Jopartok 1

«Mepenik cyTTEBMX MONpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOOYBaHb, PO3I/IAHYTUX Ha 3acifiaHHi
HTP Ne Ne23 Big 11.06.2026, Ha AiKi 6y OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB»

1. OHOBNeHWii NPOTOKON KJiHIYHOro BUNPOGyBaHHA, Bepcia 3.0 — nonpaBka 2 Big 27 Gepe3Hs
2026 pOKy aHI/MINCbKOK MOBOK [0 MPOTOKONY KAIHIYHOTO [OCMiMKeHHS «Chine pns yyacHuka Ta
OocnigHvka, paHAaoMi3oBaHe, nnauebo-KOHTPOIbOBaHe AOCAiMKeHHs ha3n |l ans OuiHkM  6esneku,
NepeHoCMMOCTI Ta BiAHOBNEHHSI C/IM30BOI OGO/IOHKM NPU BUKOpPUCTaHHI AZD7798 y nalieHTiB 3 aKTMBHOM
XBOpo60t KpoHa kiy6oBOi kuwwkn Ta ineoctomoto (CALLISTO)», kog gocnigxeHHs D9690C00006, sBepcis
2.0 — nonpaska 1 Big 08 rpyaHsa 2025 poky; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

2. 36inbleHHA KinbKocTi gocnipxyBaHux 3 238 Ao 300 A1 BKAKOYEHHS Y KNiHiYHe BUNPOOYBaHHA B
YKpaiHi; 3miHa BignoBiganbHOro gocnigHuka [0 NpOTOKO/y KNiHIYHOTO AocnifkeHHA «PaHzomi3zoBaHe,
noggiiHe cnine, 6araToLeHTpPoBe AOCiMKEHHS ha3u Il y napanesibHuX rpynax aas OuiHKM e(DeKTUBHOCTI
[030BaHOr0 iHranATopy OGyAecoHigy, rNiKomipoHilo Ta dopmoTepony diymaparty BiZHOCHO [030BaHOr0O
iHranaTopy rMikonipoHito i doopmoTepony hymaparty Ha cepLeBO-/IereHeBi Hacnifku y XBOPUX Ha XPOHIYHe
06CTpYKTUBHE 3axBoptoBaHHs nereHb (THARROS)», koa pocnimkeHHsi D5989C00001, sepcis 2.0 Big 28
ciuyHsa 2024 poky; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNNO

CTANO

A-M.H., npod. FaBpuciok B.K.

JdepxaBHa ycTaHoBa «HaujioHanbHWUIA HayKoBWI
LUeHTp dTusiaTpii, nynbMoHosOrii Ta anepronorii
iMeHi @.I'. AHoBCbkOro HaujioHasnbHOI akagemil
MeONYHUX Hayk YKpaiHun», BiOOi/TeHHA
IHTEPCTULIAIHUX 3aXBOPIOBaHb SiereHb, M. KniB

A-M.H. MepeHkoBa €.0.

[epxaBHa YycTaHoBa «HaljioHanbHWUIA HaykoBWi
LeHTp dTusiaTpii, nynbMOHOMOrii Ta anepronorii
iMeHi ®.I'. AHOoBCbkOro HaujioHasbHOI akagemil
MeUYHUX Hayk YKpaiHun», Bif4iNIeHHA
iHTEPCTULIAHUX 3aXBOPIOBaHb SiIereHb, M. KuiB

3. Bpowypa pgocnigHuka gna PF-07915503 (Etpacimopg) Bepcia 13.0 Big ntoToro 2026 p. aHrNificbKoto
MOBOIO /10 NPOTOKOJ/TY K/IHIYHOTO [OCMIMKEeHHS «BigkpuTe po3lvpeHe [AOCNiLKEeHHs eTpacimoay B
Naui€HTIB i3 aKTUBHMM BMPAa3KOBMM KOJTITOM Bif, NOMIPHOIO 10 BaXKKOr0 CTYMEHS TSXKKOCTI», KO, AOCAIAKEHHS
APD334-303, 3 iHkopnopoBaHoto nonpaskoio 4.0 Big 20 nwToro 2023 poKy; CAOHCOp - «ApeHa
PapmacbloTiKans, IHK.», AOYIPHSA KOMMaHis, WO NOBHICTIO HaNeXuTb KoMnaHii «Mdaisep IHK.», CLUA
3asBHuK - Mdcpaiizep IHK., CLUA

