Jopnarok

«Mepenik NPOTOKOJIB KAIHIYHUX BUNPOOGYBaHb JliKAPCbKMX 3aco6iB Ta CYTTEBUX MOMPaBOK A0
NPOTOKOJIIB K/iHIYHUX BUMNPOOYBaHb, pPO3rnNAHYyTMX Ha 3acigaHHax HEP Ne05 Big 23.03.2022,
HTP N208 Big 23.03.2022, Ha siKi 6y/11 OTPUMaHi MO3UTUBHI BUCHOBKN EKCNEPTIB.»

1. ®a3a Il BUNpobyBaHHs 451 OLHKK NEPEHOCUMOCTI, 6e3nekn Ta edpeEKTUBHOCTI CybNiHrBasIbHOT iIMyHOTepanii
y NaujeHTiB, WO CTpaxdatoTb Ha aneprito Ha NWAoK TpaB, KoA gochnimkeHHs SL-351A, Bepcia 1.0 Big
05.11.2021, cnoHcop - POKCAT Megiuin T'm6X, HimeyunHa

®a3za - Il

3aaBHuK - POKCAJI1 MegiuiH TM6X, HimeuunHa

No MM.1.B. BiANOBIAAIBLHOrO AOCNIAHMKA,

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpPo6yBaHHS

1 | 3aB. Big. Amep J1.B.

KomyHasnibHe HekoMmepuiiiHe nignpnemcTBo «Micbka KniHiuHa nikapHa Ne 27» XapkiBCbKOi MiCbKOi
pafu, aneprosioriyHe BigAiIeHHs, M. Xapkis

2 | nikap BoHgapuyk O.B.

KomyHasibHe HekoMmepujiiiHe MignpUEMCTBO «BiHHMUBKA o06MacHa KAiHiYHA fikapHa  iMeHi
M.l. Muporoea BiHHMLLKOT 061acHOi Paau», nonikniHiyHe BiagieHHs, M. BiHHMUS

3 | A.M.H. Pekanosa O.M.

JepxaBHa ycTaHoBa «HauioHa/IbHWIA IHCTUTYT doTu3iaTpii i nmynbMoHonorii im. ®.I'. AHOBCbKOro
HaujioHanbHOT akagemii MeanyHNX HayK YKpaiHu», kabiHeT imyHonpodinaktukm, m. Kuis

4 | Hauy.nynbmoHon. nigpo3ainy KosaneHko C.B.

O6niacHe KOMyHa/lbHE HEKOMepLiiHe MiANPMEMCTBO «YepHiBelbka ob6aacHa KAiHiYHa NikapHa»,
nigpo3ain nynbMOHoOriT, M. YepHiBLi

5 | kepiBHuK LleHTpy 'yk C.A.

KniHiyHa nikapHs «®eodpaHis» [epXxaBHOro ynpas/iHHA cnpaBamiu, LIeHTp pecnipaTtopHoi MeauLUuHn
Ta anepronorii, M. Kuis

6 | 3aB. qinii lumap HO.B.

KomMyHanibHe HekomepujiliHe MINPUEMCTBO «KOHCYNbTaTUBHO-AiarHOCTUYHUIA LEHTP» [eCHAHCLKOro
parioHy M. KueBa, BigaineHHs AeHHOro ctaujioHapy, M. Kuie

2. «BigkpuTte, 6aratoLeHTpoBe, po3LMpeHe AOCNiIKEHHA B aMOy1aTOpHMX yMOBax A1 OLiHKM 6e3neyHOoCTi Ta
nepeHocuMocTi npenapaty Crakkato AnnpasosiaMm Yy Y4YacHVKIB AOCMIMKEHHA BiKOM 12 pokiB i cTaplie 3i
CTEePEOTUNHUMUN TPUBASTUMU Hanagammu», Koa gocnifmxeHHsa EP0165, Big 02 nunHa 2021 poky, cnoHcop - FOCibi
Biocpapma EcApEnN, Benbria / UCB Biopharma SRL, Belgium

da3za - Il

3aasHuK - TOB «MAPEKCEJT YkpaiHa»

No MN.1.B. BignoBiganbHOro gocnigHuka,

n/n HasBa Micus NpoBefeHHS KIIHIYHOrO BUNPO6YBaHHS

1 | o.M.H., npodp. Ay6eHko A.E.

JepxaBHa ycTtaHoBa «IHCTUTYT HeBposorii, ncuxiaTpii Ta Hapkonorii HauioHanbHOT akagemii
MeAMNYHNX HayK YKpaiHu», Bigain onTa4voi nCUXOHEBPOOril Ta NapoKCU3mMasibHUX CTaHiB, M. XapKiB
2 reH. gupekrop Bonouwyk A.€.

KomyHanbHe HekomepuiiHe nignpueMmcTBo «Opaecbknii 06/1acHWiA MeAMYHUA LEeHTP MNCUXIYHOro
3[0poB'a» OfecbKoi 06/1acHOI paau, BigaineHHsa Ne2, m. Ogeca

3 | K.M.H. HYomonsk HO.HO.

MegnuHunin LeHTp «[iamen» ToBapucTBa 3 OOMEXEHOH BiANOBIAa/IbHICTIO «MegnyHWUiA LEeHTpP
«[iamen», M. YXxropog




3. «focnimkeHHsa a3 1/2 ana ouiHkM nanéouuknioy (IopaHc®) B kom6GiHauii 3 ipUHOTEKAHOM |
TEeMO030/10MifoM Ta/abo B KOMOGIHaUil 3 TonoTtekaHoMm i umknodocdamifom y nauieHTiB AUTAYOrO BiKy 3
peunansytouMMn abo pecbpakTepHUMU CONIAHUMM NyXAUHaMU», Kog gocnimkeHHs A5481092, Monpaska 4 Bifg
18 uepBHs 2021 p., cnoHcop - Mdpaiizep IHk., CLUA

®a3za -l

3anBHuK - Mdpansep IHk., CLUA

No MN.1.B. BignoBiganbHOro gocnigHukKa,
n/n HasBa Micus NpoBefeHHS KIIHIYHOrO BUNPO6YBaHHS
1 K.M.H. KnumHiok I".1.
KniHika HauioHa/ibHOro iHCTUTYTY paky, HayKOBO-A0C/iAHE BiA4iTIEHHA AUTAYO0T OHKooriT, M. Kuis

4. «PaHpgomi3oBaHe, MOABiHE chnine, nauebo-KOHTPO/IbOBaHe A[OChiMKeHHS 1l da3u 3 nigbopy [03 i3
afanTMBHUM OM3aiHOM, WO MPOBOAWUTLCA B NapaenbHuX rpynax A1 OUIHIOBaHHS e(eKTUBHOCTI Ta
6e3neyHoCTi eHNaTopaHy 419 NiKyBaHHA MaLi€HTIB i3 CUCTEMH/M YePBOHUM BOBYAKOM i LLUKIPHUM YEPBOHUM
BOBYaKOM (NigroCcTpyM LLKIPHUM YEPBOHUM BOBYAKOM i (a60) AMCKOIAHMM YEPBOHNM BOBYAKOM), SIKi OTPMMYIOTb
CTaHfapTHe nikyBaHHA», ko4 aocnigxkeHHa MS200569_0003, sepcis 1.0 Big 28 BepecHs 2021 poky, CNoHcop -
Merck Healthcare KGaA, HimeuunHa

®a3za - Il

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTULje «AVK'HOBIA PAC YkpaiHa»

Ne M.1.6. BignoBiga/ibHOro AOCNiAHKKA,

n/n HasBa Micus npoBeAeHHs K/iHIYHOro BUNPo6yBaHHSA

1. nikap Bacuneub B.B.

NikyBaNbHO-4jarHOCTUYHWIA LLeHTP TOBapmUCcTBa 3 0OMEXeHO BignoBiAasIbHICTIO «iM MeanuuHn»,
ambynaTopHo-nonikNiHivyHe BigaineHHs, M. Ogeca

2. K.M.H. Tpuninka C.A.

KomyHasibHe HekoMepUjiiHe MignpUeEMCTBO XapKiBCbKOi 06n1acHoi pagn «Ob6nacHa KniHiyHa
NiKapHs», KOHCYNbTaTMBHA NOANIKNiHIKa, M. XapKiB

3. 3aB. BigaineHHsa Kynuk A.B.

KomyHanbHe HekomepuiiHe nmianpnemctBo «Yepkacbka obnacHa nikapHs YUepkacbkoi 06nacHoi
pagu», KapAiopeBMarosioriyHe BigaineHHs, M. Yepkacu

4. O.M.H., npod. AuniiunH P.1.

KomyHasibHe HekomepuiiHe nignpuemctBo «O6sacHa KiiHiYHa JlikapHs  |BaHO-PpaHKiBCbKOT
obnacHoi pagu», peBMaTosIOTyYHE BIALIIEHHS, IBaHO-PPaHKIBCLKNIA HaUIOHaUTbHWI MeaNYHWI
yHiBepcuteT, Kadpeapa BHYTPIWHbOT MeauuuHK Nel, KNiHiYHOT iMyHOsOriT Ta anepronorii im.
akagemika €.M. Heiika, M. IBaHO-DpaHKIiBCbK

5. A.M.H., npod. Pekanos A.T.

MeanuHuin ueHTp TOB «Cy4dacHa KiHika», M. 3anopixks

6. K.M.H. KaukoBcbka B.B.

KomyHasibHe HekomepuiiHe nignpuemMcTBo Cymcbkol o61acHoi pagn «Cymcbka o61acHa KiiHiuHa
niKkapHs», peBMatonoriyHe BiaginieHHs, CyMCbKUA AepXaBHWI yHIBEpCUTET, MEeAUYHUIA IHCTUTYT,
Kadhepa BHYTPILUHbOT MeAMLIMHU 3 LEHTPOM pecnipatopHoi MeanumHn, M. Cymu

7. nikap 3a64yeHko M.T.

MpuBaTHe Masie NiANPUEMCTBO, MEANYHWIA LEHTP «[ynbC», TepaneBTUYHE BigdiieHHs, M. BiHHMUSA
8. O.M.H., npodp. CTtaHichasuyk M.A.

KomyHaslbHe  HekoMepLjiiiHe nignpueMcTBO «BiHHMUbka o06nacHa KaiHIYHA  MiKapHS  iMm.
M.l. TMuporoBa BiHHMUBKOT 06nacHoi Pagu», BucokocneuianizoBaHwini  KAIHIYHUIA  LieHTp
peBmaTosorii, ocTeonopo3y Ta 6ionoriyHOI Tepanii, BiHHWLbKMIA HauiOHANBHUIA  MeWNYHWIA
yHiBepcuTeT iM. M.1. Muporosa, kadyeapa BHYTPILLHLOT MeanunHN Nol, M. BiHHMUA

9. A.M.H., npodp. Yon sk B.B.

KomyHasibHe HekomepujiiHe mignpuemMcTBo JIbBIBCbKOI 06n1acHOi pagn «J1bBiBCbkMii 06nacHwWii
KNIHIYHWIA  AJarHOCTUYHUIA UeHTP», PerioHasnbHWiA LEeHTP aneprosiorii Ta KAiHIYHOI iMyHOAOTI,
M. JIbBiB

10. | K.M.H. KoBasieHko C.O.




MeauyHUIA LEeHTP TOBapUCTBa 3 OOMEXEHOI BIAMNOBIAALHICTIO «@pPMOHIA Kpacu», Big4ineHHs
KNiHIYHUX BUNPOOBYBaHb, M. KniB

5. «<ARTEST — PaHgomi3oBaHe focnimpkeHHs dasn 3 4719 OUiHKM edeKTMBHOCTI Ta 6e3nekn mMoHoTepanii
EHOGOCapMOM Y MOPIBHAHHI 3 aKTMBHUM KOHTPOsieM Ana NikyBaHHA AR+/ER+/HER2-meTactaTyHOro paky
MOJIOYHOT 3a/1031 Y NauieHTiB i3 3adpapboByBaHHAM A4ep Ha aHOPOreHoBi peuenTopu = 40%, y AKNX paHille
BiAOyBaU10CA MpOrpecyBaHHA 3axBOPHOBaHHA Mg 4yac JlikyBaHHA HECTepoifHMM iHri6iTopoM apomaTasmu,
®ynbBecTpaHToM Ta iHribitopom CDK 4/6», kog pocnigpxeHHa V3002401, sepcia 7.0 3 nonpaskoto 6 Big 04
BepecHst 2021 poky, cnoHcop - «Bepy IHk.» (Veru Inc.), CnonyuyeHi LTatn AMepukm

da3za - Il

3asBHIK - TOB «BOP/IABAINL KMIHIKA TPAINC YKP»

Ne M.l.6. BiANOBIA&/ILHOrO AOCMIAHMKA,

n/n HasBa Micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 O.M.H., npody. boHaapeHko |.M.

KomyHanbHe HekomepuiiHe nignpuemcTtBo «Micbka KniHivyHa nikapHs Ne 4» [HINPOBCLKOI MiCbKOT
pagn, XimioTepaneBTU4YHe BigdiNeHHS 3 AEHHMM CTaljioHapoM, [HINPOBCLKNIA AepXaBHUA MeaNYHWIA
yHiBepcuTeT, Kadheapa OHKOMOrii Ta MeinyHOoi pagionorii, M. [IHiNpo

2 nikap BowTtko H.J1.

