Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 20 Big 30.06.2022, Ha siki 6y OTpUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBneHa Bpolypa gocnigHuka, Bepcis 12 Big 06 xoBTHsA 2021 p., aHrNilicbKoo MOBOIO; OHOBJ/IEHE
Aocbe pgocnigkyBaHOro nikapcbkoro saco0y, Bepcia 4.0 Big rpyaHAa 2021 p., aHrilicbKOO MOBOIO;
3MiHa micua NnpoBeAeHHA KNiHIYHOro BUNPoGYyBaHHA [0 NPOTOKO/Y KNiHIYHOro JOChifKeHHA «Bigkpure,
[OOBrOCTPOKOBE  [AOCHiMpKeHHA 6e3neyHocTi, NepeHocMMOCTi Ta edekTMBHOCTI npenapaty TEV-50717
(meyTteTpabeHasuHy) g JikyBaHHA OMCKIHE3IT Ha (QOHI LiepebpasibHOro nmapasnivy y giteid Ta nigitkis
(Bigkpute pocnimkeHHs RECLAIM-DCP)», kog, pocnimkeHHa TV50717-CNS-30081, nonpaska 40 NPOTOKOY
03 Big 23 yepBHA 2020 p.; cnoHcop - Tesa bpeHain ®apmacetoTikan MNpogaktc Ap eHg [i, Ik / Teva Branded
Pharmaceutical Products R&D, Inc, USA

3anBHUK - TOB «KniHiuHi gocnigxeHHs ARKOH», YkpaiHa

BYNO CTANO
K.M.H. MakepoHcbKa I.B. K.M.H. MakepnoHcbKa I.B.
KomyHanbHe HekomepuiiHe nignpuemMcTtBo | KOMyHasibHe  HeKomepuiiiHe  nignpuemMcTBO
«Micbka autAya KniHiyHa nikapHA  Ne5» | «Micbka guTAYa  KiiHiYHA  nikapHa  Ne6»
[AHiNpoBCbKOiI MiCbKOI  pagu, HeBposoriyHe | AHINPOBCLKOI  MICbKOI  pagu, HeBPOJIoriyHe

BiAAi/IEHHA MOMIOALWIONO BiKY, M. AHINPO BiAAi/IEHHSA MOMIOALWIONO BiKY, M. AHINPO

2. OHoBneHe [locbe pgocnimKyBaHoro nikapcbkoro 3acody MK-7684A, Bepcia 0804BN, Big 05 kBiTHA
2022 pokKy, aHrnificbkoro MoBoto; MoJOBXEHHA TEPMiHY NMPUAATHOCTI JOCNILKYBAHOIO J1iKapCbKOro
3acob6y MK-7684A 3 24 po 36 micsAuiB 40 NPOTOKO/Y KMiHIYHOTO AocnimpkeHHs «BigkpuTe gocnigpkeHHs Il
thasn MK-7684A (komGiHauis npenapatiB Bi6ocTo/NliMaby Ta nem6ponisymady) y KombGiHauii 3
KOHKYPEHTHOK XiMiONPOMEHEBOK Tepaniel Ta nogasbliol Tepanieto npenapatoMm MK-7684A NoOpiBHSAHO 3
NpoBeAEHHSAM KOHKYPEHTHOT XiMionpoMeHeBOi Tepanii 3 NoAasibLUMM BBEAEHHAM AypBasiymMatdy y nauieHTiB 3
HepesekTabenlbHMM MiCLEBOMOLIMPEHMM HeAPIOHOKNITUHHUM pakom nerediB (HAPM) 1l cTagii», kopg
pocnipkeHHss MK-7684A-006, sepcis 00 Big 08 rpyaHs 2021 poky; cnoHcop - «Mepk LWapn eHg Joym Kopn.»,
OouipHe nignpnemcTBo «Mepk eHg Ko., IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

3. MpoTokon kniHivHoro Bunpo6yBaHHA KAR-008, Bepcis 4.0 Big 11 ciuHA 2022 aHrNnilicbKolo MOBOIO;
KAR-008_OcHoBHa dopma iHhbopmoBaHOi 3roau ansa YkpaiHu_sepcia 4.1.0_Big 10 TpaBHA 2022 p.
YKpaiHCbKOlo Ta pociiicbkoto moBamu; LLkana PANSS, Bepcia 1.1 Big 25 tpaBHA 2022 pociicbKOKO
MoBoto; Ckpuntu Bignosigei CamCog Ta nepenik cniB VRM yKpaiHCbKOIO Ta POCiliCbKOl0O MOBamMu;
3miHa micusa npoBeAeHHA KNiHIYHOro BMNPOGYBaHHA A0 NPOTOKO/Y K/IHIYHOro AoChimKeHHs «Bigkpute
[oaaTtkoBe [AOCNIMKEHHS [ANS OUiHKM  AOBroTpMBasioi 6e3MeyHOCTi, MepeHOCMMOCTi Ta e(eKTUBHOCTI
npenapaty KarXT y naujieHTiB 3 wWn3ogpeHieto 3a kputepiamm DSM-5», koa gocnigxeHHs KAR-008, Bepcis
3.0 Big 30 uepBHA 2021 p.; cnoHcop - Karuna Therapeutics Inc., United States (CLUA)

3asBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO

CTAJIO

4.M.H. Mopo3 C.M.
KomyHanbHe nignpuemMcTBOo
«HINponeTpoBCbKa Oo6G/lacHa KNiHiYHA NiKapHA

im. L1 MeuHunkoBa»  [JHiNponeTpPoBCLKOI
o6nacHoi pagu», o6nacHui LeHTp
NCUXocoMaTu4HUX posnagiB Ha 6asi

4.M.H. Mopos C.M.

KomyHanbHe niagnpnemcTBo
«HinponeTpoBCcbKa GararonpodinbHa KniHiYHa
NiKapHA 3 HafaHHA NcuxXiaTPU4YHOI JOMOMOIrn»
JAHinponeTpoBCbKOi o6nacHoi pagu»,
McnxocoMaTUUHWIA LEHTP, M. [HINpo

NCUXOHEBPONOriYHOro BiggineHHs, M. [IHinpo

4. Bpouwypa ana nauieHTa, Bepcisa 1.0 Big 09 cepnHs 2021 poky, yKpaiHCbKOK Ta poCilicbKolo MOBamMu;
IHpopmauis woao kaMnaHii 3 OHNaliH-HaGopy yyacHUKIB y gocnigpkeHHs, Bepcia 1.0 Big 20 cepnHs
2021 poky, yKpaiHCbKOIO Ta pociiicbkoto MoBamu: Mnakart agna nayieHTa, Bepcis 1.0 Big 03 cepnHsa 2021
POKy, YKpaiHCbKOIO Ta pociiicbkoto moBamu; MociGHUK i3 BUKOHaHHSA Bi3uTIB y gocnigxeHHi ENSURE,
Bepcia 1.0 Big 06 BepecHsa 2021 poKy, YKPATHCbKOIO Ta POCIiCbKOIO MoBamu; 30ifIbLUEHHA KiJIbKOCTI
pocnipkyBaHux B YKpaiHi 3 100 go 179 oci6é A0 NpOTOKO/Y K/iHIYHOro JocnimkeHHs «baraToueHTpose
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paHAoMi30BaHe NoAgiiHO cnine gocnigpkeHHs [l hasu, Wo nNpoBoANTLCA 3 METOK OLiHKM edheKTUBHOCTI,
6e3neyHocTi Ta nepeHocumocTi npenapaty IMU-838 y nopiBHAHHI 3 niaue6o npu NikyBaHHI AOPOCNX
nawieHTiB i3 peunamnByouMM po3cisHUM Ck1epo3oMm (kofoBe no3HadveHHA: ENSURE-1)», kog, gocnigpkeHHs P3-
IMU-838-RMS-01 (ENSURE-1), chiHasibHa Bepcia 2.0 Big 10 ceprnHa 2021 p.; cnoHcop - «IMMyHiK AlM»
[Immunic AG], HimeuuunHa