4. 3miHa Ha3BM Micusl NpoBefieHHA K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KMIHIYHOTO OOCNILKEHHS
«ATLAS-OLE: Bigkpute gocnifjpkeHHa OOBrocTpoKoBOi 6e3nekun Ta edpeKTUBHOCTI PiTycipaHy y naujieHTiB 3
remodinieto A abo B, 3 abo 6e3 iHribiTopHUX aHTUTIN A0 dhakTopy 3cigaHHA VI abo IX», ko, fOCNioKEHHSA
LTE15174, Bepcia 06 Big 02 TpaBHsA 2024 p.; cnoHcop - Genzyme Corporation, USA/ [xeH3aiim
KopnopeiiwH, CLUA

3asBHNK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MMiNifi KOKPENH», Ykpaina

BYNO
K.M.H. BinbueBcbka K.B.
HauioHanbHa AuTAva cneuianizoBaHa AikapHs
«OXMATONT» MO3 Ykpainu, LleHTp natonorii
remocrtasy, M. Knuis

CTANO
K.mepn.H. BinbueBcbka K.B.
AepxaBHe HeKomepLjiiiHe niagnpuMemMcTBO
«HaujoHanbHa auMTsva  cneujasnisoBaHa  NikapHS
«OXMATONT» MO3 YkpaiHu», LleHTp natonorii
remocrtasy, M. Knuis

5. OHOBNeHuii NPOTOKON KniHiYHOro BunpooyBaHHA MK-2870-032, 3 iHKOpnopoBaHOK NOMPaBKOIO
04 Big 24 kBiTHA 2026 poKy, aHrNilicbKOO MOBOIO; YKpaiHa, MK-2870-032, IHhopmaLif Ta AOKYMEHT
npo iHchopmoBaHy 3rogy Ans nauieHTa, Bepcia 05 Big 12 TpaBHA 2026 p., YKPATHCbKOIO MOBOIO;
AexkcameTasoH, 0,5 Mr/5 Mn posuuH ANA nepopanbHOro 3acrtocyBaHHA, ®apmakornes CLUA
(cTepoigHuii ononickyBay /11 POTOBOI NOPOXHUHU) IHCTPYKLUIiT i3 3acTOCYyBaHHA npenaparty_Bepcis
2.0_30 ciuHA 2026 p., YKpaiHCLKOKO MOBOIO [0 MPOTOKOJY K/iHIYHOrO AOC/IMKEeHHA «PaHaomizoBaHe,
BigkpuTe pocnimkeHHs Il dasm gna ouiHkm edekTMBHOCTI Ta 6e3nedyHocTi sac-TMT (Cayuty3symaé
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TupymoTtekaH, MK-2870), y noegHaHHi 3 kapbonnatnHom/NaknitakcesoM MOpiBHAHO 3 XimioTepanieto,
obuasa B KOMOGiHaUil 3 nembponizymabomM B AKOCTi HeOa['toBaHTHOI Tepanii Ans Tpudi HeratMBHOIO paky
MOJIOYHOT 331031 3 BUCOKUM PU3WNKOM, Ha paHHili cTagii abo ropMoHaIbHUM peLenTop-HU3bKUM NO3UTUBHUM
pakoM MOJIOYHOT 3a/103U /pakoM MOJIOUHOI 3a1031 peuenTop-2 HeraTMBHUM [0 NIOACHKOro enifepmMasibHoro
thakTopy pocTy», kog focnimpkeHHs MK-2870-032, sepcis 00 Big 18 ntotoro 2025 poky; cnoHcop - TOB Mepk
LWapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3anBHMK - TOBApMCTBO 3 06MEXEHOH BiANOBIAasIbHICTIO «MC/J], YkpaiHa»

