Jopartok 1

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rAHYTUX Ha 3acigaHHi
HTP Ne 14 Big 19.05.2022, Ha siki 6ynn oTpuMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBneHuni MpoTokon KniHiuHoro gocnipkeHHs ACE-536-MDS-002, nonpaBka 4.0 Big, 31 6epe3Hs
2022 p., aHrnincbKo MoBo1O; [locbe fOCNiAKYBaHOro nikapcbkoro 3aco6y Jlycnatepuent (ACE 536),
Bepcis 8.0 BiA OBTHA 2021 p., aHrNICbKOO MOBOH; 3aslyyeHHA A0[aTKOBOI BUPOGHUNUOT AiNAHKU
BUMNYCKY Ta iMNopTy gocnigxysaHoro npenaparty nycnarepuent (Luspatercept, ACE-536), niocinizar
ANA po3unHy Ansa iH’ekuin, 25 mri37,5 mr nycnarepuenty (50 mr/imn), niodinisat gna posunHy ans
iH’ekuin, 75 mr/87,5 mr nycnatepuenty (50 mr/mn), Bristol-Myers Squibb International Corporation,
Belgium (Parc de I'Alliance, Avenue de Finlande 4, Braine-I'Alleud, 1420, Belgium) no npotokony
KNiHiYHOro gocnigpkeHHs «Bigkpute, paHaomMizoBaHe focnimkeHHs da3mn 3 aAna nopiBHAHHA e(PeKkTUBHOCTI Ta
6e3neyHocTi npenaparty nycnartepuent (ACE-536) Ta enoeTunHy anba Ans nikyBaHHS aHeMii, CIPUUYNHEHOT
mMienogmcnnactTmiyHumm cuHgpomamm (MAC) 3 Ay>e HU3bKUM, HU3bKMM abo MPOMDKHUM PIBHEM PU3KKY 3a
IPSS-R, y naujieHTiB, siki paHiwe He OTpMMyBa/IM CTUMYNSITOPU epUTPONoe3y Ta NOTPedyTb NepennBaHHS
epuTpouunTiB», kog gocnimpkeHHs ACE-536-MDS-002, nonpagka 3.0 Big 23 ntotoro 2021 p.; cnoHcop - Celgene
Corporation, USA/ CengxeH KopnopeiiwH, CLUA

3aaBHUK - ToBapmncTeBo 3 O6MexeHo BignosiganbHicTio «KOHTPaKTHO-A40CNiAHULbKA opraHisaLis IHHo®apm-
YkpaiHa»

2. OHOBNEHMiI NPOTOKOJ KNiHiYHOro BunpoGysaHHA BAY 3427080 | 21652 Bepcisa 3.0 3 iHTerpoBaHoI0
nonpaBkoto 1 Big 10 nwToro 2022; OHOBNEHe [OCLE AOCMIMKYBAHOIO iKapCbKOro 3acoGy
Elinzanetant (BAY 3427080), Bepcia 02 Big 08 niwToro 2022 («AKicTb»); OHOBNEHe A0CbE
[ocnigpKyBaHOro nikapcbkoro 3aco6y Elinzanetant (BAY 3427080), Bepcia 1.0 Big 25 ciuHa 2022
(«<Be3neka Ta epeKTUBHICTb») A0 NPOTOKO/Y KiHIYHOrO AocnimkeHHs «MoggiiiHe cnine, paHAoMi3oBaHe,
nnauebo-kOHTPO/IbOBaHE OGaraToueHTPOBE  OOCAIMKEHHA AN  OUiHKM  eddeKTMBHOCTI Ta 6e3neku
eniH3aHeTaHTy 14 NiKyBaHHA Ba30OMOTOPHUX CUMMTOMIB NMPOTATOM 26 TUXHIB Y XiHOK Y NOCTMEHOoNay3i», KOZ,
pocnigxeHHa BAY 3427080 | 21652, sepcisa 2.0 Big 15 uepsBHA 2021; cnoHcop - Baiiep KoHcbiomep Kep AT,
Lseiiuapis

