Jopnarok

«Mepenik NPOTOKOJIB KAIHIYHUX BUNPOOGYBaHb JliKAPCbKMX 3aco6iB Ta CYTTEBUX MOMPaBOK A0
NPOTOKOJIB K/iHIYHUX BUMNPOOYBaHb, pPO3rAAHYyTMX Ha 3acigaHHax HEP Ne09 Big 12.05.2022,
HTP Ne13 Big 12.05.2022, Ha siki 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «PaHgomizoBaHe, NoAgiiHe cnine, 6aratoueHTPoBe, NOPIBHAMbHE AochigpkeHHs |l dasn ona BU3HAYEHHS
ehekTMBHOCTI Ta 6e3neyHocTi uedpenimy-3augedakTamy Yy MOPIBHAHHI 3 MEPOMEHEMOM Mpu JliKyBaHHi
yCKNagHeHnX iHdekLUii cevyoBMBIAHNX LWASAXIB abo roCTPOro niesIoHedpuUTy y AOPOCNMX MaLieHTiB», Kof
pocnipkeHHs W-5222-301, sepcis 1.0 opuriHasibHa Big 04 BepecHs 2019 p., cnoHcop - Bokxapart bio Arl,
Lseiiyapis (Wockhardt Bio AG, Switzerland)

®a3za - Il
3aaBHMK - TOBAPUCTBO 3 OBMEXEHOI BiANoBifaILHICTIO «<MEAMEVC YKPAIHA»
Ne M.1.6. BignoBigabHOro gocnigHmka
n/n Ha3Ba MicLs npoBeAeHHS K/1iHIYHOro BUNPOBYBaHHS

1 | k.m.H. Bapaio I.B.

KomyHanbHe HekomepLiiiHe nignpuemMcTBo «BiHHMLbKa 061acHa KiHivHa fikapHsa iM. M.I. Muporosa
BiHHMUbKOT o6nacHoi Pagu», KAiHIYHMIA BMCOKOCMELani3oBaHUA YpPOsIONiYHWA LEHTP 3 BigAifioMm
TpaHcnnaHTauii opraHis, BiHHULbKWIA HauioHanbHUA MeauyHWin yHiBepcuTeT iM. M.l TMuporosa,
Kadhenpa xipyprii Nel 3 kypcom yponorii, M. BiHH/LS

2 | A.M.H., npocp. Ctych B.IM.

KomMyHasbHe nianpuemMcTBo «[HinponeTpoBcbka o6s1acHa KniHiyHa nikapHsa iM. L1, MeyHukoBa»
[HinponeTpoBCchKOi 06/1acHOT pagu» , BigaineHHs yponorii Nel, IHINPOBCbKWIA AePXaBHWI MegNYHWIA
yHiBepcuTeT, kadpeapa yponorii, M. [IHINpo

3 | nikap Cnisak O.P.

KomyHasibHe HekomMepuiiHe NignpUeEMCTBO «YepHiriBcbka Micbka slikapHsi Ne2» YepHiriBCbKoi MiCbKOT
pagu, yposioridyHe BiggineHHs, M. YepHiris

4 | p.M.H., npod AHTOHSH .M.

KoMyHaslbHE HeEKOMepUiiHe MigNPUEMCTBO XapKiBCbKOi 06aacHoi pagn «O6nacHuii MeanyHuia
KNiHIYHWIA LeHTp yponorii i Hedpponorii im. B.l. LLlanoBana», yponoridyHe BiggineHHs Ne5, M. Xapkis

5 | K.M.H. CaraHb O.C.

KomMyHasibHEe HekomepujiliHe MignpueMCcTBO «3anopisbka 06/1acHa KhiHivHa ikapHa» 3anopisbKoi
06/1aCHOI paau, YpoaorivyHe BigaineHHs, M. 3anopixxs

6 | A.M.H., npodp. 3aliues B.I.

O6nacHe KOMyHa/lbHE HeKOMepLiiHe NiagNpPUEMCTBO «UYepHiBelbka o6riacHa K/iHiYHA NikapHS»,
YPO/OriYHWIA Nigposain, M. YepHisui

7 | KM.H. TogneBcbka O.M.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «Micbka KiHIYHA fikapHSA LWBWAKOI Ta HeBigKNagHOI
MeguuyHoi pornomMorn iM. npod. O.l. MewaHiHoBa» XapkiBCbKOI MICbKOI pagu, TepaneBTU4He
BigaineHHsaNel 3 HedPOIOTiYHUMU JTXKKaMU, M. Xapkis

2. «PaHgowmizoBaHe, noAgiliHe crine, 6araToueHTpoBe JOCIMKEHHS (ha3u 3 y napasiesibHMx rpynax 3 MeTo
MOPIBHSAHHA ed)eKkTMBHOCTI Ta 6e3nedHocTi npenapaty ALT-L9 i npenapatry Ainia® y nauieHtiB i3
HeoBaCKy/ISIPHOIO BiKOBOK MakynsipHoto aereHepauieto (ALTERA)», koa gocnimpkeHHA ALT-L9-03, sepcis 1.0
Big 15 nuctonaga 2021 poky, cnoHcop - Altos Biologics Inc., Pecny6nika Kopes

®asza - Il
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»
Ne M.1.6. BignoBigasibHOro AocnigHvkKa
n/n HasBa micus NpoBeAeHHs KMiHIYHOTOo BUNPOGYBaHHS

1 | a.m.H. Koponb A.P.

JepxaBHa ycTaHoBa «IHCTUTYT O4YHMUX XBOPOO i TKaHWHHOT Tepanil im. B.M. ®inaTtoBa HauioHasnbHOT
akagemii MeanyHnX Hayk YkpaiHu», Bigdin BMBYEHHS 6ionoriyHOI Ail Ta 3acCTOCYyBaHHSA nasepiB B
opTasibmoorii Ha 6a3i BiffiNeHHA na3epHoi MiKpoXipyprii XBopob oka, M. Oaeca

2 | 3aB. Big. MNnatoHoBa O.I.

KomyHanbHe HekomMepuiiHe NignpueMCTBO «XepCOHCbKa Micbka K/iHiYHa nikapHsa iMeHi AdhaHacist i
Osnbrv TponiHMx» XepCoHCLKOT MICbKOT pafiv, opTanNbMOosIoriyHe BigaifIeHHs, M. XepCoH




3 | A4.M.H. MoBx B.J1.
MpvBaTHE NiANPUEMCTBO NPUBATHA BUPOGHMYA (hipMa «ALMHYC», JliKyBaslbHO-AiarHOCTUYMHWIA LLEHTP,
M. KponmBHULIbKIIA

3. «PaHpomizoBaHe, Bigkpute gocnimkeHHsa 3 dpasu 3 BMuBYeHHA SAR408701 B NOpiBHAHHI 3 JoLeTakcesioM y
nauieHTis, WO paHiwe nikygannca 3 CEACAMS no3uTUBHMM, MeTacTaTUUYHUM  HENSIOCKOKNITUHHAM
HeApPiGHOKNITUHHUM pakoM fereHb», ko4 AocnimkeHHs EFC15858, 3 nonpaskoto 04, Bepcia 1 Big 21 nvnHsA
2021 poky, cnoHcop - sanofi-aventis recherche & developpement, France (CaHocpi-ABeHTiC peluepll e
JesenonmMaH, ®paHuis)

®asza - Il
3asaBHUK - TOB «CaHoqi-ABEHTIC YKpaiHa»
No M.1.B. BignoBiganbHOro gocnigHnKa
n/n HasBa micus NpoBeAeHHs K/iHIYHOTo BUNPOGYBaHHSA

1. | A-M.H., npoch. AyaHiveHko O.C.

[JepxaBHa ycTaHoBa «IHCTUTYT 3arasibHOI Ta HEBiAKNaAHOI Xipyprii imeHi B.T. 3aiueBa HauioHanbHOT
akagemii MeanyHNX Hayk YKpaiHu», BiA4iNeHHs XipypriyHnX iHIEKUIn Ta ycknagHeHOT OHKONOTIYHOI
natonorii Ha 25 NiXoK 3 NanaTtol IHTEHCMBHOI Tepanii Ha 6 NKOK, XapKiBCbka MeguyHa akagemist
nicnaaMNIIOMHOT OCBITKW, Kadoeipa OHKONOrT Ta ANMTAY0I OHKOJIOTIT, M. XapkiB

2. | K.M.H. Tono6opoabko O.0.