6. Bpowypa gocnigHuka SAR439774 - fitusiran, BugaHHa 18 Big 02 6epe3Ha 2026 poKy, aHINiliCbKOKO
MOBOIO [0 MNPOTOKO/Y KAiHIYHOro pAocnimkeHHss «ATLAS-OLE: Bigkpute AOCAiMKEHHS [0BrocTPOKOBOI
6e3nekn Ta edpeKkTMBHOCTI PiTycipaHy Yy nauieHTiB 3 remodinieto A abo B, 3 a6o 6€3 iHrGITOPHMX aHTUTIN A0
dhakTopy 3cigaHHa VI abo IX», kog pocnimpkeHHsa LTE15174, sepcia 06 Big 02 TpasBHA 2024 p.; cnoHcop -
Genzyme Corporation, USA/ IxxeH3aiim KopnopeiiwH, CLUA

3asBHuK - TOBAPUCTBO 3 OBEMEXXEHOHO BIAMNOBIAANBHICTHO «MiMifdj FOKPEWH», YkpaiHa

7. bpowypa pocnigHuka, npenapar OCTA C1-INH, BupgaHHa 08 Big 20 nwoToro 2026 poky,
aHrNifNcbKOK MOBOK [0 MPOTOKO/Y K/IHIYHOrO  JocnifkeHHs «[lpocnekTvBHe, 6araToueHTpoBe,
paHZoMi3oBaHe, noAgiiHe cnine, naauebo-KkOHTPOIbOBaHE AOCNIMKEHHS 3 NapasenbHumun rpynammn dpasm 3
ONS OUiHKM ed)eKTMBHOCTI Ta 6e3Me4YHOCTI BHYTPILUHbOBEHHOIO BBEAEHHSI KOHLEHTparty iHriéitopa Cl1-
ectepasu (C1 INH), BuaineHoro 3 N0ACbKOI N1asMu, B yH4aCHUKIB i3 BPOMKEHO HegocTaTHicTio C1-INH ans
NiKyBaHHs Ta gonpoueaypHoi NpoduiNakTK1 rocTpmUx HanadiB CNaakoBOro aHrioHEBPOTUYHOTO Habpsiky», Koa,
pocnipkeHHss CONE-02, Bepcis 6.0 Big 02 nunHA 2025 poky; cnoHcop - «OkTadapma dapmaueBTmka
MpogaykTioHcl'ec M.6.X» (Octapharma Pharmazeutika Produktionsges.m.b.H.), AscTpist

3asaBHuK - TOB «lNpem’ep Pecepy YkpaiHa»

8. 36inblLUeHHs 3ans1aHOBaHOI KifIbKOCTi 3 70 A0 100 ckpuHOBaHUX NaLieHTIB B YKpaiHi 40 NpOTOKONy
KNiHiYHOro pgocnimkeHHs «PaHzomizoBaHe, Bigkpute pocnimpkeHHs I da3m gnia ouiHkM edeKTUBHOCTI
Ta  6esneyHocTi  sac-TMT  (Cauutyaymab6  TupymoTtekaH, MK-2870), y noegHaHHi 3
KapbonnaTuHomM/nakaiTakcenlomMm MOpPIBHAHO 3 XimioTepaniel, 06uasa B KombiHauii 3 nembponisymabom B
SIKOCTI HeoaA'toBaHTHOI Tepanii Ans TpWYi HEraTMBHOIO paky MOJIOYHOI 3a/1031 3 BMCOKMM PU3NKOM, Ha
paHHin cTagii abo rOpMOHa/IbHUM pPeLenTop-HU3bKUM MO3UTUBHMM PaKOM MOJIOYHOI 3a/1031 /pakom
MOJIOYHOI 3a/1031  peLenTop-2 HeratTMBHMM [0 JIOACLKOro enigepMasibHOro (aktopy pocTy», Kof
pocnipkeHHs MK-2870-032, sepcist 00 Big 18 nwotoro 2025 poky; cnoHcop - TOB Mepk LWapn eHg Aoywm,
CWA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BignoBigasibHICTIo «MC/L YkpaiHa»

