Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 16 Big 27.04.2023, Ha siki 6ynn oTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHOBNEeHUiA NpoTokon 3 nonpaBkoto 6 Big 01 rpyaHA 2021 poKy aHrnificbkor MOBOLO; 3MiHa
HaliMeHyBaHHS Ta KOHTaKTHUX gaHMx CnoHcopa AnA KniHiuHoro Bunpo6yBaHHA Vedolizumab-2005 3
Takepa OeBenonmeHT CeHTep HOpon JiTa., CnonydeHe KoponiBcTBo (Takeda Development Centre
Europe, Ltd., United Kingdom) Ha Takegsa [eBenonmeHT CeHTep Amepikac, IHK., CLUA (Takeda
Development Center Americas, Inc., USA); IHcdopmauiitHuii nuctok i chopma iHhopmoBaHoi 3roau
AnA piteii Bikom 4-6 pokiB, Bepcis 5.0 Big 18 TpaBHA 2022 poKy YKPaiHCbKOIO Ta POCIACbKOK MOBaMu;
IHhopMmauiiHuii nucToK | hopma iHpopMoBaHOI 3rogn ana Aitei Bikom 7-11 pokis, Bepcia 5.0 Big 18
TpaBHA 2022 pOKy YKPaiHCbKOK Ta POCIiAcbKO MoBamu; IHcopmauliiHuiA nucTok i copma
iHcbopmoBaHoOi 3rogu anAa giteii Bikom 12-13 pokiB, Bepcia 6.0 Big 18 TpaBHA 2022 poKy YKpaiHCbKOIO
Ta pociiicbkoto moBamu; IHchopmauiiHniA nucToK i hopma iHthopmMmoBaHoi 3roan Ana aiteir Bikom 14-
17 pokiB, Bepcisa 6.0 Big 18 TpaBHA 2022 poKy YKPAIHCLKOIO Ta POCilicbKO moBamMu; IHchopMaviitHuii
nnctok i chopma iHchopmoBaHOI 3roau AnAa gopocnux, Bepcia 6.0 Big 18 TpaBHA 2022 poky
YKpaiHCbKOI Ta pocilicbkoio MoBamu; IHdopmauiiiHuiA nucTok i dopma iHhopmoBaHoi 3rogu
6aTbKiB Ha y4yacTb AUTUHU B AocnigkeHHi, Bepcisa 6.0 Big 18 TpaBHA 2022 poKy YKpaiHCbKOK Ta
pocilicbkoto moBamu; OHOB/IEHUIA 3pa30K MapKyBaHHSA BHYTPIWHbOI YNaKOBKU A/S1 [OCAIAKYBaHOrO
nikapcbkoro 3aco6y Begonizyma6 gns iH ekuiin (Vedolizumab 1V), 300 mrlamnyna, Big, 12 KBiTHA 2022
POKY, YKpaiHCbKOO MOBOI; OHOBNEHWUii 3pasoK MapKyBaHHSl 30BHIWHbLOI YMNakoOBKU AN
JocnifKyBaHOro nikapcbkoro 3acody Begonizyma6 ans iHekuinn (Vedolizumab 1V), 300 mr/lamnyna,
BiA 12 kBiTHA 2022 pOKy, YKPAiHCbKOK MOBOIO [0 MPOTOKO/Y KMiHIYHOro BMNPOOyBaHHA «[ogoBXEHe
JocnigpkeHHs dasu 2b 4s1a BUBYEHHS [OBrOCTPOKOBOI 6€3neYHOCTi Be[01isymady npu BHYTPILLHbOBEHHOMY
BBEAEHHI B Mali€HTIB AWTSYOro BiKy 3 BMPa3KOBUM KoniTom abo xBopo6oiw KpoHa. [oBroctpokoBa
6e3nevHicTb Befonisymady npuv BHYTPILLHbOBEHHOMY BBEAEHHI B MALEHTIB AUTSAYOrO BiKy 3 BMPa3KOBUM
KoniTom abo xBopoboto KpoHa», kog gocnimkeHHs Vedolizumab-2005, 3 nonpaskoto 05 Big 24 cepnHs 2018
pOKy; crnioHcop - Takeaa esenonmeHT CeHtep KOpon Jita., Cnony4veHe Koponiscteo (Takeda Development
Centre Europe, Ltd., United Kingdom)

3asaBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJATBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNoO CTANO
Takepa [OesenonmeHT CeHTep pon, J14., | Takega [AesenonmeHT CeHTep Awmepikac, IHK.,
CnonyyeHe KoponisctBo (Takeda Development | CLUA (Takeda Development Center Americas,
Centre Europe, Ltd., United Kingdom) Inc., USA)
M. I. B. kKOHTaKTHOT 0cobu: Promise Lawrence M. I. B. KOHTaKTHOT 0cobu: Xiaobo Bai
Micue3HaxoopKeHHs OPULONYHOT ocobu/micue | MicuesHaxoKeHHs pUAMYHOT ocobu/micue
NPOXMBaHHSA hi3NYHOT 0CobU: NpPOXMBaHHA hisnyHoi ocobu: 95 Hayden Avenue,
61 Aldwych, London WC2B 4AE, CnonyueHe | Lexington MA 02421, CLLUA
KoponiecTBo KoHTakTHUi1 TenedoH: - (267) 994-8619
KoHTakTHWi1 TenedhoH: +1 617 444 2326 Appeca enekTpoHHoT nowTn: bo.bai@takeda.com.
Afpeca €1eKTPOHHOT NoLUTU:
Promise.Lawrence@takeda.com.

2. OHoBneHHA [locbe AocnipxysBaHoOro Jikapcbkoro 3aco6y MK-1308A, Bepcis 0883CX, Big 02
G6epe3Ha 2023 p., aHriicbKolo MOBOI; [OAOBXeHHs TepMmiHy NPUAATHOCTI AO0CNigKyBaHOro
nikapcbkoro 3aco6y MK-1308A (MK-1308/MK-3475) cTtepuiibHWii PO3UMH ANS BHYTPIWHbLOBEHHOT
iHpy3il, 1.43/22.86 mrimn 3 24 wmicsauiB o 36 MicsiliB y 3B'AA3KY 3 OHOBJIEHHSIM JAaHUX LWOA0
cTaGinbHOCTI; YKpaiHa, MK-6482-012, lonoBHeHHA A0 IHhopMmauii Ta AOKYMEHTY Npo iH(popmMOBaHy
3rogy AR nauieHTa y BUNagKy nporpecyBaHHA 3axBOploBaHHs, Bepcia 01 Big 20 6epe3Ha 2023 p.
YKpPAiHCbKOIO MOBOL; 3MiHA Ha3BU MiICLUA NPOBEAEHHA KI/IHIYHOro BUNPOGYBaHHA [0 MPOTOKOY
KNiHiYHOro gocnimpkeHHs «Bigkpute, paHaomizoBaHe pocnimkeHHs |l da3m ans ouiHkM edhekTMBHOCTI Ta
6e3neyvyHocTi nemo6ponisymady (MK-3475) y komb6iHauii 3 6ensytucpaHom (MK-6482) Ta neHBaTMHIGOM
(MK-7902), abo MK-1308A y koM6iHauji 3 /ieHBATUHIOOM NOPIBHAHO 3 NemM6poizyMabom i 1eHBaTUHIGOM B
AKOCTI mepLioi MiHil Tepanii oNA yyacHUKIB 3 PO3MOBCIOAKEHOID CBITNOKIITUHHOK HUPKOBO-KNITUHHOO
KapuuHOMOLO», kof, pocnimxeHHs MK-6482-012, 3 iHkoprnopoBaHo nonpaskoo 04 Big 12 BepecHsA 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

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

| BY/IO | CTAJIO |




O.M.H., npodp. Ctyck B.IM.

KomyHanbHe nignpuemcTBo «[IHINponeTpoBCbKa
obnacHa KiiHiYHa nikapHa iM. 1.I. MeuHukoBa»
[JHinponeTpoBCcbKOi 06n1acHoi paau», BiA4iNeHHN
yponorii  Ne2  (oHkonoriyHe),  [HINPOBCbKUA
OEPXaBHMI  MeandHWiA  yHIBepcuTeT, Kadeppa
yponorii, M. [JHinpo

O.M.H., npogp. Ctyck B.IM.