KomyHanbHe HekomepLjiliHe NigNpUEMCTBO «3anopi3bkuii perioHasibHWUin NPOTUNYXANHHWUI LEHTP»
3anopi3bkoi 061acHOi paau, BiadiNEHHS OHKOXIMiOTepanii 3 AeHHUM CTauioHapoM, M. 3anopixks

3. | nikap 3penux N1.B.

MeguuHnii LUeHTp «YHiBepcasbHa KiiHika «O6epir» ToBapucTBa 3 0OMEXEHOI BifMnoBiAA/ILHICTIO
«KanuTan», KNiHiko-KOHCYNbTaTUBHE BigdineHHs, M. KuiB

4. | K.M.H. Hedpdpa M.IO.

KomyHaslbHe HekoMepUiiiHe MiANPUEMCTBO XapKiBCbKOi 06M1acHOi pagn «O6acHU  KAiHIYHWIA
cneujianisoBaHunii - AucnaHcep pagiauiiHoro 3axuMCcTy HaceNeHHs», XipyprivHe BIiA4IIeHHS 3
OHKOJIOTYHMMU JTbKKaMK, M. Xapkis

5. | K.M.H. MomiHuyk [.B.

MeanyHuii UeHTp ToBapucTBa 3 06MexeHOoW BignosiganbHicTio «K/IHIKA BEPYM EKCIMEPT»,
M. Knis

6. | nikap Pekyta A.C.

Megaunuuunii ueHTp «Ok!KniHik+» TOBapucTBa 3 OOMEXEHOW BiANOBIAABHICTIO «MiXHAPOAHWIA
IHCTUTYT KMiHIYHMX AOCNiMKEHb», CTaljioHapHe BigaineHHs, Bigain ximiotepanii, M. Knis

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

KniHika [epXaBHOi yCTaHOBU «IHCTUTYT MeAuyHOl pagionorii Ta oHkonorii im. C.M. Fpurop esa
HauioHanbHOT akagemii MeauyHNX HayK YKpaiHu», BigAineHHs1 KiHiYHOI oHKoMorii Ta remaTonorii,
M. XapkiB

8. | 3aB.Big. LeBHa C.IM.

KomyHasnibHe HekoMepLjiliiHe NianpueMcTBo «MoaiNbCbKnii perioHanbHW LLEHTP OHKONOTIT BiHHULbKOT
ob6nacHoi Pagu», xiMioTepaneBTUYHe BigAiNeHHsA, M. BiHHMUSA

9. | K.M.H. OcTaneHko HO.B.

HaujioHanbHWiA iIHCTUTYT paky, Big4iIeHHA ManoiHBa3MBHOI Ta eHAOCKONIYHOI Xipypril, iHTepBeHLiAHOT
pagionorii, M. Kuis

10. | K.M.H. ¥Ypcon .M.

MpuBaTHe NigNPMEMCTBO NpuBaTHa BUPO6HMYA dhipMa «ALMHYC», JTiKyBaUTbHO-AiarHOCTUYHWIA LIEHTP,
M. KponmBHULIbKMIA

4. Ap'toBaHTHa Tepanisi eHKkopadeHi6om Ta OGiHiMeTIHIGOM Yy MOpPIBHAHHI 3 nnauebo npu MOBHICTHO
peseuiiioBaHiii MenaHomi 3 myTauietro BRAF V600E/K crtagii IIB/C: paHgomizoBaHe, noTpiliHe chine
pocnigpkeHHs dasm 1l y cniBpobiTHMUTBI 3 pyno 3 BMBYEHHS MenaHoMu €Bponeicbkoi OpraHisauii 3
JocnipxeHHs i NlikyBaHHs Paky (EORTC), kog gocnigpxeHHs WO0090GE303 /| EORTC-2139-MG, sepcis 1.0 Big
10 BepecHs 2021 poky, cnoHcop - PIERRE FABRE MEDICAMENT, ®paHujs

®a3za - Il

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTULjE «AVKHOBIA PAC YkpaiHa»



No M.l.6. BignoBigabHOro AocnigHuka
n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 | A.M.H., npodp. M'oTbKo €.C.
KomyHanbHe HekomepLiiHe nignprueMcTBo «LleHTpasibHa Micbka K/iHiYHa MikapHs» YXXropoacbKoi
MICbKOI pau, MICbKWIA OHKOIOTIYHMIA LLeHTP, M. Y)XXropog
2 | 4.M.H., npod. BoHpapeHKo |.M.

KomyHasnibHe HekoMmepuiiiHe nignpueMcTBo «Micbka KniHiYHa nikapHA Ned» [HINPOBCLKOT MiCbKOT
paau, ximioTepaneBTUYHe BiAAi/TIeHHA 3 AEHHVM cTauioHapoM, [HINPOBCLKUIA AepXXaBHUI MeaUYHWI
yHiBepcuTeT, Kadeapa OHKOOrii Ta MenyHoi pagionorii, M. [IHINpo
3 | 4.M.H., npod. AyaHiyeHko O.C.
[JepxaBHa ycTaHoBa «IHCTUTYT 3arasibHOT Ta HeBigknaaHoi xipyprii imeHi B.T. 3aiiuesa HauioHanbHoi
akageMii MegnMuHMX HayK YKpaiHu», Big4iNEeHHA XipypriyHmX iHeKLUin Ta ycknagHEeHOoT OHKOIOTYHOT
narosnorii Ha 25 NiXOK 3 nanaTok iHTEHCUBHOI Tepanii Ha 6 NibKok, XapkiBCbka MeauyHa akajemis
nicngAWnIOMHOI OCBITU, Kadpepa OHKONOTIT Ta AUTAYO0T OHKOJIOTiT, M. XapKiB
4 | nikap TapaceHko T.E.

MeanyHuii LeHTp ToBapucTBa 3 OOMEXEHOK BiAnoBifasibHICTIO «MegnyHa KhiHika «lHHOBaUis»,
BigAineHHs ximiotepanii, KniBcbka 06/1aCcTb, BULLIrOpoACkKNin paiioH, . JTTiK
5 | k.M.H. KykyLikiHa M.M.
HauioHanbHWii IHCTUTYT paky, BiadiNeHHs OHKoopToNneAil Ta NyX/INH LIKIPWU | M'SKMX TKaHWH, M. K1i
6 | K.M.H. TpyxiH [.B.

KomyHasnibHe HekomepuiiHe nignpuemMcTBO «OfEeCcbkuili 06/1aCHUIn  OHKOMOTIYHUIA - AUchiaHcep»
Opecbkoi 06nacHoOi pagu», CcTauioHap [AeHHOro nepebyBaHHS —AMCNaHCEPHO-NMONIKAIHIYHOIO
BiaaineHHs, m. Ogeca

7 | nikap lckivxu 4.1,
KoMyHanlbHe  HekomepuiliHe  nignpuemctBo  «OG6G/ACHWIA  K/IHIYHWIA ~ OHKOJIOMYHMIA  LIeHTP
KipoBorpaackoi o6nacHol pagn», XximiotepaneBTUYHe BigaineHHs, M. KponnBHULbKWI

5. «PaHgomizoBaHe, nnauebo-KoOHTPOIbOBaHe AocNimkeHHs 1 dpasn Ans ouiHku 6e3neYHOCTi, NTepeHOCMMOCTI,
hapmakokiHeTUKM Ta NPOTMBIPYCHOT akTuBHOCTI npenapaty VIR-3434», koa pocnifpxkeHHs VIR-3434-1002,
Monpaska 4, Big 20 ciuHga 2022 poky, cnoHcop - «Bip bioTekHonomku, IHK.», CLUA / Vir Biotechnology, Inc, USA
da3za - |
3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

Ne MM.1.6. BignoBiganLHOro focnigHuKa

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

1 | nikap Jo6psHcbka M.A.
MeauuHuii LeHTP ToBapMCTBa 3 0OMEXEHOI0 BiAMoBIAa/IbHICTIO «ApeHcia EkcnnopaTopi MegiciH»,
BiAAIN KNiHIYHNX AocnimKeHb, M. Kuis

6. «KniHiyHe p[ocnipKEeHHA 3 OJHOKPATHUM BBEAEHHAM AN OLiHKM  6e3MneyHoCTi, NnepeHOCUMOCTI,
hapmakoKiHETUKN Ta aHTUPETPOBIPYCHOI akTMBHOCTI npenapaty MK-8510 y Burnagi MoHoTeparnii B y4aCHUKIB,
iHpikoBaHMX BIJ1-1, AKMM paHille He npoBOAWIOCA aHTUPETPOBIPYCHE nNiKyBaHHA», KO AOCNIIKEHHSA
MK-8510-002, Bepcis 00, Big 21 ciuHa 2022 poky, crnoHcop - «Mepk LWapn eHa Joym Kopn.», A0uipHE
nignpnemcTtBo «Mepk eHg Ko. IHK.», CLLUA / Merck Sharp & Dohme Corp., a subsidiary of Merck & Co. Inc., USA
da3za - |

3asaBHUK - TOB «APEHCIA EKCITJTOPATOPI MEAICIH», YkpaiHa

No M.I.6. BignoBigabHOro AocnigHmkKa

n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 | K.M.H. Konowmiiiuyk J1.A.