3asBHUK - TOB «baliep», YkpaiHa

3. Bpouypa gocnigHuka CNTO1959 (guselkumab), BugaHHa 13 Big 14.12.2021 p.; KapTka-nam’siTka 3
BiAOMOCTSIMU MPO Bi3UTW, 3ansiaHoBaHi B MeXxax gocnimkeHHsa Affinity, CNTO1959PSA2003-UKR09,
Bepcia 1.0 Big 08.06.2021 p., ykpaiHCcbKolo moBoto; KapTka «Askyemo», CNTO1959PSA2003-UKR10,
Bepcia 1.0 Big 08.06.2021 p., ykpaiHCbKOl MOBOLO; «KniHiuHe pocnigpkeHHA Affinity TMociGHuK
yyacHuka», CNTO1959PSA2003-UKR18, Bepcia 1.0 Big 08.06.2021 p., YKpaiHCbKOK MOBOIO;
«BigoMmocTi npo KniHivHi gocnigxeHHsa», CNTO1959PSA2003-UKR17, Bepcia 1.0 Big 08.06.2021 p.,
YKpaiHCbKOK MOBOIO; OHOBNEeHui po3pain 3.2.S gocbe A/13 rycenbkymad (CNTO1959), ntotuii 2022 p.;
OHoBneHuit po3gin 3.2.P gocbe AN13 rycenbkymad (CNTO1959), nonepeHbLO 3anoBHeHWiA wnpuy, 100
mr/mn, noTuid 2022 p.; OHoBeHui po3gin 3.2.A gocbe A/13 rycenbkyma6 (CNTO1959), ntotuii 2022 p.;
OHoBnenuit posgin 3.2.R pocbe [AON13 rycenbkyma6é (CNTO1959), 07.02.2022 p.; Bkiro4veHHsA
poparkoBoro BupooHuka Catalent CTS, LLC, CLUA ana AN3 rycenbkyma6 (CNTO1959), po3uuH ans
iH'eKUili Y nonepegHbO 3anoBHeHOMY wnpuui, 1 mn, 100 mr/Mn 40 NPOTOKONY KAIHIYHOTO AOCAIAKEHHS
«BbaraToueHTpoBe, paHAOMi30BaHe, NoABIViHe cAine, nnaueb0 KOHTPOIbOBAHE KJliHIYHE AOCAIMKEHHS 2a dhasm
ONS OUiHKM eheKTMBHOCTI Ta 6e3neyYHOCTi NPU3HaYeHol NigWKIpHO KOMGIHOBaHOT Tepanii rycesibkymady Ta
rosiimymady y nauieHTiB 3 aKTMBHMM NCOPIiaTUYHUM apTpUTOM», Kog gocnimpkeHHs CNTO1959PSA2003, 3
nonpaskoto 1 Big 06.10.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris

4. bpouwypa agocnigHuka (Bl) ana npenapary PF-07104091 (CDK2), PF-07104091, Bepcia 2.0 Big
nvctonaga 2021 poky, aHriiCbKOI0 MOBOI; Popma iHPOPMOBAHOI 3roAN Ha yyacTb Y AOCNIAKEHHI,
Bepcis 04/02/00 Big 03 rpygHAa 2021 p. gnsa YKpaiHU aHINiicbKolo MoBoto; dopma iHhopmoBaHoi 3rogu
Ha y4yacTb Yy pgocnigxeHHi, Bepcia 04/02/00 Big 03 rpyaHs 2021 p. anAa YKpaiHU YKpPaiHCbKOKO MOBOIO;
dopma iHhopMOBaHOT 3roau Ha yyacTb Y AocnifKeHHi, Bepcia 04/02/00 Big 03 rpyaHs 2021 p. ansa
YKpaiHu pocilicbKolo MOBOIO; 3pa3oK MapKyBaHHSA Ha Jlikapcbkuii 3aci6 PF-07104091, Bepcis 1.A Big 10
ciuHa 2022 p. yKpaiHCbKOW MOBOIO; 3pa3oK MapKyBaHHA Ha MikapCcbKuii 3acié nanGouukiio
(PD-0332991-00), Bepcisa 1.A Big 15 rpygHa 2021 p. yKpaiHCbKOK MOBOIO [0 MNPOTOKOJ/TY KMiHIYHOTO
AocnimkeHHs «JocnipkeHHsa dpasn 1/2a 3 nigBULEHHAM A03U1, Nig60poM 403U Ta 3aCTOCYBaHHAM BMOpaHOT
0031 npenapaTty B PO3LWIMPEHIA KOropTi Ans OuiHKKM 6e3neyvyHoCTi, NepeHocUMOocCTi, hapMakoKIHETUKM,
chapmakognHamikm Ta NPOTMNYXIMHHOIT akTMBHOCTI npenapaTy PF-07104091 B sikocTi MOHOTEpanii Ta 'y cknagi