KomyHasnibHe nignpuemMcTBo  «[HiNponeTpoBCcbka
obnacHa KniHiyHa nikapHa iM. |l MeyHukoBa»
[JHinponeTpoBCbKOI 06/51aCHOI pagun», BigAiNeHHs
yponorii  Ne2  (oHkonoriyHe),  [HINPOBCbKUA
OEPXaBHMI  MeauuHWin - yHiBepcuTeT, Kadpeppa
Xipyprii Nel Ta yponorii, M. JHINpo

3. HoBa Bepcia [Jocbe pocnigkyBaHOro ikapcbkoro 3aco6y (IMPD) pnsa JloHanercomaTtponiHy,
Bepcif 6.0, Big 12 rpygHa 2022 p., aHrnificbkol0 MOBOIO; HOBa Bepcisa Bpowypu gocnigHuka (IB) ansa
JNloHanercomartponiHy, Bepcia 10.0, Big 06 rpygHAa 2022 p., aHriNCbKOKO MOBOLO; laeHTUdikauiiHa
KapTka cy6'ekta, Bepcia 3.0, Big 27 xoBTHA 2022, aHrniiicbkoto moBoto; Bepcia 3.0_UA, Big 28
nuctonaga 2022, ykpaiHcbKol mMoBoto; Bepcisa 3.0_UA, Big 28 nuctonaga 2022, pociiicbKolo MOBOIO
00 npoTokosny KiiHiYHOro pocnimkeHHsa «foresiGHt: BaraToueHTpoBe, paHOoMi3oBaHe, 3 napasieflbHUMU
rpynamu, nnauebo-koHTposiboBaHe (MoAgiliHe cnine) Ta akTMBHO-KOHTPO/bOBaHe (BiAKpWUTE) OOCAIMKEHHS
eheKTMBHOCTI Ta 6e3nekn LWOTMXHEBOrO 3aCTOCYBaHHS IOHanercomatponiHa B NOpiBHAHHI 3 nnauebo, a
TakoXX B MOPIBHAHHI 3 COMAaTOTPOMIHOM LLOAEHHOrO 3aCTOCYBaHHA Yy AOPOC/AMX 3 AediunToM ropmMoHy
pocTy.», koA pocnimkeHHs TCH-306, Bepcia 4.0, Big 02 uyepBHA 2022 p.; cnoHcop - AcueHaic ®apma
EHpokpiHonomxku AisixkH A/C, faHia (Ascendis Pharma Endocrinology Division A/S, Denmark)

3adaBHUK - AKuensciops /1T4., YropwuHa

4. focbe pocnigxyBaHOro nikapcbkoro 3aco6y (IMPD) ansa JloHanercomatponiHy, Bepcia 6.0, Big 12
rpygHAa 2022 p., aHrniiicokolo moBoK; HoBa Bepcia bBpowypu pgocnigHuka (IB) ansa
NoHanercomartponiHy, Bepcia 10.0, Big 06 rpygHsa 2022 p., aHrniicbkolo MoBOIO; laeHTudikauiiHa
KapTKa cy6'ekta, Bepcia 2.0, Big 27 XoBTHA 2022, aHrnificbkoo MoBOW; Bepcisa 2.0_UA, Big 28
nvctonaga 2022, ykpaiHCbKolo MOBOIO; Bepcifa 2.0_UA, Big 28 nuctonaga 2022, pocilicbKkolo MOBOLO
[0 MPOTOKONY KMiHIYHOro JocnimkeHHs «baraToueHTpoBe, BigkpuTe, NOAOBXEHEe AOC/IMKEHHA O OLiHKM
OOBroTpuBasioi edeKTUBHOCTI Ta 6e3neku JloHanercomaTponiHy Yy [Opoc/vxX nauieHTiB 3 [Jediuntom
FopmoHy PocTty», kog pocnigxeHHss TCH-306EXT, Bepcisa 5.0 Big 16 uepsBHA 2022; cnoHcop - AcLeHaic
®apma EHpokpiHonomxku [isbkH A/C (Ascendis Pharma Endocrinology Division A/S), AaHis

3adaBHUK - AKuensciops J1T4., YropwuHa

5. 3miHa HasB MicLb NpoBeAeHHs1 KNiHIYHOroO BUNPOOYBaHHA (B 3B’A3KY 3 NnepeiimeHyBaHHAM) Ta
3MiHa BignoBigaNbLHOro AocnigHUKa y Micli npoBegeHHs K/iHIYHOro BUNPOOYBaHHA [0 MPOTOKOY
KniHiYHOro pocnimkeHHs «SELECT - BnAvB cemarnyTuay Ha cepueBO-CYyAMHHI YCKNafHEeHHsA y nogei 3
HaJ/IMLIKOBOK Barot abo OXUPIHHAM», kof, AocnimkeHHs EX9536-4388, sepcia 7.0, diHanbHa, Big 09
notoro 2022 p.; cnoHcop - Novo Nordisk A/S (JaHis)

3asBHuK - TOB «HoBo Hopgaick YkpaiHa»

Ta penepdysiliHoi Tepanii, JTbBIBCLKMIA
HaUiOHaNbHWUIA  MEAWYHUA  YHIBEPCUTET  IMEHI
JaHnna ranunupkoro, kacdegpa  cimeliHol

MeauuMHN  dhakynbTeTy NiCNSANNAOMHOI OCBITH,
M. JlbBiB

BYJIO CTANO
A.M.H., npod. Kusk O.T. K.M.H. FTanbkesuy M.IM.
KomyHasnbHe HekomMepLiiHe nignprMemMcTBo | KoMmyHanbHe HekomepLjiiHe nignpUeEMCTBO
«KniHiyHa  nikapHA wWBMAKOI  MeAuUHOoi | «/IbBiBCbKe TeputopuanbHe MeguyHe
ponomorn M. JlbBoBa», BigfifieHHA kapgionorii | 06 €fgHaHHSA «baraTtonpodinbHa KNiHiYHA

NniKapHA iHTEHCMBHUX MeTOAiB JliKyBaHHA Ta
WBUAKOI MeAUYHOI [OoNOMOru», BiAdiNEHHS
Kapgaionorii Ta penepdya3iiHoi Tepanii, JIbBiBCbKWi
HaUioOHaNbHUIA  MeAMYHWUA  YHIBEpPCUTET  IMEHi
JaHnnna Manuupkoro, kadegpa ciMenHoi MmeanumHn
dhakynbTeTY NICNAAMNNAOMHOT OCBITU, M. JIbBIB

uneH-kop. HAMH  Ykpaiuu,
MapxomeHko O.M.

[epxaBHa ycTaHoBa «HaujioHa/lbHWUIA HayKOBWiA
LUeHTp «IHCTUTYT Kapgionorii iMeHi akagemika
M.A. Crpaxecka» HauioHanbHOT akagemii
MeAMUYHUX HayK YKpaiHu, BiaAin peadimauii Ta
iHTEeHCUBHOI Tepanii, M. KuiB

O.M.H.,, npod.,

uyneH-kop. HAMH  YkpaiHu, g.m.H., npod.,
MapxomeHko O.M.

[epxaBHa ycTaHoBa «HalioHaNnbHUA HayKoBWiA
ueHtTp «IHCTUTYT Kapaionorii, KniHiYHOT Ta
pereHepaTuBHOPi MeAULMHM iMeHi akagemika
M.A. Crpaxecka HaujioHanbHoi akagemii
Me[UUYHUX HayK YKpaiHw», BigAin iHTEHCUBHOT
Tepanii Ta peaHimauii, M. Knis




6. BK/1toueHHA [0[aTKOBUX MicLib NPOBeAeHHs K/iHIYHOro BMNpooyBaHHs; MaTepianu Ans nauieHTiB:
JopaTtkoBa IHpopmaLia ans ydyacHuka tTa dopma iHhopMoBaHOi 3roan Ha BighaneHuid goctyn Ao
baHuX nauieHTa, Bepcia 1.0 Big 12 ciuHA 2023 poKy, YKPaiHCbKOK Ta POCIfiCbKOO MoOBaMmu;
EnekTpoHHWii woaeHHUK ana pocnipxkeHHs CONCLUDE, Bepcis 1.0 Big 10 uepBHa 2021 poky,
YKpPaiHCbKOIO Ta POCIICLKOKD MOBaMu [0 NPOTOKO/Y K/IiHIYHOroO focnigpkeHHs «PaHgomisoBaHe, noagiliHe
cnine, nnauebo-kOHTPOIbOBaHe KiHiYHe agocnimpkeHHA dpasu 1l Ans ouiHkM edpekTuBHOCTI Ta 6e3neyYHoCTi
KoGiToniMogy fK iHOYKUIMHOI Ta NigTPUMYHOYOi Tepanii B y4aCHMWKIB 3 akTMBHUM MiBOGIYHNM BUPA3KOBUM
KONITOM NOMIpHOro abo TsxKoro nepebiry», kog gocnimkeHHs CSUC-01/21, sepcia 2.1 Big 09 uepsHa 2021
POKy; cnoHcop - Infekc ®apmactoTikan3d Ab, LLBeuis / InDex Pharmaceuticals, Sweden

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

Ne M.1.6. BignoBiga/ibHOro AoCNiAHMKA
n/n HasBa Micus NpoBeAeHHs KMiHIYHOTo BUNPOOYBaHHS

1. | nikap binoTtkau O.Y.
MeguuHnii  LeHTpP ToBapucTBa 3 O0OMeXeHOoW BignoBiganbHicTiO «EgenbBelic  Mepgike»,
creujanizoBaHe racTpoeHTepPosoriyHe BigaineHHs, M. Kuis

2. | ronosHwuiA nikap AoHeup AT
MeanuHWin LeHTp ToBapMcTBa 3 OOMEXeHOK BignoBiganbHicTio «Mepnbya-KniHik», cneujianizoBaHe
racTpoeHTeposiorivyHe BigaineHHs, M. Knis

3. | K.M.H. ly6oBuii B. A.