MeauyHuii LeHTp TOBapuCTBa 3 0OMEXEHOK BiAMOBIAa/IbHICTIO «ApeHcis EkcnopaTtopi MegiciH»,
BiA AN KNiHIYHMX AochimKeHb, M. KWiB

7. 3miHa TpuBaNoCTiI KNiHIYHOro BUNPOOYBaHHA B CBiTi Ta B YKpaiHi 3 1-ro kBaptany 2022 poky go 31
6epesHA 2023 poKy [0 NPOTOKONY KAiHIYHOrO AOChiMKeHHA «PaHooMizoBaHe, 6araToueHTpoBe, BiJkpuTe,
nopiBHAMIbHE pocnimkeHHA 1l da3n gna  Bu3HayveHHsa edbekTMBHOCTI [ypBanymMady un  KOMOGiHaui

3



JypBanymaby i Tpemenimymaby y komb6iHauii 3 n1aTMHOBMICHOI XiMioTepanielo y nepLiid fiHii nikyBaHHSA
nawuieHTiB 3 NOWWpPeHNUM ApPiGHOKNITUHHUM pakoMm nereHis  (APJ1) (KACMIAH)», koA [A[ochigkeHHA
D419QC00001, Bepcisa 6.0 Big 16 ciuHa 2020 p.; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

8. OHoBneHi po3ginu 3.2.P. locbe pocnigkyBaHoro nikapcbkoro 3aco6y JNJ-67896062-AAA, Tab6neTKu,
BKPUTi 060/710HKO10, 10 mr, 37,5 Mmr Ta 75 Mr Ta BignoBigHoro nnaue6o Big 08.11.2021 p.; MogoBXeHHA
TEepMiHy NPUAATHOCTI AOCNigKyBaHOro nikapcbkoro 3aco6y JNJ-67896062, mauiTeHTaH, TaGneTKu
BKpUTi 060/110HKOIO, 37,5 Mr Ta 75 Mr go 36 micauiB; Bpouwypa JocnigHuka JNJ-67896062 (macitentan),
BuaaHHa 19 Big 02.12.2021 p.; KapTka nauieHTa wo40 HacTynHoro Bisuty, Bepcia 1.1 Big 20.11.2019 p.
YKpaiHCbKOIO MOBOIO; KapTka naujieHTa WoA[0 HacTynHoro Bi3uTy, Bepcia 1.0 Big 20.11.2019 p.
pociiicbKkolo MOBOIO; JTUCT NOAsKN YYaCcHUKY pocnigkeHHs, Bepcia 1.0 Big 06.08.2020 p. yKpaiHCbKOO
MOBOI0; JIUCT NOAAKN YUACHUKY AoCnigKeHHs, Bepcia 1.0 Big 06.08.2020 p. pociiicbkoto MOBoOto; JIuct
nauieHTy Big gocnigHuubKoi rpynu, sBepcia 1.1 Big 20.11.2019 p. yKpaiHCbKOI MOBOIO; JIUCT NALiEHTY
Bif, pocnigHuubKoi rpynu, Bepcisa 1.0 Big 20.11.2019 p. pociiiCbKOO MOBOIO [0 MPOTOKO/Y K/iHIYHOTO
pocnipxeHHs «lMpocnekTuBHe, 6araToLeHTpoBe, NoAgiiiHe cnine, 3 NOABINHOI iMiTaLjie0, paHAOMi30BaHe, 3
aKTMBHMUM KOHTPOJIEM, B Napasie/ibHUX rpynax, 3 NoC/1iA0BHUM BK/IIOYEHHAM rpyn, aganTyBHe, KOHTPO/IbOBaHe
3a nogisMy  K/iHiYHe JOCNiMKeHHA TpeTboi diasn ANa NOPIBHAHHA edekTMBHOCTI, 6e3neyHocTi Ta
NepeHocMMOCTi MauiTeHTaHa 75 mMr 3 MauiteHTaHom 10 Mr y nauieHTiB 3 JiereHeBOK apTepiasibHOK
rinepTeHsieto 3 nogansLUnM Nepiogom BIOKPUTOrO NiKyBaHHA MaLiTeHTaHOM 75 Mr», ko4 agocnigpkeHHs AC-055-
315, nonpaBka 2, Bepcis 3 Big 6 cepnHa 2020 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», Benbris
3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris

9. Bpouypa gocnigHuka PuBouepaHioy mesunary, Bepcia 7.0 Big 10 rpyaHs 2021 poKy, aHTrNilicbKoo
MOBOI0; IHpopmaLiiHKiA NucToK i hopma iHchopmoBaHoi 3rogu, Bepcia V6.0UKR(uk)1.0 Big 03 ntotoro
2022 poKy, nepeknapg, yKpaiHCbKol MOBOLO Bif 24 ntoTtoro 2022 poky; IHchopmauiiiHuii nuctok i chopma
iHhopmoBaHoi 3rogu, sBepcisa V6.0UKR(ru)1.0 Big 03 ntotoro 2022 poky, nepeknag pociicbKoo MOBOIO
Bif 24 niotoro 2022 poky; Jocbe pgocnigxyBaHoro nikapcbkoro 3acody SHR-1210 (Kampenizyma6) 3
popatkamu, Bepcis 6.0 Big 10 ciuHa 2022 pokKy, aHrnificbKoo MOBOO; MoBEpPHEHHA 3pa3kiB TKAHUHU
Gioncii nayieHTiB Nicna aHanisiB (6iomatepiany) B YKpaiHy; 3MiHa BignoBiga/IbHOro gocnigHukay micui
NPoBeAEHHA BUMPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOTO [OC/iMKEHHS «PaHgomi3oBaHe, BigkpuTe,
MiKHapoaHe, 6araToueHTpoBe, K/iHIYHe AoCNimKeHHA dia3n 3 KOMOIHOBAHOrO 3aCTOCyBaHHsSI npenapary
SHR-1210, skuin saBnse coboto aHTUTINO Ao PD-1, Ta anaTuHiGy me3unaTy (puBoLEepaHidy) NOPIBHSAHO 3
3acTocyBaHHAM copacdpeHiby sik Tepanii neplioi NiHii y nauieHTiB i3 NOWMPEHO renaTtouetosipHO
kapuuHomoto (FLK), ski paHilwe He oTpuMyBasIM CUCTEMHY Tepanito», kog gocnimpkeHHs SHR-1210-111-310,
Bepcis 5.1-EMEA Big 10 6epe3Hs 2021 poky; cnoHcop - Jiangsu Hengrui Pharmaceuticals Co., Ltd., Kutaii

BYJIO CTAJIO
O.M.H., rTeH. gupektop Ckopuii [.l. K.M.H., 3aB. Big. Miceubka M.E.
KomyHasibHe HekomepLiiHe nignpuemcTBo | KomyHanbHe HekomepLiiHe nigNpUeEMCTBO

«O6nacHUiA  LUEHTP  OHKOJMOrFii»,  OHKOXipypriyHe | «O6nacHWiA  LUEHTP  OHKOMOTi»,  OHKOXipypridyHe
BIAOINEHHA MediHkM Ta MigWwayHKoBOT 3an03u, | BiA4INEHHA MediHkn Ta  NigWNyHKOBOI  3as103MK,
M. XapkiB M. XapkiB

3anBHuK - MignpremcTso 3 100% iHo3emHol iHBecTuLjclo «AVK'IOBIA PAC YkpaiHa»

