Aopartok 1

«Mepenik NPOTOKOANIB KAiHIYHUX BUMNPOOYBaHb JliKAPCbKMX 3aco6iB Ta CYTTEBUX MOMPaBOK [0
NPOTOKOJIIB K/iHIYHNX BUNPOOYBaHb, PO3rNsHYTUX Ha 3acigaHHAX HEP Ne 21 Big 24.10.24, HTP Ne 39
Bif 24.10.24, Ha AiKi 6y OTpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB»

1. «[pocnekTvBHe, 6araToLeHTPOBE, paHOOMi30BaHe, MNoABiiiHe cnine, nnaueb0-KOHTPONbOBaHe
JOCNiMKEHHs 3 napanefibHumu  rpynamm  dasm 3 4718 OUiHKM  edDeKTMBHOCTI Ta 6e3neyHoCTi
BHYTPILUHLOBEHHOIO BBEAEHHA KOHLUeHTpaTy iHrieiTopa Cl-ectepasu (C1 INH), BugineHoro 3 nogcbkol
naasmMu, B y4aCHUKIB i3 BpomkeHo HepocTaTtHicTio C1-INH ania nikyBaHHA Ta gonpouenypHoi NpoduiiakTuku
rocTpmx Hanagis CnajkoBOro aHrioHEBPOTUYHOro Habpsky», kog pocnigpkeHHs CONE-02, sepcia 5.0 Big
11 rpygHa 2023 poky, croHcop - «OkTadapma ®apmauesTuka MpogykTioHcl'ec M.6.X» (Octapharma
Pharmazeutika Produktionsges.m.b.H.), ABcTpis

®a3za - Il

3aaBHuK - TOB «[Mpem’ep Pecepu YkpaiHa»

Ne M.1.6. BignoBiga/ibHOro AocnigHMKa

n/n HasBa micLs npoBeAeHHs KNiHIYHOIro BUNPO6YBaHHS

1. O.M.H., npod. Yon’'sik B.B.

KomyHasibHe HekomepuiliHe nignpuemMcTBo JIbBIBCbKOI 06/1acHOi paan «/lbBiBCbka o6GnacHa
KNiHiYHa fikapHs», peBMaTosoriyHe BiAAiNeHHs, JIbBIBCbKMIA  HaUiOHANbHWUIA  MeauYHWIA
yHiBepcuTeT iMeHi flaHnna ManuupKoro, kadpegpa KNiHiYHoT iMyHos1orii Ta anepronorii, M. J1bsiB

2. O.M.H., npodp. MoryHebka 1.B.

[JepxaBHa ycTaHoBa «lHCTUTYT oTonapuHronorii iMm. npodp. O.C. KonomiliueHka HauioHanbHoi
akageMil MeMUYHUX HayK YKpaiHu», LIeHTp anepriyHux 3axXBoploBaHb BEPXHIX AUXaIbHUX LLMIAXIB,
M. Kuis

3. nikap Casuyak I.41.

KomyHasibHe HekomepuiiiHe nignpueMcTBo JIbBIBCbKOT 06/1acHOi pagn «3axigHOYKpaiHCbKWi
cnewjianiaoBaHUn ANTAYMIA MeANYHWUI LEHTP», NefiaTpuyHe BiaadineHHs, m. NlbeiB

2. «dA3A 1, BIAKPUTE, BATATOLUEHTPOBE OOCNIIKEHHA 3 ECKANALUIED AO3W ANA OUIHKA
MPEMNAPATY SGR-1505 MNPU IOIr0 3ACTOCYBAHHI AK MOHOTEPATITY NALIEHTIB 31 3/T0AKICH/AMW
HOBOYTBOPEHHAMW 31 3PITNX B-KNITUH», koa gocnipkeHHs SGR-1505-101, sepcis 10.0 Big 02 cepnHs
2024 poky, cnoHcop - WpbopaiHrep, IHK., CLUA [Schrodinger, Inc., USA]

®a3a - | (MepLue yBeAeHHS NikapcbKoro 3acoby NioauHi. MigBULLEHHS 403U Y NaUEHTIB)

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

Ne MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBefeHHSA KiHIYHOro BUNPo6yBaHHS

1. K.M.H. KapHabepa O.A.

MeanyHWin LeHTp ToBapucTBa 3 06MeXEeHOH0 BifNoBiganbHICTIO «ApeHcis ExkcrniiopaTtopi MegiciH»,
BiAAiN KNiHiYHMX AOCNiMKEHb, M. KniB