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

5. Bpouwypa pocnigHuka (BA) agna npenapaty PF-06700841 (unctoBa Bepcifi), Bepcia 7.0 Big 24
nuctonaga 2021 pokKy, aHraificbkoldo MoBowo; IHchopmauiiHuiA NUCTOK AnA nauieHta Ta dopma
iHbopMOBaHOI 3rogn Ha yuacTb Y KNiHIUHOMY AOCigKeHHi, Bepcia 5 Big 20 ciuHA 2022 p., aHINiNCbKOO
MOBOI0; IHthopmauiiiHuii NTNCTOK ANA nNauieHTa Ta (oopma iHPopMOBaHOT 3ro4M Ha y4acTb Y KNiHiYHOMY
[ocnifmkeHHi, Bepcia 5 Big 20 ciuHA 2022 p., ykpaiHCbKOIO MOBOW; |HchopmauiiiHuii nucTtok gnsa
nauieHTa Ta hopma iH(hopMoBaHOT 3roAun Ha yyacTb Yy KNiHiYHOMY fochifKeHHi, Bepcis 5 Big 20 ciuHsa
2022 p., pociiicbkolo MOBOLO; JIUCT Npo agMiHicTpaTUBHI 3MiHM A0 npoTtokony (PACL), Big 14 >XOBTHA
2021 p.; Nuct npo aamiHicTpatuBHi 3miHM Ao npotokony (PACL), Big 07 rpygHa 2021 p.;
MonepempkyBasibHUIA NUCT NpPO BiAXWNEHHA Big npoTtokony, Big 04 cepnHa 2021 p.;
MonepemkyBasibHUIA NUCT NMPO BigXWIEHHA Bif nNpoTokosy, Big 16 BepecHsa 2021 p.; fopaTok go
nonepenxysBasnibHOro NMcTa NPo BiAXWU/IEHHS Big npoTokony, Big 8 nuctonaga 2021 p.; JoaaTtok Ao
nonepenxysBanbHOro IMCTa NPo BiAXUNEHHA Bifg npoTtokony, Big 17 nuctonaga 2021 p.; JopaTok Ao
nonepenxyBasibHOrO /INCTA NPO BiAXWNEHHA Big npoTokony, Big 23 nuctonaga 2021 p.; BkntoueHHA
[OAATKOBOroO MiCLUA nNpoBeAeHHs K/iHIYHOro BUNPOGYBaHHA - BignoBigaNbHUA [OCNIQHUK -
AGparamoBuu OpecTt OcTanoBuY A0 NPOTOKOMY K/iHIYHOrO BMNPObGYyBaHHSA «PaHgomizoBaHe, noAgiliHe
cnine, nnaueb0-kOHTPOsIbOBaHe, baraToLeHTPoBE AOCiMKEHHS ha3m 2B 3 nigbopy Aiana3oHy 403 415 OLiHKK
npodinto ecekTMBHOCTI Ta 6e3neyHocTi npenapaty PF-06700841 B y4yacHWKIB 3 aKTMBHUM CUCTEMHUM
YepBOHUM BoBYakom (CUB)», kog gocnimkeHHs B7931028, (hiHasibHa Bepcis 3 iIHKOPNOpoBaHOHo NOMpasKoto 4,
Bif 2 6epe3sHa 2021 p.; cnoHcop - Mdaiizep IHk., CLUA

3anBHuK - Mdpaiizep IHk., CLUA

No M.I.6. BignoBigabHOro AocnigHuka MpuMiTKK

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1. | 4.M.H., npodh. Abparamosuy O.O. 3a pilleHHAM 3asBHYKa
KomyHasibHe HekomepLiiiHe nignpruemcTBo JIbBIBCbKOI 061acHOI 3HATO 3 po3rngagy MIMNB
paau «J1bBiBCbKa 06/1acHa K/iHIiYHa NiKapHsa», M. J1bBiB

6. BK/IIOUEHHA [,0[aTKOBOro Micus npoBefeHHs KAiHIYHOro BUNMPOOYBaHHA [0 NPOTOKO/Y KAiHIYHOMO
OocCnimpKeHHs1 «BigkpuTe AoCNiaXeHHs 3 HepaHAOoMi30BaHOK ¢ha3ok NpUiioMy 04HOPA30BOT 403U Y NaLiEHTIB
i3 nigo3ptoBaHMMKM abo nigTBEpPAXEHUMU IHAEKUIAMKY, BUKIUKAHUMW aepobHUMM  FpaMHeraTuBHUMMA
GakTepismu, 3 NoAasiblLOK pPaHA0Mi30BaHOK (ha3ot A0CAiMKEHHS GaraTopa3oBOro nNpuinomy npenapary i3
KOHTPOSIEM aKTMBHUM MpenapaTom Yy MauieHTiB i3 Nigo3pioBaHO abo nigTBEPMKEHOK YCKIaAHEHOH
iHbekuieto cevoBmBigHMX wnsaxis (yICLU), rocnitansHo nHeBMoHieo (IT1) abo BEHTMNATOP-acoLilioBaHO
nHeBMoHieto (BAIT), 0719 OuiHKM 6e3neyHoCTi, NepeHoCUMOCTi i dhapmMakoKiHETUKM uediigepokony Yy
rocnitTanisoBHUX nefiaTpuyHUX MaLieHTiB BIKOM Bif, 3 MicALB A0 MeHLle HK 18 pokiB», KO AOCNiLKEHHSA
1704R2133, Bepcia 8, nonpaska 7 Big 19 TpaBHA 2021p.; cnoHcop - LWioHoaxi Bi.Bi. [Shionogi B.V.],
HigepnaHau

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

Ne M.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micus NpoBeAeHHs KiHIYHOTro BUNPOGYBaHHSA

1. | A.M.H., npoch. docpaHoB O.4.

