrO BMNPobyBaHHS «Bigkpute
pocnimpkeHHs | a3m ana ouiHkM 6e3neyvyHoCTi, NepeHoCUMOCTi, hapMakoKiHETUKM Ta dhapMakoAnHaMIKm
npenapaTy cypoBartamir nicns BBeeHHs 04HOPAa30BOi 3pOCTaoyoi 4031 Ta NOCTYNOBOro 36iNbLUEHHSA 003U,
NpU3Ha4YeHoi AOPOC/IMM yYacH/UKam 3 peBMaToigHUM apTPUTOM abo CUCTEMHUM YEPBOHUM BOBYAKOM>», KOA,
pocnipkeHHa D740AC00001, sepcia 1.0 Big 04 uyepBHA 2025 poky; cnoHcop - «AcTpa3eHeka Ab»
[AstraZeneca AB], LLBeLis

3asBHuK - TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»