3. OHOB/EHWI NPOTOKON KNiHiuHOro Bunpo6ysaHHA MK-3475-587, 3 iHkopnopoBaHoo nonpaskoto 05
Big 05 rpyaHs 2023 poKy, aHrNiiCbKOKO MOBOIO; 3a/lydueHHs A0A4aTKOBOI KOMOiHaLil, AKOT He Oyno y
AaHomy KB paHiwe; Bpouwypa gocnigHuka E7080 Lenvatinib (LENVIMA®, KISPLYX®), BugaHHA 20 Big,
06 uepBHA 2023 poOKy, aHIMINCbKOK MOBOI; YKpaiHa, MK-3475-587, iHpopMmalia Ta [OKYMEHT Nnpo
iHcbopmoBaHy 3rogy AnA nauieHTa, Bepcia 3.00 Big 07 notoro 2024 p., yKkpaiHCbKOIKO MOBOLO; YKpaiHa,
MK-3475-587, iHchopmauis Ta AOKYMeHT npo iHchopmoBaHy 3roay Ans nauieHTiB, AKi nepedyBaloTb Ha
crnocTepeXeHHi Ans OLiHKN BMXUBaAHOCTI, Bepcia 2.00 Big 09 niotoro 2024 p., yKpalHCLKOIO MOBOIO;
YKpaiHa, MK-3475-587, nonoBHeHHs1 A0 iHcdopMauii Ta AOKYMEHTYy npo iHdopmoBaHy 3roay Ans
nauieHTa Ana NiKyBaHHA MicnA nporpecyBaHHA XBopoo6u, Bepcia 00 Big 09 nwTtoro 2024 p.
YKpalHCbKOI0 MOBOI0; [locbe pAocnifkyBaHOro nikapcbkoro sacooy E7080 (HOPE), BugaHHA 29,
paTtoBaHe XoBTHeM 2021 poky, Bepcia 08580Q, Big 27 XOBTHA 2022 p., aHMIiACbKOIO MOBOLIO;
3anyuyeHHsi BUPOOHUUMX AINAHOK, BigNOBIgaNbHUX 3a BUPOOGHULTBO/NaKyBaHHA/TECTyBaHHSA
pocnipkyBaHoro sikapcbkoro 3aco6y Lenvatinib (E7080) 4 mr, 10 mr, kancynu: Almac Clinical
Services, 25 Fretz Road, Souderton, PA 18964, USA, Fisher Clinical Services Inc., 7554 Schantz Road,
Allentown, PA 18 106, USA, Merck Sharp & Dohme LLC, 770 Sumneytown Pike, West Point, PA 19486,
USA, Fisher Clinical Services GmbH, Steinbuhlweg 69, 4123 Allschwil/BL, Switzerland, Werthenstein



BioPharma GmbH (WAG), Industrie Nord 1, 6105 Schachen, Switzerland, Almac Clinical Services
Limited, 9 Charlestown Road Seagoe Industrial Estate, Craigavon, Co. Armagh BT63 5PW United
Kingdom, Fisher Clinical Services UK Limited, Langhurstwood Road Horsham, RH 12 4QD. United
Kingdom, Patheon Inc, Toronto Region Operations, Patheon Inc. 2100 Syntex Court, Mississauga,
Ontario L5N7K9, Canada, Eisai Co., Ltd., Kawashima Pilot Plant, 1 Kawashimatakehaya-machi,
Kakamiga hara-shi, Gifu-ken 501-6195, Japan, Fuji Chemical Industries Co., Ltd., Gohkakizawa,
Kamiichi-machi, Nakaniikawa-gun, Toyama-ken 930-0397, Japan, Catalent Pharma Solutions LLC
(Philadelphia) 10381 Decatur Rd., Philadelphia, PA 19114, USA, Sharp Clinical Services (UK) Limited,
Unit 28, Heads of the Valley Industrial Estate, Rhymney, Tredegar, NP22 5RL, UK, Sharp Clinical
Services Inc., 2400 Baglyos Circle Bethlehem, PA 18020, USA; OHOB/IEHHA 3pa3KiB MapKyBaHHA
pocnigpkysaHoro nikapcbkoro 3acody MK-3475 Kit, Bepcia 2.0 Big 22 Oepe3Hs 2024 poky,
MK-3475_Vial, Bepcia 2.0 Big 22 6epe3Ha 2024 poKy; 3anpoBaf)KeHHA 3pas3KiB MapKyBaHHS
pocnigxyBaHoro nikapcbkoro 3aco6y Lenvatinib_Bottle, Bepcia 2.0 Big 14 nuctonaga 2023 poky;
MopoBXeHHs1 TPUBANOCTI AOCNiMKEHHS B YKpaiHi Ta CBiTi f0 25 poKiB [0 NPOTOKONY KNiHIYHOro
JocnimpkeHHs1 «baraToueHTpoBe, BigkpuTe gocnimxeHHs Il da3n ans ouiHkKM 4OBrOCTPOKOBOT 6e3neyHocCTi Ta
eheKTMBHOCTI B YYaCHMKIB, SSIKUM Hapasi NPoBOANTLCA NiKyBaHHS ab0 CMOCTEPEXEHHS Y AOCMIMKEHHSX, WO
BK/IlOHalOTb NemM6ponisymad», koa pocnimpkeHHs MK-3475-587, 3 iHkopnopoBaHow nonpaskoto 04 Big
15 rpygHs 2022 poky; cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»

4. BKNIOYEHHA [0[aTKOBOro Micus npoBefeHHs KNiHIMHOro BUNnpooyBaHHs; MaTepiasin ansa nauieHTiB:
KapTka gns naudieHta «bnarogapum Bac», [RU-UA Bepcusa 2.0_2024_07_18], Bepcis 2.0 Big 18 nunHa
2024 poKy, poCiliCbKOI MOBOIO [0 MPOTOKOJY KAiHIYHOTO AOCMIMKEHHS «PaHgoMi30BaHe, NoABiiHe chine,
nnaue60-KOHTPOIbOBaHE AOCAIMKEHHA a3y 2a 3 METOH OLiHKM eekTMBHOCTI | 6e3ne4HOCTi npenapary
aTynicpnanoHy npu oro nepopasibHOMy 3aCTOCyBaHHI 0AMH pa3 Ha o6y NpPoTArom 12 TUXKHIB Y [OPOCANX
MauieHTIB 3 HEKOHTPO/IbOBAHOK OPOHXia/IbHOK aCTMOK CEPEAHbLOr0 | BaXKKOrO CTYMEHIB BaXKOCTi», Kofg,
pocnipkeHHss D7552C00001, Bepcis 6.0 Big 14 nuctonaga 2023 poKy; CnoHcop - «AcTpa3eHeka Ab»,
LBeuis / AstraZeneca AB, Sweden
3asaBHuK - TOB «IMAPEKCE/ YkpaiHa»