KomyHasnibHe HekomepLujiliHe MiANpUEMCTBO «KWIBCbKUA MICBKUIA KMiHIYHWIA OHKOMOTIYHUIA LIEHTP»
BMKOHaBYOro opraHy KuiBcbkoi MicbKoi pagu (KWUIBCbKOT MICbKOI AepXaBHOI afMiHicTpauir),
ximioTepaneBTU4He BigaineHHa Ne 2, M. Kuis

3 nikap Apo6Hep I.I'.

KomyHanbHe HekomepuiiiHe nignpreMcTBO «XMeNbHULUbKAI 06acHWUi NPOTUNYXANHHWUI LEHTP»
XMenbHULLKOT 061acHoT paau, BigaifieHHs HOBOYTBOPEHb rPYAHOT 381031, LIKIPKU, M'SKUX TKaHH Ta
KICTOK, M. XMebHULIbKWIA

4 O.M.H., npod. AyaHiyeHko O.C.

[JepxaBHa ycTaHoBa «|HCTUTYT 3ara/ibHOT Ta HEBIAKMAAHOI Xipyprii imeHi B.T. 3aliuesa HauioHanbHOI
akagemii MeguyHuX Hayk YKpaiHu», BIAGITEHHS XipypriYHmX iHOPEKLi Ta ycknagHeHoi OHKOMOTYHOT
narosorii Ha 25 NioK 3 nasaTtol IHTEHCUMBHOT Tepanii Ha 6 NiKoK, XapkiBCbka Me[uyHa akajemis
nicnsAMNIOMHOI OCBITH, Kadpeapa OHKONOTIT Ta AUTAYO0T OHKOAOTIT, M. XapkKiB

5 K.M.H. TpyxiH [.B.

KoMyHanlbHEe HekoMepuiiHe nignpMemMcTBo «OpOecbkuii 06/1aCcHWUA  OHKOJOFIYHWI  AnchnaHcep»
Opecbkol 06n1acHOI  pagu», CTauioHap [AEeHHOro nepebyBaHHs AMCNaHCEPHO-MOAIKNIHIYHOMO
BigaineHHs, M. Ogeca

6. NMPOTOKOJT MPOAOBXEHHA NIKYBAHHA YYACHUWKIB KNHIYHNX AOCNIOXEHDb MANBEOUNKIIBY,
CMOHCOPOM SAKMX € KOMMAHIA «M®AN3EP», ko gocnipkeHHs A5481173, octaTouHuii npoTokon, 17
nuctonaga 2021 p., cnoHcop - Mdaiizep IHk., CLUA

®asa - He 3aCTOCOBYETLCA

3anBHuK - Mdpansep IHk., CLUA

Ne M.1.B. BignoBiganbHOro gocnigHuka,
n/n HasBa micus npoBeAeHHs K/iHIYHOTro BUNPOOYBaHHS

1 | nikap CewmereH HO.B.
O6nacHe KOMyHaslbHe HEKOMEpLiHE NigNPUEMCTBO «BYKOBUHCHKMIA KNIHIYHWIA OHKOMOTIYHWUIA LLEHTP»,
CTPYKTYPHMIA Nigpo3ain KNiHiYHOT oHKoorii, M. YepHiBui

2 K.M.H. Komawiko H.A.
KomyHasibHe HekoMepLiiHe nianpmemcTBo «ObnacHa KniHivyHa nikapHs IBaHO-PpaHKiBCbKOT 06/1aCHOT
pagu», BigaineHHs Mikpoxipyprii JIOP-opraHis, M. IBaHO-®paHKiBCbK

7. focbe pocnimxyBaHoOro nikapcbKoro 3aco6y (niMmaBaHcepuH), Bepcia 11 Big nuctonaga 2021 poky,
aHrNINCbKOK MOBOK [0 MPOTOKO/Y KAIHIYHOTO BUNPOOYBaHHA «52-TWXKHEBE BIAKPUTE MOAOBXEHEe
JOcCnigxeHHs nimaBaHCePUHY Y AOPOCANX Ta /ilogeli MOXUAoro Biky 3 HelponcuxiaTpUIHUMU CUMITOMaMMU,
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noB'A3aHNUMK i3 HelpojereHepaTMBHUM  3axBOPHOBaHHAM», ko4 — AocnigpkeHHs  ACP-103-047, 3
iHKopnopoBaHoto nonpaskolo 3, piHasibHa Bepcia 1.0 Big 23 snunHa 2019 p.; cnoHcop - «AKALIA
dapmacsbtoTikans IHk., CLUA»(ACADIA Pharmaceuticals Inc., USA).

3asBHNK - TOB «BOP/IABAIL K/IHIKA TPAINC YKP»

8. 3anyuyeHHA [O[ATKOBMX MicUb NPOBEAEHHA K/IHIYHOrO BUMNPOOYBaHHA [0 NPOTOKOMY KAiHIYHOro
pocnipkeHHs «EdeKkTMBHICTE Ta 6e3neka NpuiioMy NepopasibHOro cemarnyTuay y nopiBHAHHI 3 nnauebo y
OiTen Ta MigniTkiB 3 UYKPOBMM pfiabeToM 2-ro Tumy, sKi AiKyloTbCsl MeThopMiHOM Ta/abo 6asasibHUM
iHCcyniHOM.», Koa aocnigxeHHs NN9924-4437, chiHanbHa Bepcis 1.0 Big 20 TpaBHsA 2020 poky.; cnoHcop - Novo
Nordisk A/S (Denmark)

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

No M.1.6. BignoBigasibHOro AocnigHMKa
n/n HasBa micus NpoBeAeHHSs KNiHIYHOTO BUNPOOYBaHHS
1. A.M.H., npod. BnaceHko M.B.
KomyHasbHe HekomepLiiiHe nignNpMeMcTBO «BiHHULIbKNIA obnacHuii KNiHIYHWIA

BMCOKOCMELiai30BaHWn eHAO0KPUHOMOTIYHNIA LLeHTP BiHHMLbKOT 061acHOi paaus», KOHCYbTaTUBHA
nosikniHika, BIHHMUBKWMIA HauioHanbHWIA MeguyHuiA yHiBepcuTeT iM. M.l Mwuporosa, kadegpa
€HOOKPUHOJIOTIT 3 KYPCOM NicNgAMNIOMHOI OCBITU, M. BiHHMUSA

2. O.M.H., npodp. 3eniHcbka H.b.

YKpaiHCbKuniA HayKoBO-MPaKTUYHWI LEeHTP EeHAOKPUHHOI Xipypril, TpaHcnnaHTauii eHOOKPUHHUX
opraHiB i TKaHMH MO3 YkpaiHu, Bigain ANTa4oi eHAoKpuHonorii, M. Kuis

9. OHoBneHunii MpoTokon KniHiuHOro gocnimkeHHa WA21093 iHkopnopoBaHuii nonpaskoto J Big 19
nuctonaga 2021 poky; Bpowypa gocnigHnka Okpenisymaé (RO4964913), sepcia 20 Big nucronaga
2021 poKy, aHrnificbko MoBoto; Popma iHhopmoBaHoi 3rogu, Bepcia V12.0UKR(uk)1.0 Big, 23 rpygHA
2021 poky, nepeknag yKpaiHCbKO MOBOI Big 27 rpygHAa 2021 poky; ®opma iHchopmoBaHOi 3rogu,
Bepcia V12.0UKR(ru)1.0 Big 23 rpyaHa 2021 poky, nepeknag pociicbKo MOBOIO Bif 27 rpygHAa 2021
poky; MNMosAcHOBanbHa 3anucka wWoao 6esneku npenapaty Okpenisymad, Big 06 rpyaHa 2021 poky,
aHrnificbkoo MoBoto; lMepeknag yKpaiHCbKOK MOBOI Big 27 rpygHa 2021 poky NOSAACHIOBa/IbHOI
3anucKu Wwopao Gesneku npenapary okpenisymao, Big 06 rpyaHAa 2021 poky A0 NPOTOKOSY KANiHIYHOMo
BMNpobyBaHHA «PaHgomizoBaHe, noAgiiHe cnine, 3 NOABIMHOK iMiTalielo, AOCAIMKEHHA B napanesibHuX
rpynax Ans ouiHku edpekTBHOCTI Ta 6e3NeYHOCTi 3aCTOCYBaHHA OKpesisymaoy Y NopiBHAHHI 3 iHTepdepOoHOM-
6eta-la (Pebih®) y naujieHTiB 3 peunamMByrOUMM PO3CIAHUM CKEepo30M», koA docnimkeHHs WA21093,
iHKOpnopoBaHuii nonpaskoto | Big 27 nmnHs 2020 poky; cnoHcop - “@. XodhdmanH-M1a Pow Mta” (F. Hoffmann-
La Roche Ltd.), LBeiiyapis

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

10. OHoBneHuiA MpoToKon KhiHiuHOro gocnipkeHHa WA21092 iHkopnopoBaHuii nonpaBkoto K Big 19
nucronaga 2021 poky; bpouwypa gocnigHuka Okpenisymaé (RO4964913), Bepcia 20 Big nucrtonaga
2021 poKy, aHrniiicbkolo MoBoI; Popma iHthopMoBaHoOi 3roau, Bepcis V12.0UKR(uk)1.0 Big 22 rpyaHa
2021 poky, nepeknapj, ykpaiHCbLKOI0 MOBOIO Bif 27 rpygHa 2021 poky; d®opma iHthopmoBaHOi 3roau,
Bepcis V12.0UKR(ru)1.0 Big 22 rpyaHa 2021 poky, nepeknag pociiicbkoo MOBOIO Bif, 27 rpygHsa 2021
poky; MosicHioBanbHa 3anucka wopo 6esneku npenapaty Okpenisyma6, Big 06 rpyaHs 2021 poky,
aHrniicbKkol MoBolo; Mepeknag yKpaiHCbKOO MOBOW Bif 27 rpygHsa 2021 poKy MOSAACHIOBas/lbHOI
3anucku WoAo 6e3nekn npenapaty okpenisymaod, Big 06 rpygHa 2021 poky [0 NPOTOKOAY KAiHIYHOTO
BMNpobyBaHHA «PaHgomizoBaHe, noAgiiHe cnine, 3 MOABIMHOK iMiTaLi€eto, AOCMAIMKEHHA B napasiesibHuX
rpynax 4ns OuiHK1 e(pekTMBHOCTI Ta 6€3NeYHOCTI 3aCTOCYBaHHA OKpeslisymaby Yy NOPiBHSHHI 3 iHTepdhepoHOM-
6eTta-la (Pe6ith®) y nauieHTiB 3 peumaMByOHUMM PO3CISIHUM CKIepo30M», Ko AocnimkeHHss WA21092,
iHKoprnopoBaHuii nonpaBkoto J Big 27 nunHa 2020 poKy; cnoHcop - “©. XoddmaHH-/1a Pow /114" (F. Hoffmann-
La Roche Ltd.), LLBeiuapis

3asBHYK - MignpremcTBo 3 100% iHO3eMHot0 iHBecTULjel «ANK'HOBIA PAC YkpaiHa»

11. Bpowypa ansA nauieHTa, Bepcia 1.0 Big 09 cepnHa 2021 poky, YKpaiHCbKOIO Ta POCiliCbKOKO MOBaMMu;
IHchopmauis Wwo[o KamnaHii 3 oHNaliH-HaGopy yYaCHUKIB y focnifxeHHs, Bepcia 1.0 Big 20 cepnHsa 2021
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p., YKpaiHCbKOIO Ta pocilicbkolo MoBamu; Mnakat ana nauieHta, Bepcia 1.0 Big 03 cepnHa 2021 p.,
YKpaiHCbKOIO Ta pociiicbkolo moBamu; MociGHUK i3 BUKOHaHHA Bi3uTiB y gocnipkeHHi ENSURE, Bepcis
1.0 Big 06 BepecHA 2021 p., yKpaiHCLKOIO Ta pociiicbkolo MmoBamMu; 3MiHa Ha3BU MicLsl NpoBefeHHSA
KNiHIYHOro BUNpoo6yBaHHs; 3a/ly4eHHA A04aTKOBUX MiCLib MPOBeAEHHS K/iHIYHOro BUNpoGyBaHHA [0
MPOTOKO/Y KAiHIYHOrO JOC/iMKEHHS «baraToueHTpoBe paHAoMi30BaHe NOABINHO crine gocnigmxeHHs 1l hasn,
L0 MPOBOAMTBLCA 3 METOK OUiHKM eddeKTUBHOCTI, 6e3neyHocTi Ta nepeHocumocTi npenapaty IMU-838 vy
MOPIBHSIHHI 3 M1auebo npu NikyBaHHI [OPOCANX MAUIEHTIB i3 peunamByOHMM PO3CISHUM CKIEepOo30M (Ko4oBe
nosHayeHHs: ENSURE-2)», kog gocnimkeHHa P3-IMU-838-RMS-02, octatoyHa pegakuisa 2.0 Big 16 cepnHs
2021 poky; cnoHcop - «IMmyHik Al» [Immunic AG], HimeuuunHa

3anBHuK - TOB «BOPNABAINA KNIHIKAM TPAISIC YKP»

BY/NO CTANO

K.M.H. XaByHka M.A. K.M.H. XaByHKa M.A1.

KomyHanbHe HekoMmepuiiHe nignpuemctBo «5-a | KomyHanbHe HekomMepLiiHe nignpUeEMCTBO

MiCbka KfiHIiYHa nikapHa M. J/IbBOBa», HEBPO/OriyHe | «/IbBIBCbKe TepuTopiasibHe MeaunyHe 06 egHaHHA

BigAineHHs, M. JIbBiB «KniHiyHa nikapHs naaHoBOro NiKyBaHH4,
peabiniTauii Ta naniatMBHoI [0NOMOrn»,
HeBpoOJIorivHe BiA4iIEHHA 3 MeANYHOL0
peabinitauieto, M. JIbBiB

No M.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHS KIiHIYHOro BUNPo6yBaHHS

1 | nikap IsaweHko C.MM.