10. YkpaiHa, MK-6482-005, IHchopmaLiis Ta AOKYMEHT npo iHhopmoBaHy 3roay A nauieHTa, sepcis 2.01
Big 23 niotoro 2022 p., yKpaiHCbKOI0 MOBOIO; YKpaiHa, MK-6482-005, IHhopmaLis Ta JOKYMEHT Nnpo
iHhopMoBaHy 3roay AN nauieHTa, Bepcifa 2.01 Big 23 notoro 2022 p., pocCiiicbKoo MOBOIO; 3a/Ty4YeHHS
[OAAaTKOBOI BUPOGHMUOI [AiNAHKM ANs  NiKapCbKoro 3aco0y nopiBHAHHA AdiHiTtop (Afinitor)
(EBeponimyc (Everolimus)); Ta6netkn 2,5 mr: Novartis Pharma Stein AG, Switzerland go npotokony
KNiHiYHOro BUNpOGYBaHHSA «BigkpuTe, paHaomizoBaHe gocnimpkeHHs 3 hasm npenapaty MK-6482 B nopiBHsIHHI
3 Npenaparom eBeposiiMyC Yy yYacCHVKIB 3 NOLUMPEHUM HUPKOBO-KMITUHHUM pakoM, SIKWA mporpecyBaB nic/is
nonepefHboi PD-1/L1 Tta VEGF-TapreTHoi Tepanii», kof pocnigxkeHHs MK-6482-005, 3 iHKOprnopoBaHo
nonpaskoto 04 Big 16 ntoToro 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», AOYipHE NignpueEMCTBO
«Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YKkpaiHa»



11. focbe pocnigxyBaHoro slikapcbkoro saco6y Pimavanserin tartrate, Bepcis IMPD-11 Big nuctonaga
2021 poky, aHrniiicbkoio MoBor; MoAoBXeHHS TepMiHYy npugaTHOCTi npenapaty lMimaBaHcepuH y
copmi Tabnetok 17 mr - o 60 micauis, Taénetok 10 mr - go 48 micsuis; MNofOBXEHHA TepPMiHY
npupgaTtHoOCTi TabneTok nnaue6o Ao 60 MicAUIB [0 NPOTOKO/IB KIIHIYHUX BUMPOOYBaHb: «52-TUXHEBe
BiAKpWTE PO3LIMPEHEe AOCAIMKEHHS NiMaBaHCEpPWHY B SKOCTI A0AATKOBOrO JliKkyBaHHS LUM30CIPEHIi», KoL
pocnigpkeHHs ACP-103-035, nonpaska 3 Big 11 cepnHs 2020 poky; «PaHgomisoBaHe noggiiHe cnine nnaue6o-
KOHTPO/IbOBaHe JocnimpKeHHs has3n 3 3 OUiHKM eDEeKTMBHOCTI Ta 6€3neYHOCTi nimaBaHCepPUHY K 404aTKOBOI
Tepanii 4N NikyBaHHA HeratMBHUX CUMMTOMIB LM3odpeHii (Advance-2)», kog pgocnigxeHHs ACP-103-064,
Bepcis 1.0 3 iHkopnopoBaHow nonpaskoto 2 Big 07 ceprHsa 2020 poky; cnoHcop - Acadia Pharmaceuticals Inc.
(AKALIA dapmacbtoTikan3 IHK), CLUA

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AK'IOBIA PAC YkpaiHa»

12. bpowypa pocnigHuMKa AocnigxyBaHoro nikapcbkoro saco6y Penyronikc (TAK-385, T-1331285,
RVT-601, MVT-601), Bepcisa 14.0 Big 06 ciuHa 2022 poKy aHr/iicbKo MOBOIO; [loCbE AOCNiAKYBaHOro
nikapcbkoro 3aco6y Penyronikc, Bepcis 4.2.1 Big noToro 2022 poKy aHrnilicbKo MOBOIO 0 NPOTOKO/TY
KniHiyHoro pocnimkeHHa «MOAOBXEHE AOCNIOKEHHA SPIRIT: MikHapogHe, BigkpuTe, MOAOBXeHe
JocnimpkeHHs dpasn 3 3 OfHIE rpynoko AN1s OLiHKM 6e3NeyYHOCTi Ta e(PeKTUBHOCTI 3aCTOCYBaHHS peslyronikcy
pasoM i3 HW3bKMMMK [03aMu ecTpagiosly Ta HOpPeTWHAPOHY aueTaty Yy XIHOK i3 60nem, MoB’A3aHnMm 3
€eHO0oMEeTPIo30M», Kog, AochnifgxeHHa MVT-601-3103, 3 nonpaskot 4 Big 01 smnHA 2021 poky; CrnoHcop -
Myovant Sciences GmbH, LUeiuapis

3aaBHK - TOBAPUCTBO 3 OBMEXXEHOK BIAMOBIAANIBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

13. YTouHeHHsa Ao npotokony ALT-L9-03, Bepcia 1.0 Big 15 nuctonaga 2021 poKy: BBeAEHHS
[OcCnipKyBaHOro nikapcbKoOro 3acooy saciinseHum/ poscninjieHnMm nepcoHasioMm Micus npoBefeHHs
BUNpPoGyBaHHA Big 10 niotoro 2022 poky; 3any4yeHHs AO0[ATKOBUX Micub NMpoBeAeHHs K/iHIYHOro
BMMPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOrO AocnimpkeHHs «PaHaoMi3oBaHe, noAgiliHe crine, 6araToLeHTpoBe
JocnimpkeHHs hasm 3 y napanesibHUX rpynax 3 MeTOH MOPIBHAHHA eddeKTUBHOCTI Ta 6e3neyYHoCTi npenaparty
ALT-L9 i npenapaty Annisa® y naujieHTiB i3 HEOBACKY/ISIPHOIO BIKOBOK Maky/isipHOL0 aereHepauieto (ALTERA)»,
koA pocnigxeHHsa ALT-L9-03, sepcia 1.0 Big 15 nuctonaga 2021 poky; crnoHcop - Altos Biologics Inc.,
Pecny6nika Kopes

Ne MN.I.B. BignoBiganbHOro gocnigHuka

n/n HasBa micus npoBefeHHs K/iHIYHOro BUNPOGyBaHHSA

1 K.M.H. Kanwyk H.I.
KoMyHasibHe HekoMepLiiHe NignprMeMCTBO «BiHHMLbKa 06/1acHa KiHiyHa nikapHs iM. M.I. Muporoea
BiHHMUbKOT 06N1acHOT pagm», BUCOKOCNELiali30BaHNA KiHIYHWI LEHTP MIKPOXIpyprii oka 3 6/10KoM
OYHOI TPaBMW Ta rOCTPOI NaToNOrii opraHa 30py, M. BiHHMUS
2 K.M.H. benses B./.
MeauyHWiA LeHTP TOBapUCTBa 3 0OMEXEHO0 BiANOBIAANBHICTIO «3akapnaTCbKuii LeHTP MiKpoXipyprii
oKa», M. YxXropog
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

14. 36inbLUEeHHA KinbKocTi gocnimkyBaHux Ha 30 ocib (3aranbHe 36iNnbleHHs A0 45 nauieHTiB B YKpaiHi)
[0 NPOTOKO/Y KNIHIYHOTO AOCNIMKEHHA «BigkpuTe JocnimkeHHs ¢asn 2 [/18 OUiHKM eHOOGiTy3ymMady B
KoMGiHaLii 3 peTudaHiimabom abo Te6oTeNiMabom y NepLUii AiHiT NiKyBaHHS NauieHTiB 3 peunanByro4mMM abo
MeTacTaTUYHUM NIOCKOKNITUHHUM PakoM rofloBy Ta LWKi», ko4 gocnigxeHHs CP-MGA271-06, nonpaska 1, Bif
16 rpygHa 2020; cnoHcop - Makpo/xeHike, IHk. (MacroGenics, Inc.), CLUA

3asBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BianoBigabHICTO «KLP YkpaiHa»

15. 3miHa MicuA NnpoBeAeHHSA K/iHIYHOro BMNPOGYyBaHHA; 3MiHa Ha3BU MicuA NPOBeAEHHSA K/iHIYHOro
BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOro gocnimkeHHa «®asa 3b 6araTouLeHTpOBOro, paHAoMi30BaHoro,
noagiiHo  cninoro,  NAaueb0-kOHTPO/IbOBAHOrO  AOCAIMKEHHS  LWOAO  OUiHKM  6e3nekn  NikyBaHHS
MiMmaBaHCepPUHOM Y JOPOCNUX Ta NI0AEN NOXUOrOo BiKy 3 HEAPONCUXiaTPUUYHUMK CUMNTOMaMW, NOB'A3aHUMU
i3 HelipoaereHepaTMBHUM 3aXBOPIOBaHHAMY, KO, focnigpkeHHs ACP-103-046, 3 iHKOpnopoBaHOH MONpPaBKo
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6, (hiHanibHa Bepcia 1.0 Big 23 nunHA 2019 p.; cnoHcop - «AKALIA ®apmackioTikan3 IHk., CLUA» (ACADIA

Pharmaceuticals Inc., USA)