Ne M.1.6. BignoBigasibHOro AocnigHvkKa

n/n HasBa MicLsl NpoBeAEHHS KMiHIYHOTO BUNPOOGYBaHHS

1. | nikap MNaTiok HO.O.

MeauuHmii LeHTP ToBapuCTBa 3 0OMEXEHOH BignoBiganbHICTI0 «ApeHcis Ekcniopatopi MegiciH»,
BiA4IN KNiHIYHMX JochigpKeHb, M. KuiB

5. 3miHa BignosiganbHOro gocnigHuka y Micui nposBefieHHs K/iHIYHOro BUNpoo6yBaHHs; 3MiHa Micua
npoBefeHHs1 K/HIYHOro BUNPOGYBAaHHA [0 MNPOTOKONY KAiHIYHOTO AocnigpkeHHs «LIBRETTO-431:
BaratoueHTpoBe, paHAoMi3oBaHe, BigkpuTe pocnimkeHHs Il a3 nopiBHAHHA Tepanii npenapaTom
CennepkartiHi6 3 Tepanielo npenaparaMmm Ha OCHOBI MOXIAHMX NATVHW B NOEQHAHHI 3 NTEMETPEKCeA0M B a60
6e3 komGiHauii 3 npuiiomom nembposisymaba B SAKOCTI nepwloi AiHii  JliKyBaHHA MOLUMPEHOro  4un
MeTacTasyruoro HeApiGHOKMITUHHOIO paky MereHi 3 HasiBHICTIO ribpuagHoro reHa RET», koA AOCAiAKEHHS
J2G-MC-JZJC, Bepcis 3 iIHKOpPNopoBaHoo nonpaskoto (e) Big 15 cepnHa 2023 poky; cnoHcop - Eni Ninni eHg,
Komnai, CWA / Eli Lilly and Company, USA
3aaBHUK - «Eni Nlinni Boctok CA», LLseinuapis

BY/NO CTANO
nikap bep3oii O.A. nikap Ctpemo6iubka H.B.
KomyHasibHe HekomepLiiHe nignpuemcTBo | KomyHasbHe HekoMepLinHe nigNpPUEMCTBO

«Opecbka o6nacHa kiHiyHa nikapHs» Opecbkoi | «Ogecbka obnacHa KniHiYHa nikapHs» Opgecbkol
obnacHoi pagu», BigdineHHA TopakanbHoI Xipyprii, | 06n1acHoi pagu», BifAiIEHHSA TopakasbHOI Xipypril,

M. Ofeca M. Ofeca

BYNO CTANO
nikap WesHsa C.M. nikap WesHa C.MN.
KomMyHanbHe HekomepuiiHe nignpueMcTBO | TOBapMCTBO 3 OGMEXEHOK BiANOBigaNbLHICTIO
«MopginbCcbkuiA perioHanbHUI LEHTP OHKonorii | «MeauuHwmii ueHTp «AnbTameguka»,
BiHHMLUbKOT 0o6GnacHoi pagu», BiafiNeHHA | BigoKpemnieHui CTPYKTYpPHMUiA niaposgain,
Ximiotepanii, M. BiHHnus M. BiHHMUS




6. OHoBneHi cekuii 3.2.P.8.1, 3.2.P.8.3 locbe aocnimKyBaHoOro siikapcbkoro 3aco6y MK-7240, Bepcis
08M87T, Big 10 nunHAa 2024 poKy, aHrnificbkoro MoBOW; [MOAOBXEHHA TepMiHYy npuaaTHOCTI
pocnipkyBaHoro Jiikapcbkoro 3aco6y MK-7240, 200 wmr/imn y nonepegHbO 3anoOBHEHOMY
wnpuui/aBToiH'€KTOPI A0 24 MicALiIB A0 NPOTOKO/Y KANiHIYHOrO AOC/iMKeHHS «[porpama paHAoMi30BaHMX,
NoABINHUX CAinuX, nnaueb0-KoOHTPONbOBaHUX AochimpkeHb Il dpasn ansa ouiHkM edeKTMBHOCTI Ta 6e3neku
TynicokKiGapTy B y4yacCHUKIB i3 cepeflHbO-TSHKKO XBOpPO60 KpoHa B akTWBHI hopMmi», KoA AOC/iAKEHHS
MK-7240-008, sepcis 00 Big 09 ntotoro 2024 poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp
& Dohme LLC, USA)
3anBHUK - TOBapMCTBO 3 0OMEXEHO BiANoBigasbHicTI0 «MC/L YkpaiHa»