KomyHasibHe nignpremMcTBo «3-A MiCbKa KNiHiYHa nikapHA MoNTaBcbKoT MiCbKOT pajun», HeBPOIoriyHe
BigAineHHsa, M. MonTtasa

2 | nikap MickyHoBa |.M.

KomyHanbHe HekoMmepuiliHe megnyHe NignpueMcTBO «KpeMeHuyubka neplua Micbka nikapHs iMm.
O.T. boraeBcbKOro», HeBpoJorivyHe BiggisieHHs, M. KpemeHuyk

3 | nikap Xaitos P.IM.

KomyHasibHe nignpueMcTBO  «JJHiNnponeTpoBcbka  oOb6nacHa  peabiniTauiiHa  nikapHSA»
[HiNponeTpoBCcbKOi 06M1acHoOi pagu», BIA4INEHHA BIAHOBHOIO JlikyBaHHSA HacMigKiB 3anasibHuX,
JereHepaTuBHUX, AEMIENIHI3yOUMX 3aXBOpPHOBaHb HEPBOBOI CMCTEMU, TOBApUCTBO 3 OOMEXEHOH
BIANOBIAANBHICTIO «[JHINPOBCLKWI MEAWNYHWIA HCTUTYT TPaAWUIAHOT | HeTpaguUinHOT MeauLHN»,
Kadpeapa «BHyTpillHbOT MeanumHn Nelx (3 Kypcom HelipoHayk), M. [Hinpo

12. BK/IIOUEHHA A0[aTKOBUX MiCUb NPOBEeAEHHA KMiHIYHOro BUNPOOYBaHHA [0 MPOTOKO/Y KAiHIYHOro
pocnipkeHHss «RESPONSE: lMnauebo-koHTpoibOBaHe, paHAoMi30BaHe AOCAIMKEHHSA a3y 3 ANs OUiHKK
epekTMBHOCTI Ta 6e3neyHocTi npenapaty Cenagennap y NauieHTIB i3 NepBUHHUM OBisliapHUM XONaHriToM
(MBX) Ta He[OCTATHLOK BIAMNOBIAAI Ha ypcoge3okemxoney kucnoty (YAXK) abo ii HenepeHoCMMICTIO», Ko4,
pocnigxeHHs CB8025-32048, sepcia 3.0 Big 30 yepsHA 2021 p.; cnoHcop - Cimabei Tepan'toTikc IHK., CLUA
CymaBay Therapeutics, Inc., USA

3asaBHUK - ToBapucTBOo 3 ObMexeHo BignosigansHicTio «KoHTpakTHO-AocnigHuubka OpraHisauis IHHoapm-
YkpaiHa»

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus NpoBefeHHS KIIHIYHOIO BUNPOOYBaHHS

1 | nikap MoxwvHa T.J1.

JlikyBaNbHO-AIarHOCTUYHNIA LLEHTP TOBapucTBa 3 OOMEXEHOH BiAMOBiganbHICTIO «CBA-ME[»,
amMbynaTopHO-NoAiKNiHiYHe BigAineHHs:, M. XapkiB

2 | nikap Piwko A.®.

KomMyHanbHe HekomepLuiiHe NignpueMcTBO «3akapnartcbka o6/1acHa KriHiYHa nikapHS iMeHi AHOpIs
HoBaka» 3akapnaTcbkoi 06/1aCHOI paau, raCTPOEHTEPO/I0riYHE BiAAINEHHS, M. YXXropog,

13. BKNOUYEHHA [A0[aTKOBOro MiCcUA NpPOBeAeHHA KAiHIYHOro BUNPOOGYBaHHA [0 MPOTOKOY KAIHIYHOro
pocnigxeHHs «PaHgomizoBaHe, noAgiiHe cnine, nnauebo-koHTposboBaHe hasn Il gocnigxeHHs
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aTesonisymady B noegHaHHi 3 Tiparonymaoom (aHTu-TIGIT aHTuTiNO) abo 6e3 Tiparonymaby y nauieHTiB i3
Hepe3sekTabe/IbHOK MNIOCKOK/TITUHHOK KapLMHOMOK CTPaBOXOAy, YMA KapuuHOMa He nporpecysana mnicns
pafvkKanbHOT XimionpoMeHeBoT Tepanii», Koa gocnifixeHHsa YO42137, sepcia 5 Bif 27 cepriHa 2021 p.; cnoHcop
- . XohpmaHH-/1a Pow /iTa, Lseliyapis

3aaBHUK - TOBApMCTBO 3 0OMEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

No M.1.B. BignoBigasbHOro gocnigHnKa

n/n HasBa Micusi NnpoBeAeHHS KIHIYHOrO BUNPO6YBaHHS

1 3aB.Bif., K.M.H. OcTaneHko HO.B.

HauioHanbHUA  IHCTUTYT paky, BIO4IIEHHA MaslOiHBa3MBHOI Ta €HOOCKONIYHOI  Xipyprii,
iHTEPBEHLINHOT pagionorii, M. Knis

14. OnuTyBa/IbHUK 3a40BOJIEHOCTi CMNOCOGOM 3aCTOCYyBaHHA TepaneBTUYHOro 3acoby (TASQ-SC),
YKPAiHCbKOIO Ta pPOCIiACbKO MoBamu; ONUTYBaJIbHUK 3a[,0BOJIEHOCTI CNOCOGOM 3aCTOCYBaHHS
TepaneBTMUYHOro 3aco6y (TASQ-IV), ykpaiHCbKOl Ta pociiicbkolo MoBamu; OnutyBanibHUK EORTC
QLQ-C30 (version 3), yKkpailHCbKOI Ta poOCilicbKolo MoBaMu; ONUTyBasIbHUK A1S1 OLiHKU ynopo6aHb
nayieHTiB (MO43576), yKpalHCbLKOIO Ta POCIACbKOK MOBaMW [0 MPOTOKOJY KAiHIYHOTO BMNPOOYBaHHS
«PaHgomi3oBaHe 6araTtoLeHTpoBe BifKpUTe nepexpecHe AO0CNiMKEHHA A8 OUiHKM nepeBarn 3acTocyBaHHSA
nigLwkipHoi dhopMu aTe3onisymady B NOPIBHAHHI 3 BHYTPILLHLOBEHHOI (POpMOto ate3onizymady y nauieHTis 3
HePiGHOKNITUHHUM PaKoM JiereHb 3a NOBIAOMMNEHHAMN NaLieHTIB | MegUUHUX NpaLiBHUKIB», KO, AOC/TIIKEHHS
MO43576, sepcis 1 Big 16 cepnHa 2021 p.; cnoHcop - ®.XoddmanH-/1a Pow fTa, LWseiuapis

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

15. Bpowypa gocnigHuka ana aocnigKyBaHoro nikapcbkoro 3acooy Bl 425809, Bepcis 11 Big 20 ciuHsa
2022 poKy [0 NpOTOKOAY K/iHIYHOro BMNpobyBaHHs «PaHgomizoBaHe, MoAgiiHe crnine, nnaue6o-
KOHTpO/IbOBaHe gochigxeHHs Il dpasn B napanenbHUX rpynax Ans ouiHkM e(pekTUBHOCTI Ta 6e3neYHOCTi
3actocyBaHHA npenapaTy Bl 425809 ogvH pa3 Ha A06y MpOTAroM 26-TUXKHEBOro nepiogy NikyBaHHsS B
navieHTiB 3 wusodpeHieto (CONNEX-2)», koa pocnigpkeHHsa 1346-0012, sepcisa 1.0 Big 16 rpyaHsa 2020 poky.;
CnoHcop - «bepiHrep IHrenbxaiim PLIB TM6X eHp, Ko KIM», ABcTpis / Boehringer Ingelheim RCV GmbH & Co KG,
Austria

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

16. OHOBNEHUA NPOTOKON KAiHiuHOro pgocnigmxkeHHsa CLI-05993AA3-06, Bepcia 2.0 Big 11 nuctonaga
2021poKy; IHchopMauiiHuii NMCTOK yyacHUKa Ta PopmMa iHPOpPMOBaHOI 3rogn Ha y4yacTb Y KniHiUuHOMY
pocnigpkeHHi 3 kogom CLI-05993AA3-06, Bepcia 4.0 Big 31 rpygHAa 2021 p. gnsa YKpaiHU aHIMiCbKOO
MOBOI0; IHthopMaLiiiHMIi NNCTOK yyacHuKa Ta dopma iHhopMOBaHOI 3rogn Ha ydyacTb Yy K/iHIYHOMY
pocnipkeHHi 3 kogom CLI-05993AA3-06, Bepcia 4.0 Big 31 rpygHAa 2021 p. ansa YKpaiHU YKPaiHCbLKOO
MOBOIO; IHchopmauiiiHuii NIMCTOK yyacHuka Ta dopma iH(hopmoBaHOI 3rogu Ha y4yacTb Y KiHiYHOMY
pocnipxkeHHi 3 kogom CLI-05993AA3-06, Bepcia 4.0 Big 31 rpygHa 2021 p. ana YKpaiHU pocCilicbKoto
MoBoto; CTS. IHCTpyKuis 3 kopucTtyBaHHA CHF 5993 100/6/12.5ug a6o CHF 1535 100/6ug nikyBanibHUIA
Haoip, Bepcisa 2.0 Big 03 BepecHs 2021 p. yKpalHCbKOIO MOBOIO; CTS. IHCTpyKUiA 3 KopucTyBaHHA CHF
5993 100/6/12.5ug a6o CHF 1535 100/6g nikyBanbHUii HaGip, Homep peaakuii 2.0 Big 03 BepecHs 2021
p. pocilicbkolo MOBOK; CTS. IHCTPYKLiAA 3 KOPUCTYBaHHA, [O3YIOUMiA aepo30JIbHUI iHranAaTop, Lo
MicTUTb nnauye6o CHF 5993, HaBuYanbHMii HaGip, Homep Bepcii 2.0 Big 03 BepecHs 2021 p. yKpaiHCbKOLO
MoBoO10; CTS. IHCTPYKL,iA 3 KOPUCTYBAHHA, [,O3YIOUNI aepO30JIbHUIA IHraNIATOP, WO MiCTUTL nsaue6o
CHF 5993, HaBuyanbHuii HaGip, HoMmep pegakuii 2.0 Big 03 BepecHA 2021 p. pPOCICbLKOIO MOBOIO;
MociGHUK KopucTyBaya g ydacHuka gocnigpkeHHAa CLI-05993AA3-06, Bepcia 2.0 Big 15 xoBTHA 2021
POKY YKpaiHCbKOI MOBOLO; MOCIGHMK KOopucTyBaua Ans yvyacHuka pgocnigxeHHs CLI-05993AA3-06,
Bepcis 2.0 Big 15 xoBTHA 2021 poky pociiicbkolo moBot; Medidata Patient Cloud - KepiBHuuTBO
kopuctyBaua APPLE iPHONE (6S/7/8), Bepcis 1.0, 2020 ykpaiHcbKoto moBoto; Medidata Patient Cloud -
KepiBHnureo kopuctyBaua APPLE iPHONE (6S/7/8), Bepcia 1.0, 2020 pociiicbKol0 MOBOI; 3MicCT
popatky ans cmaptdoHa ansa nauieHTiB, Bepcia 2.0 Big 07 rpyaHA 2021 poKy YKpaiHCbKOK MOBOIO;
3micT gopatky Aana cmaptdoHa AnA nauieHTiB, Bepcia 2.0 Big 07 rpyaHa 2021 poKy pociiiCbKoio
moBoto; MonpaBka Ne 2 (CyTtTeBa) Big 02 nuctonaga 2021 poky Ao Jocbe AOCNiAKyBaHOro npenapary
CHF 5993 pMDI (kop, sokymeHTy CLI-CHF5993-TEST-IMPD-MAIN-00738), Bepcis 1.0 Big 16 yepBHs 2020
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p. aHrnificbkolo MoBow; 3MiHa BignoBiganbHOro pgocnigHuka y Micui NpPoBeAeHHA KNiHiYHOro
BUNPOGYBaHHA [0 NPOTOKO/Y KIIHIYHOTO AOChimkeHHs «MibkHapoaHe, 6araTtoueHTpoBe, paHAoMi3oBaHe,
noagiviHe cnine gocnimkeHHa chasum Il y 2 napanenbHUX rpynax TpUBaslicTio 52 TWXKHI 3 METOK MOPIBHAHHSA
ehekTMBHOCTI, 6e3nekn Ta MNEepeHOCUMOCTi PikcoBaHMX f[03 MOTPIAHOT KOMGiHaUiT «beknomeTasoH
avnponioHaT, dopMoTeposn cymapaT i raikonipoHin 6pomig» (CHF 5993) i chikcoBaHux [03 MOABINHOI
koMOiHaLji «beknomeTasoH gunponioHat i popmoTtepon dymapar» (CHF 1535), o6uaBi 3 AKMX BBOOATLCA
yepes iHranatop pMDI, y nauieHTiB i3 XPOHIYHMM OOGCTPYKTMBHMM 3axBOPOBaHHAM sereHb (XO3/1)», kofa
pocnigpxeHHs CLI-05993AA3-06, sepcia 1.0 Big 21 TpaBHa 2020 poky; cnoHcop - «K'e3i PapmavesTidi C.M.A.»
[Chiesi Farmaceutici S.p.A.], ITanisa

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANoBigasibHICTIO «/TABKOPI K/IHIKA AEBENOMMEHT YKPAIHA»