KoM6iHOBaHOT Tepanii», Koh pocnimkeHHs C4161001, diHanbHa Bepcis NPOTOKOY 3 iHKOPNOpPOBaHO
nonpaskoto 3 Big, 04 xoBTHA 2021 p.; cnoHcop - MNdpaizep IHk., CLUA
3anABHuK - MNdpainzep IHk., CLUA

5. IHchopmania gna nauieHTa Ta iHpopMOBaHa 3rofia Ha yyacTb Y HayKOBOMY [AOC/iMKEHHi Ta
HeOGOB’sAI3KOBOMY AOCHNiMKEHHI, Bepcia 5.0 ana YkpaiHn Big 26 ciuHA 2022 poKy, YKpaiHCbKOK Ta
pociiicbkolo MoBamu; IHhopmauifiHa KapTka ydacHUKa AocnigpkeHHsA, Bepcia 2.0 Big 26 ciuHa 2022
POKY, YKPAiHCbKOID Ta POCIACbLKO MOBaMMu [0 NPOTOKO/Y KiHIYHOrO AOC/imKeHHs1 «PaHaomizoBaHe,
noAgiviHe cnine, nnauebo-KOHTPO/IbOBaHe AocnimkeHHs da3n 3 AN OLUiHKM npenapaty ynagauuTuHio y
NigniTKiB Ta AOPOCANX NaLiEHTIB 3 MOMIPHUM Ta TSHXXKMM aTOMIYHUM AepMaTUTOM», KO4 AocAipKkeHHS M16-045,
Bepcis 6.0 Big 28 ciuHs 2021 poky; cnoHcop - AbbVie Inc., USA/ E66BI IHk., CLLA

3adBHUK - «E66BI BioghapmacktoTikans FTmM6X», LLseliuapis

6. lHchopmauiiiHa KapTKa yuyacHUKa AocnigkeHHs, Bepcis 2.0 Big 21 XoBTHA 2021 poKy, yKpaiHCbKOIO Ta
pociiicbKkolo MoBamu; 3aJTlyueHHs A04aTKOBOT OpraHisauii, AKiii CMOHCOp generyBaB CBOi 060B’A3KM Ta
thyHKLIT, NOB’sI3aHi 3 NPOBeAEHHAM KNiHIYHOro BUNPoG6yBaHHA, — TOB «LieHTp KniHiyHUX JocnigkeHb
NTA» [o nNpoTOKOy K/IHIYHOrO AOCNifKeHHA «Bigkpute paHoMizoBaHe KOHTPO/IbOBaHE MiXHapoAHe
JocnigpkeHHs 3 hasn /19 BUBYEHHS Teni3oTy3ymMady BefoTuHy (ABBV-399) y NOPIBHSAHHI 3 AOLETaKCesIOM y
NauieHTIB i3 paHiwe NiKoBaHUM MiCLLEBONOLLUMPEHUM/METACTaTUUYHUM HENMOCKOKAITUHHUM HeApiOHOKMITUHHM
pakoM JiereHiB i3 Hagekcnpecieto peuenTopa takTopa pocTy renatounTie (c-Met) Ta HasiBHICTIO pelenTtopa
enigepmasibHoro gpaktopa pocty (EGFR) HemyTareHHoro Tuny», kog, gocnimkeHHst M18-868, sepcis 1.0 Big 21
KBiTHA 2021 poky.; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3adaBHUK - E66BI BiodhapmachtoTikan3 Mm6X, LLseiilapis