7. 3miHa Ha3BM WMicUus TNpPoOBeAeHHS BUNPOGYBaHHA [0 MPOTOKOMY KIHIYHOTO  AOCHiIAKEHHS
«PaHgomizoBaHe, noggiiHe cnine [OCniMKEHHS 3 ha3n 415 BUBYEHHS €EKTMBHOCTI Ta 6e3MneqHOCTi
npenapaty SAR442168 y nopiBHAHHI 3 nnauebo B y4vyaCHMKIB 3 MNEPBUHHO-MPOrPECYOHNM PO3CISHUM
ckneposom (PERSEUS)», koa gocnigkeHHst EFC16035, 3 iHkoprnopoBaHoto nonpaskoto 13 Big 20 nuctonaga
2023 poky, Bepcid 1 (enekTpoHHa Bepcis 20.0); cnoHcop - Genzyme Corporation, USA ([xeH3aim
KopnopelilH, CLWA)
3asaBHuK - TOB «IMAPEKCE/ YkpaiHa»

BYNO

CTAJIO

K.M.H. MNepuyk I.B.
[JepxaBHa ycTaHoBa «HauioHanbHUIA HayKoBUiA
LeHTp pagiauiiHoi mepguuuHu HauioHanbHOI

K.M.H. MNMepuyk |.B.
JepxaBHa ycTaHoBa «HauioHanbHUIA HayKoBUiA
LeHTP pagiauiliHoi mMeguUVHK, remaTosiorii Ta

akagemii MegUUYHUX HayK YKpaiHu», Biagin | oHkonorii HauioHanbHOT akagemii MeguYHUX
pagiauiiiHoi NncuxoHeBpooril IHCTUTYTY | HayK YKpaiHu», BiaAain pagiauiiiHoi
KNiHiyHOT pagionorii  Ha ©Gasi BigAineHHA | NCUXOHeBpPOOrii IHCTUTYTY KNiHiYHOT pagionoril
pagiauifiHol ncuxoHeBposorii, M. Knis Ha 6asi BigAaineHHsA paaiauiiHol

NCUXOHEBPOOrii KNiHiKK, M. KuiB

8. 3miHa Ha3BM MicusA MNPOBEAEHHA BUMPOOGYBaHHA [0 MPOTOKO/Y KAIHIYHOTO  AOCHIAKEHHS
«PaHgomizoBaHe, noggiiHe crine gocnimpkeHHs 3 ha3n Ans BUBYEHHSA ed)EKTMBHOCTI Ta 6Ge3Mne4HoCTi
npenapaty SAR442168 y nopiBHAHHI 3 TepudnyHomigom (O6amkio®) B y4yaCHUKIB 3 peunanByrouvMn
chopmamm poscisiHoro ckneposy (GEMINI 1)», kog gocnigpxeHHss EFC16033, 3 nonpaskoto 10, Bepcis 1, Big 20
rpyaHs 2023 poky; cnoHcop - Genzyme Corporation, USA (IxeHsalim KopnopeiwH, CLUA)
3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

BYNO

CTAJIO

K.M.H. MNepuyk I.B.
AepxaBHa ycTaHoBa «HauioHanbHuii HaykoBuiA
LeHTp pagiauiiiHoi meguumHu HauioHabHOI

akagemii MegUUHUX HayK YKpaiHu», Biggin
pagiauiiHol ncuxoHeBponorir IHCTUTYTY
KNiHIYHOT paaionorii Ha 6asi BiggineHHA

pagiauiiiHoi ncuxoHeBposorii, M. Knis

K.M.H. MNepuyk I.B.

JepxaBHa yctaHoBa «HaujioHanbHUIA HayKOBUiA
LEeHTp papgiauiiHOi MeguUUHW, remMartosiorii Ta
oHkonorii HauioHanbHOI akageMii MegUUYHUX

HayK YKpaiHu», BiaAain pagiauiiiHoi
ncuxoHeBpoJsiorii IHCTUTYTY KNiHiYHOT pagionorii
Ha 6asi BigAineHHsA paaiauiiHol

NCUXOHEeBPOJIOriT KNiHiKKU, M. Knis

9. 3miHa Ha3BuM MicusA MNpPOBEeAEHHA BUMPOOGYBaHHA [0 MPOTOKOY KAIHIYHOTO  AOCAIAKEHHS
«PaHgomizoBaHe noagiiHe crine gocnimpkeHus 1l ha3mn 3 BUBUEHHST e(PEKTUBHOCTI Ta 6e3ne4HOCTi npenapaTty
SAR442168 y nopiBHAHHI 3 Nauebo cepepn y4acHUKIB 3 BTOPMHHO-MPOrPeCYoUnMM PO3CistHUM CK1epo3oM 6e3
peunausis (HERCULES)», kog gocnipkeHHs EFC16645, 3 nonpaBkot 12, Bepcia 1 Big 20 rpygHs 2023p.;

CroHcop - Genzyme Corporation, USA (DxeHzaiim KopnopeliluH, CLUA)
3aaBHUK - TOB «MAPEKCE/ YkpaiHa»
BYNO CTANO

K.M.H. MNepuyk I.B.
AepxaBHa ycTaHoBa «HauioHanbHuii HayKoBui
LeHTp papgiayiiHoi MeguuuHn HauioHanbHoOT