BY/NO CTANO
4.M.H. Mopo3 C.M. 4.M.H. Mopo3 C.M.
KomyHanbHe nignpuemctBo «[HinponeTpoBcbka | KOMyHasibHe  NignpueMCTBO  «[HINponeTpoBCbka
obnacHa KniHiyHa nikapHa iM. I, MeuHukoBa» | 6araTtonpodinibHa KNiHiYHa NikapHA 3  HadaHHSA
[HinponeTpoBcbkoi  06nacHoi pagu, o6nacHWil | ncuxiaTtpyyHoi  gonomorv»  [HINPONeTPOBCbLKOI
LEeHTp ncuxocomMaTuUyHMX po3fafiB  Ha  6asi | o6nacHoi pagn», O6nacHui LEeHTp

NCUXOHEBPO/IOTIYHOIO BiaAiNeHHs, M. JHInpo

NncuxocoMaTUyHUX po3nagis Ha 6asi ncmxiaTpuyHoro
BigAineHHsa No28, m. [IHinpo

BY/NO CTANNO
O.M.H., npodd. BUHHMK M.1. O.M.H., npodd. BUHHMK M.1.
O6nacHa  ncuxoHeBposiorivHa  fiikapHa  Ne3, | KomyHasibHe HekomepLinHe nignpUeEMCTBO
BiagdineHHs Nel, [OBH3 «lIBaHo-®paHKiBCbkuii | «[MpukapnaTtCbKMii  06/11acHUA  KiHIYHWIA  LEHTP

HauioHaNbHUI MeanYHNA yHIBepcuTeT», kKadegpa
ncuxiatpii, Hapkonorii Ta MeAMYHOT NCUXOSOTi,
M. IBaHO-®paHKiBCbK

MCUXIYHOTO 340pO0B'A |BaHO-®paHKIBCLKOI 061acHOI
pagn», BigaineHHa Nel, IBaHO-®paHKiBCbKUIi
HauioHaNbHUI MeguuHWiA yHiBepcuTeT, Kadegpa

ncuxiatpii, Hapkonorii Ta Megu4HOI NCUXONOTil,
M. IBaHO-®paHKiBCbK
3asBHuK - TOB «BOP/IABAMA KNIHIKAN TPAINIC YKP>»

16. OHOBNEHMIT NPOTOKOJ1 KJiHIUHOro BUnpo6ysaHHA MK-8591A-019 3 iHkopnopoBaHoto nonpaskoto 08
Bif, 20 ciuHsa 2022 pokKy, aHrnilicbkolo MoBo; Bpowypa gocnigHuka MK-8591/ MK-8591A, BugaHHsa 11
Big 07 ciuHAa 2022 poky, aHINilicbKolo MOBOIO; IHhopmaLif Ta fOKYMEHT nNpo iHhopMmoBaHy 3roay Ans
nauieHTa, YkpaiHa, MK-8591A-019, Bepcia 4.00 Big 08 nioToro 2022 p., yKpaiHCbKOIO MOBOIO;
IHcpopMaLia Ta AOKYMEHT npo iHpopMmoBaHy 3roay AnA nauieHTa, YkpaiHa, MK-8591A-019, sepcis 4.00
Big 08 ntoToro 2022 p., pociiicbkoo MOBOR; IHhopMauiliHnii GtoneTeHb Npo Hykneo3uaHuii iHriGiTop
TpaHcnokauii 3BOpoTHOI TpaHckpuntasn (MK8591A_NRTTI Fact Sheet), Bepcia 1.0, yKpaiHCbKOIO
moBoto; IHdopmauiiHniAc  OtoneteHb npo  Hykneo3upgHuil  IHriGITOp TpaHCnoKauii 3BOPOTHOI
TpaHckpunTasmn (MK8591A_NRTTI Fact Sheet), Bepcis 1.0, pociiicbkoto MoBoto; Po3gin «P.5 CONTROL
OF DRUG PRODUCT» [locbe gocnigkKyBaHOro siikapcbkoro 3acooy MK-8591A, sBepcia 07YFVH Big 18
ciuHa 2022 poKy, aHriicbKO MOBOLO; [locbe AocCnigXKyBaHOro JlikapcbkKoro 3acoby nnaue6o ao
MK-1439 (Doravirine), Bepcia 07YFVH Big 18 ciuHa 2022 poky, aHrnilicbkoro mMOBOLO; 3aslyueHHA
[0[aTKOBOI BUPOOGHUYOT AiNAHKN, BigNoBigasibHOI 3a TecTyBaHHsA nnaue6o ao MK-1439 (Doravirine):
Merck Sharp & Dohme Corp., USA; 3pa3oKk MapKyBaHHSl [OC/ifAXyBaHOro ikapCbKoro 3acooy
MK-8591A a6o nnaue6o, Bepcia 7.0 Big 19 nuctonaga 2021 poKy, aHIMINCbLKOK Ta YKPAiHCbKOLO
MoBaMU 10 NPOTOKO/Y KNiHIYHOro JocnimkeHHs «PaHaoMizoBaHe, KniHidHe pocnimkeHHs Il asum y BIJI-1-
iHCpikoBaHMX MaLieHTiB, AKMM NPOBOAUMIACSH IHTEHCMBHA Tepanis, 418 OUiHKM aHTUPETPOBIPYCHOI aKTUBHOCTI
CMINOro fNikyBaHHS icnaTpaBipom, JopaBipvHOM abo fopasipuHOM/ic/iaTpaBipoM NPy NOPIBHSAHHI KOXHOT rpynu
NikyBaHHs 3 nauebo, a TakoX AN OLHKM aHTUPETPOBIPYCHOI akTMBHOCTI, 6e3neknm Ta MepeHOCMMOCTI
BIAKPUTOro nikyBaHHs AopasipvHOM/icnaTpaBipom», kog, AocnimkeHHs MK-8591A-019, 3 iHKOpnopoBaHOH
nonpaskoto 06 Big 08 uepBHsa 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godvipHE NignpneMcTBo
«Mepk EHfA Ko., IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBifasbHicTio «MC/ YkpaiHa»

17. bpouwypa paocnigHuka [O/13 BpiBapauetam (ucb 34714), Bepcisa Big 24 nwToro 2022 poky,
aHrnificbkoo MoBOIO; CnpouieHa xapakrepuctuka /13 Briviact, aHrniiicbkoro MOBOIO 0 NPOTOKOSY
KMIHIYHOTO JocnimpkeHHs «PaHAomi3oBaHe, nNigTBEpAXXyloue, MNoABiiHE chine, nnaueb0-KOHTPOSibOBaHe,
GaraTtoueHTpoBe AOC/iIMKEHHS MiAO60PY ONTUMa/IbHOI 403U B NapasiesibHUX rpynax i3 2-eTanHum aganTUBHUM
OM3aiHOM | paHAOMI30BaHOK BIAMIHOK A1 OUiHKM ed)EeKTMBHOCTI, 6e3neyHoCcTi Ta MNepeHOCMMOCTI
OpiBapaueTamy B SKOCTI MOHOTepanii B Naui€HTIB Y BiLli Big 2 40 25 pOKIB i3 ANTSIHO0 abCaHCHO eninencieto
ab60 0BEHINbHOI abcaHCHO0 eninencieto», ko gocnimpkeHHs N01269, 3 iHKkoprnopoBaHOK Nonpaskoto 2 Big 29
6epesHs 2021 poky; cnoHcop - UCB Biopharma SRL, Belgium

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTULje «AVK'IOBIA PAC YkpaiHa»