KomyHanbHe HekomepLiliHe nignprMeMcTBo «KuiBcbka Micbka KniHiYHa nikapHsa Nel8» BvKOHaBYOro
opraHy KuiBcbkoi Micbkoi paau (KWMIBCbKOI MICbKOI [AepXaBHOT afMiHicTpayii), MpOKTOsOoriyHe
BiaAiNeHHs, M.KuiB

4. | A.M.H., npod. IBaHoB B.IT.

KomyHaslbHe  HekoMmepujiiiHe nignpueMcTBO  «BiHHMUBbKA Micbka  KAiHiYHa  fiikapHa  Nelx,
racTPOEHTEPO/IOriYHE  BiAAINIEHHS,  BiHHMUbKWIA  HaUiOHa/IbHWIA  MeguYHWiA  yHiBepcuTeT
iMm. M.l. Munporoea, kKadeapa BHYTPILLIHbOT MeanLMHN Ne3, M. BiHHMLS

5. | 3aB. Big. YynpuHa /1.0.
MeaunyHWIA LeHTp ToBapucTBa 3 0OMEXEHO BiAMNOBIAANLHICTIO «LIeHTp CiMenHOT MeauLMHN NaC»,
creujianizoBaHe racTpoOeHTEPOIOrivyHe BigaineHHs, M. Kuis

6. | nikap Cknbano C.A.
Meanunnin  ueHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOK BiAMOBIAAILHICTIO «MiXHapOAHWIA
IHCTUTYT  KNiHIYHUX  JOCnifKeHb», BiAA4IA racTpoeHTeposorii Ta renaTtonorii  crtauioHapHoro
BigAisIeHHA, M. K1iB

7. | 8.M.H., npodp. CTtaHichaBuyk M.A.

KomyHasibHe HekomepUiiHe nignpueMcTBO «BiHHMUbKa ob6nacHa KiiHivyHa nikapHs iM. M.l. Muporosa
BiHHMUBKOT 06nacHoi pagu», O6nacHWin cnewujianizoBaHUA KNiHIYHWIA raCTPOEHTEePOsIONiYHNIA LEeHTP,
BiHHMLbKMIA HauiOHa/IbHUIA Megu4YHUiA yHiBepcuTeT M. M.l. MuporoBa, kadegpa BHYTPILIHbLOI
MeanumHm Nel, M. BiHHMUS

8. | 4.M.H. Focnogapcbkuid 1.4,

KomyHaslbHe  HekomepujliHe MignpuMEMCTBO  «TepHOMiNbCbka 06s1acHa  KAHIYHA  fiKapHSA»
TepHonMinbCbkoi o6nacHoi paan, O6nacHWMin  UEHTP racTpoeHTeposorii 3  renaTonorieto,
racTPOEHTEpPO/IorivyHe BigaineHHsi, M. TepHoninb

9. | nikap Kupuuenko O.B.
KuiBcbka KniHiYHa NikapHS Ha 3a/isHMYHOMY TpaHcnopTi Ne2 @inii «LieHTp OXOpOoHM 340pO0B’'s»
aKLjiOHEepPHOro ToBapncTBa «YKpaiHCbKa 3ani3HNUS», BigfiIeHHA AEHHOro cTauioHapy, M. Kuis

7. HaBuanbHe Bigeo ANA yyacHUKIB AOCNIMKEHHS WOAO CaMOCTIHOroO BBeeHHA npenapary, Bepcis
Bif uepBHA 2020 poOKy, YKpPaiHCbKOK Ta poOCiiCbKolo mMoBaMu (HagaeTbcA Ha CD); 3miHa micus
npoBefeHHsA K/liHIYHOro BUNpoGyBaHHA; MepeHaliMeHyBaHHA [BOX MiCLb NMPOBEeAEHHA KNiHIYHOro
BUNPOGYBaHHA [0 MPOTOKONY KAIHIYHOTO AochigpkeHHs «baratoueHTpose, Bigkpute, [MogoBxeHe
DocnipxeHHsa 1l ®a3m pna OuiHkm  JosrotpuBasioi  EdpektuBHOCTi Ta bBesneuHocTi 3actocyBaHHSA
MipikisaymaGy y MauieHTiB i3 XBopo6oto KpoHa», kog pocnigxkeHHs 16T-MC-AMAX, 3 iHKOpNopOBaHo
nonpaskoto (b) Big 03 cepnHa 2022 poky; cnoHcop - Eni Ninni eHg Komnani, CLUA / Eli Lilly and Company,
USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

BYNO CTANO

O.M.H., npod. IBaHoB B.IM. O.M.H., npod. IBaHoB B.IM.
KomyHanbHe HekomepuiiiHe nignpuemcTtBo | KOMyHanbHe  HekomepuiiiHe  NiANPUMEMCTBO
«BiHHMUbKUI 06MacHWiA KNiHIYHMIA rocniTtasib | «BiHHMUbKA MicbKa KhiHiYHa nikapHA Nel»,




BeTepaHiB BiliHn BiHHULUbKOI oGnacHoi Pagu»,
TepaneBTMYHe BiggineHHA Nel, BiHHULbKWUIA
HaLioOHa/IbHUIA  MeaWnYHWin - yHiBepcuTeT iM. M.I.
Muporosa, Kadenpa BHYTPILWHLOT MeauumMHN Ne3,
M. BiHHMUSA

racTpoeHTeposioriuHe BigAineHHA, BiHHULbKWIA
HaLioOHa/IbHUIA  MeauuHuii  yHiBepcuteT M. M.,
Muporosa, katheapa BHYTPILWHLOT MeguunHn Ne3,
M. BiHHMLSA

K.M.H. JaHuniok C. B.

KomyHausibHe HekomepLUiiHe nignpueMCTBO
Kuiscbkoi o6nacHoi paan «KuiBcbka o06nacHa
KMiHIYHA NikapHSA», raCTPOEHTEPONOTiYHUIA LEHTP,
M. Knis

K.M.H. JaHuntok C. B.

KomyHasibHe HekomepLiiHe nignpueMCTBO
KuiBcbkoi o06nacHoi pagn «KuiBcbka o6nacHa
KniHiYHa niKapHa», racTpoeHTepoJsioriuHe

BigAiNeHHA KNiHIYHOro LeHTpy TepaneBTUYHOro
npodinto, M. Kni

O.M.H. FonosyeHko O.1.

MepguuHuniA UEeHTP TOoBapucTBa 3 OGMEXEHOI
BignoBiganbHicTio «Xenc KniHik», MeaniHui
KNiHIYHWIA OOCNIAHNLBKNIA LEeHTp, Bigain
racTpoeHTeposorii, renatosnorii Ta eHgoKpPUHONOTii,
M. BiHHMUSA

O.M.H. FonoByeHko O.I.

ToBapucTBO 3 OOMEXEHOI BigNnoBiga/IbHICTIO
«MeguuHuii ueHTp Xenc KniHik», MeanuHuii
KNiHIYHWIA OOCNIOHNLBKWIA LEeHTp, BigAain
ractpoeHTeposorii, renaronorii Ta eHAoKPUHONOTII,
M. BiHHMUS

8. OHOB/EeHHA cekKuiii locbe gocnimKyBaHOro nikapcbkoro 3aco6y posginy «Quality Mirabegron»,
BiA 26 ciuHsa 2023 poky: Cekuis 2.1.S “drug Substance — Mirabegron” — Big »xoBTHs1 2019 poky; Cekuisi
2.1.P “Drug Product Mirabegron OCAS tablets” — VV-REG-030928, v.4.0; Cekuisa 2.1.P “Drug Product
Mirabegron granules for oral suspension - VV-REG-012686, v.6.0; Cekuia 2.1.P “Drug Product
Placebo for Mirabegron OCAS tablets” - VV-REG-030929, v.4.0; Cekuis 2.1.P “Drug Product Placebo
for Mirabegron granules for oral suspension - VV-REG-013044, v.5.0; [oaaBaHHA PyHKLil
TeCTyBaHHA AOCNI[QKYBAHOIo NiKapCbKOro 3aco6y Ta njaue6o A0 HbOro Ha BUPOGHMUIN AinbHULI
Avara Pharmaceutical Technologies, Inc., CLUA 10 NnpoTOKO/Y KMAIHIYHOro AocnigXeHHs «PaHgomisoBaHe,
noaginHe-cnine, nnayebo-kOHTPOIbOBaHe, 6araToLEHTPOBE AOCNIMKEHHS 3 dha3n Yy napanenbHuX rpynax i3
NOCNIAOBHUM  TUTPYBaHHAM [O03M A1 OUiHKM  edeKTMBHOCTI, 6e3neyHocTi Ta dapMaKoKiHETUKN
MipaGerpoHy y nauieHTiB AMTAYOro BiKy Bif 5 A0 < 18 pokiB 3 rinepakTUBHICTIO CEYOBOIo Mixypa», KOA,
LocnigpKeHH:A 178-CL-204, Bepcisa 2.0, 3 iHKOPNOPOBaHO CYTTEBOI Nonpaskolo 1, Big 11 ntoToro
2021 poky; cnoHcop - Actennac ®apma noban [esenonmeHt, IHk., CLUA / Astellas Pharma Global
Development Inc., USA