K.M.H. MNepuyk |.B.
AepxaBHa yctaHoBa «HaujioHanbHWii HayKoBuii
LeHTp pagiauiiiHOi MepuUUHKM, remaTosiorii Ta

akagemii MegUUYHUX HayK YKpaiHu», Biagin | oHkonorii HauioHanbHOT akagemii Megu4HUX
pagiauiiiHoi NCUXOHEeBPOOrii IHCTUTYTY | HayK YKpaiHu», BiaA4in pagiauiiiHoi
KNiHiYHOT papgiosiorii  Ha 6Gasi  BigAiNeHHA | NnCUXOHeBpoJiorii IHCTUTYTY KAiHIYHOI pagionorii




pagiauifiHol ncuxoHeBposorii, M. Knis Ha 6asi BiggineHHsA

NCUXOHEBPOOril KNiHiKK, M. KniB

paaiauiiHoi

10. Bpowypa pgocnigHuka npenapaty Ka6os3aHTiHi6 (Cabozantinib (XL184)), Bepcis 20.0 Bia
02 nunHa 2024 poky aHrniicbkow MOBOK; Bpowypa gocnigHuka npenaparty TeueHTpuk (Tecentriq)
(ATe3onisymab (Atezolizumab)), Bepcis 21 Big 28 nunHa 2024 poKy aHriicbKO MOBOLO 10 MPOTOKONY
KNiHIYHOrO JocnimkeHHss «PaHAomi3oBaHe BIOKpUTE KOHTPOSIbOBaHE AOCAIMKEHHA a3y 3 3 OLiHKK
3actocyBaHHA Kab6o03aHTiHiOy (XL184) y komb6iHauii 3 ATe30ni3ymabom Yy MOPIBHAHHI 3 HOBITHbLOW
ropmoHanbHoto Tepanieto (HI'T) Apyrol AiHii y nauieHTiB 3 MeTacTaTMYHUM KacTpaLiiHO-pe3MCTEHTHUM pakoM
nepenmixypoBoi 3a/103u», Kog aocnigpkeHHs XL184-315, nonpaska 5.0 Big 24 ciuHa 2023 poky; cnoHcop -
Exelixis, Inc., CLA
3asBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMNOBIOANBHICTHO «d®APMACBLIOTIKANT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

11. Bpowypa pgocnigHuka: EMRACLIDINE Bepcia 8.0 Big 24 nunHa 2024 p., aHIiACbKOIO MOBOIO;
36inblUeHHA KiNbKOCTIi nauieHTiB, Wo O6yAyTb 3a/lydatucs Yy KiHiYHe BUNPOOYBaHHA B YKpaiHi
375 po 100 oci6; 3miHa Ha3BU MicLA NPOBeAEHHA K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y KMiHIYHOMO
OOCNIMKEHHST «52-TMXKHEBE BiAKpUTE [OCAIMKEHHSA ha3n 2 Ans OUiHKM AO0BrOCTPOKOBOI 6e3neyvyHoCTi Ta
nepeHocumocTi npenapaty CVL-231 y Aopoc/vX NauieHTiB i3 Wn30gpeHieto», ko [ocnifixkeHHs CVL-231-
2003, Bepcisa 4.0 Big 30 kBiTHA 2024p.; cnoHcop - Cepesen Tepan'toTike, JINIC, CLUA [Cerevel Therapeutics,

LLC, USA]
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»
BYNO CTANI0
nikap bnaxesuy HO.A. K.M.H. Bnaxesuy FO.A.
KomyHanbHe  HekomepuiiHe nignpuemcTtBo | KOMyHanbHe  HekowmepuiliHe  MigNPUEMCTBO

«KniHiuHa nikapHa «[MMCUXIATPIA» BMKOHaBYOro
opraHy KuiBcbkoi MicbKol pagu (KniBcbKoi
MIiCbKOI  Aep)XaBHOi agmiHicTpauii), LleHTp
MEPBMHHOIO MNCUXOTUYHOTO eni3ofy Ta Cy4dyacHuX

«KniHiyHMA 3aknapg, 3 HagaHHA ncuxiaTPUUHOT
ponomorun «MNCUXIATPIA» BUKOHABUYOro opraHy
KviBcbkoi Micbkoi pagu (KWMiBCbKOI MiCbKOi
AepXXaBHOI apgmiHicTpauii), LIeHTp nepBWHHOrO

MeTO/liB NikyBaHHs, M. K1iB NCUXOTUYHOrO eni3oZly Ta Cy4acHUX MeTofis

nikyBaHHs1, M. Knis

12. 3miHa Mmicua npoBefieHHA K/IHIYHOrO AOCAIMKEHHA [0 NPOTOKOY KNiHIYHOro BUNPOGYBaHHSA
«PaHpomizoBaHe noAgiiiHO cnine nnaueb0-kOHTPO/IbOBaHe GaraToLeHTpoBe AOCMIMKEHHSA 3 ddasmn 3 OLiHKK
nigTpMMyoYoi Tepanii HipanapuoomM Yy NauiEHTOK i3 MOLWMPEHM PAKOM AEYHUKIB, Y AKMX BY/10 3apeecTpoBaHo
BiANOBiAb Ha Tepanito NepLuUoi MiHiT i3 3aCTOCYBaHHAM XiMioTepaneBTUYHUX NpenapartiB Ha OCHOBI MIAaTUHWY,
koA pocnimkerHa PR-30-5017-C, pepakuisa 7.0 3 Monpaskoto Ne06 Big, 28 ciuHa 2022 p.; cnoHcop - « TECAPO
IHKopnopeliTen», CWA
3asBHIK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

BYNO
K.M.H. Fono6opoabko O.0.