18. OHoBneHwuii po3gin P Drug Product MK-7339, Bepcis 07XFXK Big 08 rpygHs 2021 poky, aHrniiicbKoto
MOBOIO; 3a/lyueHHA [0AATKOBUX AOCIAKYBaHUX JliKAPCbKUX 3acoO6iB, npenapatiB MOPIBHAHHA Ta
BigNoBigHNX BUPOGHMUKNX AinsaHoK: KaneyuTta6iH (Capecitabine Accord), 500 mr, Ta6neTku y 6/icTepHiii
ynakosui, Bupo6Huku: Accord Healthcare Polska Sp. z.0.0., Poland; Werthenstein BioPharma GmbH,
Switzerland; Fisher Clinical Services GmbH, Switzerland; Kaneuuta6in (Capecitabine Accord), 150 wmr,
TabneTkn y OnictepHiii ynakoBui, Bupo6Huku: Accord Healthcare Polska Sp. z.0.0., Poland;
Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services GmbH, Switzerland; ®oniHoBa
kucnota 10 mrimn (y Burnapi kanouito doniHaty) (Calcium Folinate, Calciumfolinat-GRY® TEVA),
po3unH gns iv’ekuii, Bupo6Huku: Pharmachemie B.V., Netherlands; Werthenstein BioPharma GmbH,
Switzerland; Fisher Clinical Services GmbH, Switzerland; 3pa3ok nepBUHHOroO MapKyBaHHSs
Capecitabine Blister, Bepcia 2.0 Big 29 nuctonaga 2021 poky; 3pa3soK BTOPUHHOIO MapKyBaHHs
Capecitabine Kit, Bepcisa 2.0 Big 29 nuctonaga 2021 poky; 3pa3oK NepBUHHOro MapkyBaHHs Calcium
folinate Vial, Bepcis 3.0 Big 13 rpyaHs 2021 poky; 3pa3oK BTOPMHHOro mapkysaHHs Calcium folinate Kit,
Bepcia 3.0 Big 13 rpygHa 2021 poky; Bpouwypa pocnigHuka Onanapu6 (Olaparib) (AZD2281,
KU-0059436), BugaHHa 21 Big 31 ciuHA 2022 poKy, aHr/iiCbKOKO MOBOK A0 NPOTOKO/Y KAiHIYHOrO
JocnipkeHHa «PaHAomi3oBaHe, BigkpuTe [oCnifikeHHA 3 dhasn 418 OuiHKM eddeKTUBHOCTI Ta 6e3MneyHoCTi
MOHOTepanii onanapuéom abo y KombGiHauil 3 6eBaumsymaboM, Yy TMOPIBHAHHI i3 3aCTOCYBaHHAM
6eBaumsymaby i3 propnipumiguHamMun y nawieHTiB 3 HeonepabesibHUM abo MeTacTaTUYHUM KOTOPEKTasIbHUM
pakoM 6e3 03HaK MnporpecyBaHHSA XBOPOOW nicns iHAyKuiiHOT Tepanii nepwoi niHii (LYNK-003)», kog
pocnigpkeHHsa MK-7339-003, 3 iHkoprniopoBaHoto nonpaskoto 04 Big, 29 nuctonaga 2021 poky; cnoHcop - «Mepk
Wapn EHA Aoym Kopn.», godipHe nignpuemcTtBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANoBigabHICTI0O «MC/, YKpaiHa»

19. Bpouwypa gocnigHuka MK-1308A, BugaHHA 2 Big 28 ntotoro 2022 poky, aHriliCbKOKO MOBOIO;
YkpaiHa, MK-6482-012, IHchopmaLis Ta AOKYMEHT nNpo iHhopmoBaHy 3rogy A nauieHTa, Bepcia 2.04
Bif, 28 6epe3HA 2022 p. yKpaiHCbKOIO MOBOLO; OHOBNeHe [locbe AOCNIAKYBAHOIO J1iKApCbKOro 3acooy
MK-1308A, Bepcia 07ZN9W, Big 13 Gepe3Hsa 2022 p., aHrniicbKolo MOBOI; MOAOBXKEHHA TepMiHY
npuaaTtHocCTi gocnimKkyBaHoro nikapcbkoro saco6y MK-1308A (MK-1308/MK-3475) cTepu/ibHUIA PO34UH
ANA BHYTPilWWHLOBEHHOI IHY3iTl, 1.43/22.86 mrimn 3 24 micsauiB fo 30 MicsLiB Y 3B’A3KY 3 OTPUMAHHSAM
HOBMX AAHMX LWOAO CTAGINILHOCTI 40 NPOTOKO/Y KAIHIYHOTO AOCAifpKeHHs «Bigkpute, paHzoMi3oBaHe
pocnigpkeHHs [l dpasn ons ouiHkn edpekTMBHOCTI Ta 6e3neyYHOCTi nem6ponisymady (MK-3475) y komGiHauii 3
6ensytngaHom (MK-6482) Ta neHBatuHibom (MK-7902), a6o MK-1308A y KombiHauii 3 neHBaTUHIGOM
MOPIBHAHO 3 MNem6ponisymabomM | fneHBaTMHIOOM B $SKOCTI Mepwoi NiHil Tepanii gns  yyacHuKiB 3
PO3NOBCHKEHOK CBITNOKTITUHHOK HUPKOBO-KNITUHHOIO KapuMHOMO», KoA pocnimkeHHs MK-6482-012, 3
iHkopnoposaHoto nonpaskoto 03 Big 10 rpyaHa 2021 poky; cnoHcop - «Mepk Wapn enpg Joym Kopn.», fodipHe
nignpmemcteo «Mepk eHg, Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3aaBHUK - TOBApMCTBO 3 0OMEXEHOI0 BiANoBigasbHICTIO «MC/J, YkpaiHa»

20. OHoBJeHe Jocb€e JocnigKyBaHOro flikapcbKoro 3aco6y X842, Bepcis 5.2 Big 23 ntotoro 2022 poky;
MopoBXeHHA TepMiHYy NPUAATHOCTI AOCAiIMKYBaHOro nikapCcbKoro 3aco6y X842 po 24 wmicsauis;
MoaoBXeHHS TPMBAJOCTI K/iIHIYHOro BUNpoGyBaHHA B YKpaiHi go 30 KBiTHA 2023 poKy A0 NpOTOKONy
KNiHiYHOro gocnimkeHHsa «PaHaomisoBaHe, 3 NOABIHOK IMITALE0 Ta 3 aKTUBHUM KOHTpoOsaieM Ans nigéopy
0031, noAgiiHe cnine  AOCMIMKEHHsT Yy  MNauieHTiB 3 epo3uBHMM  e30dparitoM,  CIPUUYUHEHUM
racTpoesoghareasibHO pedhtokcHO xBopobot (FEPX), ctyneHa C abo D 3a Jloc-AHmKENecbkok
knacudpikauieto, a TakoX Yy nauieHTiB 3 MNpUHaliMHI 4acTKOBMMM CUMMATOMaMu €pOo3UBHOr0 e3odarity,
cnpuunHeHoro FTEPX, ane 6e3 3aroeHHA 3a pesy/ibTaToM eHAOCKOMIYHOro AOC/IKEHHA NICNA OTPUMAHHSA
HAMKU 8-TWXXHEBOIO KypCy 3arolBasibHOI CTaHAApPTHOI Tepanii iHri6iTopoM npoToHHOT nomnu (IMM), 3aana
BMBYEHHSI 6e3NeYHOCTi Ta NepeHOCMMOCTI NiKyBaHHS, LUBWAKOCTI 3aroloBaHHA epos3iil Nic/isa 3acToCcyBaHHS
X842 ab0 naHconpasony NPoTAroM 4 TUXHIB, & TakoX XapakTtepy 3MiH CUMMNTOMIB MPOTArOM HACTYNHOro 4-
TUXHEBOIO nepioAy fikyBaHHA naHconpasosiom, Ko nocnimkeHHs CX842A2201, sepcida 2.0 3 nonpaskoto 1.0
BiA 19 nunHa 2021 poky; cnoHcop - «CiHknyc ®apma Al», LWseliyapis/ Cinclus Pharma AG, LUseliuapis
3aaBHuK - TOB «MAPEKCEJT YkpaiHa»



21. OHoBNeHuiA BcTyn pocbe gocnigmkyBaHoro npenapaty CaBoniTiHi6y, Ta6neTku, Bepcia 6.0 Big 01
Gepe3Ha 2022 poky; OHoBneHuii BcTyn cKOpoueHOro gocbe npenapaty MOPIBHAHHA CyHITiHIGy,
Kancynu, sepcia 1.0 Big, 18 notoro 2022 poky; IHthopmauis Ta dpopma 3roaun Ans AOPOCSIUX YHACHUKIB
[OCNiKEeHHA, NoKasibHa Bepcis Homep 4.1 anAa YkpaiHu yKpaiHCbKOO Ta pocCiiiCbKOlo MoBaMu, paTta
Bepcii 08 kBiTHA 2022 poky, Ha ocHOBiI MacTtep Bepcii Homep 5.0 Bif, 24 nunHa 2018 poKy [0 NPOTOKOSY
KNiHIYHOro focnifpKeHHNA «BigkpuTe, paHaomizoBaHe, NOpiBHIOBa/IbHE, 6baraToLeHTPoBe KNiHIYHe AOCNiAKEHHS
hasm 3 ouiHkM edpekTMBHOCTI Ta 6e3nekn CaBoOAITIHIOY B MOPiBHAHHI 3 CyHiTiHI6GOM y nauieHTiB 3 MET-
NO3UTUBHOK, HeonepabesbHOK Ta /OKasIbHO-MOWNPEHO, abo MeTacTaTMYHOK NanifiapHOK HUPKOBO-
KNiTMHHOK KapuuHomoto (NHKP)», ko pocnimkeHHss D5082C00003, Bepcis 6.0 Big 19 rpyaHs 2018 poky;
crnoHcop - AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