BYJIO CTA/O
K.M.H. l'ornko O.®. nikap Kpusopyuko I.I".
JlikyBaNbHO-AiarHOCTUYHNIA  LEeHTp ToBapucTBa 3 | JlikyBaslbHO-AiarHOCTUYHUIA LEHTP ToBapucTBa 3
obmexeHotr BiNOBIAa/ILHICTIO «MeanyHuii | 06MexeHo Bi4NOBIfANbLHICTIO «MeamnyHwii
NiKyBa/IbHO-AiarHOCTUYHUIA LUeHTp «MegioH», | NiKyBa/IbHO-AiarHOCTUYHNIA LeHTp «MegjioH»,
nonikniHivyHe BigaineHHsa, M. Nonrasa nonikniHivyHe BigaineHHsa, M. NMontasa

17. 36inblIeHHA 3an/1aHOBaHOI KiNIbKOCTI NauieHTiB B YKpaiHi 3 20 go 50 ocié [0 NpOTOKOAY KAiHIYHOTO
gocnimpkeHHs1 «pocnekTMBHe, baraToueHTpPoBe, paHAOMI30BaHe, NoaBiiHe cnine, nnauebo-KkoOHTPOIbOBaHe
pocnigpkeHHs Il hasn B napanenbHux rpynax, 3 METOH OLiHKM ed)EKTMBHOCTI Ta 6e3neku MaciTUHIOY Yy
KOMOGiHaL,ii 3 puy30/10M Y NOPIBHAHHI 3 NAaue60 y KoMbiHauji 3 puy30/10M Npy AikyBaHHI NaUiEHTIB 3 GiYHUM
amioTpogpiuHnm cknepo3om (BAC)», kog gocnigxeHHs AB19001, sepcis 7.2 ROW Big 23 cepnHs 2021;
cnoHcop - AB Science, ®paHLuis

3aaBHUK - TOB «CiHepmku pynn YkpaiHa», YkpaiHa

18. fopatok ana cmapTgoHa AiCure yyacHUKIB AOCNIgKEeHHA: AOKYMeHT ans Komicii 3 nutaHb eTukn,
Bepcisa 1.0 Big 4 )X0oBTHA 2021 poKy, aHINifiCbKOIO Ta YKpaiHCbKOIO MOBOIO; [loaaTtok gnsa cmaptgoHa
AiCure yyacHUKIB gocnifKeHHs: JOKYMeHT ans Komicii 3 nutaHb eTuku, Bepcisa 1.0 Big 4 )xoBTHA 2021
POKy, aHrMiNCbLKOIO Ta POCiicbkol MOBOH; MigpyyHUK KopoTka OuiHKa KOTHiITUBHUX (PYHKUiA npu
wusodppeHii, Bepcia 3.2, yKpaiHCbKOIO MOBOK; KepiBHMLUTBO KOpoTKa OUiHKA KOrHiITMUBHUX (DYHKLii
nauieHTiB 3 wu3odpeHielo, Bepcia 3.2, pPOCIliCbKOID MOBOIO; 3pa3oK 300paXEHHA Ha eKpaHi
€/1eKTPOHHOro NpucTpoto_KopoTka ouiHKa KOrHiTUBHUX dhyHKLiV npuy wusodpeHii (BAC), Big, 10 rpyaHsA
2021 poky, yKpaiHCbKOIO MOBOIO; 3pa30oK 3060paXeHHs1 Ha eKpaHi e/IeKTPOHHOro NpucTpoto_KopoTka
OLiHKa KOTHITUBHUX (PYHKLiii npu wnsodpeHii (BAC), Big 10 rpyaHa 2021 poky, pociiiCbKO0 MOBOIO;
LWkana genpecii Kanrapi ana xsopux Ha wwusodppeHito (CDSS), Bepcisa Big 30 kBiTHA 2021 poky,
yKpaiHCbKOlo MoBolo; LUkana genpecii Kanrapi gna xsopux Ha wusodpeHito (CDSS), Bepcina Big 23
KBiTHA 2021 poKy, pPOCIACbKOIO MOBOK; 3arajibHe K/liHiUHE BpPaXEHHS LWOoAO0 CTYMNEeHs THKKOCTI
3axsoptoBaHHA (Clinical Global limpression-Severity of illnes, CGI-S), Bepcia v1.1 Big 10 ciuHa 2022
POKY, YKpalHCbKOIO MOBOIO; 3arasibHe K/iHiYHe BpaxeHHsi nNpo cTyniHb TsHKKOCTi (Clinical Global
limpression-Severity, CGI-S), Bepcis v1.1 Big 10 ciuHa 2022 poKy, pocCiiicbKolo MOBOIO; LLikana ouiHKu
TAXKOCTI cyiunay KonymbGiiicbkoro yHiBepcuteTy (C-SSRS) BuxigHi gaHHi/Bepcia ansa ouiHOBaHHA,
Bepcif Big 14 ciuHAa 2009 poKy, YKpaiHCbKOIO MOBOLO Big 06 TpaBHA 2014 poKy; LLIkana OLiHKM TSHKKOCTI
cyiumay Konymoiicbkoro yHiBepcutety (C-SSRS) BuxigHi paHHi/Bepcisa ans ouiHloBaHHsA, Bepcis Big,
14 ciuHa 2009 poKy, pocificbkolo MOBOI Bif 29 KBiTHA 2014 poKy; 3pa3oK 306paXeHHA Ha eKpaHi
€e/IeKTPOHHOro npucTpoto_LLkana ouiHKn TAXKOCTI cyiunmay Konymoilicbkoro yHiBepcuteTy (C-SSRS)
BuxigHi aaHHi/Bepcisa ana ouiHoBaHHA, Big 10 rpyaHs 2021 poky, YKpPaiHCbKOIO MOBOK; 3pa3sok
300paXXeHHA Ha eKpaHi efleKTPOHHOro npuctpoto_Llkana ouiHku TsbkkocTi cyiumay KonymGilicbkoro
yHiBepcuteTy (C-SSRS) BuxigHi gaHHi/Bepcis ans ouiHoBaHHS, Big 10 rpyaHa 2021 poKy, pociiicbKoro
MoBoto; LlUkana ouiHku TskkocTi cyiumay KonymGilicbkoro yHiBepcutety (C-SSRS) 3 MOMeHTY
OCTaHHbLOrO Bi3UTY, Bepcia Big 14 ciuHa 2009 poky, yKpaiHCbKOl0 MOBOI Big 06 TpaBHA 2014 poky;
LWkana ouiHkM TSXKOCTI cyiumay KonymGiiicbkoro yHiBepcutety (C-SSRS) 3 MOMEHTY OCTaHHbLOIO
Bi3uTy, Bepcia Big 14 ciuHa 2009 poky, pociiicbkoo MOBOK Big 29 kBiTHA 2014 poky; 3pasok
306paeHHA Ha eKpaHi enekTpoHHOro npucTpotro_ LLkana ouiHku TsHKKOCTI cyiumay Konymoilicbkoro
yHiBepcuteTty (C-SSRS) 3 MOMEHTY OCTaHHbLOTIO Bi3UTY, Bif 18 TpaBHsA 2021 poKy, YKPaiHCbKOIO MOBOIO;
3pa3oK 306paXeHHA Ha eKpaHi eNIeKTPOHHOro npucTtpoto_ Lkana OUIHKM TSAXKOCTI cyiuuapy
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KonywmGiiicbkoro yHiBepcuteTy (C-SSRS) 3 MOMEHTY OCTaHHLOrO Bi3uTy, Big 18 TpaBHA 2021 poky,
pocilicbkolo MOBOIO; 3pa30K 306paXeHHA Ha eKpaHi esleKTPOHHOro npuctpoto_EQ-5D-5L AHkeTa WoAa0
cTaHy 3p0poB’a, Big 18 TpaBHA 2021 poKy, YKpPaiHCbKOI MOBOK; 3pa30K 300paXeHHs Ha eKpaHi
eneKTpoHHoro npuctporo_EQ-5D-5L AHKeTa WoO[O0 cTaHy 3[0poB’s, Big 18 TpaBHA 2021 poky,
pociiicbkolo MOBOIO; ONUTYBaJIbHUK AN OLiHKM BUKOPUCTaHHA pecypciB oxopoHu 3po0pos’ss_HCRU,
BepcifA Big 21 nunHs 2021 poky, yKpaiHCbKO MOBOKO Bepcis 1.1 Big 10 ciuHsa 2022 poky; OnuTyBa/IbHUK
ANsl OLUiHKM BUKOPUCTaHHA pecypciB oxopoHu 3gopoB’a_HCRU, Bepcisa Big 21 nunHa 2021 poky,
pociiicbkolo MoBoto Bepcis 1.1 Big 10 ciuHA 2022 poky; BnaHkK TecTyBaJ/ibHMKa A, YKPAiHCbKOIO MOBOIO;
BnaHk agMiHicTpaTopa A, pociiicbKkolo MOBOIO; BnaHk TecTyBasibHUKa B, yKpaiHCbKOIO MOBOIO; BnaHkK
agmiHicTpatopa B, pociiicbkolo MOBOLO; Byknetr pecnoHgeHTa A, yKpaiHCbKOWO MOBOW; Byknet
pecnoHgeHTa A, poOCiiCbKOWO MOBOL; Byknetr pecnoHgeHTa B, ykpaiHCbKOO MOBOLW; bBykner
pecnoHgeHTa B, pocilicbkoio MoBow; MixkHapogHe HeliponcuxiatpuuHe iHTepB’to MINI ans
pocnigpkeHb NCUXOTUYHUX PO3NapfiB, Bepcia yKpaiHCbKO mMoBor 7.0.2 Big 11 rpyaHAa 2020 poky;
KopoTkuii mikHapogHuii HeiiponcuxiaTpUyHWi ONUTYBa/IbHUK AN AOCNIMKEHb MCUXOTUYHUX
3axBoptoBaHb (M.I.N.L.), Bepcis pociiicbkoto moBoto 7.0.2 Big 11 ciuHA 2021 poKy; OnuTyBa/IbHUK AN
OLiHKM 3aa0BoMeHOCTI Nikapcbkum npenaparom (Medication Satisfaction Questionnaire (MSQ), Bepcis
vl.1l Big 10 ciuHa 2022 poKy, YKpPaiHCbKOIO MOBOIO; OnNUTYBa/IbHUK 3aA0BOJIEHOCTI NiKAPCbKUM
npenaparom (Medication Satisfaction Questionnaire (MSQ), Bepcia v1.1 Big 10 ciuHa 2022 poky,
pociiicbKkoto MOBOIO; ONUTYBa/IbHUK Oornsfgava Ans WKain NO3UTUBHMX Ta HeraTuBHUX cuHapomis (1Q-
SCI-PANSS), yKpaiHCbKOI0 MOBOIO; ONUTYBa/IbHUK ornsigava ons Wkanv nosuTMBHUX Ta HeraTUBHUX
cuHgpomiB (IQ-SCI-PANSS), pociiicbkolo MoBoOI; LUkana OUiHKM MO3UTUBHUX Ta HeraTuBHUX
cuHgpomie (PANSS), ykpaiHCbKOIO MOBOLO; LLUKana OUiHKA MO3UTUBHUX Ta HEraTUBHUX CUHAPOMIB
(Popma PANSS QuikScore™), Bepcia Big 19 ntotoro 2021 pokKy, pocCiicbKO0 MOBO; Kputepii oliHKn
3a WKa/10l0 NO3UTUBHUX Ta HeraTUBHUX cuHapomie PANSS, Big 05 BepecHs 2008 poKy, YKpaiHCbKOHO
MoBoOI0; KpuTepii OLiHKMA 3a LWKanor Mo3MTUBHUX Ta HeraTUBHUX cuHppoMmiB PANSS, Big 19 nwoToro
2021 poKy, pocilicbkolo MOBOL; CTpyKTypoBaHe KiiHiuHe iHTepB’t0 - LUkana no3suTMBHUX Ta
HeraTuBHUX cuHapomiB (SCI-PANSS), Bepcia Big 14 cepnHa 2008 poOKy, YKpaiHCbKOK MOBOIO;
CTpyKTypoBaHe KniHiyHe iHTepB’t0 - LLkana No3snTUBHUX Ta HeraTUBHUX cuHapomiB (SCI-PANSS),
pOCiicCbKOI0 MOBOIO; 3pa30K 30GpPaKEHHSA HA eKpaHi eNeKTPOHHOro npuctpoto_LLikasa Nno3aMTUBHUX Ta
HeraTuBHUX cuHapomiB PANSS), Bif, 13 ciduHA 2022 poKy, YKPAIHCLKOIO MOBOIO; 3pa30K 306paXKeHHSA Ha
eKpaHi eneKTpoHHoro npuctpoto_LLIkasna NO3UTUBHUX Ta HeratTuBHUx cuHgpomiB PANSS), Big 18
TpaBHA 2021 poKy, pocilicbkolo MoBoto; Mam’ATKa WoA[A0 3acTOCyBaHHA nnaue6o-koHTponio (PCRS),
Bepcif 1.0 Big 27 BepecHs 2021 poky, Bepcisi yKpaiHCbKoto moBoto 1.1 Big 10 ciuHsa 2022 poky; CueHapiii
HaragyBaHHA npo nnaue6o-koHTponb (PCRS), Bepcia 1.0 Big 27 BepecHsa 2021 poky, Bepcis
pocilicbkoro moBoto 1.1 Big 10 ciuHa 2022 poky; Mam’aTKa Wo[40 3aCTOCYBaHHA Niaue60-KOHTPOKo —
MapTHep yuacHuka (PCRS-SP), Bepcis 1.0 Big 27 BepecHs 2021 poky, BepcCif yKpaiHCbKO0 moBoto 1.1
Bifg 10 ciuHA 2022 poKy; CueHapiii HaragyBaHHA NPoO niaue60-KoHTposib — MapTHep yuacHuka (PCRS-
SP), Bepcia 1.0 Big 27 BepecHA 2021 poKy, Bepcifa pocilicbkoto MoBoto 1.1 Big 10 ciuHA 2022 poky;
LLkana anAa ouiHKM KOrHiTUBHOI (hyHKUiT npu wmnsodpeHii (SCoRS)_dopma BuxigHoro Bi3uTy, Bepcis
3.1.1, ykpaiHCbKO0 MOBOIO; LLikana ANnA OUIHKW KOTHITUBHUX 3A4i6GHOCTEll Y XBOPUX Ha LWN30IPEHIto
(SCoRS)_®opma BuxigHoro Bisuty, Bepcisa 3.1.1 Big 14 ciuHAa 2022 poky, pocilicbkoto MoBoto; LLikana
ONsl OUiHKM KOTHITUBHOI QUYHKUii npu wusodpeHii (SCoRS) _dopma BisUTIiB noganbLIoOro
crnocTtepexeHHsi, Bepcia 3.1.1, ykpaiHCbKO0 MOBOIO; LLikana Ans OWiHKM KOTHITUBHUX 3f4i06HOCTEN y
XBOpUX Ha wwusodpeHito (SCoRS)_dopma Bi3UTIB NogasnblIOro crocrepexeHHs, sepcia 3.1.1 Big 14
CiuHA 2022 pOoKy, POCiliCbKOI0 MOBOIO; IHCTPYMEHT OLiHKM DYHKLiOHA/TbHUX MOXJ/INBOCTE BipTya/ibHOI
peanbHocTi (Virtual Reality Functional Capacity Assessment Tool_VRFCAT), Big, 11 rpyaHa 2020 poky,
YKPAiHCbKOKO MOBOHO; IHCTPYMEHT OUIiHKN (PYHKUIOHA/IbHUX MOXJ/INBOCTEN BipTyasibHOI peasibHOCTI
(Virtual Reality Functional Capacity Assessment Tool_VRFCAT), Big 11 rpyaHs 2020 poKy, pociicbKoo
MoBoto; MogudikoBaHa wkana CimncoHa — AHryca (MSAS), aHriicbkolo MOBOHO; 3pa30K 300paXKeHHsA
Ha eKpaHi eneKTpPOHHOro npuctpor_ MogudikoBaHa wkana CimncoHa - AHryca (mSAS), Big 24
nuctonaga 2021 poky, aHIMiNCbKOK MOBOK [0 NMPOTOKOMY KAiHIYHOro BMNPOGyBaHHA «PaHaomizoBaHe,
noagiiHe cnine, nnaue60-KOHTPONbOBaHE AOC/IMKEHHS Y napanesbHuX rpynax Ans OuiHKM eheKTUBHOCTI,
6e3MeYyHOoCTi Ta NepeHoCMMOCTi JlyBaAaKCUCTATY Y NauiEHTIB 3 KOTHITUBHUMM NOPYLUEHHAMM, NOB’A3aHUMU 3
LM30opeHieto, 3 nogansbLUMM NepiosioM BiAKPUTOrO NikyBaHHS», Kog gocnimpkeHHA NBI-1065844-CIAS2023, 3
iHkopnoposaHot nonpaskot 1.0 Big 24 BepecHs 2021 poky; crnoHcop - «HblopokpuH BaiiocaeHcis, IHK.»
(Neurocrine Biosciences, Inc.), CLLA