CTANO
K.M.H. Fono6opoaksko O.0.

KomyHanbHa yctaHoBa «3anopisbkuii o6nacHuii | KomyHanbHe  HeKomepuiiiHe  nignpuemcTBO
KNiHiYHWA OHKOJIOTiYHNM pucnaHcep» | «3anopisbka o6GslacHa  K/iHiYHA  nlikapHA»
3anopisbKoi 06s1aCHOI  paau, riHeKkosioriyHe | 3anopisbKoi  oGnacHoi  pagu,  BigAineHHsA
BiAgAINEeHHs, M. 3anopiXoks OHKOXiMioTepanii 3 [AeHHMM cTauioHapoMm,

M. 3anopixxs

13. MonpaBka 1.0 (HecytteBa) Big 31 nunHa 2024 poky, (kog AokymeHTy: QUAL-CHF6001-
TEST_IMPD_NSM-00244) po posginy 2.1.P [ocbe pana pocnigxysaHoro 3acoby CHF 6001
(NEXThaler®) (kog aokymeHTy: QUAL-CHF6001- 003-CMC-P-0064), Bepcia 9.0 Big 07 niotoro 2024;
MonpaBka 1.0 (HecyrttreBa) Big 31 nunHa 2024 poky, (kog p[okymeHTy: QUAL-CHF6001-
TEST_IMPD_NSM-00245) po posginy 2.1.P [locbe pna pocnigkysaHoro 3aco6y CHF 6001
(NEXThaler®) (koa pokymeHTy: QUAL-CHF6001- 003-CMC-P-0064 -ATT-1-0105), Bepcia 8.0 Big
13 rpyaHa 2022 0o NpOTOKO/Y KNIHIYHOTO AOCAIMKEHHS «52-TMXHEBE, paHAOMi3oBaHe, NoABiiHe crine, 3
NoABIMHUM MacKyBaHHAM, 3 KOHTPO/EM nfauebo Ta akTMBHUM KOHTponem pocnimpkeHHsa (Podhnyminacrt,



Janipecn® 500 MKr), WO NPOBOANTLCA B NapasiesibHNX rpynax 3 MeTOH OLHKM eDEKTUBHOCTI Ta 6e3neYHoCTI
ABox 03 npenapaty CHF6001 y dhopMmi Cyxoro nopoLuKky Ans iHransauii, Wwo ogalTbea A0 NiATPUMYHOYOT
NOTPINHOI Tepanii y NauieHTiB i3 XPOHIYHUM OOGCTPYKTMBHMM 3axXBOPHOBaHHAM nereHb (XO3/1) Ta XPOHiYHUM
GpoHxiTOM», koA pocnimkeHHst CLI-06001AA1-05, Bepcis 5.0 Big 03 6epesHs 2023 poky; cnoHcop - «K'esi
dbapmaueBTiui C.n.A» [Chiesi Farmaceutici S.p.Al, ITanis
3asBHYK - TOB «®OPTPIA AEBENOMMEHT YKPAIHA»

14. MNonpaBka 1.0 (HecyrtteBa) Big 31 nunHa 2024 poky, (kog AoKymeHTy: QUAL-CHF6001-
TEST_IMPD_NSM-00244) po posginy 2.1.P [ocbe pana pocnigxysaHoro 3acody CHF 6001
(NEXThaler®) (kog aokymeHTy: QUAL-CHF6001- 003-CMC-P-0064), Bepcis 9.0 Big 07 nioTtoro 2024;
MonpaBka 1.0 (HecyrttreBa) Big 31 nunHa 2024 poky, (kog p[okymeHTy: QUAL-CHF6001-
TEST_IMPD_NSM-00245) po posginy 2.1.P [locbe pna pocnigkyBaHoro 3aco6y CHF 6001
(NEXThaler®) (koa pokymeHTy: QUAL-CHF6001- 003-CMC-P-0064 -ATT-1-0105), Bepcia 8.0 Big
13 rpyaHsa 2022 o nNpoTOKONY KAIHIYHOrO AOCNimKeHHs «52-TMXHeBe, paHAoMmi3oBaHe, NoABiliHe chine,
nnauebo KOHTPOIbOBaHE AOCAIMAKEHHS Y NapasiesibHUX rpynax 3 MeTOH OLIHKM e(PEKTUBHOCTI Ta 6€3NeYHOCTi
ABOX no03 npenapaty CHF6001 y chopmi cyxoro nNopoLKy Ansi iHransuii, Wo AofarTbCs A0 NigTPUMYUOT
NOTPINHOI Tepanii y NaLjieHTIB i3 XPOHIYHUM OOCTPYKTUBHUM 3axBOPtOBaHHAM siereHb (XO3/1) Ta XpOoHiYHUM
B6poHxiTOM», Kof aocnimpkeHHs CLI-06001AA1-04, sepcia 5.0 Big 03 6epe3Ha 2023 poky; cnoHcop - «K'e3i
PapmauesTiyi C.n.A» [Chiesi Farmaceutici S.p.Al, ITanis
3anBHUK - TOB «®OPTPIA IEBENNOMMEHT YKPAIHA»