22. OHoBneHa Bpowypa pgocnigHuka PF-06651600 (PutneuuTtuHio), Bepcia 8.0 Big rpygHa 2021 p.,
aHrnificbkoro MoBor; OHoBeHa Bpowypa gocnigHuka PF-06700841 (BpenouuTiHiG), Bepcia 7.0 Big,
nuctonaga 2021 p., aHrnificbkoro MoBoOt0; IH(hopMauiiiHuii NncToK nauieHTa Ta hopma iHhopmoBaHOT
3roAu Ha yyacTb y HayKOBOMY AOC/ifKEHHi, maiicTep Bepcia Big 03 ntotoro 2022 p., Bepcia gns
YkpaiHu 10.0 Big 23 ntotoro 2022 p., aHINIACbKOIO Ta YKPAiHCbKOIO MoBamu; IHchopmauiiiHuii NnMcToK
BariTHoOl napTHepku Ta oopma iHpopMoOBaHOI 3roan Ha po3KpUTTA iHopmadii, Bepcia 9.0 onsa YkpaiHu
BiA 23 noToro 2022 p., Ha OCHOBI MaiicTep-Bepcii Big 03 ntotoro 2022 p., aHrMiNCbKOKO Ta YKPATHCbKOLO
MOBaMM [0 NPOTOKO/Y KiHIYHOro AocnimkeHHs «PaHaomisoBaHe, noaBiiHe cnine, nnaueb0o-KoHTPosIbOBaHe
OOCNIMKEHHS y napanenbHux rpynax dpasm 2A a5 oLuiHKM eeKTUBHOCTI Ta 6e3neUHOCTi nepopasibHOi hopmu
npenapatis PF-06651600 Ta PF-06700841 B siKOCTi iHAYKLiAHOT Tepanii Ta BiAKpUTE PO3LUMPEHE NiKyBaHHS
nauieHTiB 3 XxBopobo KpoHa cepefHbOro abo BaXKKOro CTYMEHs TSXKKOCTi», ko AochigxkeHHs B7981007,
thiHanbHa Bepcis 3 iIHKOpNOpoBaHOK NonpaBkok 5, Big 27 nunHa 2021 p.; cnoHcop - daiisep IHk., CLUA
3asaBHuK - TOB «KniHivHi gocnigpkeHHs AlkoH», YkpaiHa

23. bpouwypa gocnigHuka BAY 1841788, Bepcisa 7.0 Big 04 6epe3Hs 2022 p., aHINMiACbKO MOBOKO [0
MPOTOKOMY  KAIHIYHOTO  JOC/ifpKeHH «PaHgomi3oBaHe, noggiliHe chnine, nnaueb0-KOHTPONboBaHe
pocnipkeHHs hasmn 3 npenapaty paposiyTamip, B JONOBHEHHA A0 aHAporeHgenpusauiiidoi Tepanii (AAT) y
MOPIBHSHHI 3 nnauebo noc AAT y YOMOBIKIB i3 METACTATUYHUM TOPMOH-YYT/IMBMM PakoMm nepenmixypoBoi
3a103u (MICYPI3)», kog aocnimkeHHsa 21140, Bepcis Big 24 BepecHs 2020 p.; cnoHcop - Bayer Consumer Care
AG, Weiiyapis

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasbHICTIO «/TABKOPTT KMIHIKAM AEBE/IOMMEHT YKPAIHA»

24. MNpopaoBXeHHA TepMiHYy NpoBeAeHHA KNiHiYHOro Bunpo6yBaHHA AC220-A-U302 po 31 ciuHa 2024
POKY [10 NPOTOKO/Y K/iHIYHOrO AocnimkeHHs «[MoagiliHe cnine, nnaue60-KoOHTPoIboBaHe AOCAifKeHHS hasm 3
[N BMBYEHHS 3aCTOCYBaHHS KBU3apPTUHIOY Y NOEAHAHHI 3 iHAYKLIAHOW | KOHCONIAaUIHOK XiMioTepanieto, a
TakoX y BUrNAA4i NPoA0BXeHHA Tepanil y nauieHTiB Bikom Big 18 fo 75 pokis i3 Bneplue sussnieHumM FLT3-ITD-
MO3UTKBHOI FOCTPOK MienoigHot neikemietd (QUANTUM First)», kog, gocnimkeHHs AC220-A-U302, sepcis
7.0 Big 26 TpaBHs 2021 poky; cnoHcop - Aaiidvi CaHkio, IHk., [Daiichi Sankyo, Inc.], Cnony4eni Wtatn Amepukm
3asBHUK - TOBAPUCTBO 3 0GMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/TOMNMEHT YKPAIHA»

25. Bpouwypa gocnigHuka npenapaty JNJ-54767414 (papatymyma0), BugaHHA 18 Big 17 rpyaHa 2021
poky; IHchopMauis ana nauieHTa i Popma iHhopmoBaHoi 3rogn, Mogenb ana YkpaiHu, sepcia 8.0 Big 14
G6epe3HA 2022 poKy, YKPATHCLKOLO Ta pOCiiCbKOK MOBaMU 10 MPOTOKO/Y KNiHIYHOIo AoC/imKeHHs «daza 3,
paHAoMi30BaHe KOHTPO/IbOBaHe Bigkpute JocnimxeHHs Benkeligy (6opTe3omib), MendanaHy Ta npesHi3oHy
(BMIM) y nopiBHAHHI 3 papaTyMmyma6om y kom6iHauii 3 BMM (4-BMIM) y paHiwe HenikoBaHWX NauieHTiB 3
MHOXUWUHHOK MIENTIOMOIO, SKMM HE NoKa3aHa BMCOKOA030Ba Tepanis», Kog, focnimkeHHs 54767414MMY 3007, 3
iHKopnoposBaHoto nonpaskolo 8 Big 02 yepBHA 2021 poky; crnoHcop - «AHcceH-Cinar IHTepHewHn H.B.»,
Benbris

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»



26. OHoBneHHa bBpowypu ana pocnigHuka 3 npenapaty Coagulation Factor IX (Recombinant)
(APVO101) Ha pegakuito 11.0 Big 18 ciuHAa 2022 p.; MofOBXEeHHA TPUBAIOCTI NPOBeAEHHS K/iHIYHOro
BUNPOGYBaHHA B CBiTi Ta B YKpaiHi fo 31 cepnHA 2022 p. 40 NPOTOKONY KNiHIYHOIO AocnigpkeHHa «OujiHka
npenapaTty pekomGiHaHTHOro cpaktopa IX, APVO101, y giteil, xBopux Ha remocpinito B, skum paHiwe
NPOBOAM/IOCA JliKyBaHHA 4aHOro 3aXBOPHOBaHHSA», Ko fAocnimkeHHs APV0101-903, pegakuis 3.0, nonpaska 2
Big 29 nunHa 2020 p.; cnoHcop — «Megekcyc ®apma, IHK.» [Medexus Pharma, Inc.], CLLUA

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «IMl EC AN-YKPAIHA»

27. MoaoBXeHHA TPUBAJIOCTi NPOBeAEHHS K/iHIYHOro BUNPoGyBaHHA B CBITi Ta B YKpaiHi A0 31 rpyaHsA
2022 p.; 3MeHLUEeHHs 3anjlaHOBaHOI KifIbKOCTi gocnigkyBaHux B YKpaiHi 3 82 o 9 ocié go npoTtokony
KNiHiYHOro BUNpoOyBaHHA «docnimpkeHHs 1l a3 3 MeTow OUiHKM 6e3neyvyHocTi i eddeKTMBHOCTI Tepanil
npenapatom SYD985, koH'loraToM aHTUTINA Ta NTiKkapCbKOT PEYOBMHMU, LLIO NPOBOAUTLCS B OAHIW rpyni NaL,ieHToK
i3 peunavBHUM, NOWMPEHNM ab0o MeTacTaTUYHUM pakoM eHAoMETPIo 3 ekcnpecieto HER2, y akmx paHiwe 6yno
BUSIBJIEHO MPOrpecyBaHHA 3aXBOPHOBaHHSA Ha T/i YM NiC/A NPOBEAEHHA XiMioTepanii nepLuoi NiHil Ha OCHOBI
npenapaTis naaTUHW», Kog pdocnimpkeHHs SYD985.003, pegakuis 3.0 Big 30 BepecHa 2020 p.; crnioHcop -
«bBinoHgic b.B.», [Byondis B.V.], HigepnaHnau