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

9. 3pasku MapKyBaHHA A[OCAigKYBaHUX NMiKapCbKUX 3aco06iB: 3pa3kM MapKyBaHHS AOCAiAKYBaHOro
nikapcbkoro 3aco6y MK-3475 Ha6ip Ta ¢hnakoH, Bepcia 2.0 Big 07 uepBHA 2022 poKy, aHrNilAICLKOIO Ta
YKpaiHCbKOIO MOBamu; 3pa3oK MapKyBaHHA AOCiAKYBaHOro NiKapCbKOro 3acody akcCiTiHiO, Bepcia
2.0 Big 07 nunHa 2022 poKy, aHINIACbKOK Ta YKpalHCbKOW MoBaMu; 3pa3oK MapKyBaHHSA
[OocCNigKyBaHOro JlikapcbKOro 3acoby CYHiTiHiG, Bepcis 2.0 Big 07 nunHa 2022 poKy, aHrNilicbKoto Ta
YKpaiHCbKOI0 MoBaMu; 3pa3oK CMPOLEHOro MapKyBaHHA 3apeecTpoBaHOro B YKpaiHi NikapCbKoro
3aco0y, AKuiA 3aCTOCOBYETLCA B KNiHIYHOMY BUnpooyBaHHi MK-3475-426, Bepcia 2.0 gnsa YKkpaiHu Big
07 6epe3Hs 2023 p., yKpaiHCbKOIO MOBOIO; 3MiHA Ha3B MiCLib NPOBeAEeHHA KNiHIYHOro BUNPOOGYyBaHHS
[0 MpOTOKO/MY K/IHIYHOro [OoChimpKeHHsA «PaHaoMmizoBaHe, Bigkpute pocnimkeHHsa 1l a3 gnis ouiHkm
ecbekTuBHOCTI Ta 6Gesnekn nem6ponisymady (MK-3475) B KkomGiHauii 3 akcCiTiHiBOM B MOPIBHAHHI 3
MOHOTEpAanielo CYHITIHIOOM K JiKyBaHHS MepLoi NiHii y MauieHTiB 3 J1I0Ka/lbHO Nporpecykyol  abo
MeTacTasyruolo CBIT/IOK/TITUHHO KapLumHoMmor HUpkn (KEYNOTE-426)», kof pocnigpkeHHa MK-3475-426, 3
iHKoprnopoBaHoto nonpaBko 21 Big 30 cepnHs 2022 poky; cnoHcop - TOB Mepk Wapn eHag Aoym, CLUA
(Merck Sharp & Dohme LLC, USA)

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

BYNO

CTA/O

K.M.H. BUHHUYeHko 1.0.

OGnacHuii KOoMyHasnbHUiA 3aknag «CymCbKuii
061acHUIA  KNIHIYHWIA  OHKOJOTIYHWIA  AncnaHcep»,
ximioTepaneBTMYHe  BiagineHHa,  CyMCbKuii
JepxaBHuil yHiBepcuTeT, Kadpegpa optonegii Ta
TpaBmartonorii 3 Kypcamu aHecTtesiosiorii Ta
iHTEHCUBHOI Tepanil, OHKOJIOrii, HeBiAKNaAHNX
CTaHiB, opranbmonorii, M. Cymu

K.M.H. BUHHMYeHKo |.0.

KomyHanbHe  HeKkomepuiiiHe  nigNPUEMCTBO
CyMmcbKOi o6nacHoi pagu «CymcbkuiAi obnacHwii
KNiHIYHWIA OHKO/OTiIYHNIA LLeHTP», OHKOTOpaKaJibHe
BigaineHHa, Cymcbkuii aepxaBHUA YHIBEpCUTET,
Kacpeppa oHkonorii Ta pagionorii, M. Cymu

O.M.H., npodp. Ctyck B.IM.

KomMmyHanbHui 3aKnag «[IHinponeTpoBCbka

A.M.H., npodp. Ctyck B.IM.
KomyHanbHe nignpnemcrtBo «/[HiNponeTpoBCbKa
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obnacHa KhniHiYyHa nikapHa iM. |.l. MeuyHunkoBa»,
BigAineHHa yponorii Ne2, [fepxaBHuii 3aknag
«[HinponeTpoBCbKa MeAuyHa akagemia MO3
YKpaiHu», Kadegpa yponorii, onepaTuBHOI
xipyprii Ta TonorpadivuHoi aHaTowmil,
M. IHinponeTPoBCbLK

obnacHa KhiHivHa nikapHa iM. LI, Me4yHukoBa»
[HinponeTpoBCbLKOI obnacHol pagu»,
BiagineHHs  yponorii  Ne2  (OHKonoriyHe),
OHinpoBcbKuii OepXaBHui MeAUYHNIA

yHiBepcuTeT, Kadegpa xipyprii Nel Ta yponorii,
M. iHinpo

O.M.H., npod. BoHpapeHko |. M.

KomyHanbHuii  3aknapg, «/[iHinponeTpoBCbka
Micbka G6araTtonpodisibHa KniHiuHa nikapHA Ne
4» [HinponeTpoBCbKOI 0OGNAacHOi  paawu»,
BigAdineHHa XximioTepanii, JepxaBHuii 3aknapg
«[HinponeTpoBCcbKa MeguuHa akagemia MO3
YKpaiHu», kadegpa  OHKONorii i MeanyHol
pagionorii, M. AHIiNPoONeTPOBCbLK

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

KomMyHanbHe  HeKoMepuiiiHe  nigNPMEMCTBO
«Micbka KniHiyHa nikapHa Ned» [OHiNPOBCLKOI
MiCbKOI pagu, ximioTepaneBTUUHe BiAAiNIeHHs 3
LOEHHUM cTauioHapom, JAHinpoBCbKui
AepXaBHUIA MeguUHWIA yHiBepcuteT, Kadegpa
OHKOJOriT Ta MeguyHoi pagionorii, M. fHinpo

10. 3miHa BignoBiganbHOro focnigHMKa B Miclji npoBeAeHHs BUNPOOYyBaHHSA Ta 3MiHa Ha3BU Micusa
npoBefieHHs1 BUMPOOYBaHHA [0 MNPOTOKO/Y KMAIHIYHOTO  AOC/IIKEHHA «Bigkpute NpPOAOBXEHHSA
pocnipkeHHa ARGX-113-1802 a1 BUBYEHHA  [OBrOCTPOKOBOI  6e3MeyHOCTi, MepeHoCMMOCTi Ta
edpekTMBHOCTI npenapaty Edprapririmog, PH20 ansa nigwkipHoro BBeAEHHS Y NauiEHTIB i3 XPOHIYHOK
3anasibHOK AeMIeNiHi3ydoto noniHenponarieto (X34M)», kog gocnimkeHHs ARGX-113-1902, sepcis 4.0 Big
07 ciuHa 2021 p.; cnoHcop - argenx BVBA, Belgium/ apaxeHkc BEBBA, Benbris

3anBHMK - ToBapuctBo 3 O6MexeHow BignosiganbHicTio «KoHTpakTHO-JocnigHuuybka OpraHisauis
IHHOGhapM-YKpaiHa»

BYJIO

CTAJIO

A-M.H. KupunueHko A.l'.

KomMyHasibHe HekoMepUiiiHe nignpuemMcTBo «Micbka
KniHivHa nikapHA Nel6» [HINpOBCbLKOI MiCbKOI paawn,
HeBpOJIoriyHe BiAOiNEHHS, ToBapncTBo 3
06MeXeHOH  BignoBigasibHICTIO  «/[IHINPOBCLKMiA
MEANYHUA HCTUTYT TPaguUinHOT | HeTpaguuiinHOT
MeaMUUHM», Kadpeapa BHYTPIWHbLOI MeAULUHU
Nel 3 Kypcom Helipogucumnaid, M. JHinpo

nikap 3axaposa J1.A.