KoMyHasibHEe HeKoMepLjiiiHe NianprMeMCTBO «IBaHO-®paHKiBCbKa 0bnacHa AuTadva KaiHiYHa NikapHs
IBaHO-DpaHKiBCbKOI 06/1aCHOT paau», XipypriyHe BiaAineHHs, |BaHO-PpaHKIBCbKMIA HaLioOHa/IbHWIA
MeanYHUIA yHIBepcuTeT, Kadpeapa xipyprii Nel Ta auta4oi Xipyprii, M. IBaHO-®paHKiBCbK

7. bpowypa pocnigHuka Bepcia 4.0 Big TpaBHA 2022 [0 NPOTOKOSY KMIHIYHOTO  AOCNIIKEHHSA
«baratoueHTpoBe, BiOKpUTE AOOCNIMKEHHA 3 OAHIEID TPYnolo, 3 OUIHKM 6e3neyvyHoCTi Ta edeKTUBHOCTI
MichenpucToHy 5 Mr gnsa JlikyBaHHA €HOOMETPIO3Y Y XIHOK penpoAyKTMBHOINO BiKy MPOTAroM ABOX LIMKIIB
Tepanii TPUBaNICTIO 24 TMXKHS KOXHWIA», kog, gocnimkeHHs CLI20001/Lita005, sepcisa 3.0 Big 20 xoBTHA 2020
poKy; cnoHcop - Litaphar Laboratorios S.L., Spain / Nitachap /labopatopio3 EcEn, IcnaHis

3aasHuk - TOB «tO CI TI-FTNTOBAS», YkpaiHa



8. OHOB/EeHMIT NPOTOKO/ 3 iHKOpPNOpoBaHOK nonpaBkol 9 Big 14 kBiTHA 2022 pPoKy aHI/iACLKOIO
MoBo10; IHchopmauiiiHuii nncTok Ta hopma iHhopmoBaHOiI 3roan nauieHTa, Bepcia 11.1.0 Big 19 KBiTHA
2022 pokKy YyKpaiHCbKOI Ta POCiliCbKOK MOBamMu [0 NMPOTOKO/Y K/iHIYHOrO AOC/igxeHHs «oBroTpmsasie
NoAOBXeHe [AOCNiMKEHHA AN OUuiHKM 6e3nekn PinroTiHiby B NauieHTIB i3 BUPa3KoOBUMM KOMITOM», KOZ,
pocnigpkeHHa GS-US-418-3899, 3 iHkoprioposaHoto nonpaskoto 8 Bif 02 BepecHs 2021 poky; cnoHcop - Gilead
Sciences, Inc., CLUA

3aaBHuK - TOBAPWCTBO 3 OBMEXEHOKO BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

9. IHchopmauia agna nauieHta Ta Popma iHcbopmoBaHoi 3rogu — MpoTtokon PCI-32765FLR3001, Bepcia
yKpaiHCcbKolo MoBow Big 31.05.2022 p., Bepcia 13.0; IHdopmauia pna naudieHta Ta Popma
iHpopmoBaHoi 3roau — MpoTtokon PCI-32765FLR3001, Bepcia pocilicbkoto moBoto Big 31.05.2022 p.,
Bepcis 13.0; bpowypa gocniaHuka JNJ-54179060 IMOpyBika (I6pyTHHIG), BuAaHHA 15 Big 10.12.2021 p.
[0 NPOTOKO/Y KMIHIYHOTO AochigpKeHHs «PaHaomi3oBaHe, NoABiiHe cine, nnaueb60-KOHTPO/IbOBaHE KiHiYHE
pocnimpkeHHs, dpasa 3, iHribiTopa Tupo3uHkiHasu bpyTtoHa (BTK), PCI-32765 (I6pyTUHIO) B kOMGiHaL,i 3 0O4HUM
i3 ABox pexumiB BeHgamycTuH i Putykcumab (BR) abo Putykcumab, Livknodocamif, Lokcopyo6ilyH,
BiHkpucTuH i MpepgHizoH (R-CHOP) y nauieHTiB i3 IHAONEHTHOK HeXOMKKIHCbkoK niMmdomoto (IHXJT), sk
paHiwe oTpumyBasnn NikyBaHHSA», Kog pocnimpkeHHs PCI-32765FLR3001 , MNonpaska INT-2 no npoTtokony
PCI-32765FLR3001 Big 10.08.2015 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA HB>», Benbris