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTHO «IMl EC AN-YKPAIHA»

28. OHoBneHuii MpoTokon KniHiuHoro pgocnigxkeHHsa INCMGA 0012-304, Bepcisi 2 3 iHKOPNOPOBaHOLO
nonpaBkoto 1 Big 16 rpygHa 2021 poky; Bpowypa pocnigHuka Petidhannimady (INCMGA00012),
BuaaHHA 8 Big, 10 nuctonaga 2021 poKy, aHrniicbKoo MoBOHO; IHchopmauiiHuia NUcToK i hopma 3rogu,
Bepcia V4.0UKR(uk)1.0 Big 17 ciuHa 2022 poky, nepeknaj yKpaiHCbKO MOBOIO Bif 23 ntotoro 2022
poky; IHhopmauiiiHuii nucTokK i popma 3roau, Bepcia V4.0UKR(ru)1.0 Big 17 ciuHA 2022 poky, nepeknag,
pociiicbkolo MOBOlLO Big, 23 ntoToro 2022 poky; CnpoujeHa xapakrepuctuka A/13 Pemetrexed Accord,
KOHUeEeHTpaT 25 mr/iMn gnsa npurotyBaHHA PoO3uuHy Ana iHdysiii 25 mr/mn, aHrniincbKo MOBOIO;
BkloueHHA goaaTkoBol fikapcbkoi popmu AN13 MemeTpekcen 100 mr i 500 mr y Burnagi KOHUeHTpary
25 mrimn pnsa npurotyBaHHA Po3uvHy AnAa iHdysiii (Bupo6Hukn: ACCORD HEALTHCARE LIMITED,
06’epHaHe KoponiBcTBOo; Accord Healthcare Polska Sp. z 0.0. Magazyn Importera, Monbwa; WESSLING
Hungary Kft., Yropwuna; LABORATORI FUNDACIO DAU, IcnaHis); 3pa3ok MapKyBaHHs KOpo6ku /13
MemeTtpekcepn 100 mMr/4 mn KOHUEHTPAT ANA NPUIroTYBaHHA PO3UuHY Ans iHdysii, Big 18 ciuHa 2022 poky,
YKpaiHCbKOI0 MOBOIO; 3pa3oK MapKyBaHHsA dnakoHy /13 NMemeTpekceq 100 mr/4 mn KOHUeEHTpAT AN
NPUroTyBaHHA PO34uHy AnA iHdysii (25 mr/mn) Big, 18 ciuHa 2022 poKy, yKpaiHCLKOIO MOBOLO; 3pa3ok
MapKyBaHHA Kopookun ON13 MemeTtpekcen 500 Mr/20 Ma1 KOHLUEHTpPAT A1 NPUroTyBaHHA PO3UMHY ANs
iHcpys3il, Big 18 ciuHA 2022 poky, YKpaiHCbKOK MOBOIO; 3pa3oK MapKyBaHHA chnakoHy A/13 MNemeTpekcep,
500 Mr/20 Mmn KOHUEHTpAaT A/1s1 NPUroTyBaHHA Po3uuHy Ans iHdysii (25 mrimn), Big 18 ciuHa 2022 poky,
YKpaiHCbKOK MOBOIO [0 MPOTOKO/Y K/iHIYHOro AochigpkeHHs «PaHAomizoBaHe, NoBiiiHe crine AoCAiAKEeHHS
hasn 3 Ana ouiHkM XimioTepanii npenapaTtaMy Ha OCHOBI NNaTUHW Yy KOMGiHauii 3 npenapaTtom INCMGA00012
ab0 6e3 HbOro B AKOCTI Tepanii NepLuoT MiHil Npyu MeTacTaTtMYHOMY NJIOCKOKNITUHHOMY i HEMTIOCKOKTITUHHOMY
HeapiGHOKNITUHHOMY paky nereHis (POD1UM-304)», kog gocnipxkeHHs INCMGA 0012-304, sepcid 1 Big 14
nuncrtonaga 2019 poky; cnoHcop - Incyte Corporation, United States

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

29. OHOBJIEHUIA NPOTOKO KiliHiuHOro gocnigxkeHHsa HLX10-004-NSCLC303, pegakuis 5.0 Big 31 rpygHs
2021 p.; CMHONCUC OHOBJ/IEHOI0 NPOTOKOY KiiHIYHOro gocnigkeHHa HLX10-004-NSCLC303, peaakuis
5.0 Big 31 rpyaHs 2021 p., ocTaTOUYHMIA NepeKnag 3 aHrMiNcbKOT MOBU Ha YKpPaiHCbKY MOBY Bif, 13 KBIiTHA
2022 p.; ®opma iH(popmoBaHOI 3roaun A/sl yyacTi y HAyKOBOMY KJliHIYHOMY AocnifKeHHi, ocTaToyHa
Bepcis 5.0 Big 31 6epe3HA 2022 p., ocTaTouHUIA Nepeknaz 3 aHrNificbKOi MOBM Ha YKpPAIHCbKY MOBY Bip,
14 kBiTHA 2022 p., ocTaTOYHUIT NepeKnag, 3 aHrNiCbKOi MOBU Ha pocCiiicbKy MOBY Bif, 14 kBiTHA 2022 p.;
dopma iH(hopmoBaHOI 3roau Ha JliKkyBaHHs Nic/isl NepLUIOro NporpecysaHHA 3aXBOPIOBaHHSA, ocTaTo4yHa
Bepcis 4.0 Big 31 6epe3HA 2022 p., ocTaTouHUiIA Nepekaz 3 aHrNificbKOi MOBM Ha YKpPAIHCbKY MOBY Bif,
14 kBiTHA 2022 p., OCTATOUYHUI NepeKnag, 3 aHrMiCbKOT MOBU Ha POCilicbKy MOBY Big 14 kBiTHA 2022 p.;
®dopma iHchopmOoBaHOI 3roam LWOA0 AOCTPOKOBOIro NPUNMHEHHA NPUiOMY AOCNigKyBaHOro npenapary,
ocTtato4yHa Bepcis 3.0 Big 31 6epe3HsA 2022 p., ocTaTOUHUI Nepekag 3 aHrNifiCbKOi MOBU Ha YKPAiHCbKY
MOBY Bipg, 14 KBiTHSA 2022 p., OCTaTOYHUII NepeKnag 3 aHrMiiCbKOi MOBU Ha POCilficbKy MOBY Bif, 14 KBiTHA
2022 p.; Popma iHhopmoBaHOI 3rogu BariTHOI NapTHEPKM yyaCHUKa AO0CNigKEeHHA, ocTaTOuHa Bepcia
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4.0 Big 31 Gepe3sHs 2022 p., ocTaTOYHUI Nepeknag 3 aHrNiNcbKoi MOBM Ha yKpaiHCbKy MoOBY Big 13
KBiTHA 2022 p., OCTATOUHUIA Nepeknag 3 aHrNiNcbKOi MOBU Ha PociicbKy MOBY Bif, 13 KBiTHA 2022 p.;
Bpouwypa ana pgocnigHuka 3 npenapaty HLX10, pepakuia 5.0 Big 25 »oBTHA 2021 p. JO NpPOTOKO/Y
KIHIYHOTO JocnimxeHHs «PaHaoMizoBaHe noAgiliHe cnine 6araToueHTpose hasu Il kniHiyHe gochimKeHHs
HLX10 (pekomMGiHAaHTHOro rymaHisoBaHoro MOHOK/IOHaJ/IbHOro aHtTuTina ao PD-1 (aHTu-PD-1) ans
iH’eKuiid) + ximioTepania (kapbonnaTtvH + 3B’A3aHUn 3 a/IbOYMIHOBMMY HaHOYacTUHKaMK naknitakcesn (Hab-
nakniTakces)) y NOPiBHAHHI 3 XimioTepanieto (kapbonnatuH + Hab-naknitakces) B AKOCTI Tepanii nepLuoi fiHii
NPy MiCLLEBO-NOWNPEHOMY ab0 MeTacTaTMYHOMY MIOCKOKNITUHHOMY HEeAPIGHOKMNITUHHOMY paky JiereHi
(HAKPM)», koa gocnimpkeHHs HLX10-004-NSCLC303, sepcis 4.0 Big 08 nunHsa 2020 poky; cnoHcop - Shanghai
Henlius Biotech, Inc., China / lLaHxai XeHniyc banoTek, IHK., Kutaii

3asBHNK - TOBAPUCTBO 3 OEMEXXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»
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