15. 3miHa BigNoOBiJa/ILHOIO AOCAIAHUKA B MicLi NpoOBeAeHHA BUNPOGYBaHHA [0 NPOTOKO/Y K/iHIYHOTO
pocnipkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, noAgiiHe crine, naauebo-KOHTPOIbOBaHEe AOCAIAKEHHS
hasm 3 gna ouiHkM edpekTMBHOCTI Ta 6e3neyHoCTi NiALWKIpHOrO BBeAEHHS aHipponymady [opocnum
nauieHTamMm 3 CUCTEMHUM YEPBOHMM BOBYaKOM», koA, AocnimpkeHHss D3465C00001, sepcisa 4.0 Big 14 4epBHsi
2023 POKy; CMoHcop - AstraZeneca AB, Sweden
3asBHYK - MignpruemcTso 3 100% iHo3eMHoto iHBecTuLje «AK'IOBIA PAC YkpaiHa»

BY/NO CTANO
AO.M.H., 3aB. BigaineHHam JleBueHko O.M. nikap Apany M.l.
KomyHasbHe HeKoMepLiiiHe nignpMemcTBo | KomyHasbHe HekomepLiiHe NigNpPUEMCTBO

«Opecbka o6nacHa KiiHiyHa nikapHa» Opgecbkol | «Opecbka 06nacHa KiiHivHa nikapHsa» OfecbKoi
o6nacHoi paau», nonikniHivyHe BigaineHHsa, M. Ogeca | 06nacHoi paau», NnonikiHiyHe BigaineHHs, M. Ogeca

16. bpowypa pocnigHuka no npenapaty BGF MDI, BFF MDI, BD MDI, GP MDI, Bepcia 11.0 Bipg,
09 cepnHsa 2024 poKy aHrfilicbkoo MoBoLo; IHchopmauia Ta hopma 3rogu ANA [AOPOCANX YYACHUKIB
pocnipKeHHA, NokasbHa Bepcis Homep 2.0 Big 24 BepecHsl 2024 poKy Ans YKpaiHU YKpaiHCbKOLO
MOBOIO Ha ocHoBi MacTtep Bepcii Homep 2.0 Big 23 nunHA 2024 poky [0 NPOTOKONY KNiHIYHOro
nocnimpkeHHs «PaHgomizoBaHe, noagiiHe cnine, 6araToueHTpoBe AocnimkeHHs dasu Il y napanenbHux
rpynax ass OuiHKM eqIeKTUBHOCTI 4030BaHOr0 iHransaTopy GypecoHigy, rnikonipoHito ta dopmoTtepony
thymaparty BiAHOCHO 4030BaHOr0 iHraIATOPY riKONIPOHIto | hopmoTepony ddymapaTy Ha cepLeBO-/1ereHesi
HacnigkM y XBOpPUX Ha XPOHiYHE OOCTPYKTMBHE 3axBoptoBaHHsA nereHb (THARROS)», kof AOCAiMKEHHS
D5989C00001, Bepcia 2.0 Big 28 ciyHA 2024 poky; crnoHcop - AstraZeneca AB, Sweden
3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

17. Pe3lome pesynbTaTiB KAiHIYHOro BUMPOOYBaHHSA, YepBeHb 2024 p. [0 NPOTOKONY KAiHIYHOIO
pocnipkeHHs «PAHOOMISOBAHE, BIOKPUTE, BAFATOLUEHTPOBE [AOCHNIMKEHHA ©A3M 1l ANA
OUIHKN E®EKTUBHOCTI TA BE3MEYHOCTI GDC-9545 Y TMOPIBHAHHI 3 BUBPAHOIO JIIKAPEM
EHOOKPUHHOKO MOHOTEPAMIEKD Y MAUIEHTIB 13 PAHIWE NIKOBAHM ECTPOIEH-PELIEMNTOP-
Mno3nNTNBHNM, HER2-HEFATUBHAM MICLEBO-NOWNPEHM ABO METACTATUYHVM PAKOM
MOJIOYHOI 3A/TI03U», koA pgocnigpkeHHs WO42312, sepcia 4 Big 06 rpygHa 2022 p.; CroHcop -
®. XodhpmaHH-/15 Pouw nra, LLiBeiyapis
3asiBHUK - TOBaApUCTBO 3 0OMEXEHOI0 BifgNOBiAasbHICTIO «PoLw YkpaiHa»

18. 306inblUeHHA KibKOCTI  AocnimpKyBaHUX B YKpalHi Big nonepegHbLO  3anjlaHOBaHOI
3 80 go 125 oci6 g0 MpOTOKONY K/IHIYHOrO AochigpkeHHs «PaHgomizoBaHe, noggiiiHe crine, nnauebo-
KOHTPO/IbOBaHe, 6araToLeHTpoBe Joc/imkeHHA dasu Il 4na ouiHk1 edpekTUBHOCTI Ta 6e3neYvHoCTi npenapary



ABX464 ognH pa3 Ha [o6y Ans iHAYKUiMHOT Tepanii B MaujieHTIB 3 akTUBHUM BMPA3KOBMM KOJIITOM Bif
CepefiHboro A0 TSXKKOIOo CTYNeHSA TSXKOCTI», KOp, ,qocnl,q»(eHHﬂ ABX464-106, Bepcia 5.1 Big 10 KBIiTHA
2024 pOKy; CrnoHcop ABIVAX, dpaHuin
3asaBHUK - MignpnemcTteo 3 100% iHO3eMHOHK iHBECTULLIED «AI/IK FOBIA PAC YkpaiHa»