9. Jocbe pocnimxyBaHOro sikapcbkoro 3acooby MK-7240/PRA023 - Mopgynb «HKicTb», Bepcis
0940RR, Big 16 kBiTHA 2026 pOKy, aHIIACbKOIO MOBOIO; MOAOBXEHHA TepMiHy NPUAATHOCTI
pocnigxysaHoro nikapcbkoro 3acooy MK-7240/PRA023, KOHUEHTpAT A5 PO34nHY Ans iHdysiii, 500
mr, 100 mr/mn, 5 mn ao 24 micauiB; 3pasok MapKyBaHHA KapTOHHOI YMaKOBKU [OCIifKYyBaHOro
NiKapcbKoro 3acoo6y MK-7240/PRA023, cTepu/ibHUIA PO34YUH ANA BHYTPILWHbOBEHHUX IHY3Iid,
500 mr, 100 mr/mn y donakoHi 5 M, aHrNiNCbKOIO Ta YKpaiHCLKOK MoBaMu, Big, 23 ntotoro 2026
pPOKy; 3pa3oKk MapKyBaHHA (/1akoOHY AOoChifiKyBaHOro ikapcbkoro 3acody MK-7240/PRA023,
CTepUIbHUIA PO3UYMH AN BHYTPilUHbOBEHHUX iHdy3ii, 500 mr, 100 mr/mn y dnakoHi 5 mn,
aHrNiicbKol Ta yKpaiHCbKO MoBaMu, Big 23 notoro 2026 poky; IHhopmauia ans naugieHta 1a
thopma iHchopMoBaHoI 3rogu ans YKpaiHu, aHrnificbkoo MoBoto, Bepcis 7.0 Big 10 KBiTHA 2026 poKy;
IHbopMmauia ana naudieHTa Ta dopma iHopMOBaHOI 3roan ANA YKpaiHW, YKPaiHCbKOK MOBOHO,
Bepcis 7.0 Big 10 kBiTHA 2026 poKy; Bpoluypa gocnigHuka MK-7240, BuaaHHs 8 Big 25 niotoro
2026p., aHriACbKOIO MOBOIO 40 MPOTOKOJ/Y KAIHIYHOTO AocnimkeHHs «[loggiiiHe cnine, paH4oMi3oBaHe,
nnaueb0-KOHTPOIbOBaHe AOCNIMKEHHA ANA OUiHKM edekTMBHOCTI Ta 6e3nedyHocTi MK-7240/PRA023 vy
NawuieHTIB i3 CUCTEMHOI CK/IepoAepMiel0, MOB’A3aHOK 3 IHTepPCTULiaNIbHUM 3axBoptoBaHHAM nereHb (CCA-
131)», Ko pocnimkeHHs PR200-104 (MK-7240-007), sepcis 5.0 Big 29 BepecHA 2025 poky;
crnoHcop - «lMpomeTeyc biocaiiHces, IHK.» (Prometheus Biosciences, Inc.), 4o4YipHE NiANPUEMCTBO KOMMaHii
«Mepk eHp Ko., IHK.» (Merck & Co., Inc.), CLLA (USA)

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAANILHICTHO «MiMifli KOKPENH», Ykpaina