3asBHYK - MignpremcTao 3 100% iHo3eMHoto iHBecTULje «AK'IOBIA PAC YkpaiHa»



19. IHchopmauiiiHuii NMCcTOK nauieHTa Ta hopma iHhopmoBaHoi 3roau, Bepcia 3.0 ana Ykpaiiu Big 21
ciuHA 2022 poky, nepeknaj yKpaiHCbKOI MOBOI Bif 27 ciuHa 2022 poky; IHopmauiiiHMii NUCTOK
nauieHTa Ta coopma iHcbopmoBaHoiI 3roau, Bepcia 3.0 onAa YkpaiHu Big 21 ciuHa 2022 poky, nepeknag
pociiicbkolo MOBOK Bifg 27 ciuHa 2022 poKy [0 NPOTOKO/Y KAIHIYHOrO BMNpobyBaHHA «BigkpuTe
baratoueHTpoBe [ocnimkeHHs | da3n 3 eckanauieo o3u npenapaty CK-301 npu BHYTPILUHLOBEHHOMY
BBE/lEHHI B pexuMi MOHOTepanii nauieHTam i3 3anyLeHnmMmn goopmamu paky», kog, gocnimpkeHHs CK-301-101,
Bepcis 3 iIHKOprnopoBaHot nonpaskoto Ne 5 Big 14 cepnHa 2020 poky; CnoHcop - YeknoiHT Tepan’toTike, IHK.,
CLWA (Checkpoint Therapeutics, Inc., USA)

3anBHVK - TOBapUCTBO 3 06MEXEHOI0 BiAnoBigasibHiCTI0 «OCT YKPAIHA»

20. BKnovyeHHs fofaTKoOBUX MicLb NpoBeAeHHs KMIHIYHOro BUNPOOYBaHHA [0 NPOTOKOY KNiHIYHOro
JocnipkeHHs «PaHgomizoBaHe, noggiiHe crine AoChifpkeHHs 3 dasv Tpunauyukniéy a6o nnaue6bo y
nawieHTiB, AKi OTPUMYIOTb XiMioTepanito reMumMTabiHOM i KapbonnaTtuHoM nepLuoi abo Apyroi NiHii XimioTepanii
Ana nikyBaHHS MiCLLEBONOLUMPEHOro HepesekTabesbHOro abo mMeTacTaTMYHOrO MOTPIiHO-HEraTMBHOMO paky
MosiouHoI 3au103n (PRESERVE-2)», ko gocnigpxkeHHa G1T28-208, nonpaska 3 Bepcia 4.0 Big 02 6epesHs 2021
POKy; cnoHcop - «[xi YaH TepanbtoTikc, IHK.»/ G1 Therapeutics, Inc., CLUA

3aasHuK - TOB «MAPEKCEJT YkpaiHa»

No M.1.B. BignosiganbHOro gocnigHnKa

n/n Ha3Ba micus NpoBeAEeHHS K/1iHIYHOrO BUNPOBYBaHHS

1 | K.M.H. MNMomiHuyk O.B.

MeaunuHuii ueHTp ToBapucTBa 3 obmexeHow BignosiganoHicTio «K/NIHIKA BEPYM EKCIEPT»,
M. KniB

2 | nikap Kynuk A.B.

Mean4HWin LEHTP TOBapUCTBA 3 0OMEXEHOH BianosigabHICTO «BDKH MAPTHEP», M. Knis

3 | nikap 3penunx /1.B.

MeaunuHuin ueHTp «YHiBepcasibHa KiiHika «O6epir» ToBapucTBa 3 0OMEXEHO BifNoBiAa/IbHICTIO
«KanuTan», KNiHiko-KoHCYy/IbTaTUBHE BigdiNeHHs, M. Kuis

4 | p.m.H., npocp. Masnos O.0.

KniHika [epXaBHOi yCcTaHOBU «IHCTUTYT 3arasibHOI Ta HeBigKnagHoi Xipyprii imeHi B.T. 3aiueBa
HauioHanbHoi akagemii MeanyHNX HayK YKpaiHn», BiAdiNeHHA OHKoNOril, M. XapkiB

5 | nikap Kynsaba A.M.

MeguyHnii LEeHTp ToBapucTBa 3 OOMEXEHOW BiAMOBIAAILHICTIO «ACKIENioOH», CcTalioHapHWi
nigposgain, c. Xogociska, Kneso-CBATOLWNHCLKMIA p-H, KniBCcbka 0671

6 | A.M.H. KonecHik O.I1.

MeanuHuii LUEeHTP ToBapucTBa 3 OOMEXEHOK BignMoBigasbHICTIO «OHKoNag», ambynaTtopHo-
nonikNiHiYHe BigAiNeHHs, M. 3anopixks

7 | K.M.H. HacoHoBa A.M.

[JepxaBHa ycTaHoBa «IHCTUTYT Mean4YHoT pagionorii Ta oHkosorii im. C.IM. F'purop’eBa HauioHanbHOT
akanemii MeauyHuX HayK YKpaiHuy», BifJiNeHHs KiHIYHOT OHKONOrIT Ta reMartosiorii, M. XapkiB

21. 36inblIEHHA KiNbKOCTI pocnigkyBaHux B YKpaiHi 3 16 Ao 25 oci6 [0 NpPOTOKO/Y KAiHIYHOTO
BMNpobyBaHHA «PaHgomizoBaHe, BiAKpUTE AOC/IMKEHHSA 2a ha3n 3 akTMBHMM npenapaTtoM MNOPIBHSAHHA B
SIKOCTI KOHTPOIO, ANsl OUiHKM edhekTUBHOCTI Ta 6e3nekn ecpiHonergytugy (MK-6024) y naujieHTiB 3
HeasIKorosibHOK XXMPOBOK XBOPOOOK MeuiHKu», Kkogd pocnimkeHHs MK-6024-001, 3 iHKOpnopoBaHOH
nonpaskoto 02 Bif 26 cepnHsa 2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», A0OYipHE NignpUEMCTBO
«Mepk eHg Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3anBHUK - TOBApUCTBO 3 0OMEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

22. OHOBJIEHI PO3A4iNN AO0CbE AOCNIAKYBaHOrO Jlikapcbkoro sacooy MK-8189: P.8. Stability MK-8189 Ta
P.8. Stability Comparator (Modified) Risperidone, Bepcis 07YLVR Big 26 ciuHA 2022 poKy, aHIMiliCbKOLO
MOBOI0; MoAOBXEHHS TEPMiHY NPUAATHOCTI AOCNigKYyBaHOro nikapcbkoro sacooy MK-8189, Ta6neTku
12 wmr, 3 30 ao 36 micAuiB Ta npenapary nopiBHAHHA Risperidone (PucnepuaoH), kancynu 2 mr, 3 24 oo
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27 micsAuiB 00 MPOTOKO/Y KAiHIYHOrO BuUMNpobyBaHHS «PaHAoMi3oBaHe, noAsiiiHe-chine, 3 nnaue6o Ta
aKTMBHMUM KOHTPOJIEM JliKyBaHHA [OCNiixeHHA 2B chasn edhekTnBHOCTI Ta 6e3neyHocTi MK-8189 y nauieHTiB 3
rocTpum enisofoM LWu3sodpeHii», kog gocnimkeHHsa MK-8189-008, 3 iHkoprnoposaHoto nonpaskoto 02 Big 24
nuctonaga 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpnemctso «Mepk EHZ Ko., [HK.»,
CLIA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

23. MopoBXeHHA TepMiHy NPOBeAEHHA K/iHIYHOro BUNpoGyBaHHA B YKpaiHi 8o 31 rpyaHa 2022 pokKy Ao
NPOTOKONY KNiHIYHOrO AocnimkeHHss «ARIEL4 (ouiHka pykanapioy B [AOCNIMKEHHI pakKy SEYHUKIB):
GaraToLEHTPOBE paHAOMi30BaHe AO0CNIMKEHHST dda3n 3 3aCTOCYBaHHS pykanapidy NOpiBHAHO 3 XiMioTepanieto
ONS NiKyBaHHS NaUieHTOK i3 peunamByounM, WO Mae MyTauito reHa BRCA, BUCOKOrO CTYMNeH 3/1051KiCHOCTI
eniTenia/lbHAM pPakoM SIEYHUKIB, MATKOBMX TPyO ab0 NEpPBUHHMM pakOM OYEPEBMHW», KOA AOCAIMKEHHS
CO0-338-043, nonpaska 2 Bif 23 )oBTHA 2020 p.; cnoHcop - Clovis Oncology, Inc., CLUA

3aaBHnk - TOBAPUCTBO 3 OBMBEXEHOK BIAMOBIAATBHICTIO «®APMACBIOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

24. YkpaiHa, MK-3475-A86, IHchopmaLia Ta fOKYMeHT Npo iHpopmoBaHy 3roay Ans nauieHTa, Bepcis 02
Big 18 ciuHa 2022 p. yKkpalHCbKOIO MOBOIO; YKpaiHa, MK-3475-A86, IHchopmaLis Ta AOKYMEHT npo
iHcbopmoBaHy 3rofy Ana nauieHTa, Bepcia 02 Big 18 ciuHa 2022 p. poCiliCbKOKO MOBOK [0 NPOTOKONY
KniHiYHOro BunNpobyBaHHsA «Bigkpute, paHaomizoBaHe gocnimkeHHs Il dpasn ans BMBYEHHS hapMakoKiHETUKM
Ta 6e3ne4yHoCTi nemoponisymady ans niglWKipHOro BBEAEHHSA MOPIBHSAHO 3 nembponidymabom ans
BHYTPILLHLOBEHHOIO BBEAEHHS, B KOMOGIHaLIT 3 ABOXKOMMNOHEHTHOI XiMioTepanielo npenapaTamn naatuHu, B
SAKOCTi NepLlol NiHii Tepanii Ansa yyacHMKIB 3 MeTacTaTUYHUM MNJSIOCKOKNITUHHUM ab0 HEennoCKOKNITUHHUM
HeApiGHOKNITUHHUM pakoM fereHiB», kog gocnimkeHHss MK-3475-A86, Bepcis 3 iHKOPNopoBaHOo NonpasKoto
01 Big 26 TpaBHa 2021 poky; cnoHcop - «Mepk Wapn eHa Joym Kopn.», godipHe nignpuemctso «Mepk eHp, Ko.,
IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