KoMyHasibHEe HeKkoMepUiiiHe nignpuemMcTBo «Micbka
KniHivHa nikapHA Nel6» [HINpOBCLKOI MiCbKOI paau,
HeBpoJIoriyHe BiOOiNEeHHS, ToBapucTBo 3
06MeXeHoH  BignoBigasibHICTIO  «/[IHINPOBCLKWMIA
MEANYHUIA HCTUTYT TpaguUiiHOT i HeTpaguuiiHol
MeanUUHN», Kadpeapa BHYTPIWHbOI MeAULUHU 3
KypcoMm npodpislakTUYHUX Ancumnaid, M. [IHiNpo

11. Bpouwypa gocnigHuka I6pyTuHi6, BugaHHa 16.0 Big 09 rpyaHa 2022 poKy, aHriilicbKo MOBOIO;
Bpouwypa pocnigHuka BeHeToknakc, BugaHHa 15 Big 13 ciuHAa 2023 poKy, aHr/MiNiCbKOK MOBOIO;
IHcbopmauiiiHuii nucTtok i ¢hopma iHchopMOBaHOI 3roguM naui€eHTa, WO paHile He OTpuMyBaB
nikyBaHHA, Bepcia V6.0UKR(uk)1.0 Big 27 ntotoro 2023 pokKy, nepeknag yKpaiHCbKO MOBOLo Big 07
Gepe3HA 2023 pokKy; IHdhopmauliiHnii NnMcToK i hopma iHhopmMOBaHOI 3roau nauieHTa, Wo paHille He
oTpumyBaB NiKyBaHHA, Bepcia V6.0UKR(ru)1.0 Big 27 ntotoro 2023 poKy, nepeksnaf pociiicbKoro
MoBolo Big 07 Gepe3Ha 2023 pokKy; IHcdhopmauiiHuii nuctok i chopma 3rogu nauieHta i3
peungusyrounm/pedpakrepHum nepedirom 3axsoproBaHHA, Bepcisa V13.0UKR(uk)1.0 Big 27 ntoTtoro
2023 poky, nepeknag YKpaiHCbKow MOBOI Big 07 G6epe3Hs 2023 poky; IHhopmayiiHWMA NUCTOK i
¢hopma 3rogm nauieHta i3 peuupgusyrounmi/pecppaktepHuM nepedGirom 3axBOplOBaHHSA, Bepcis
V13.0UKR(ru)1.0 Big 27 niotoro 2023 poky, nepeknag pociiicbkoro moBoto Big 07 6epesHs 2023 poky
[0 NPOTOKONY K/HIYHOrO BUMNPOBYBaHHA «ocnimkeHHs ¢ha3n 3 3 OUiHKM 3acCTOCyBaHHS iGpPYTUHIGA B
KOMOiHaLii 3 BEHETOK/AKCOM Y MaLiEHTIB 3 MaHTIHOKAITMHHOK nimdomoto (MK/)», Kog AOCAIAKEHHS
PCYC-1143-CA, 3 iHKOopnopoBaHoto nonpaskoto 4 Bif, 16 BepecHs 2022 poky; cnoHcop - Pharmacyclics LLC,
CLWA (BxoaunTb B rpyny komnaHin «AbbVie»)

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

12. 3miHa BignoBiganbHOro AocnigHuKa y micui npoBeAeHHs K/iHIYHOro BUNpoGyBaHHsA; OHOB/EHa
dopma iHhopmoBaHoi 3roau, Bepcia 4.0 aAnA YKpaiHM yKpaiHCbKOO MOBOIO Bif 20 6epesHa 2023 p.
Ha ocHoBi maiictep-Bepcii hopmu iHhopmoBaHoi 3roau ans gocnimkeHHAa BN42083, Bepcis 3, Big 27
YXOBTHS 2021 p. 40 NPOTOKO/Y KNiHIYHOrO AocnigkeHHs «baraToueHTpoBe, paHaoMi3oBaHe, noAgiliHe cnine,
KOHTpOsIboBaHe focnimxkeHHsa dasu llib onsa ouiHkm ehekTMBHOCTI, 6e3neyYHOCTi Ta hapMaKoKIHETUKN BULLUX
[03 oKkpenisymaly y [0OPOC/AMX 3 MEPBMHHMM MPOrPeCcYrUUM PO3CISHUM CKIEPO30M», KOA AOC/iIAXEeHHS
BN42083, Bepcis 3 Big 28 )oBTHA 2021 p.; cnoHcop - ®.XodhdmaHH-/1a Pow /T4, LWBeiiyapis

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



BYNO CTAJIO

A.M.H. KupuueHko A.l'. nikap 3axaposa J1.A.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «Micbka | KOMyHasibHe HekomepuiiiHe nignpnemcTBo «Micbka
KniHiYHa nikapHa Nel6x» AHINPOBCLKOI MICbKOT paay, | kiiHiYHa nikapHa Nel6x» AHINPOBCLKOI MICLKOT paju,
HeBpOJIoriyHe BigdineHHs, M. [IHinpo HeBPOJIOriYyHe BigaineHHs, M. [IHinpo

13. Bpouypa gocnigHuka gocnigKysaHoro nikapcbkoro 3aco6y JNJ-67896062 (Macitentan), BugaHHs
20 Big 02 rpyaHa 2022 p., aHrniiicbkoio MoBor; AC-055-312 OcHoBHa iHcpopmauis Ta c¢opma
iHdhopMoBaHoi 3rogu ana 6aTbkiB, Bepcia 9.0 onsA YKpaiHu aHrniicbkoo MOBOIO Big 22 ntoToro 2023
p.; AC-055-312 OcHoBHa iHthopmauisa Ta ¢popma iHchopmoBaHOi 3roau AnA 6aTbkiB, Bepcia 9.0 gnA
YKpaiHu yKpaiHCbKOK MOBOIO Big, 22 ntotoro 2023 p.; AC-055-312 OcHoBHa iHthopMmauisa Ta chopma
iHcbopMmoBaHOi 3roau anAa 6artbkKiB, Bepcisa 9.0 Ana YKpaiHu pociicbKO MOBOIO Big 22 ntotoro 2023
p.; AC-055-312 Inchopmauia Ta popma iHhopMmoBaHOI 3roan A4 NaLi€HTIB, AKUM BUNOBHUMNOCHL 18
pokiB, Bepcisa 9.0 ansa YkpaiHu aHrniicbkolo MOBOHO Big 22 ntoToro 2023 p.; AC-055-312 IHchopmaunin
Ta chopma iHchopMoOBaHOI 3rogu AnA nauieHTiB, AKMM BUNOBHUNOCH 18 pokiB, Bepcia 9.0 Ana YKpaiHu
YKpaiHCbKOI0 MOBOIO Bif, 22 ntoToro 2023 p.; AC-055-312 IHchopmauis Ta popma iHhopmoBaHOi 3roamn
ONA NauieHTiB, AKMM BUNoBHUMOCb 18 pokiB, Bepcia 9.0 ansa YkpaiHU pocificbkolo MOBOIO Big, 22
noToro 2023 p.; AC-055-312 IHchopmauin Ta oopma iHchopmoBaHOi 3roan ANA NauicHTiB Bikom Big, 14
A0 18 pokiB (0 MOMEHTY AOCATHEHHA 18 pokiB), Bepcifa 7.0 onA YKpaiHW aHrnificbKoo MOBOLO Big 22
moToro 2023 p.; AC-055-312 IHchopmauis Ta oopma iHchopmoBaHOi 3roau ANA NauicHTIB Bikom Big, 14
po 18 pokiB (40 MOMEHTY faocArHeHHs 18 pokiB), Bepcia 7.0 ana YkpaiHu yKpaiHCbKOIO MOBOIO Bif, 22
moTtoro 2023 p.; AC-055-312 IHchopmauis Ta popma iHthopMoBaHOi 3roan ANA nauieHTiB Bikom Big 14
[0 18 pokiB (40 MOMEHTY AoCArHeHHs 18 pokiB), Bepcia 7.0 ana YKpaiHu pociicbKOoo MOBOIO Big, 22
nmotoro 2023p; IHCTpyKUii i3 3acTOoCcyBaHHA MauuTeHTaHy_pgo6oBa gosa 1,0 mr, Bepcia 1.0 Big 23
nucronaga 2021 poky, yKpaiHCbKOK MOBOLO; IHCTPYKLUIT i3 3acTOCyBaHHA MauUTEeHTaHy Ao06oBa fo3a
1,0 mr, Bepcia 1.0 Big 23 nuctonaga 2021 poky, pociiicbkoo MOBOIO; IHCTPYKUIT i3 3acTocyBaHHS
MauuTeHTaHy_po6oBa go3a 2,5 mr, Bepcia 1.0 Big 23 nuctonaga 2021 poKy, YKPpaAiHCbKOKO MOBOIO;
IHCTPYKUiT i3 3acTOCyBaHHA MauuUTeHTaHy_po6oBa gosa 2,5 mr, Bepcia 1.0 Big 23 nucrtonaga 2021
POKy, pociiicbkolo MOBOI0; IHCTPYKLIiT i3 3acTOCyBaHHA MauuTeHTaHy fo6oBa gosa 3,5 mr, Bepcia 1.0
BiA 23 suctonaga 2021 pokKy, VYKPaiHCbKOW MOBOK; IHCTPyKUii i3 3acTocyBaHHSs
MauuTeHTaHy_pgo6oBa posa: 3,5 mr, Bepcisa 1.0 Big 23 nuctonaga 2021 poKy, poOCiiCbKOKO MOBOLIO;
IHCTPYKUIT i3 3acTOCyBaHHA MauuTeHTaHy_po6oBa gosa 5,0 mr, Bepcia 1.0 Big 23 nuctonaga 2021
POKy, YKpPaiHCbKOI0 MOBOIO; IHCTPYKLii i3 3acCTOCYyBaHHA MauuTeHTaHy_pao6oBa posa: 5,0 mr, Bepcis
1.0 Big 23 nuctonapa 2021 poKy, PpOCIACbLKOK MOBOW; IHCTPYKUii i3 3acTocyBaHHA
MauMTeHTaHy_po6oBa gosa 7,5 mr, Bepcia 1.0 Big 23 nuctonaga 2021 poKy, YKpaiHCbKOIO MOBOIO;
IHCTPYKUIiT i3 3acTOoCcyBaHHA MauuTeHTaHy go6oBa gosa: 7,5 mr, Bepcia 1.0 Big 23 nucronaga 2021
POKY, POCIiCbKOIO MOBOIO; IHCTPYKLIi i3 3acTOCyBaHHA MauuUTeHTaHy_po6oBa gosa 10,0 mr, Bepcia
1.0 Big 23 nucronaga 2021 poKy, YKpPaAiHCbKOK MOBOI; IHCTPYKLUiT i3 3acToCyBaHHS
MauuTeHTaHy_poGoBa gosa: 10,0 mr, Bepcia 1.0 Big 23 nuctonaga 2021 poKy, pocCiiicbKOlO MOBOIO;
IHCTPYKUiT 3 BUKOpUCTaHHA_MauuTeHTaH 3i WNpuuomM ANA nepopanbHOro BeBeAeHHs, Bepcia 3.0 Big,
rpyaHs 2022 poKy, yKpalHCbKOI0 MOBOIO; IHCTPYKLIT 3 BUKOpUCTaHHA_MayuTeHTaH 3i wnpuuomMm ans
nepopasibHOro BBegeHHs, Bepcia 3.0 Big rpyaHa 2022 poKy, poOCiiCbKOK MOBOK [0 MNPOTOKOY
KNiHiYHOro gocnigxeHHs «baraToueHTpoBe, BigKpUTE, paHAOMi30BaHe [AOCNIMKEHHS 3  [A04ATKOBUM
nepiogom, sike NPOBOAUTLCA B OAHIN FPyni 3 METOH OLiHKM (DapMakoKIHETUKM, 6e3MeYHOCTi Ta eDEKTUBHOCTI
npenapaty MauuTteHTaH B MOPIBHAHHI 3i CTaHAAPTOM JliKyBaHHA Yy [AiTell 3 NIEreHEeBOK apTepiasibHOK
rineprteHsieto», Koa gocnimpkeHHa AC-055-312, sepcia 9 Big 23 nuctonaga 2021 p.; cnoHcop - ACTELION
Pharmaceuticals Ltd., Switzerland