3asaBHUK - AHcceH PapmaueBTuka HB, benbris

10. Bpowypa gocnigHuka SAR439774 - fitusiran, BugaHHs 10 Big 16 6epe3sHs 2022 poky, aHTNilicbKOO
MoBolo; IHhopmauia ana nauyieHTa Ta dpopma iHhopmoBaHOi 3roan Ana YKpaiHu, Bepcia 5.0 Big 11
TpaBHs 2022 p., aHrNiicbKo MOBOIO; IHhopmauis ans nauieHTta T1a popma iHpopMoBaHOi 3roau ansa
YKpaiHu, Bepcin 5.0 Big 11 TpaBHA 2022 p., yKpaiHCbKOIO MOBOIO; IHchopMauis Ansa nauieHTa Ta popma
iHhopmoBaHoi 3roau ansa YkpaiHu, Bepcis 5.0 Big 11 tpaBHsA 2022 p., pociliicbkoo MOBOIO; IHhopmaLis
ANns ydacHuka i dpopma iHtpopmMoBaHOi 3rogn ANA ManoniTHiX ocié BikoM Bif, 12 pokiB O MOMEHTY
HacTaHHA NOBHUX 14 pokiB, Ans YKpaiHu, Bepcia 5.0 Big 11 TpaBHA 2022 p., aHMMiACbKOK MOBOIO;
IHhopMmauisa gnsa yyacHuka i popma iHhopmoBaHOi 3rogu A8 MaioJliTHIX Oci6G Bikom Big 12 pokiB o
MOMEHTY HacTaHHA MOBHUX 14 pokiB, gnA YKpaiHu, Bepcia 5.0 Big 11 TpaBHA 2022 p., yKpAiHCbKOIO
MoBoto; IHchopMmauis gns yyacHuka i popma iHchopmMoBaHOi 3rogu oNns MasioiTHIX ocio Bikom Big, 12
POKIiB 4O MOMEHTY HacTaHHA NMOBHUX 14 pokiB, gna YKpaiHu, Bepcia 5.0 Big 11 tpaBHa 2022 p.,
pociiicbkolo MoBOWO; IH(hopmauia ansa yyacHuka i popma iHchopMmoBaHOT 3rogu Asi HEMOBHOJIITHIX
oci6 BikOM Big, 14 pokiB f,0 MOMEHTY HacTaHHA NOBHUX 18 pokiB AnA YKpaiHu, Bepcis 5.0 Big 11 TpaBHSA
2022 p., aHrniiicbkolo MoBoOw; IHdopmauia ans yvacHuka i cpopma iHchopmoBaHOI 3rogu Ans
HenoBHOJ1iTHiX OCi6 BikoM Bif 14 poKiB 0 MOMEHTY HacTaHHA NOBHUX 18 pokKiB ANns YKpaiHu, sepcis 5.0
BiA 11 TpaBHs 2022 p., yKpaiHCbKOIO MOBO10; IHhopMaLis ans ydacHuka i popma iHpopMoBaHoi 3roau
ANA HENOBHONITHIX OCi6 BiKOM Bif 14 pokiB 4O MOMEHTY HacTaHHSl MOBHUX 18 pokiB AnA YkpaiHu,
Bepcia 5.0 Big 11 TpaBHA 2022 p., pociiicbkoio mMOBOWO; IHcopmauis gna nauyieHta Ta dopma
iHhopMoBaHoi 3rogu Ans 6aTbkiB ANnA YKpaiHu, Bepcifa 5.0 Big 18 TpaBHsA 2022p., aHrNiliCbKOIO MOBOIO;
IHhopMmauisa ansa naudieHta Ta popma iHhopmoBaHOi 3rogun Ans 6aTbKiB Ana YKpaiHu, Bepcisa 5.0 Big 18
TpaBHA 2022p., YKpaiHCbKOIO MOBOLO; IHhopmauia ana nadieHTa 1a popma iHhopmoBaHoi 3roau gns
6aTbKiB Ana YKpaiHu, Bepcia 5.0 Big 18 tpaBHA 2022p., pociiicbKolo MoBoOW0; IH(hopmauia Ta hopma
iHcbopmoBaHOiI 3rogn Ha 36ip JaHUX NMPO BariTHy NapTHEPKY Ta HOBOHAPO4KEHY ANTUHY ANsA YKpaiHu,
Bepcis 2.0 Big, 16 TpaBHs 2022 p., aHrniicbkoo MoBoH; IH(hopmauia Ta popma iHdhopMoBaHOT 3rogu Ha
36ip AaHUX NPO BariTHy NapTHepPKY Ta HOBOHaAPOMKEeHY ANTUHY ANA YKpaiHu, Bepcia 2.0 Big 16 TpaBHA
2022 p., yKpaiHCbKOI MOBOIO; IH(hopMmauia Ta hopma iHhopmoBaHOI 3roamn Ha 36ip AaHUX NPO BariTHY
napTHepKy Ta HOBOHapOKEHY AUTUHY ANA YKpaiHu, Bepcia 2.0 Big 16 TpaBHA 2022 p., poCilicbKoto
MOBOI0; IHCTPYKLisl i3 3aCTOCYyBaHHA nonepeAHbLO 3anOBHEHOI WNpuL-pyydku (50 mMr) 3 diTycipaHom
(SAR439774) pna nauieHTa Ta (a60) 6aTbKiB, Bepcia 3.0 Big 03 rpygHsa 2021 p., aHrNilicbKolo MOBOIO;
IHCTpyKUifA i3 3acTocyBaHHA MornepeAHbO 3anoOBHEHOI wWnpuy-pydyku (50 mr) 3 ditycipaHom
(SAR439774) pna nauieHTa Ta (a60) 6arbkKiB, Bepcifa 3.0 Big 03 rpygHa 2021 p., yKpaiHCbKOI MOBOIO;
IHCTpyKUiA i3 3acTocyBaHHA MornepeAHbO 3anoOBHEHOI wWnpuy-pydyku (50 mr) 3 ditycipaHom
(SAR439774) ansa nauieHta 1a (ab0) 6aTbKiB, Bepcia 3.0 Big 03 rpyaHa 2021 p., poCiicbKO MOBOIO [0
NPOTOKONY KAiHiYHOro pocnimpkeHHs «ATLAS-OLE: Bigkpute AocnigkeHHs [0BrocTPOKOBOI 6esnekn Ta
edheKkTMBHOCTI DiTycipaHy y nauieHTiB 3 remocpinieto A abo B, 3 abo 6e3 iHrbITOPHUX aHTUTIN A0 hakTopy
3cigaHHa VIl a6o IX», koa gocnipkeHHs LTE15174, 3 nonpaskot 04 Big 30 BepecHs 2021 p.; CNOHCOp -
Genzyme Corporation, USA/ IxeHn3alim KopnopeiiwH, CLUA

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»



11. 3miHa BignoBigasibHOro AocnigHUKa y MicLi NpoBeAeHHs KNiHIYHOro BUNPoGyBaHHSA [0 NMPOTOKONY
KNiHiYHOro gocnifxkeHHa «baraToueHTpoBe BigkpuTe fofaTkoBe AocrimkeHHsa npenapaty RPC1063 npu
nepopasibHOMy 3aCTOCYBaHHI y XBOPWX Ha peuuavBytounii po3CisiHWi cknepos», kof aocrnimxkeHHss RPCO1-
3001, pegakuist 10.0 Big 08 »oBTHA 2021 p.; cnoHcop - «CengkeH IHTepHelwHn Il Capnx» (Celgene International
Il Sarl), Lsenuapis

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

BYNO CTANO
A.M.H., npod. JloraHoBcbkuii K.M. K.M.H. KonocuHcbka 0.0.
[epxaBHa ycTaHoBa «HauioHanbHWII HaykoBuWii | [epaBHa YycTaHoBa «HauioHanbHWIA HayKoBWii
LEeHTp pagiauiiHoi  MeauMumMHM  HaujoHasnbHOI | UeHTp  pagjauiiHoi  mMeavumHu  HauioHasbHOT
akagemii  MegMuHMX  HayK  YkpaiHu», Biggin | akagemii - MeAMuYHMX  HaykK  YkpaiHu»,  Bigain
pagjauiiHoi NCUXOHEBPOOriT IHCTUTYTY KAIHIYHOI | pagiauinHoi NCMXOHEBPONOriT IHCTUTYTY KAiHIYHOI
pagionorii, M. KuiB pagionorii, M. KuiB

12. bpouwypa gocnigHuka ans Kposanima6 (Crovalimab, RO7112689), Bepcia 7, TpaBeHb 2022 p. [0
NMPOTOKONY K/IHIYHOrO [OCNIAXKEHHA «PaHgoMi3oBaHe, BifKpWTe, KOHTPO/NIbOBAHE akTMBHWM NpenapatoM,
baraToueHTpoBe pJocnimkeHHs pa3m Il ang ouiHkM  edIeKTUBHOCTI Ta ©6e3neyvyHOCTi 3acToCyBaHHSA
KpoBanimaoy B NOPiBHAHHI 3 eKyNizyMaboM Y naLjieHTiB i3 NapoKCU3MasibHOI0 HiYHOK reMornobiHypieto (MHI),
AKi paHille He OTpMMyBasIM NiKyBaHHS iHTiGiTopamMmn KOMMNIEMEHTY», koA, AocnifxeHHs BO42162, sepcis 4 Bif,
16 nunHsa 2021 p.; cnoHcop - ®.XothdmarH-/1a Pow /114, LBeliuapis

3asBHMK - TOBApPMCTBO 3 06MEXEHOI0 BiAMNOBIAA/ILHICTIO «Poww YkpaiHa»