10. 3HiMKN eKpaHy eneKTpPOHHOro npuctpoto — ADEPT-4_CN012-0056_ADAS-Cog 13 Stimuli, Bepcis
1.0, ana YkKpaiHu, yKpalHCbKOl MOBOI, Bif 08 TpaBHA 2026 p.; 3HIMKM eKpaHy eNeKTPOHHOro
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npuctpoto — ADEPT-4_CN012-0056_ADAS-Cog 13, Bepcis 1.0, ana YkpaiHu, yKpaiHCbKOI0 MOBOIO, Bif,
08 TpaBHA 2026 p.; 3HIMKMN eKpaHy eNneKTPOHHOro npuctpoio — ADEPT-4_CN012-0056_AIMS, Bepcis
1.0, ana YkKpaiHu, yKpalHCbKOl MOBOI, Bif 08 TpaBHA 2026 p.; 3HIMKM eKpaHy eneKTPOHHOro
npuctpoto — ADEPT-4_CNO012-0056_BARS, Bepcisa 1.0, ana YkpaiHu, yKpaiHCbKOKO MOBOO, Big 08
TpaBHA 2026 p.; 3HIMKN eKpaHy eneKTpoHHoro npuctpot — ADEPT-4_CN012-0056_CGI-S, Bepcis 1.0,
Ans YKpaiHu, yKpaiHCbKOI0 MOBOIO, Bif, 08 TpaBHA 2026 p.; 3HIMKM eKpaHy eN1IeKTPOHHOro NpUCTpPoro —
ADEPT-4_CNO012-0056_CMAI-IPA, Bepcia 1.0, anAa YkpaiHu, yKpaiHCbKOIO MOBOIO, Big 08 TpaBHA 2026
p.; 3HIMKN eKpaHy eneKTpoHHoro npuctpoto - ADEPT-4_CNO012-0056_C-SSRS BLScr, Bepcisa 1.0, ans
YKpaiHu, yKpaiHCbKOI MOBOIO, Big 08 TpaBHA 2026 p.; 3HIMKM €KpaHy efIeKTPOHHOro MPUCTPOLO —
ADEPT-4_CNO012-0056_C-SSRS SLV, Bepcia 1.0, gna YKpaiHu, yKpaiHCbKOO MOBOLO, Bif 08 TpaBHs
2026 p.; 3HIMKM eKpaHy efieKTPOHHOro npuctpor — ADEPT-4_CN012-0056_MMSE Stimuli, Bepcis 1.0,
ANsa YKpaiHu, yKpaiHCbKOK MOBOIO, Bif, 08 TpaBHA 2026 p.; 3HIMKM eKpaHy e/1eKTPOHHOro NpUCTpPoro —
ADEPT-4_CNO012-0056_MMSE, Bepcisa 1.0, ana YKpaiHu, yKpaiHCbKOIO MOBOlo, Big 08 TpaBHA 2026 p.;
3HIMKM eKkpaHy enekTpoHHoro npuctpoto — ADEPT-4_CN012-0056_NPI AA Domain, Bepcia 1.0, ana
YKpaiHu, yKpaiHCbKOO MOBOIO, Bif, 08 TpaBHA 2026 p.; 3HIMKU eKpaHy efeKTPOHHOro MpPUCTPOLlo —
ADEPT-4_CNO012-0056_NPI, Bepcia 1.0, ansa YkpaiHu, YKpaiHCbKOO MOBOO, Bif 08 TpaBHsA 2026 p.;
3HIMKM eKpaHy eneKTpoHHoro npuctpoto — ADEPT-4_CN012-0056_NPI-C Caregiver, Bepcia 1.0, ana
YKpaiHu, yKkpaiHCbKOO MOBOIO, Bif, 08 TpaBHA 2026 p.; 3HIMKU eKpaHy efieKTPOHHOro MpUCTpolo —
ADEPT-4_CNO012-0056_NPI-C Clinical Impression, Bepcia 1.0, anfa YkpaiHu, yKpaiHCbKOI0 MOBOIO, Bij,
08 TpaBHA 2026 p.; 3HIMKU eKpaHy enlekKTpoHHOro npuctpoto — ADEPT-4_CN012-0056_NPI-C Patient,
Bepcia 1.0, ana YKpaiHu, YKpaiHCbKOO MOBOIO, Big 08 TpaBHA 2026 p. A0 NPOTOKO/Y KAiHIYHOrO
pocnimkeHHss «PaHgomizoBaHe, noABiiHe cnine, nnauebo-KOHTpO/iboBaHe [AOCMimKeHHs a3m 3 3
napanenbHUMK rpynammn ans ouiHkum 6e3nekn Ta edekTMBHOCTI npenapaTy KarXT y nikyBaHHI ncuxoay,
MoB’sA3aHOr0 3 XBopo6ow Anblrelimepa (ADEPT-4)», kog pocnimkeHHs CN0120056, nonpaeka 03, Bif
19 ntotoro 2026 p.; cnoHcop - Bpicton-Maiiepc CkBi6 Cepsicus AHnimiTeg Komnai, IpnaHais (Bristol-Myers
Squibb Services Unlimited Company, Ireland)