3aaBHUK - ToBapuctBo 3 O6mexeHow BignosigasbHicTio «KOHTpakTHO-JocnigHuubka OpraHisauis
IHHOGhapM-YKpaiHa»

14. YkpaiHa, MK-3475-B61, Bepcia 00 Big 17 6epe3Ha 2023 p., yKPAIHCbKOKO MOBOIO, AONOBHEHHSA A0
iHdbopMmauii Ta AOKYMeHTY npo iHhopmoBaHy 3rogy A8 NauieHTa Ha NiKyBaHHA nicns nporpecii
3axBOplOBaHHA; YKpaiHa, MK-3475-B61, Bepcisa 00 Big 17 Gepe3Hs 2023 p., pocCificbKOlO MOBOLO,
[ONOBHEHHA A0 iH(opmauii Ta AOKYMeHTY npo iHhopmoBaHy 3rogy ANA NauieHTa Ha NiKyBaHHA
nicnsa nporpecii 3aXxBOpOBaHHA [0 NPOTOKOY K/iHIYHOTO A0C/iMKEeHHS «BigkpuTe KniHiuHe A0CnigKeHHs
Il dhasw, Wwo NpoBOAMTLCS B OAHIW rpyni 475 OLiHKA neMo6posiisymaty B kKOMOiHaLji 3 NeHBaTVHIGOM B SKOCTI
nepLuot MiHiT NlikyBaHHA B YYaCHWKIB 3 PO3MNOBCHOKEHOH / MEeTacTaTUYHOK HECBITNOKNITUHHOK HUPKOBO-
KNITUHHOK  KapuuHomot Hupkn (HCkHKKH) (KEYNOTE-B61)», kog pocnipkeHHss MK-3475-B61, 3
iHKoprnopoBaHoto nonpaBkot 03 Big 04 cepnHs 2022 poky; cnoHcop - TOB Mepk Wapn eHag Aoym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasbHICTI0 «MC/, YkpaiHa»



15. OHOBJ/IEHMIA NPOTOKON KNiHiYHOro BunpoGyBaHHA XL184-312, nonpaBka 5.0 Big 24 ciuHa 2023
POKy aHrnificbkolo MmoBoto; Bpouypa gocnigHuka npenapaty Ka6o3aHTiHi6 (Cabozantinib) (XL184),
Bepcisa 18.0 Big 07 nunHa 2022 poKy aHrniiicbkoio mMoBoto; NMomunka Big 19 oBTHA 2022 poky B
Bpouwypi gocnigHuka npenaparty XL184 (Ka6o3aHTiHiG) Bepcii 18, Big 07 nunHAa 2022 poky (B Bpowypi
pocnigHuka npenaparty Ka6osaHTiHiG (Cabozantinib) (XL184), Bepcia 18.0 Big 07 nunHAa 2022 poky
aHINiNCbKOIO MOBOIO) aHI/1iiCbKOIO MOBOI; Bpowypa gocnigHuka npenaparty TeueHTpuK (Tecentriq)
(ATte3onizymab (Atezolizumab)), Bepcia 19 Big cepnHa 2022 poKy aHrNiiicbKo MOBOLO; JJONOBHEHHSA
Nel Big 14 xoBTHA 2022 pokKy ao Bpowypu pocnigHuka npenapaty TeueHTpuk (Tecentriq)
(ATe3onizymab (Atezolizumab)), Bepcia 19 Big cepnHA 2022 poKy aHrNiiicbKo MOBOLO; [JONOBHEHHA
Ne2 Big nucrtonaga 2022 poky po bBpowypu pgocnigHuka npenapaty TeueHTpuk (Tecentriq)
(Ate3onisymab (Atezolizumab)), Bepcia 19 Big cepnHsa 2022 poKy aHrAiicbkoo MOBOK; OCHOBHMIA
iHbopmauiliHuiA NMCcTOK NnauieHTa Ta popma iHhopmoBaHoi 3rogu AnA YKpaiHu, Bepcisa 10.0 Big 28
noToro 2023 poKy yKpaiHCbKOIO Ta pOCilicbKOK0 MoBaMu; 3MiHa Ha3BU MicLs NPOBEAEHHS K/iHIYHOIo
BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOro AOCNifkeHHs «PaHaoMi3oBaHe, KOHTPO/IbOBaHE [OC/iIXEHHS
(ha3n 3 Kabo3aHTiHIOY (XL184) y kombiHaLil 3 ATe30Mi3ymMmabom nopiBHAHO i3 CopadeHibom y nauieHTiB i3
MOLUMPEHOIO renaToLeNtoNAPHOI KapLMHOMOMD, SKi He OTPUMYBAIN MOMNEPEAHI0 CUCTEMHY NPOTUNYX/TUHHY
Tepanito», kog gocnigpkeHHs XL184-312, nonpaska 4.0 Big 28 6epesHs 2022 poky; cnoHcop - Exelixis, Inc.,
CLIA

3asBHnKk - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIAANTBHICTIO
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

«PAPMACBIOTIKAT PICEPY

BYNO CTANIO
O.M.H., npod. bBoHaapeHko |. M. O.M.H., npodp. BoHaapeHko . M.
KomyHanbHuii  3aknag  «[HinponeTpoBcbka | KOMyHanbHe  HeKOMepuiiHe  nignpUeEMCTBO

Micbka OGarartonpodpinbHa KfiHIYHA nikapHsA
Ned» [IHiNponeTPoOBCbKOI 06NACHOiI  pagu»,
BigAdineHHa ximiotepanii, [epxaBHuii 3aknag
«[iHinponeTpoBCbKa MeAuYHa akagemis
MiHicTepcTBa OXOpPOHU 3[0pPOB’A  YKpaiHu»,