13. OHoBneHa 6powypa gocnigHuka ana Tiparonymaoy (RO7092284), Bepcia 7 Big KBiTHA 2022 p. A0
NPOTOKONIB KMiHIYHUX AocnigpkeHb: «PaHaomizoBaHe, noAgiiiHe cnine, nnaueb6o0-KoHTponboBaHe dasum |l
JocnimpkeHHs Tiparonymaoy (aHTU-TIGIT aHTUTINO) B KOMBiHaLiT 3 aTe301i3ymMmaboM y NopiBHAHHI 3 niauebo B
KOMOGiHaL,ji 3 ate30Mi3yMaboM Yy nauieHTiB i3 paHille HenikoBaHUM MiCLeBO-NOWMPEHUM Hepe3eKTabebHUM
abo meTtactatuyHum PD-L1-cenekTMBHUM HeApiOGHOKNITUHHUM PakoMm JiereHb», Ko4 AocnimxkeHHs GO41717,
Bepcis 4 Big 03 nuctonaga 2021 p.; «PaHgomizoBaHe, NoABiiHe cnine, nnauebo-koHTponboBaHe gasu
JocnifpkeHHa ate3onisymady B NoefHaHHi 3 Tiparonymaoom (aHTu-TIGIT aHTuTiNo) abo 6e3 Tiparonymaby y
nauieHTiB i3 Hepe3ekTabesibHOW MIOCKOKIITUHHOK  KapUUHOMOK CTpaBOXoAy, UM KapuuHoma He
nporpecysasa nicna pagukanbHOT XiMionpoMeHeBol Tepanii», kof, fAocnimkeHHa YO42137, sepcia 5 Bif 27
cepnHa 2021 p.; cnoHcop - ®.XoddmaHH-/1a Pow ftg, Lseiuapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOIO BiANOBIAa/bHICTIO «PoL YKpaiHa»

14. 3miHa BignoBiganbHOro AocnigHNKa Ta Micus npoBeAeHHsA KNiHIYHOro BUNnpoGyBaHHA; JoaaTok Ao
MpoTokony KniHiYyHOro BUNpPo6yBaHHA 64264681LYM1001, Big 06 TpaBHA 2022 poOKy, aHI/iliCbKOIO
MOBOIO; dPopma iHoOpmMoBaHOI 3rogM ANA BariTHOI napTHepku, MpoTokon 64264681LYM1001,
ApanTtoBaHa AN KpaiHu Bepcis ana YKpaiHu, Homep 2.0 Big 03 uepBHs 2022 poKy, Ha ocHoBI MaiicTtep-
Bepcii ®PI3 gna BaritHoi naptHepkn 1.0 Big 15 XoBTHA 2019 poOKy, aHrMiliCbKOI Ta YKPaiHCbKOK
MoBamu; lgeHTudpikaliliiHa KapTKa nalieHTa 3 HaragyBaHHAMM Npo Bi3uTu: Bepcis 2.0 gna Ykpaiuum, Big,
03 uepBHA 2022 pOKy, aHrAIICLKOIO Ta YKPAIHCbKOO MOBaMMu [0 MPOTOKOY KAiHIYHOTO BMNPO6YyBaHHS
«Bigkpnte gocnimpkeHHa 1 gpasu 3 OuiHKM 6e3neyHoCTi, hapMakoKiHETUKM | dhapMakoAnHamiku npenapary
JNJ-64264681 B y4acCHUKIB 3 HEXOKKIHCLKOI NiIMGIOMOI Ta XPOHIYHUM AiMAOLMTapHUM NEKO30M», KO
pocnimpkeHHss 64264681LYM1001, nonpaBka 4 Big 18 nwTtoro 2021 poky; crnoHcop - AHcceH-Cinar
IHTepHewHn HB, benbris / Janssen-Cilag International NV, Belgium

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

BY/NO CTANIO
A.M.H. NepexpecTteHko T.I. nikap KapHaéepa O.A.
ToBapucTBO 3 0OMEXEeHOK BignoBiganbHiCTIO | MegUuHMIA LEeHTP ToBapucTBa 3 OGMEXEHOH
«MegnuHunii ueHTp imeHi akagemika HOpisa | BignoBiganbHicTio «ApeHcia  Ekcnnopatopi
MpokonoBuya CnixeHKa», BIigAiN KiHiYHKUX | MeaiciH», BigAin kniHiyHUX gocnipkeHb, M. KuiB
pocnipkeHb Ne 1, KuiBcbka o06OnacTtb,
KrneBo-CBATOWMHCbKWUIA paiioH, c. KanitaHiBKa