25. 3miHa 3asABHMKaA KMiHIYHOro BMNpoOGyBaHHA 3 komnaHii TOB "MAPEKCE/] YkpaiHa" Ha KOMMNaHito
TOBAPUNCTBO 3 OBMEXXEHOIO BIAMNOBIAA/BHICTIO "Ml EC AN-YKPAIHA" [0 NpoOTOKOMY KAiHIYHOTO
JocnimkeHHss «PaHgomizoBaHe noggiiHe cnine 6aratoueHTpoBe doasu 1l kniHivHe pocnipkeHHs HLX10
(P€KOMGIHAHTHOIO rymMaHi30oBaHOr0 MOHOKJ/IOHa/IbHOToO aHTuTina go PD-1 (aHTu-PD-1) ans iH’ekuin) +
ximioTepanis (kapbonnatuH + 3B’A3aHuii 3 a/IbOYMIHOBMMI HaHOYACTUHKaMM NakniTakcen (Hab- naknitTakcen) )
y NOPIiBHAHHI 3 xiMioTepanieto (kapbonniaTuH + Hab-nakniTakces) B AKOCTI Tepanii nepLoi NiHii npu micueso-
nowvpeHoMmy abo mMeTactaTU4yHOMY MIOCKOKNITUHHOMY HefpiGHOKNITMHHOMY paky neredi (HOKP)», kog
pocnigpkeHHs HLX10-004-NSCLC303, sepcis 4.0 Big 08 nunHa 2020 poky; cnoHcop - Shanghai Henlius
Biotech, Inc., China / WWaHxai XeHniyc BalioTek, IHK., Kutaii

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «Ml EC AN-YKPAIHA»

BYJIO CTAJIO
TOB "MAPEKCE/1 YkpaiHa" TOBAPNCTBO 3 . OBMEXEHOIO
BIAMNOBIAANBHICTIO «Ml EC AN- YKPATHA»

26. 3any4yeHHA AOAATKOBUX MiCLb NMPOBEAEHHS K/iHIYHOro BUMPOOYBAaHHA [0 MPOTOKOMY KAIHIYHOIO
pocnipkeHHs «MoggiinHe cnine, paHAoMi3oBaHe, Naaueb0-KOHTPOIbOBaHe AOCNILKEeHHS da3m |l 3 meTor
BM3HAYEHHA [03M LUMISAXOM MOPIBHSHHA Pi3HMX A03yBaHb npenapaty ZED1227 y kancynax i3 niauebo ans
NiKyBaHHSI HeanKorosbHOT XXMPOBOI XBOPO6KU nediHkn (HAXKXI) 3i 3HauHMM hibpo30M», KOA AOCNIAXKEHHS
CEC-11/NAS, Bepcisa 1.0 Big 11 xoBTHS 2021 p.; cnoHcop - Ap. ®anbk ®apma M'mo6X, HimeuwunHa (Dr. Falk
Pharma GmbH, Germany)

3aaBHUK - ToBapncTBO 3 O6MEXeHo0 BignosigancHicTio «KoHTpakTHO-AocnigHuubpka OpraHisauis IHHodapM-
YkpaiHa»

[ Ne | M.1.5. BignoBifanbLHOro AoCiAHMKA |
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n/n HasBa micus NpoBeAeHHs KNiHIYHOIO BUNPOOYBaHHS

1 A.M.H. FTonosyeHko O.l.

MeaunyHNA LeHTP ToBapMCTBa 3 0OMEXEHO BiAMNOBIAANbHICTIO «Xenc KNiHik», MeanyHWi KNiHiYHWi
[OCNiAHNLIBKWI LEHTP, BiAAin racTpoeHTEepOoNorii, renaronorii Ta eHAOKPUHOAOTII, M. BiHHMUSA

2 nikap IsaniwmH O.B.

JbBiBCbKa K/iHIYHA NiKapHA Ha 3aUlisHUYHOMY TpaHcnopTi dinil «LeHTp OXOopoHW 340poB'A» AT
«YKpaiHcbKa 3ani3HnUs», BiadineHHsa Tepanii Nel, M. JIbBiB

3 4.M.H., npodh. MocToBoii HO.M.

MpvBaTHE Mane NiagnPUEMCTBO, MEANYHUIA LEHTP «[yNbCc», TepaneBTUYHE BigaineHHs, M. BiHHMUS

27. MNopoBXeHHA TepMiHy npuAaaTtHocTi nepuHgonpun 10 Mr, Ta6neToK, BKPUTUX MJiIBKOBOIO
0060/10HKOIO, 3 18 MicAuiB A0 24 MmicAUiB [0 NPOTOKO/Y KNIHIYHOIO AOCNIMKEHHA «OLUiHKa KNiHIYHOI
ethekTBHOCTI Ta 6e3nekn nepuHgonpuny 10 mr/ iHganamigy 2,5 mr / amnoguniny 5 a6o 10 mr / 6iconponony
5 mr y komb6iHauii 3 ogHiei TabneTkn nicns 8 TWKHIB JliKyBaHHA Yy MOPIBHAHHI 3 BiSIbHOK KOMOGIHALIE
nepuHgonpuny 10 wr, iHganamigy 2,5 mr ta amioguniHy 5 a6o 10 Mr y nauieHTiB 3 HEKOHTPO/IbOBAHOH)
eCeHLiasIbHOoK TinepTeHsietn. MixHapoaHe, 6aratoueHTpoBe, paHAoMi3oBaHe, NoAgiiiHe chine, 16-TMXHeBe
OOCNiMKEHHs.», Ko aocnigxeHHsa CL3-05179-002, ciHanbHa Bepcis 2.0 Big 5 oBTHA 2021 poky 3
iHTerpoBaHo CyTTEBOIO nonpaskoto Nel Bif 5 X0BTHA 2021 p.; CNOHCOP - [HCTUTYT MDKHAPOAHUX AOC/IXEHb
«CEPB’E» (Institut de Recherches Internationales Servier (1.R.I.S.)), ®paHuis

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifnoBifasibHICTIO «KLP YkpaiHa»

28. 36inblEHHSA 3annaHOBaHOI KiIbKOCTi AoCNigXyBaHUX A151 BK/TIOYEHHSA Y BUNPOOYBaHHS B YKpaiHi 3
50 po 75 oci6 [0 MpOTOKOMY KIiHIYHOTO BMNpobyBaHHS «PaHgomizoBaHe, noAgiiHe chnine, nnaue6o-
KOHTPO/IbOBaHe JochifpKeHHs ha3n 3 npenaparty gapoJsiyTamif B AOMOBHEHHS 4O aHApPOreHaenpuBauiiiHoi
Tepanii (AAT) y nopiBHsHHI 3 nnaue6o nioc AAT y YOMOBIKIB i3 MeTacTaTMYHMM FTOPMOH-YYT/IMBAM PakoM
nepeamixyposoi 3as103u (MIUPT3)», Kog gocnigkeHHa 21140, Bepcis Bif 24 BepecHs 2020 p.; cnoHcop - Bayer
Consumer Care AG, LLseluapis

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

29. OHoBneHuii MpoTokon KniHiYHOro gocnigmkeHHs GB004-2101, pegakuia 3.0, MonpaBka 2.0, Big 15
rpyaHs 2021 p.; CuHoncuc OHOB/IEHOro MPOTOKOJY KAiHiYHOro pgocnimkeHHs GB004-2101, pepaxuis
3.0, NMonpaB.ka 2.0, Big 15 rpyaHAa 2021 p., nepeknapg, 3 aHrNificbKOi MOBM Ha yKpaiHCbKYy MOBY Bif 28
ciuHA 2022 p.; IHchopmauis ana naudieHTa Ta hopma iHhopmoBaHOI 3roau, octatouHa pegakuis 3.0 ana
YKpaiHu Big 04 ciuHa 2022 p., ocTaTtouHWii NepeKknapg 3 aHrNiicbKOI MOBU Ha YKpaiHCbKY MOBY Bipg, 24
ciuHa 2022 p., ocTaTOYHUI NepeKknag 3 aHrAiicbKOi MOBU Ha PoOCilicbKy MOBY Bif, 24 ciuHa 2022 p.;
HOopatok Nel, Big 15 rpyaHs 2021 p., ao Bpowypu ana gocnigHuka 3 npenapaty GB004, peaakuia 6 1o
NPOTOKONY KMIHIYHOTO BUNPOOYyBaHHA «baraTtoueHTpoBe, paHAOMI30BaHe, MNOABIMHO cnine, niayebo-
KOHTPO/IbOBaHe AochimKeHHs |l dpa3n, ke NpoBOANTLCA 3 METOH OUiHKM npenapaty GB004 npu nikyBaHHI
[0POCNUX NALJEHTIB i3 NIETKNUM i cepeHbOTSXXKMM NepebiroM BMPa3KOBOro KOMITY B aKTMBHIA hopmi», ko
pocnipkeHHs GB004-2101, pepakuia 2.0, Monpaeka 1.0, Big 21 xo0BTHSA 2020 p.; cnoHcop - «[pkubi 004
IHKopnopeliTeg» [GB004, Inc.], CLUA

3aaBHuK - TOBAPUCTBO 3 OBEMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

30. IHchopmaunia npo gocnigkeHHA Ta hopma iHPopmoOBaHOI 3roau, NoKasibHa Bepcia Homep 1.2 anAa
YKpaiHu yKkpaiHCbKOK MOBOIO, AaTa Bepcii 02 noTtoro 2022 poky Ha ocHoBi MacTtep Bepcii Homep 1 Big
25 yepBHA 2021 poky; 3a/lydeHHs [OAATKOBUX MiCLb NMPOBeAeHHs BUNpPoGyBaHHA; Martepianv gns
nauieHTiB, L0 CTOCYIOTbLCS AOMNOMIKHOIO iHCTPYMEHTY Ans KniHiyHoro gocnigxeHHss STABILIZE-CKD -
MoGinbHoro gogarky nig Haseow Unify 2.0 Bepcia 1.0 Big 20 rpyaHa 2021 poky ansa YKpaiHu
YKpaiHCbKOIO0 MOBOI0; MpepctaBnaemMo goparok Unify Bepcis 2.0 Big nuctonaga 2021 poky anst YKpaiHu
YKpaiHCbKOI MOBOI0; Baw noci6HuK i3 BUkopuctaHHsa Unify Bepcia 2.0 Big nuctonaga 2021 poky ans
YKpaiHu yKkpaiHCbKOI MOBOIO; BukopucTtaHHsa goparka Unify nig uac Baworo gocnigkeHHA Bepcisn 2.0.1
Big 25 nuctonaga 2021 poky Ana YKpaiHU YKpPaiHCbKOK MOBOIO [10 NMPOTOKO/Y K/iHIYHOro BUNPOOyBaHHS
«MikHapoaHe, paHZoMmi3oBaHe, noAgiiHe cnine, nnaueb0-koOHTpPo/boBaHe AochifpkKeHHs da3n 3 3 MeTo
OLiHKM BN/IMBY LIUKMNOCUAIKATY LIUPKOHIO HATPiO HA NPOrpecyoyy XpOoHiYHY HUPKOBY HeaocTaTtHicTb (XHH) y
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ydyacHukiB 3 XHH Ta rinepkaniemMieto abo i3 pu3nkom rinepkasiemii», Kog gocnigxkeHHs D9488C00001, sBepcis
1.0 Bif 24 yepBHs 2021 poky; cnoHcop - AstraZeneca, AB, Sweden
3asaBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

Ne MN.1.B. BignoBiganbHOro gocnigHuka MpuMiTKN

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHs

1 | g.Mm.H., npoch. Cnyos O.C. 3HATO 3
KniHika [epxaBHOi ycTaHOBM «HauioHanbHWI HayKOBWI LEHTP «IHCTUTYT | po3rnsgy 3a
Kapgionorii iMeHi akagemika M.[l. CTpaxecka» HaLlioHanbHOT akageMil MeanyHUX | pilleHHsM
HayK YKpaiHu, BiaAin KniHiYHOT apuTMonorii Ta enekrtpodisionorii, M. Kuis CrnoHcopa

2 | K.M.H. ObepTuHcbka O.T.