«Micbka KniHiyHa nikapHA Ned» [OHIiNpPoBCbKOI
MiCbKOi paau, XiMioTepaneBTU4He BiafiNneHHs 3
AEHHUM cTauioHapom, [HinpoBcbKuii
OepXaBHUIA MeauuHWUIA yHiBepcuTteT, kadegpa
OHKOJ0riT Ta MegunyHoT pagionorii, M. [JHinpo

kacheqpa OHkosOri Ta MeguYHOI  papfionoril,
M. [Hinpo

16. Bpowypa gocnigHMka nan6oumknié Bepcii 16.0 Big ntotoro 2023 p. aHrNiACbLKOK MOBOKO [0
NPOTOKONY KNiHIYHOrO BUNPO6YBaHHA «JocnimkeHHs dasu 1/2 ana ouiHkM nanoéouuknioy (IopaHc®) B
KOMOiHauji 3 ipMHOTEKAHOM i TEMO30/10MiAOM abo B KOMOIHaUl 3 TomoTekaHoM i uuknodocamigom y
NauieHTIB ANTAYOr0 BiKY 3 peumanByouuMm abo pedopakTepHUMM CONIAHMMU NYXSIMHAMM», KOA, AOCAIKEHHS
A5481092, Monpaska 5, Big 26 kBiTHA 2022 p.; cnoHcop - Mdalizep IHk., CLUA

3adABHuK - Mdpainzep IHk., CLUA

17. OHOBEHMIA NPOTOKOJ1 K/iHIYHOrO AocnifgkeHHs 3 nonpaBkoto 02, Bepcia 1 Big 21 niotoro 2023
POKy, aHrfiiicbkoo MoBOK; OCHOBHa iH(hopmauis npo gocnigkeHHs i popma iHpopMoBaHOi 3roaw,
Bepcia 3 Big 24 nwTtoro 2023 p., aHrnificbkoo MoBoo; IHopmauia gnsa nauieHta i copma
iHbopmoBaHoi 3rogu, Bepcia ana YkpaiHm Ne 3 Big 10 Gepe3Hs 2023 p. (Ha ocHOBi OCHOBHOI
iHcbopmauii npo pgocnigkeHHa i dopmun iHhopmoBaHoi 3rogu, Bepcia 3 Big 24 nwToro 2023 p.),
YKpaiHCbKOI MOBOIO; IHthopmauis ana nauieHta i popma iHhopmoBaHOI 3rogu, Bepcis Ana YKpaiHu
Ne 3 Big 10 Gepe3Hsa 2023 p. (Ha ocHoBi OcHOBHOI iHchopmauil nNpo agocnimkeHHa i ¢opmu
iHdbopMoBaHoi 3roau, Bepcis Ne3 Big 24 notoro 2023 p.), pociiicbkolo MoBoto; PopMma iHthopmoBaHOiI
3roau Ha nogasnblue CMOCTEPEXEHHA 3a nepediroMm BariTHOCTI MAPTHEPKU YYacCHUKa AOCiAKEHHS,
Bepcisa 2 Big 08 6epe3HsA 2023 p., aHrNiicbKo MOBOI; IHhOpMaLif Npo Nogasiblie CNoCcTepeXeHHA
3a nepeodirom BariTHOCTi NapTHEpPKN yYacHUKa focnimKeHHA Ta chopma iHhopmMoBaHoi 3roan, Bepcia
AnAa YkpaiHu Ne 2 Big 10 Gepe3Ha 2023 p. (Ha ocHoBi Popmu iH(hbopmoBaHOI 3rogu Ha noganblue
CMoCTepeXeHHsA 3a nepedirom BariTHOCTI MapTHEPKW yyacHUKa pocnigkeHHs, Bepcii Ne2 Big 08
6epes3Hsa 2023 p.) yKpalHCbLKOIO MOBOIO; IH(hopMaLiss Npo noganblue CrocTepeXeHHs 3a nepedirom
BariTHOCTi NapTHEPKM y4yacHuKa gocnigpkeHHs Ta ¢popma iHopmoBaHOI 3roau, Bepcis ans YKpaiHu
Ne 2 Big 10 Gepe3Hs 2023 p. (Ha ocHOBi Popmu iH(POPMOBaHOI 3roau Ha NoJasiblie CNOCTEPEXEHHSA
3a nepe6irom BariTHOCTI MapTHEPKU yyacCHUKa gocnimkeHHA, Bepcii Ne2 Big 08 GepesHa 2023 p.)
pocilicbkolo MOBOLO; Bpolwypa gocnigHuka nikapcbKoro 3acooy SAR441344, Bepcis Ne 4 Big, 27 ciuHA
2023p., aHrniicbKkoto MoBoto; MoAoBXeHHA TPMBANOCTI AOCNiAKEHHA B YKpaiHi Ta cBiTi o 30 uepBHA
2024 poky; 3miHa micus NpoBeAeHHA KMiHIYHOro gocnigpkeHHA; 3MiHa Ha3BUM MiCUA NpoBeAeHHs
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BMNPOGYBaHHA [0 NPOTOKOJ/Y KIIHIYHOrO AocnimkeHHsa «PaHpomizoBaHe, noggiliHe chnine, nnaue6o-
KOHTPO/IbOBaHe JocChimpKeHHA hasun 2 ans ouiHk1 edpekTMBHOCTI Ta 6e3nekn SAR441344, MOHOK/IOHa/TbHOIO
aHTUTIIa A0 aHTaroHicta CD40L, y nauieHTiB 3 peuuamBytoUMM PO3CIHUM CK1IEPO30M», KoL, AOC/iAXEHHSA
ACT16877, 3 nonpaskoto 01, Bepcia 1 Big 20 TpaBHA 2021 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodpi-ABeHTiC pellepLl e gesenonmaH, dpaHLis)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BYJIO

CTAJIO

K.M.H. MNactopa .M.

XapkKiBCbKa K/iHiYHa NikapHs Ha 3a/1i3HUYHOMY
TpaHcnopti Nel dinii «LleHTp OXOpOHU
30,0pOB A» aKuioHepHoOro TOoBapucTea
«YKpalHCbKa 3ani3HuyA», 3-€ HeBpOJIoriuHe
BigAineHHsa, M. XapkiB

K.M.H. MNactopa |.M.

MeauuyHuii UEeHTp ToBapucTBa 3 OGMEXEHOH
BignoBiganbHicTiO «ApeHcia Ekcnnopartopi
MegpiciH», Biggin KniHiYHMX gocnigkeHb, M. KUiB

K.M.H. XaByHKa M.A.

KomyHanbHe HekomepuiliHe nignpuemcTBo «5-a
MiCbKka KNniHiYHa nikapHa M. JIbBOoBa»,
HeBposioriyHe BipAineHHsa, M. JIbBiB

K.M.H. XaByHKa M.A.

KomyHanbHe  HeKkoMmepujiiiHe  nignpueMcTBO

«J/IbBiBCbKe TepuTopiasibHe MeguyHe
06 egHaHHA «KniHiyHa nikapHa nnaHoBOro
NiKyBaHHSA, peabinitayii Ta  naniaTMBHOI
Aonomoru», BigOKpeMneHui nigpo3gin «5-a
NikapHs», HeBpoJioriuHe BiAfiNeHHA 3

MeauYHOI0 peabinitauicto, M. J/1bBiB

18. Bpouwypa pocnigHuka Vibostolimab MK-7684/MK-7684A, BugaHHsa 11 Big 31 ciuHa 2023 poky,
aHrniicokolo MoBoO1O; YKpaiHa, MK-7684A-004, iHhopmauis Ta AOKYMEHT npo iHhopmoBaHy 3ropny
ANnA nauieHta, Bepcia 1.03 Big 23 6epe3Ha 2023 p., YKPAIHCLKOKO MOBOK [0 MPOTOKONY KAIHIYHOro
JocnimkeHHs «Bigkpute gocnimkeHHs dpasn 2 o5 ouiHkn 6e3nekn Ta edpekTmBHOCTI MK-7684A (KombiHalis
MK-7684 [Bi6ocTonimab] 3 MK-3475 [nem6ponizymab)) y yyacHuKiB 3 peLnamByroumMmMm abo pedpaktepHuMu
remMartonoriYHUMm 3/109KICHUMU HOBOYTBOPEHHAMU», KoA aocnimpkeHHs MK-7684A-004, 3 iHKOPNopoBaHoo
nonpaskoto 04 Big 05 cepnHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLWIA (Merck Sharp &
Dohme LLC, USA)

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

19. YkpaiHa, MK-6482-005, JonoBHeHHA A0 IHQopmauii Ta AOKYyMeHTY npo iHopmoBaHy 3rogy Ansi
nauieHTa y BUnagKy nporpecyBaHHsi 3aXBOpIOBaHHA, Bepcia 00 Big 20 6epesHA 2023 p. yKpaAiHCLKOIO
MOBOI0; YKpaiHa, MK-6482-005, lonoBHeHHA A0 IHchopmauii Ta OKYMEHTY Npo iHhopMoBaHy 3roay
ANA nauyieHTa y BuMNagKy MporpecyBaHHA 3axBoploBaHHs, Bepcia 00 Big 20 GepesHa 2023 p.
pociiicbkolo MOBOK; 3MiHa HasBM MicuA NPOBeAEHHSsI KNiHIYHOro BUMPOGYBaHHA [0 NPOTOKO/Y
KMiHIYHOrO BUNPOOYBaHHA «Bigkpute, paHAoMmizoBaHe pfocnimpkeHHsa 3 asn npenapaty MK-6482 B
MOPIBHSAHHI 3 MNpenapaTtoMm €eBeposliMyC Y YYaCHMKIB 3 MOLIMPEHUM HUPKOBO-KAITUHHUM pPakoM, SKWi
nporpecysas fnicna nonepegHooi PD-1/L1 Ta VEGF-TapreTHoi Tepanii», kog gocnimpkeHHa MK-6482-005, 3
iHKopnoposaHoto nonpaskoto 06 Big 13 smnHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

BYJIO

CTAJIO

O.M.H., npodp. Ctyck B.IM.