15. 3miHa BignosiganbHOro gocnigHuKa Ta Micusi NnpoBeeHHs KiHiIYHOro BUNpoGyBaHHA; flofaTok ao
MpoTtokony KniHiuHOro BUNpPoGyBaHHA 64264681LYM1002, Big 06 TpaBHA 2022 poOKy, aHI/iliCbKOIO
MoBoto; Bpouwypa gocnigHuka JNJ-67856633, BupgaHHsa 4, Big 14 kBiTHA 2022 poKy, aHr/iliCbKOKO
MOBOI0; locbe gocnigxyBaHoro nikapcbkoro 3aco6y (IMPD), INJ-67856633-ZAF | INJ-67856633-AAA,
Posginu: 2.3 Bectyn, Big 28 ntotoro 2022 poky, aHrfiicbkolo mMoBoto; 3.2.S Jlikapcbka cyGcTaHLifA
JNJ-67856633-ZAF, Big 01 Gepe3Hsa 2022 poky, aHrnificbkolo mMoBoro; 3.2.S Jlikapcbka cyGcTaHLif
JNJ-67856633-AAA, Big 25 nwoToro 2022 poky, aHrniiicbkoro MoBow; 3.2.P Jlikapcbkuid 3aci6
JNJ-67856633-ZAF ekB. 50 mr i 100 Mr TBepai XenatuHoBi Kancynu, Big 25 notoro 2022 poky,
aHrniiicokoto moBoto; 3.2.P Jlikapcbkuii 3aci6 JNJ-67856633-ZAF ekB. 80 Mr TaGneTKu BKPUTI
NNiBKOBOKO OGO/IOHKOK A1 NepopasibHOro 3acrtocyBaHHA (G024), ekB. 100 mr TaGneTkn BKpUTI
NNiBKOBOKO OGOJIOHKOK A1 NepopasibHOro 3actocyBaHHA (G027), Big 01 OGepe3Hsa 2022 poky,
aHrniicbkoo MoBoto; 3.2.P Jlikapcbkuit 3aci6 JNJ-67856633-AAA 80 Mr TabsieTKU BKpUTi N1iBKOBOIO
060/10HKOIO A15 NepopasibHOro 3actocyBaHHA (G003), 100 Mr TaG/eTKN BKPUTI NJ1IBKOBOKO 060J/I0HKOIO
ANA nepopanbHOro sactocyBaHHA (G005), Big 01 Gepe3Hsa 2022 poKy, aHrniicbkol MoBoOio; 3.2.A
Aopatku, Big 21 notoro 2022 poKy, aHMIiACLKOK MOBOI; 3a/lydeHHs HOBUX MiKapcbKux copm
npenapaty JNJ-6856633 (JNJ-6856633-AAA, G003; JINJ-6856633-AAA GO005), TabneTKn BKPUTI
NNiBKOBOI 060/10HKO 80 Ta 100 Mr; 3asly4yeHHs1 HOBUX BUPOGHUUUX AINITHOK ANA [OCAIAKYBaHOro
nikapcbkoro 3acoby JNJ-67856633-ZAF 50 i 100 mr (TBepai xenatuHoBi kancynu): Catalent Germany
Schorndorf GmbH, Steinbeisstr. 1 — 2, 73614, Schorndorf, HimeuunHa Ta CATALENT (SHANGHAI)
CLINICAL TRIAL SUPPLIES CO., LTD, Unit 2C, No.353, Riying Bei Road, China (Shanghai) Pilot Free
Trade Zone, Shanghai, P.R., Kutaii; 3anyuyeHHA p[opaTtKOBMX BUPOGHUUMX [AINAHOK AN
pocnipkyBaHoro nikapcbkoro 3aco6y JNJ-6856633 80 Ta 100 mMr (TaGneTku BKpPUTi MJ1iBKOBOKO
060/10HKOI0): Catalent Germany Schorndorf GmbH, Steinbeisstr. 1 - 2, 73614, Schorndorf, HimeuunHa
Ta CATALENT (SHANGHAI) CLINICAL TRIAL SUPPLIES CO., LTD, Unit 2C, No.353, Riying Bei Road,
China (Shanghai) Pilot Free Trade Zone, Shanghai, P.R., Kutaii; ®opma iHchopmoBaHOi 3rogu,
MpoTokon 64264681LYM1002, ApanTtoBaHa ans YkpaiHu Bepcia Ne 6.0 Big 12 TpaBHA 2022 poKy, Ha
OCHOBI MaiicTtep-Bepcii ®I3, Bepcia 7.0 Big 26 kBiTHA 2022 poKy, aHINIfICLKOIO Ta YKpPaiHCLKOI
MoBamu; flopgatok fo Popmu iHchopmoBaHoi 3roaun, MpoTokon 64264681LYM1002, AganToBaHa AnA
YkpaiHu Bepcis Ne 6.0 Big 12 TpaBHA 2022 poKy, Ha OCHOBI MaiicTep-Bepcii I3, Bepcin 7.0 Bif 26 KBiTHA
2022 poKy, aHIiACbKOK Ta YKpaiHCbKOK MoBamMu; Popma iHpOpMOBaHOI 3rogu ANAA BariTHOI
napTHepku, NpoTokon 64264681LYM1002, AganToBaHa ans YkpaiHu Bepcisi Ne 2.0 Big 03 uepBHa 2022
poky, CTBOpeHa Ha OCHOBI malictep-Bepcii P13 ana BaritTHOi napTHepkn Ne 1.0 Big 15 BepecHs 2020
POKY, aHITIACbKOIO Ta YKPAIHCbKOI MoBamMu; lgeHTudpikaliiiHa KapTKa nayieHTa 3 HaragyBaHHAMM NPo
BisuTu: Bepcia 2.0 gna YkpaiHn, Big 03 uepBHA 2022 poKy, aHMMIACbLKOK Ta YKPAiHCbKOIO MOBamu;
Mpotokon 64264681LYM1002, WWOAEHHNK MALUIEHTA, npenapar JNJ-64264681, npuiiom 1 pipg,
npenapat JNJ-67856633, npuiiom 1 plg, chiHanbHa Bepcia 3.0 Big 11 cepnHAa 2021 poKy, /IOKaJ/ibHa
Bepcis 5.0 Big 03 ntotoro 2022 poky, AnA YkpaiHu, kancynu BTKi QD MALT1 QD, ykpaiHCbKOI0 MOBOIO;
MpoTokon 64264681LYM1002, WOAEHHUK MALIEHTA, npenapat JNJ-64264681, npuiiom 2 pla,
npenapat JNJ-67856633, npuiiom 1 plg, chiHanbHa Bepcia 3.0 Big 11 cepnHAa 2021 poKy, /IOKa/ibHa
Bepcis 5.0 Big 03 ntoToro 2022 poky, AnA YkpaiHu, kancynu BTKi BID MALT1 QD, ykpaiHCbKOIO MOBOIO;
MpoTtokon 64264681LYM1002, WOAEHHUK MALIEHTA, npenapat JNJ-64264681, npuiiom 2 plga,
npenapat JNJ-67856633, npuiiom 2 plg, ciHanbHa Bepcia 3.0 Big 11 cepnHA 2021 poky, NoKasibHa
Bepcia 5.0 Big 03 ntotoro 2022 poky, AnA YkpaiHu, kancynu BTKi BID MALT1 BID, ykpaiHCbKOI MOBOIO;
MpoTtokon 64264681LYM1002, WOAEHHUK MALIEHTA, npenapatr JNJ-64264681, npwuiiom 1 pla,
npenapart JNJ-67856633, npuiiom 2 plg Tinbku NPOTArom neplinx 7 gHie uukny 1, a notim npuiiom 1 pig,
thiHanbHa Bepcia 3.0 Big 11 cepnHa 2021 pokKy, nokasbHa Bepcia 5.0 Big 03 ntotoro 2022 poky, ans
Ykpainn, kancynm BTKi QD MALT1 BID QD, ykpaiHCcbKOl MoBow; lMpotokon 64264681LYM1002,
LWOAEHHUK MALIEHTA, npenapat JNJ-64264681, npuiiom 2 plg, npenapaTt JNJ-67856633, npuiiom 2
p/a Tinbkn npotarom nepwwmx 7 gHiB uukny 1, a notim npuiiom 1 pla, ciHanbHa Bepcia 3.0 Big 11
cepnHAa 2021 poky, nokanbHa Bepcia 5.0 Big 03 noToro 2022 poky, AnAa YkpaiHu, kancynu BTKi BID
MALT1 BID QD, ykpaiHCbKkoio moBolo; lMpotokon 64264681LYM1002, LWOAEHHUK MALIEHTA,
npenapat JNJ-64264681, npuiiom 1 pia, npenapart JNJ-67856633, npuiiom 1 plg, chiHanbHa Bepcia 3.0
BiA 11 cepnHsa 2021 poky, okasibHa Bepcifa 5.0 Big 03 ntotoro 2022 poky, Ans YKpaiHu, Taénetkn BTKi
QD MALT1 QD, ykpaiHCbKOl MoBoOlo; [poTtokon 64264681LYM1002, WOAEHHUMK TMALIEHTA,
npenapat JNJ-64264681, npuiiom 1 p/g, npenapar JNJ-67856633, npuiiom 2 plg TinbkKu npoTsrom
nepwux 7 gHiB uukny 1, a notim npuiiom 1 plg, cdiHanbHa Bepcisa 3.0 Big 11 cepnHa 2021 poky,
nokanbHa Bepcia 5.0 Big 03 ntotoro 2022 poky, anAa Ykpaiiu, ta6netkm BTKi QD MALT1 BID QD,
YKpaiHCbKolo  MoBoOw; [lpoTokon 64264681LYM1002, WOAEHHUK TMALIEHTA, npenapar
JNJ-64264681, npuiiom 2 pla, npenapatr JNJ-67856633, npuiiom 1 pla, cpiHanbHa Bepcia 3.0 Big 11
cepnHa 2021 poky, nokanbHa Bepcia 5.0 Big 03 notoro 2022 poky, Ana YkpaiHu, Tadonetkn BTKi BID
MALT1 QD, ykpaiHCbkolo MOBOO; NMpoTtokon 64264681LYM1002, LLOAEHHUK MALIEHTA, npenapart
JNJ-64264681, npuiiom 2 pla, npenapar JNJ-67856633, npuitiom 2 plg, ciHanbHa Bepcisa 3.0 Big 11
cepnHa 2021 poky, nokanbHa Bepcifa 5.0 Big 03 noToro 2022 poky, Ana YkpaiHu, Taonetkn BTKi BID
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MALT1 BID, ykpaiHCbKOO MOBOl10; MNMpoTtokon 64264681LYM1002, LULOAEHHUK MALUIEHTA, npenapar
JNJ-64264681, npuiiom 2 pla, npenapat JNJ-67856633, npuiiom 2 pl/a TiNbK1 NPOTAroM nepLumx 7 gHie
uukny 1, a notim npuiiom 1 plg, chiHanbHa Bepcis 3.0 Big 11 cepnHsa 2021 poky, lokasibHa Bepcis 5.0 Big,
03 notoro 2022 poky, Ana YkpaiHu, Ta6netkm BTKi BID MALT1 BID QD, ykpaiHCbKOIO MOBOIO;
MpoaoBXeHHs1 TepMiHYy MpPoOBeAeHHs K/iHIYHOro BUNPOGYBaHHA B YKpaiHi Ta B YycCiX KpaiHax, Ae
NpPoBOAUTLCA KNiHiuHe BUnpoOyBaHHA Ao 03 pokiB 01 micsAus Ta 26 AHIB 40 MPOTOKOMY KIIHIYHOIO
JocnipkeHHs «BigkpuTe gocnigpkeHHsa 1b dpasm 3 ouiHkM 6e3neyHOCTi, dapMakoKiHETUKM | hapMakogrHaMIKn
npenapaty JNJ-64264681 y komGiHauii 3 npenapatom JNJ-67856633 B y4acCHWKIB 3 HEXOLKKIHCbKO
NiMOMOI0 Ta XPOHIYHUM NiMAPOLMTAPHUM NENKo30M», Ko, AocnimkeHHs 64264681LYM1002, nonpaBka 2,
Big 15 nunHsa 2021 poky; cnoHcop - AHcceH-Cinar IHTepHewHn HB, benbris / Janssen-Cilag International NV,
Belgium