MegamnyHunii ueHTp ToBapncTBa 3 0OMEXEHOH BifgNoOBIAa/IbHICTIO «Xesnc KAiHik»,
BigAin kapgionorii Ta peBMatosiorii MeAWYHOro K/iHIYHOro A0CNIAHULLKOro
LEHTPY, M. BiHHMUA

31. Bk/lOUEHHA A0AAaTKOBUX Micub NPoOBeAeHHs K/iHIYHOro BUMNPOGYBaHHA A0 MPOTOKONY KNiHIYHOMo
pocnimpkeHHs «baratoueHTpoBe, Bigkpute, MNogoexeHe focnipkeHHs |l dasn ana OuiHkm JoBrotpusanol
EdektnBHOCTi Ta besneyHocTi 3acTocyBaHHA Mipikisymady y MMauieHTiB i3 XBopo6oi KpoHa», Kopg
pocnipkeHHa 16T-MC-AMAX, 3 iHKopnopoBaHoto nonpaskoto (a) Big 01 nunHa 2021 poky; cnoHcop - Eni linni
eHf Komnani, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliyapis

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n Ha3Ba Micug npoBefeHHSA K/iHIYHOro BUNpPo6yBaHHSA

1. K.M.H. 'epacumeHko O.M.

MeanyHWin LeHTp ToBapucTBa 3 0OMEXEHOK BIAMOBIAAILHICTIO «MeAnYHUA LeHTp «KoHcuiiym
Megikan», cTauioHapHe Bi4i/IeHHA 3 raCTPOEHTEPOIoNYHUMKU nanaramm, M. Kuis

2. O.M.H., npod. CtaHicnasuyk M.A.

KomyHasibHe HekomepLiiHe NiANPUEMCTBO «BiHHMLbKa 06/1acHa KniHiYHa nikapHs iM. M.1. Muporoea
BiHHMLbKOT 061aCHOT paan», 06/1acHUA cnewianizoBaHuii KiHIYHWUIA raCTPOEHTEPOSIOTiIYHNIA LLEHTP,
BiHHMUBbKWIA HauioHaNbHWIF MeguuHuiA yHiBepcuTeT iM. M.l TuporoBa, Kadegpa BHYTPIWHbOI
MeanumHm Nel, m. BiHHMUSA

32. OHoBneHa IHhopMmauis gna GaTtbkiB i hopma iH(hOpMOBaAHOI 3rogM Ha yyacTb Y KJliHIYHOMY
pocnipkeHHi gna YKpaiHu yKpaiHCbKOI Ta pocilicbkolo moBamu, Bepcifa 3.0. Big 25 ciuHa 2022 p. Ha
ocHoBi chopmu iHchopmoBaHoi 3roaun ana CLUA, saTtBepaxeHoi Bepcii Big 09 nunHsa 2021 p. 40 NpOTOKONY
KMiHIYHOrO BMNPOOYBaHHA «Bigkpute 6GaraToueHTpoBe [AOCNIMKEHHA 3 OUiHKM 6e3neku, NnepeHocuMocCTi,
hapMakokiHeTVKK Ta thapMakogMHaMiKi BHYTPILUIHBOBEHHOT KAPOGOKCMManbTo3U 3ani3a y HeMoBnAaT (0-1 pik)
i3 3anizogediynTHO aHeMielo», kog, focnimkeHHs 1VIT19046, nonpaBka 3 ocTaTtoyHa Bepcis: Bif 14 KBIiTHA
2021; cnoHcop - «AMepikeH PigxeHT, IHK.» (American Regent, Inc.), USA

3anBHuK - TOB «KLP Ykpaina»

33. 3pa3ok Gpolwypu Ana Habopy nauieHTIiB 3a npotokonom VIB7734.P2.S1, Bepcia 2, gna YKpaiHu,
yKpaiHcbKoto moBoto (VIB7734.P2.S1_Recruitment Brochure_V2_Ukrainian-UA); 3pa3ok 6polwypu ana
HaGopy nauieHTiB 3a npoTokonom VIB7734.P2.S1, Bepcia 2, ansa YKpaiHW, pPOCINICbKOK MOBOH
(VIB7734.P2.S1_Recruitment Brochure_V2_Russian-UA); 3pa3oK IUCTIBKM AN HAGOpy NauieHTIB 3a
npotokosiom VIB7734.P2.S1, Bepcis 1, aAna YKpaiHu, ykpaiHcbKoro mosoto VIB7734.P2.S1_Recruitment
Flyer_V1_Ukrainian-UA); 3pa3ok nuUCTiBKM ANA HabGopy nauieHTiB 3a npotokosiom VIB7734.P2.S1,
Bepcia 1, ana YkpaiHu, pociiicbkoio moBoto (VIB7734.P2.S1_Recruitment Flyer_V1_Russian-UA);
3pa3ok nnakata gna Ha6opy nauieHTiB 3a nportokosiom VIB7734.P2.S1, Bepcia 1, ana YkpaiHu,
yKpaiHcbKolo MoBoto (VIB7734.P2.S1_Recruitment Poster V1 _Ukrainian-UA); 3pa3ok nnakata gns
Ha6opy nauieHTiB 3a npoTokonom VIB7734.P2.S1, Bepcia 1, ana YKpaiHu, POCIACbKOIO MOBOIO
(VIB7734.P2.S1_Recruitment Poster_V1_ Russian-UA); 3pa3ok nociGHMKa 3 NpOBeAEHHSA Bi3UTIB
pocnipkeHHa VIB7734.P2.S1_ Bepcisa 1, ana YKpaiHu, ykpaiHcbkoto moBoto (VIB7734.P2.S1_Study Visit
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Guide_V1_Ukrainian-UA); 3pa3ok nocioHuMKa 3 npoBeAeHHs Bi3uUTIiB pocnipkeHHs VIB7734.P2.S1
Bepcia 1, ana YKpaiHu, pociiicbkolo MmoBot (VIB7734.P2.S1_Study Visit Guide_V1_Russian-UA);
3pa3oK nucTta Jikapro Npo HanpaBneHHA nauieHTiB 3a nportokonom VIB7734.P2.S1_Bepcia 1,
aHrnificbkolo MOBOM; 3pa3oK JfMcTa nNikapio MpO HanpaB/ieHHs MauieHTIB 3a MPOTOKOJ/IOM
VIB7734.P2.S1_Bepcis 1, yKpaiHCbKOIO MOBOIO [10 MPOTOKO/Y KNiHIYHOro BUNpPobyBaHHA «PaHaoMi3oBaHe
noZBiiHe cnine nnaue60-KOHTPOSIbOBaHE AOCAIMKEHHS ha3n 2 AN OUiHKM eheKTMBHOCTI Ta 6e3neyHoCTi
npenapaty VIB7734 npu nikyBaHHi aKkTMBHOrO CUCTEMHOIO YEpPBOHOrO BOBYakKa Bif, MOMIPHOIO A0 THXKOIO
CTyneHs», kog, pocnimkeHHs VIB7734.P2.S1, sepcisa 1.0 Big 21 rpygHa 2020 poky; cnoHcop - «Biena bio, IHK.»,
CWA/ Viela Bio, Inc., USA

3anBHMK - ToBapucTBo 3 O6MexeHo BignosiganbHICTI0O «KOHTPaKTHO-A0CAiAHNLbKA opraHisalis IHHo®apm-
YkpaiHa»

34. 3miHa Ha3BUu Micusa NpoBeAeHHs K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/iHIYHOrO JOCHiIKEHHSA
«PaHgomizoBaHe, BigkpuTe gocnimpkeHHs Il pasn nemoponisymady (MK-3475) y noegHaHHi 3 1eHBaTUHIGOM
(E7080 / MK-7902) y nopiBHAHHI 3 XximioTepani€elo nepLuoi NiHil AikyBaHHSA MpY PO3NOBCIOMAXKEHIN abo
peunamBytouiii kapumHomi eHgomeTpis (LEAP-001)», kog pochigpkeHHs MK-7902-001, 3 iHKOpPNOpPOBaHOK
nonpaskoto 05 Bifg 17 6epe3Hs 2021 poky; cnoHcop - «Mepk Wapn EHA Joym Kopr.», AoYipHE NignpueMcTBO
«Mepk EHpA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3anBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMNOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTANO

O.M.H., npod., BoHaapeHko | M. O.M.H., npod., BoHaapeHko |.M.

KomyHanbHuiA 3aknag «Micbka KniHiYHa nikapHsa | KoMyHanbHe HekomepuiiHe nignpnemctso «Mickbka
Ned» [HINPOBCbKOI MiCbKOT paaun, BigaineHHs | KaiHiuHa nikapHsa Ned» [HINPOBCLKOI MICbKOI paaw,
ximioTepanii, LepxaBHuin 3aknapg | ximiotepaneBTnyHe BigAINEHHS 3 OEHHUM
«[JHINponeTpoBCbka MeanyHa akazemis | ctauioHapom, [HINPOBCbKWI AepXaBHUI MeoUYHWIA
MiHicTepcTBa  OXOpPOHW  3[0POB’'A  YKpaiHu», | YHiBEpCUTET, kadpefpa OHKOMOril Ta MeaUyHOI
Kadhepa oHKoNoriT i MeagnyHoi pagionorii, M. AHiNpo | pagiosorii, M. AHiNpo

35. 3anyuyeHHA foparkoBoro MapkyBaHHs ans JladiciopaHopy (Lanifibranor) 400 mr a6o BignosigHoro
nnaue6o Big 14 kBiTHA 2021 poKy YKpaiHCbKOI MOBOK; 3a/lydeHHA A0AaTKOBOro MapKyBaHHSA AN
NaHiciopaHopy (Lanifibranor) 400 mr a6o BignoBigHoro nnaue6o Big 01 BepecHs 2021 poky
YKpaiHCbLKOI0 MOBOIO [0 MPOTOKOJTY KMiHIYHOTo BMNpoOyBaHHA «PaHAomi3oBaHe MoABiiHe cnine nnaue6o-
KOHTPO/IbOBaHe GaraTtoLeHTPoBe JOCAiMKEHHS ha3n 3 A8 OUiHKM TpyuBaiol ePEKTUBHOCTI Ta 6e3neyHOoCTi
NnaHicpiGpaHopy B [0POCAMX NALUEHTIB 3 HEUMPOTUYHUM HeankoronbHum cteatorenatutom (HACK) Ta
chibpo3zom neviHkn ctagii 2 (F2) / 3 (F3)», kog gocnimkeHHa 337HNAS20011, sepcia 1.1 Big 01 nnnHa 2021
POKy; CnoHcop - Inventiva S.A., ®paHuis

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOKO BIAMNOBIJANIBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

36. Bk/1toueHHA [0[aTKOBOro Micusl NpoBeAeHHA KNIHIYHOro BUNPoGyBaHHA [0 MPOTOKOY KNiHIYHOro
pocnipkeHHa «MikHapogHe 6GaraToUeHTpOBe BiAKpUTE paHAOMi3oBaHe AOCNIMKEeHHA Y TPbOX rpynax nns
OLiHKN e(peKTUBHOCTI Ta 6e3MneyYHOCTi HAHOCOMHOT NiNiAHOT cycneHsii goueTakceny y nopisHAHHI 3 Taxotere®
(ooueTakcesny KOHUEHTpAT AN1s iH'EKUi) Y NalieHTIB 3 TPUYi HEraTMBHUM pakoM MOJIOYHOT 3a/103M 3 MICLLEBO
PO3MOBCIOMHKEHUM ab0 MeTacTaTMYHMM pakOM MOJIOYHOT 3as1031 Mic/1A HeBpadi nonepegHbol Ximiotepanii,
koA pocnimkeHHa 0063-17, sepcia 1.0 Big 23 yepsHA 2021; cnoHcop - Jina Pharmaceuticals Inc. (OxuHa
dapmacbioTukans IHk.), CLUA

3asaBHUK - TOB «Kpomocdapma YkpaiHa»

Ne MN.1.6. BigNoBiAa/IbHOrO AOCNiAHMKA

n/n HasBa MicLl NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS
1 O.M.H., npod. AyaHivyeHko O.C.
LdepxaBHa ycTaHoBa «IHCTUTYT 3arasibHOi Ta HeBigknagHoi xipyprii imeHi B.T. 3aliuesa
HauioHanbHOi akagemii MeguuHNX HayK YKpaiHu», Big4iieHHs XipypriuHuX iHpekwili Ta ycknagHeHot
OHKOJIOMYHOT NaTos10rii Ha 25 NiXKOK 3 Na/1aTo iHTEHCMBHOI Tepanil Ha 6 NibKoK, XapKiBCbka MeAnyHa
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| | akagemis nicnaannaomMHol OCBITW, kaddeapa OHKOMOTIT Ta AUTAYOT OHKOOrIT, M. XapKiB

37. 3anyuyeHHsa goAaTtKkoBOro Micus NpPoBefeHHA K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOro
JocnipkeHHa «PaHgomizoBaHe, BigkpuTe, 6aratoueHTpoBe gocnimpkeHHs dasu |l 3 ouiHKM eheKTUBHOCTI Ta
6e3neYyHOoCTi af’toBaHTHOT Tepanii ripeAecTpaHTOM MOPIBHAHO 3 af'l0BAHTHOK EHAOKPUHHOK MOHOTeparnieto
3a BMOOPOM Jlikaps B MaUieHTIB 3 eCTPOoreH-peuentop-no3vtuBHuM, HER2-HeraTMBHMM pakoM MOJIOYHOT
3a/1031 Ha paHHili cTagii», kog gocnimkeHHs GO42784, sepcia 2 Big 30 uepsHa 2021 poky; cnoHcop - &.
XodhcpbmaHH-/1a Pow NTg, Weenuapia (F. Hoffman-La Roche Ltd., Switzerland)

3asnBHuMK - ToBapncTBO 3 O6MEXeHo BignosiganbHICTI0O «KOHTpaKTHO-A0CAIgHNLBKA opraHisauis IHHo®apm-
YkpaiHa»

No MN.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus NpoBeAEeHHs KNiHIYHOTO BUNPO6YBaHHS

1 nikap bpuayH C.C.