KomyHanbHe nignpuemcTBo  «J[HinponeTpoBCbka
o6nacHa KniHivyHa nikapHa iM. LI, MeuHukoBa»
[JHinponeTpoBCbKOT 06/1aCcHOT pagn», BigAiNEeHHs
yponorii  Ne2  (oHKonoriyHe),  [HINpOBCbKWi
OepXaBHWii  MeanyHUIA - yHiBepcuTeT, Kadpeppa
yponorii, M. JHinpo

O.M.H., npodp. Ctych B.IM.

KomMmyHasnibHe nignpuemcTBo  «JHinponeTpoBCcbKa
obnacHa KniHiYyHa nikapHs M. Ll. MeuHukoBa»
[HIiNponeTpoBCbKOI 06/1aCHOI  pagn», BiAAINEHHS
yponorii  Ne2  (oHKonoridHe),  [HINPOBCbKUIi
AepXaBHuii  MeanyHUA - yHIBepcuTeT, Kadpeppa
xipyprii Nel Ta yponorii, M. JHinpo

20. bpolwypa gocnigHuka gocnigKysaHoro nikapcbkoro saco6y CT-P16 (Bevacizumab), Bepcia 5.0
Big 15 nuctonaga 2022 p., aHrnilicbKo MOBOIO [0 NPOTOKO/Y KNIHIYHOrO AocAigpkeHHs «[oaBiiiHe cnine,
paH4oMi30BaHe, aKTMBHO KOHTPO/IbOBaHe, B MapanesibHUX rpynax A[oc/igkeHHs dasm 3 3 meTol
NOPIBHAHHA e(eKTMBHOCTI Ta 6e3neyvyHOCTi 3acTocyBaHHA npenapaty CT-P16 Ta ABacTvHy, CXBasIeHOro B
€C, 9K nepwoi AiHil  NiKyBaHHA MeTacTaTU4yHOro abo  peuuamBytoHOro  HEmnOCKOKNITUHHOTO



HeApiGHOKNITUHHOTO paky sereHb», kog pocnimpkeHHs CT-P16 3.1, sepcia 2.0 Big 14 uyepBHa 2019 p.;
cnoHcop - «UENNTPIOH, IHk.», Pecnybnika Kopes (CELLTRION, Inc., Republic of Korea)

3aaBHUK - ToBapuctBo 3 O6mMexeHow BignosiganbHicTio «KoHTpakTHO-AocnigHuupka OpraHizauis
IHHOhapM-YKpaiHa»

21. OHoBneHa Bpouwypa gocnigHuka [JNJ-67896049 | ACT-293987 | NS-304 UPTRAVI® (cenekcunar)],
Bepcisa 18 Big 03 ntoToro 2023 p. 40 NPOTOKOY KAIHIYHOTO AOCNIMKEHHS «[1pocneKkTMBHe GaratoueHTpoBe
BiOKpUTE HeNOopiBHAMbHE AochimkeHHs |l asm 3 MeTow BMBUEHHS 6e3nekn, NepeHoCUMocTi Ta
hapmakoKiHETMKN cenekcunary B fiTeli 3 /IereHeBO apTepiasibHOK TiNepTeHsien», Ko AO0CNiAKEHHS
AC-065A203, 3aTBepakeHa Bepcisa 8 Big 30 BepecHs 2021 p.; cnoHcop - AkTenioH ®apmacbtoTikasic f114,.,
Leeiyapis (Actelion Pharmaceuticals Ltd, Switzerland)

3asBHUK - TOB «MB KBecT», YkpaiHa

22. Nuct po pocnigHuka Big 27 6epe3Hs 2023 pOKYy CTOCOBHO LLOPIYHOrO aHanisy Ha Ty6epKynbo3s,
aHrniicbkol MoBoto; lMepeknap yKpaiHCbKOIO MOBOK Bifg 29 Gepe3Hsa 2023 poky nucta fgo
pocnigHuka Bif, 27 6epe3Hs 2023 poKy CTOCOBHO LLOPIYHOrO aHani3y Ha Ty6epKy/nbLo3 [0 MPOTOKO/TY
KMIHIYHOTO BUNPOBYBaHHA «BigkpuTe po3wmMpeHe [OCMIMKEHHA eTpaciMogy B NauieHTIB i3 aKTUBHUM
BMPAa3KOBMM KOJIITOM Bif MOMIPHOIO A0 B&XKOro CTYNEeHsA TSXKOCTi», Kog pocnimpkeHHs APD334-303, 3
iHKopnopoBaHol nonpaskolo 3.0 Big 07 TpaBHA 2021 poky; crnoHcop - «ApeHa ®dapmacbloTikans, I[HK.»
(Arena Pharmaceuticals, Inc.), United States

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

23. NucT-po3’sacHeHHs Big CnoHcopa go nportokony TACTI-003 Bepcia 1.5 Big 11 nuctonaga 2022
POKY CTOCOBHO MOBOMKEHHA 3 AOCAIAKYBaHUM NiKapCbKUM 3aco060M, Big 21 6epe3HAa 2023 poky,
aHrnificbkoro MoBo; JINCT-PO3’ACHEHHA Big CnoHcopa ao npotokony TACTI-003 Bepcia 1.5 Big 11
nucrtonaga 2022 poky CTOCOBHO NOGIYHUX AABULL, WO CBigUaTbh NPO NporpecyBaHHs XBOpoou, Big 24
6epe3Ha 2023 poKy, aHrniicbko MoBow; Bpouwypa gocnigHuka Eftilagimod alpha (efti; IMP321),
BupgaHHA 10.0 Big 16 ntoToro 2023 poky, aHrNificbKoo MoBoto; IHpopMaLiiiHMIA NUCTOK A8 NalieHTa
i popma iHchopmoBaHoi 3rogu, Bepcis 5.0 Big 03 kBiTHA 2023 poky, ANA YKpaiHW, HA OCHOBI MaiicTep-
Bepcii IHhopmauiiHoro nuctka anAa naudieHTta i dpopmm iHopmoBaHoi 3rogu, Bepcia 1.5.2, Big 31
GepesHA 2023 poKy, Ha ocHOBI MpoTokony Bepcii 1.5, Big 11 nuctonaga 2022 poky, aHrNiiCbKOLO Ta
YKpaiHCbKO0 moBamu; [logaTtoK Ao IHchopmauiiiHOro nucTtka ana naudieHrta i popmm iHcpopmoBaHoi
3roau, Bepcis 5.0 Big 03 kBiTHA 2023 poky, Ans YKpaiHU, Ha OCHOBI MalicTep-Bepcil IHchopmauiiiHoro
NnnUcTKa Aana nauieHta i oopmu iHdbopmoBaHoil 3roau, Bepcisa 1.5.2, Big 31 6epe3Hsa 2023 poKy, Ha
ocHoBi MpoTokony Bepcii 1.5, Big 11 nuctonaga 2022 poky, aHINMiiCbKOI Ta YKPAiHCbKO MOBaMu 10
NPOTOKONY  KAiHiYHOrOo  pgocnigpkeHHa «TACTI-003 («[Ba aKkTuMBHIi  iMyHOTepaneBTUYHI  3aco6u»):
BaraToueHTpoBe, BigkpuTe, paHAoMizoBaHe focnimkeHHs |l a3y AN OuiHKM 3acTOCYBaHHA PO3YMHHOrO
ribpugHoro 6Ginka LAG-3, edptunarimogy anbcpa (edptn; IMP321), y Komb6iHauil 3 nemoéponizymabom
(aHTaroHictom PD-1) ansa nepwoi NiHil Tepanii nauieHTiB 3 HepesekTabenbHOKW peuuanBHOK abo
MeTacTaTUYHOK M/IOCKOKMITUHHOK KapuuHomoto rosiosu Ta wni (MKKIW).», kog gocnigxkeHHsa TACTI-003,
Bepcia 1.5 Big 11 nuctonaga 2022 poky; cnoHcop - Immutep S.A.S. / ImmyTten C.A.C., ®paHuis

3anBHuK - TOB «ApeHcis EkcnnopaTopi MegiciH», YkpaiHa