3aaBHuK - TOBAPUCTBO 3 OBEMEXKEHOHO BIAMOBIAANBHICTHO «MiNifi FOKPEMH», YkpaiHa

11. Bpouwypa gocnigHuka 16pyTnHi6 (IMBRUVICA® (ibrutinib)), BugaHusa 19 Big 24 rpygHa 2025 poky,
aHrniincbKko MoBoto; IHhopmauiiiHuii nncTok i hopma 3rogu, Bepcia V16.1UKR(uk)1.0, Big 13 KBiTHSA
2026 poKy, nepeknapg yKpaiHCbKOO MOBOK Bif 20 kBiTHA 2026 poky; [locbe AocnimKyBaHOro
NiKapcbKoro 3acooy I6pyTuHi6, kancynu 140 mr, Bepcia 10.0 Big 21 ciuHA 2025 poKy, aHIrilicbKoo
MOBOI0; [loCb€e AOCNigKyBaHOro nikapcbkoro 3acody I6pyTuHi6, kancynu 140 wmr, Bepcia 11.0 Big
06 nuctonaga 2025 poOKy, aHIIINCbKOK MOBOK; 3a/lyyeHHA [0[aTKOBOI BUPOOHWYOT AiNbHULI
AbbVie Inc., USA g0 NpoTOKOAy KAIHIYHOIO AO0CNimKeHHs «POTOKOA NPOAOBXEHHS MiKyBaHHS NaLjieHTIB,
AKi NPOAOBXYHOTb OTPUMYBATU KOPUCTb Bifg, Tepanii iGPYTUHIGOM nicNs 3aBepLlUeHHs yyacTi Y KAIHIYHUX
OOCNiMKeHHAX 6pyTUHIBY», kog gocnigpkeHHss PCYC-1145-LT, iHkopnopoBaHuii nonpaBkow 3 Big 21
BepecHsi 2023 poky; cnoHcop - Pharmacyclics Switzerland GmbH, LLseiiuapis

3asBHYK - MignpueMcTBo 3 100% iHo3eMHolo iHBecTuLjelo «ANK'IOBIA PAC YkpaiHa»

12. NopoBXEHHA TPUBAJIOCTI KMIHIYHOTO BUNpPoGyBaHHA B YKpaiHi go 01 »xoBTHA 2027 poky [0
NPOTOKONY KAIHIYHOTO [OC/iMKEHHSA «PaHAomizoBaHe, H6araToueHTpoBe, Bigkpute pocnigpkeHHs Il dasm
AkanaopyTiHioy (ACP-196) B nopiBHsIHHI 3 ab6o lgenanicioom y noegHaHHi 3 PuTykcumabom, abo
BeHgamycTiHOM y MoeAHaHHI 3 Putykcumabom, Ha BMGIp AOCAigHMKA, Yy NALEHTIB 3 peuuanBytoyo abo
pedpakTopHOD  XPOHiYHOK  niMdhouMTapHOD  Neilkemieo», kop — pocnimkeHHs  ACE-CL-309, 3
iHKoprnopoBaHoK nonpasBkoto, Bepcis 8.0 Big 26 TpaBHA 2021 poky; cnoHcop - Acerta Pharma BV,
Higepnangu

3anBHWK - NignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANKHOBIA PAC YkpaiHa»