BigaineHHs ToBapuctBa 3 OOMEXEHOKW BiANOBIAAIBHICTIO «MeauyHuii ueHTp «Jo6pobyT-
MonikniHika» «JlikyBaslbHO-AiarHOCTUYHWIA LIeHTP «[06po6YT», OHKOJOTIYHE BiadineHHs cTalioHapy
3 6/10KOM XimioTepanii, M. Kuis

38. OHoBNeHa 6powypa gocnigHuka 3 npenapary MNonartysymad BegotuH (RO5541077), Bepcia 13 Big,
XXOBTHA 2021 poky; KopoTkuii ornag pesynbTaTtiB K/iHIYHOrO AOChiMKeHHA Bifg rpygHa 2021 poky
aHrniicbKkolo MoBo; KopoTkuii ornag pesynbTaTiB KAiHIYHOIO AocnifKeHHA Big rpyaHa 2021 poky
aHrnificbkoro moBoto. Mepeknag Ha yKpaiHCbKy MOBY A5 YKpaiHu Big 19 ciuHa 2022 poky; KopoTtkuii
ornapg pesynbTaTiB KNiHIYHOTO AOC/iAKEHHA Bifg rpyaHa 2021 poky aHriicbKOK MOBOLO. Mepeknag Ha
pocificbky MoBY pans YkpaiHu Big 19 ciuHAa 2022 poky [0 NpPOTOKO/Y KAIHIYHOTO BMNPOOYBaHHS
«baraToueHTpoBe, paHAOMiI30BaHe, MOABINHO chine, niauebo-KoHTposiboBaHe pocnimkeHHs Il cdasn gna
NOPIBHSAHHA edhekTUBHOCTI Ta 6e3nedHocCTi npenapaty MNMonarty3ymad BefOTUH Y KOMbiHaLT 3 PUTykcumabom
Ta CHP (R-CHP) i Putykcumabom Ta CHOP (R-CHOP) y nauieHTiB i3 ANcY3HOK KPYMHOKMITUHHOK B-
KNITUHHO NiMcpoMoto, SIKi paHille He OTPUMYBaU/M NiKyBaHHs», ko4 AocnimpkeHHss GO39942, sepcis 7 Big 18
rpyaHsa 2020 poky; crnoHcop - ®. XothdmaHH-/1a Pow f1T4., [F. Hoffmann-La Roche Ltd], LUBeiiyapis

3aABHUK - TOBAPUCTBO 3 OBMEXEHOI0 BifnoBigasibHICTIO «/TABKOPI KNIHIKAN AEBE/IONMMEHT YKPAIHA»

39. flocbe aocnigxyBaHOro fiikapcbkoro saco6y (niMmaBaHcepuH), Bepcia 11 Big nuctonaga 2021 poky,
aHIrNIACbKOKD MOBOK [0 MPOTOKOMY KAIHIYHOTO BuUNpoGyBaHHA «®dasa 3b 6GaraToueHTpoBOro,
paHAOMI30BaHOro, MOABIMHO CcAinoro, naauebo-KOHTPONbOBAHOTO AOCNIMKEHHS LWOAO OUiHKM 6e3nekm
nikyBaHHs MiMaBaHCEPUHOM Yy LOPOCMUX Ta JSIAEN NOXWAOro BiKy 3 HEWpOncUxiaTpUYHUMKU CUMATOMaMMU,
MOB'A3aHNMN i3 HelpoAEereHepaTUBHUM  3axXBOPIOBaHHAM», Kog  gocnigpkeHHsa  ACP-103-046, 3
iHKopriopoBaHo nonpaskow 6, (hiHasbHa Bepcida 1.0 Big 23 nunHa 2019 p.; cnoHcop - «AKALIA
dapmacktoTikan3a IHK., CLUA»(ACADIA Pharmaceuticals Inc., USA)

3anBHuK - TOB «BOPNABAINA KNIHIKAM TPAISIC YKP»

40. 3miHa Micua npoBefeHHA BMNPOGYBaHHA [0 MPOTOKONY KAIHIYHOTO AoCnimkeHHs «PaHaomisoBaHe,
no/BiiiHe cnine, Nnaue60o-KOHTPONIbOBaHEe AOCAIMKEHHS A9 OUiHKM Aii 6eMnepoigHoi kucnotu (ETC-1002)
Ha NOsIBY TSXKKMX CepLEeBO-CYAMHHUX SBULL Y NaLUieHTIB i3 CcepLeBO-CYyAMHHOK XBOPO60OK abo 3 BUCOKUM
PU3MKOM 11 BUHWKHEHHSA, AKi HE MepeHOCATb JliKyBaHHA cTaTuHaMu», Kog AochimpkeHHs 1002-043, 3
iHKOpNopoBaHoto nonpaskoto 5 Bif 24 BepecHA 2020 poky; cnoHcop - «EcnepioH Tepan'toTike, IHK.» (Esperion
Therapeutics, Inc.), CLLA

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

BYNO CTANO
nikap byna /1.C. nikap byna N1.C.
MegunuHmnin ueHTp TOB «[ecHa» /1T, BigaineHHsa | MegnyHuii  UEeHTP ToBapucTtBa 3 0OMEXEHOH
KNiHIYHUX JocnifXeHb, M. TepHonisb BignoBsigansHicTio «KniHika npodecopa C. Xmina y
TepHonosi», M. TepHonisb
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41. 3anyueHHa «BKIN ®dpaHkdypt TM6X» (WCG Frankfurt GmbH), HimeuunHa, Ana BUKOHaHHSA NeBHUX
0060B’A3KiB, NOB’A3aHUX i3 NpPOBeAEeHHAM KNiHIYHOroO BUNPOOGYBaHHA; [OCbE [OCNiIMAKYBaHOIo
nikapcbkoro 3aco6y INCB086550, Bepcis 3.0 Big 20 ciuHsa 2022 poKy, aHr/iiCbKOIO MOBOIO;
MopoBxeHHA TepmiHy npupgatHocTti A/1I3 INCB086550 go 30 micAuiB [0 NPOTOKOMY KiHIYHOTO
BUNPOGYBaHHA «JocnimkeHHA a3n 2 3actocyBaHHa npenapaty INCBO086550 (iHribitopa PD-L1 pans
NepopasibHOr0 MPUIiOMY) B YYaCHUKIB AOCAIMKEHHS i3 BUOpPaAHMMK COMAHMMU NyX/IMHAMW, WO paHile He
OTPUMYBaIN NiKyBaHHSA iHriGITOpaMu iMyHHUX KOHTPO/IBHUX TOYOK», KOZA AocnigpxkeHHs INCB 86550-203, sepcis
2 3 iHKOpriopoBaHoto nonpaskoto 1 Big 08 6epesHsa 2021 poky; cnoHcop - Incyte Corporation, United States
3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTULje «AK'IOBIA PAC YkpaiHa»

42. OHOBJ/IEHMI NPOTOKOJ KAiHiYHOro BunpooysBaHHa D5086C00001, Bepcia 3.0 Big 14 rpyaHa 2021
POKy, aHrniicbkolo mMoBoto; Bpowypa gocnigHuka Savolitinib, BugaHHa 8.0 Big 30 nunHa 2021 p.,
aHrniicbko MoBoto; Bpowypa gocnigHuka Durvalumab (MEDI4736), BugaHHs 17 Big 18 »xoBTHA 2021
p., aHINiNCbKOK MOBOLO; [locbe AOCiAKyBaHOro nikapcbkoro 3acody MEDI4736 (Durvalumab): po3gin
«Quality/ AkicTb», BUAAHHA Big uepBHs 2021 p., aHrnificbkolo MoBoto; KepiBHMLTBO Woa0 moaudikauii
[O3yBaHHA Ta KOHTPO/A ToKcuyHocTi (TMG) Aansa AaypsaniymaboM Yy SIKOCTIi  MOHoOTepanii,
AypBanyma6omM B KOMGiHaLii 3 iHWMMN npenapaTamMmn a6o MOHOTepanietlo TpemeniMymaéom, AoaaTok
[0 nNpoTokony Bif 28 )xoBTHA 2021 p., aHrnificbkolo MoBOK; OcHOBHa Bepcisa 2.0 Big 29 rpyaHsa 2021 p.
IHhopMmauiiHoro nucTka Ta hopmu iHhopmoOBaHOI 3roaun A/ OPOC/INX YHACHUKIB JOCHIfKEHHA ANA
YKpaiHu aHrniicbKko MoBOK; OCHOBHa Bepcisa 2.0 Big 29 rpyaHsa 2021 p. IHchopmauniiiHOro nucTka T1a
thopmu iHhopmoBaHOI 3rogn AN AO0POC/MX YYACHUKIB [OCIMKEHHA ANA YKpPaAiHM aHriicbKoro
MOBOI0, NepPeKIa[AeHO Ha YKPAiIHCbKY MOBY A1 YKpaiHu 14 ciuHa 2022 p.; IHcpopmauiliHuii NMCTOK Ta
thopma iHchopmoBaHOI 3rogn A1 HEOGOB’A3KOBOr0 reHeTUYHOI 0O [OCIAKEHHA ANA YKpaiHu, Bepcia 2.0
BiA 28 rpyaHs 2021 p., aHrniicbkoo MmoBoto; IHchopMauiiHuii nMcTok Ta chopma iHhopMoBaHoT 3rogu
ANA HeoOGOB’sI3KOBOro reHeTUYHOro AOCNiIMKEeHHs ANA YKpaiHu, Bepcisa 2.0 Big 28 rpygHa 2021 p.,
nepeknageHo YyKpaiHCbKOKD MOBOK AnA YkKpaiHu Big 20 ciuHa 2022 p.; OcHoOBHa Bepcia
IHcbopmauiiiHoro nucTka Ta (oOpMM 3roagn Ha yyacTb Y YacTUHI 1 CKPUHIHTY ANna AOPOC/INX YYACHUKIB
BocnifmKeHHA, AnA YKpaiHn, sepcisa Ne 2.0 Big 28 rpyaHs 2021 p., aHrnificbkolo MoBOt; OCHOBHa Bepcis
IHhopMauiiHoro iMcTka Ta oOpMU 3roamn Ha yvacTb Yy HaCTUHI 1 CKPUHiHTY ANA [OPOCANX YYaCHUKIB
pocnipkeHHs, anAa Ykpaiin, Bepcisa Ne 2.0 Big 28 rpygHAa 2021 p., aHrMiicCbKOKO MOBOLO, NEPeEKIafeHO
YKpaiHCbKOI0 MOBOIO ANA YKpaiHu Bif 21 ciuHa 2022 p.; D5086C00001_SAMETA_Jinct Ao nauieHTa,
Bepcia 1.0 ana YkpaiHu Big, 13 BepecHA 2021 poKy yKpaiHCbKOlo MoBoto; D5086C00001_SAMETA_Jluct
[0 nikapsa 3araJibHOI NMpakTukn, Bepcia 1.0 gnAa YKpaiHu Big 13 BepecHA 2021 poKy, YKpaiHCbKOMO
moBoto; D5086C00001_SAMETA_TlociOoHuK i3 gocnigkeHHA, Bepcia 1.0 agna YkpaiHu Big, 14 BepecHsA
2021 poKy, yKpaiHCbKoo MoBO10; D5086C00001_SAMETA_Bigeo ana nauieHTiB, Bepcisa 2.0 gnsa YKpaiHu
Big 24 nuctonaga 2021 poKy YKpaiHCbKOK MOBOI [0 MPOTOKO/Y KAIHIYHOrO AOCNimKeHHs «Bigkpute,
paH4oMi30BaHe, B TPbOX NapasiesibHuX rpynax baraToueHTpoBe AocnimkeHHs 1l ha3n npu BUKOPUCTaHHI
CaBoniTiHi6y 3 [ypBaniymaboMm Yy MOPIBHAHHI 3 BUKOpUCTaHHAM CyHiTUHIOY Ta [ypBanymaby y SKOCTi
MOHOTepanii y nauieHTisB 3 MET-no3uTuBHOIO, Hepe3ekTabesibHOl0, JfIOKaNIbHO MpefcTaB/ieHow abo 3
MeTacTaTUYHOK NanifsspHOK KNITUHHOI KapumHoMOolo HUpKM (SAMETA)», kog gocnigpkeHHs D5086C00001,
Bepcisa 1.0 Big 26 notoro 2021 poky; cnoHcop - AstraZeneca AB / AcTpa3eHeka Ab, Lselis

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBigabHICTIO «/TABKOPI KNIHIKANT AEBE/TONMMEHT YKPAIHA»

43. OHOBNEHUI NPOTOKOJ/ K/iHIYHOrO BUNPOGYyBaHHA, Bepcia 7 Big 16 rpyaHa 2021 p.; OHOBeHa
®dopma iHhopmoBaHoOi 3rogu Bepcis 4.0 ona YKpaiHM YKPAiHCbKOLO Ta POCilicbKolo MoBaMu Big 12 ciuHA
2022 p. Ha ocHoBI mogenbHoi chopmu iHhopmoBaHOi 3rogu ana gocnigpxkeHHsa BO40336 Bepcis 5 Big 16
rpygHAa 2021 p. 4o NPOTOKO/Y KAiHIYHOrO BUNpOobyBaHHA «Bigkpute, paHgomizoBaHe gocnigpkeHHs 1l dhasn
A5 OLiHKM edheKTUBHOCTI Ta 6e3nekn afieKTUHIGY B SKOCTI af'toBaHTHOT Tepanii B NOPIBHAHHI 3 af'toBaHTHOO
ximioTepanielo npenaparaMy Ha OCHOBI MJIATUHM Y NAUIEHTIB 3 HEAPIGHOKNITUHHUM pakoM nereHb ctagii 1B
(nyxnvHm 2 4 cm) - 1A, NO3UTUBHUM LLOA0 KiHA3W aHan/1acTUYHOT N1iMAOMU, 3 NOBHOK PE3EKLIED NyX/TUHN,
Koa pocnimpkeHHss BO40336, Bepcia 6 Big 10 6epe3Hsa 2021p.; cnoHcop - ®.XodpmanH-/1a Pow JiTa,
LLseiiyapis

3asBHUK - TOBapUCTBO 3 0OMEXEHOL0 BiANOBIAaIbHICTIO «Pow YKkpaiHa»

15