3asBHuK - TOB «<APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa

BYNO CTAJIO
A.M.H. NepexpecTteHko T.IM. nikap KapHatepga O.A.
ToBapucTBO 3 0OOMEXEeHOol BignoBigasbHicTIO | MeguuHUA LEeHTP ToBapucTBa 3 OGMEXEeHOoH
«MepgnuHuii ueHTp imeHi akagemika HOpis | BignoBiganbHicTiO «ApeHcia Ekcnnopartopi
MpokonoBuuya CnixeHka», BigAin KAiHIYHUX | MegiciH», BiaAin KNiHiYHMX gocnigxeHb, M. Kuis
pocnipkeHb Nel, KuiBcbka o6Gnactb, Kuebo-
CBATOLWNHCbKUIA paiioH, c. KanitaHiBKa

16. JopaToK [0 NMPOTOKOJY K/iHIYHOrO AOCNiIfKEeHHsA WOoAO0 NPoBeAEeHHA BUNPOOYBaHHA B yMOBax
CTUXIAHOTO NMxa, 3HAYHUX NOPYLEHb Ta naHgemii Big 19 TpaBHA 2022 poKy A0 NPOTOKOMY K/iHIYHOIO
BMNPOGYBaHHA «baraToueHTpoBe, 0OQHOrPynoBe, BiAKPUTE, AOCMIIKEHHS 3 OLiHKM AOBrOCTPOKOBOI 6e3neku
npenapaty MauuTeHTaH Yy nauieHTiB 3 flereHeBOK TiNepTeH3iel, sKi paHile fikyBaiucs npenapaTom
MaumTeHTaH B KaiHiYHUX pocnipkeHHax (UMBRELLA)», kog gocnigpxkeHHss AC-055-314, cxBaneHa Bepcisi 8
Big 05 cepnHa 2021 poky; cnoHcop - AkTenioH ®apmacbtoTikanc /ITg. [Actelion Pharmaceuticals Ltd],
Lseiiuapis

3asBHUK - TOBAPMCTBO 3 06MEXEHO!0 BiAnoBiganbHICTIO «/TABKOPM KMIHIKA/T AEBE/IONMMEHT YKPAIHA»

17. OHoBneHuii MpoTokon KniHiYHOro Bunpo6yBaHHA AB-836-001, Bepcis 2.0 Big 28 kBiTHA 2022 pokKy,
aHrniincbKo MoBO; Bpolwypa gocnigHuka AB-836, Bepcis 4.0, Big, 28 kBiTHA 2022 pOKy, aHINMiICbKOLO
MoBo1o; IHchopmauiiiHuit nucToK i hopma iHchopmoBaHOiI 3roau, anAa YkpaiHu, sepcis 1.0 Big 02 uepBHA
2022 p., cTBOpeHa Ha OCHOBi 6a30Boi Bepcii ®I3, yactuHa 4, Bepcia 1.0 Big 02 TpaBHa 2022 poKy,
aHrniicbKolo Ta yKpaiHCcbKoo MoBamu; flogatok o IHchopmauiiiHoro nuctka i popmu iHpopmoBaHoi
3rogn, ana Ykpaiium, Bepcia 1.0 Big 02 uepBHA 2022 p., cTBOpeHa Ha OCHOBi 6a30BOi Bepcii PI3,
yacTuHa 4, Bepcisa 1.0 Big 02 TpaBHA 2022 pOKy, aHrNilACbKOK Ta YKpaiHCbKOW MoBamu; Popma
iHdbopMoBaHoOI 3roau Ha 36ip iHhopmaLil Npo BariTHICTb, ANA YKpaiHu, Bepcia 2.0 Big 02 uepBHsa 2022
p., CTBOpeHa Ha OCHOBi MalicTep-Bepcii PI3 Ha 36ip iHhopmauii npo BariTHicTb, Bepcia 2.0 Big 06
TpaBHA 2022 p., aHrNINCbKOK Ta YKpPaiHCbKO MOoBaMu; KapTka yuyacHuMKa K/iHIUHOroO AOCifKeHHA
AB-836-001, uactuHa 4, ®IHAJ/IbHA, Bepcia 1.0, Big 19 TpaBHA 2022 poKy, YKPaiHCbKOI MOBOIO;
LLogeHHUK npuiiomy gocnigkyBaHoro npenapaty, Koropta K, Bepcia 1.0 Big 05 TpaBHs 2022 poky,
yKpaiHCbKolo MOBOIO; LLlogeHHUK npuiiomy gocnigpKyBaHoro npenaparty, Koropra L, Bepcis 1.0 Big 05
TpaBHA 2022 poOKy, YKPAiHCbKOK MOBOI; [OCbE [OCNifKYBaHOro nikapcbkoro 3acoGy AB-836,
Tabnetkn (25 mr, 100 mr) Bepcia 2.0, Big 07 KBiTHA 2022 poKy, aHrNiACbKOIO MOBOI; MoAOBXKEHHSA
TEepPMiHYy NpUAATHOCTI AOCNiAKyBaHOro likapcbkoro 3acooy AB-836 tabnetku (25 mr, 100 mr) go 24-x
MicALiB 00 NPOTOKONY KMiHIYHOro AoCAimKeHHS «[oAaBiiiHO cnine, paHAoMi30BaHe, nnaLeb0-KOHTPOo/IbOBaHE
OOCNIMKEHHST 3 OQHOKpaTHUM i 6araTokpaTHMM 3acTocyBaHHSAM npenapaTy AB-836, kancuaHoro iHriGitopa
BipycHoro renatuty B, ansa ouiHku lioro 6e3neyHOoCTi, NepeHOCUMOCTi Ta (dapMakoKIHETUKM Y 3[10pPOBMX
YyYacCHUKIB Ta B YYaCHUKIB 3 XPOHIYHOW iHGPeKUie BipycHOro renatnty Bx», kog pocnipxeHHs AB-836-001,
Bepcisa 1.1 Big 14 ciuHa 2021 poky; cnoHcop - ApbyTyc Biodpapma KopnopeliwH, CLUA/ Arbutus Biopharma
Corporation, USA