19. NMopoBXeHHA TPUBAIOCTI K/IHIYHOrO BUNPOOYBaHHA B YKpaiHi o 30 uepBHA 2025 poky [0
MPOTOKO/TY KIIHIYHOTO AocnigpkeHHs «lpocnekTnBHe, paHAOMi30BaHe, niauebo-KOHTPOsiboBaHe, NoABiHe
cnine, GaraToLeHTpoBe, peecTpauiiiHe kIiHiYHe pochimpkeHHs dasu Il ana nopiBHAHHA Topunanimacy
(JS001) y noefHaHHi 3 NeHBaTUHIOOM Ta nnauebo y NoefHaHHI 3 NeHBaTUHIOOM sK Tepanii 1-1 niHii npm
NOLIMpPEHI renatouentonspHin kapumHomi (FLIK)», kog gocnigpkeHHs JS001-027-1I-HCC, sepcis 2.0 Big
08 nwmctonaga 2022 poky; crnoHcop - Shanghai  Junshi Biosciences Co., Ltd, China
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

20. 36inblIeHHA KiNbKOCTIi  pgocnigpkyBaHMX B  YKpaiHi Big nonepegHbO  3ansiaHOBaHOI
3 80 po 125 oci6 [0 NpoTOoKO/y KNiHIYHOrO AocnimkeHHs «PaHgomizoBaHe, noABiiHe cnine, nnauebo-
KOHTpO/IbOBaHe, 6araToueHTpoBe AocnimkeHHs hasu Il g5 ouiHkM echbeKkTMBHOCTI Ta 6e3neYvHOCTi npenapaTty
ABX464 oguH pa3 Ha Aoby Ansa iHAYKUIAHOT Tepanii B MauieHTIB 3 akTMBHMM BMPa3KOBMM KOITOM Bif
cepefHboro [0 TSAXKOrO CTYNEeHs TSAXKOCTI», KOZ, ,qocnl,q»(eHHﬂ ABX464-105, Bepcia 5.1 Big 10 KBiTHA
2024 pOKYy; CrnoHcop ABIVAX, ®paHuina
3aaBHuK - MignpuemcTteo 3 100% iHO3eMHOH iHBECTULLIED «AI/IK OBIA PAC YkpaiHa»

21. YkpaiHa, MK-3475-641, IHchopmaLia Ta [OKYMEHT Npo iHhopMoBaHy 3rogy ANA nauieHTa, Bepcis 01
Big 30 BepecHs1 2024 p., yKpAiHCbKOIO MOBOIO [10 NMPOTOKOY KNiHIYHOIO AOC/igKeHHs «PaHaoMizoBaHe,
noagivHe cnine gocnimkeHHs |l dhasn nemoponisymady (MK-3475) y KombiHaLii 3 eH3anyTamMigom NopiBHAHO
3 eH3aslyTamigoMm 3 nfauebo Yy Yy4yacHMKIB 3 MeTacTaTUYHUM  KacTpauiliHO-pe3NCTEHTHUM  pPakoM
nepeamixypooi 3ano3n (MCRPC) (KEYNOTE-641)», kog, aocnigpkeHHs MK-3475-641, 3 iHKOpnopoOBaHO
nonpaskoto 09 Big 22 TpaBHA 2023 poky; cnoHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck Sharp & Dohme
LLC, USA)
3asBHUK - ToBapucTBo 3 06MexeHot BiANOBifa/IbHICTIO «MC/A Ykpaina»

22. OHoOBNEeHUii NPOTOKOA K/iHIYHOrO BUNpoGyBaHHA: SLT-PR, Bepcia 3.0 Big 10.09.2024 p.; 3miHa
IOpUANYHOI apgpecn CnoHcopa; OHOBNEeHe MapKyBaHHA [OCHifKYBaHOro JliKapCbKOro 3acoly
MAPAM/IEKCIH®, Ta6netku no 20 Mr Ta npenapary nopisHaHHa HENPOMIAWUH®, Ta6netku no 20 mr;
OHOBMeHa KapTa y4dacHuUKa KNiHiYHOro BMNpoOyBaHHA, Bepcia 2.0 Big 10.09.2024 p. yKpaiHCbKOIO
MOBOIO [0 MPOTOKO/Y K/IHIYHOrO AOCNimKeHHs «KniHiyHe BUNPOOYBaHHA 3 OLHKM GiOEKBIBaSIEHTHOCTI
nikapcbknx 3acobis MAPAMJIEKCIH®, Tabnetkn no 20 mr, BupobHuuTtea lMpAT «TexHonor», YkpaiHa Ta
HEMPOMIAUH®, TabneTtku no 20 Mr, BUpo6HMLTBa AT «OnaitHdapm», flaTsisi, B yMOBax OHOPAa30BOro
nepopasibHOro NpMinoMy 340p0BMMU A06POBObLAMUY», KOA AocnigpkeHHs SLT-PR , Bepcist npoTtokony 2.0 Big
04.04.2024 p.; CrnoHcop - TOB «®PK «CA/NKOTAPIC», YkpaiHa
3asBHUK - TOB «®K «CAJTIOTAPIC», YkpaiHa

BYNO CTANO
YKpaiHa, 01042, micto KuiB, 6. MixHOBCbKOro | YkpaiHa, 57453, MukonaiBCbka 006acTb,
Mwvkosnn, 6yanHOK 9 MukonaiBcbkuidc  pailoH, ceno KobGneBe,
Byn. Ofgecbka, 6yaAMHOK 4