3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

18. OHoOBeHWiI NPOTOKOJ/ KNiHIYHOrO BUMPOOYBaHHA, Bepcia 6 Big 25 nwotoro 2022 p.; dopma
iHbopMoOBaHOi 3roaun ANs YaCTUHU 2 AOCNiMKEHHS (ANA NigTBepAXeHHA A,03M), Bepcis 3.0 Ana YkpaiHu
YKpPaAiHCbKOIO Ta pocilicbkolo MoBamun Big 12 tpaBHA 2022 p. Ha ocHoBi maiicTtep-Bepcii copmu
iHcbopmoBaHoOi 3rogn gna pocnimxkeHHsa BP40657, YactuHa 2, Bepcia 5 Big 25 ntotoro 2022 p.;
MoaoBXeHHA TepMiHy NpUAATHOCTI AOCAiAKyBaHOro nikapcbKoro 3acod0y ArTtesonizymad pans
NigLWKipHOro 3acTOoCyBaHHs, PO34UH ANA iH eKuiii, 125 mr/imn go 36 micsauiB; OHoBneHi po3ginu S.7.1
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(cmc413734), S.7.3 (cmc413735), P.5.4 (cmc413841), P.8.1 (cmc413732), P.8.3 (cmc413733) pgocbe
[OCnipKyBaHOro NikapcbKoro 3acooy ATtes3osiisymad A1 NigWKIPHOro 3acToCyBaHHA, PO3UMH ANA
iH’eKuiin, 125 mr/mn 4O NPOTOKONY KNIHIYHOMO AocnigxeHHs «PaHaomizoBaHe, 6aratoueHTpoBe, dasm IB/11I
JocnifpkeHHa apMakoKiHETUMKM, eeKTUBHOCTI Ta ©6e3MeyHOCTi 3acToCcyBaHHA MigWKipHOi  dhopmu
aresonisymady y NopiBHAHHI 3 BHYTPILUHBLOBEHHOK (POPMOI0 aTe30/i3ymMaby y naLieHTiB i3 paHilwe nikoBaHUM
MicueBonownpeHM abo MeTacTaTUUHUM HeApPiGHOKNITUHHM pakoM JfiereHby», Kog, aocnigpkeHHs BP40657,
Bepcis 5 Big 10 notoro 2021 p.; cnoHcop - ®.XodhmaHH-/1a Pow Jitg, LWseiuapis

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

19. OHOBIEHUIA NPOTOKOJ KAiHiYUHOro BunpooysaHHa MK-3475-811 3 iHKopnopoBaHO0 nonpaskoio 08
Big 07 KBiTHA 2022 poKy, aHrnilicbkolo MoBoto; MK-3475-811, YkpaiHa, Bepcisa 09 Big 16 TpaBHa 2022 p.,
YKpaiHCbKOI0 MOBOIO, iH(hopMaLis Ta AOKYMEHT npo iHhopmoBaHy 3rogy As nauieHTa 40 NpoToKony
KniHiYHOro gocnimkeHHs «PaHgomizoBaHe, Il dpa3un, noggiiHe cnine gocnigpkeHHs kKoMGiHaLii TpacTy3ymaoy,
ximioTepanii Ta nembponizymaby y NopiBHAHHI 3 kOMOGiHauielo TpacTy3symaby, ximioTepanii Ta nnauebo sk
Tepanii nepwoi NiHii y naujieHTisB 3 HER2-no3UTMBHOIO MeTacTaTMyHOK aAeHOKapuUHOMOIO LUNYHKY abo
LUYHKOBO-CTpasoxigHoro 3'eaHaHHsA (KEYNOTE 811)», koa gocnimpkeHHs MK-3475-811, 3 iHKOpNopoBaHo
nonpaskoto 07 Big 24 uepBHA 2021 poky; crnoHcop - «Mepk LWapn EHg Joym Kopn.», AoYipHE NigNPUEMCTBO
«Mepk EHZ Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

20. OHOBNEHWiIi NPOTOKON KIiHIYHOrO BuNpoOyBaHHA, Bepcia 8.0 Big 01 nwToro 2022 poky
aHrniicbkolo MoBoOK; Bpowypa pocnigHuka pgocnigxKyBaHOro nikapcbkoro 3aco6y Hipanapi6
(Niraparib), Bepcia 13 Big 03 nuctonaga 2021 poKy aHrfiilicbkolo MoBOH; IHpOpMaLiiHWMIA NUCTOK
nauieHTa Ta dopma iHhopmoBaHoi 3rogu, Bepcisa 10.0 Big 01 kBiTHA 2022 pOKYy YKpaiHCbKOK Ta
pociiicbkolo MoBamu; Byknetr pesynbtartiB, noBigomieHux nauieHTom (Pesynbtatu, NOBigOMJIEHI
nauieHTom (PMM); IHCTpyKUil AnA nauieHTa i3 3anoBHeHHA Bykneta pesynbTaTiB, NOBIAOMIEHUX
nauieHtom (PMM)), Bepcia 2.0 Big 17 6epe3Ha 2022 poKy yKPAiHCbKOIO Ta POCIACbKOIO MoBaMu [0
MPOTOKOJTY KJ/TIHIYHOrO AOChifpKeHHs «PaHgomizoBaHe, NoABIHO cnine AOCAifpKeHHS a3y 3 MOPIBHAHHS
nAaTMHOBMICHOI Tepanii i3 npenapatom TSR-042 Ta Hipanapi6om 3i CTaHAAPTHOK M/IATUHOBMICHOH)
Tepanieto B AKOCTI 1-1 MiHiT NikyBaHHS HEMYLMHO3HOIO eniteniasibHoOro paky siedHukis Il abo IV cragii», kog
pocnigpkeHHs 3000-03-005/ENGOT-0V44, sepcia 7.0 Big 19 cepnHsa 2020 poky; cnoHcop - TESARO, Inc.,
CLIA

3aaBHNK - TOBAPWUCTBO 3 OBMEXEHOI BIAMNOBIOANBHICTIO «®PAPMACBIOTIKAN PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)