7. OHOBNEHWA NPOTOKO/ST KAiHiYHOrO BunpobyBaHHa MK-7902-014 (E7080-G000-320) 3
iHkoprnopoBaHoto nonpaskoto 05 Big 01 6epe3HA 2022 poky, aHrNiliCbKOKO MOBOIO; YKpaiHa, MK-7902-
014 (E7080-G000-320), IHchopmauis Ta SOKYMEHT Npo iHopMoBaHy 3roay A/A nauieHTa, Bepcia 2.00
BiA 31 Gepe3HA 2022 p., yKpaiHCbLKOIO MOBOLO; YKpaiHa, MK-7902-014 (E7080-G000-320), JonoBHEHHA
po iHcdopmauii Ta AOKYMEHTY npo iHopMoBaHy 3roay Ansl nauieHTa ANA NikyBaHHA nicnsa
nporpecyBaHHA XBOpoo6wu, Bepcia 1.00 Big 31 6epe3HAa 2022 p., yKpaiHCbKOIO MOBOIO; 3MiHa Ha3BU
Micus NpoBefeHHA K/HIYHOro BUNPOOYBaHHA A0 NPOTOKO/Y KAiHIYHOrO AOoCnimKeHHs «PaHaomizoBaHe
pocnimpkeHHs 1l dpasu ans ouiHkM edeKTMBHOCTI Ta 6e3neyYHOCTi nemoponisymady (MK-3475) y kombiHauii 3
neHBaTuHI6oM (E7080/MK-7902) i XimioTepani€to NOPIBHAHO 3i CTaHAAPTHUM NiKyBaHHAM B IKOCTi NepLUoT AiHil
Tepanii 415 y4acHUKIB 3 METACTaTUYHO KapLMHOMOKO CTpaBoxoay», kog aocnimpkeHHs MK-7902-014 (E7080-
G000-320), 3 iHKopriopoBaHoto nonpaBkoto 03 Big 05 cepnHa 2021 poky; cnoHcop - «Mepk Wapn eHg Joym
Kopn.», gouyipHe nignpuemctBo «Mepk eHp Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)
BYNO

CTAJIO

A.M.H., npoc. AyaHivyeHko O. C.

JepxaBHa ycTtaHoBa «IHCTUTYT 3arajibHOI Ta
HeBigKknagHoi xipyprii imeHi B.T. 3aiiueBa
HauioHanbHOIT  akagemil MegU4yHUX  HayK
YKpaiHu», BigAiNeHHA THiAHOI Xipyprii Ha 25
NKOK 3 nanartoro iHTEHCUBHOI Tepanii Ha 6 NiXXOK,
XapkKiBCbKa Megu4yHa akageMmisi nicnsagunaoMHoI

O.M.H., npodp. AyaHiveHko O. C.

JepxaBHa ycTaHoBa «lHCTUTYT 3arajibHOi Ta
HeBigKknapgHoi xipyprii imeHi B.T. 3aiiueBa
HauioHanbHOT  akagemil  Megu4yHUX  Hayk
YKpaiHu», BigAiNeHHA XipyprivHux iHdekuin ta
yCKnaaHeHOoi OHKONOriyHOI naTtonorii Ha 25 nixok
3 najsaTolo iHTEHCMBHOI Tepanii Ha 6 JXKOK,

OCBITN, Kachegpa OHKONOrIi Ta AUTAYOT OHKONOTIT,
M. XapkKiB

XapkKiBCbKa Megu4yHa akagemisi nicnagunaomMmHol
OCBITN, Kachegpa OHKONOrIT Ta AUTAYOT OHKONOTIT,
M. XapkKiB

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOH0 BignoBigasbHICTI0 «MC/ YkpaiHa»

8. OHoBneHe [locbe pocnimKyBaHOro nikapcbkoro saco6y AZD9291 (Osimertinib, TAGRISSO™)
Bepcis Big notoro 2022 poky; OHoBneHa bpolwypa gocnigHuka no npenapary AZD9291 (Osimertinib,
TAGRISSO™), Bepcist Homep 16.0 Big 17 ntoToro 2022 poky; IHchopmauis npo gocnimKeHHA Ta hopma
3rogu Ans [OpPOC/uX, IoKasibHa Bepcis Homep 7.0 AnsA YKpaiHu YKpPaiHCbKOIO Ta POCilicbKOl MoBaMu,
pata Bepcii 04 kBiTHA 2022 poKy, Ha ocHoBi MacTtep Bepcii Homep 9 Big 15 Gepe3Hs 2022 poky;
JonoBHeHHsA Ao copmu iHopmoBaHoi 3rogn (PI3) wWoOAO0 npoBefeHHS A[OCAiMKeHb 3pasKiB
GionoriuHoro martepiany nokanbHa Bepcia Homep 3.0 gnA YKpaiHM YKPaiHCbKOK Ta POCiliCbKoto
MoBaMu, gata Bepcii 04 kBiTHA 2022 poKy Ha ocHOBi MacTep Bepcii Homep 3.0 Big 15 6epe3Ha 2022 poKy
[0 MNpPOTOKOAY K/IHIYHOro BUNPOOYyBaHHS «baratoueHTpoBE paHAoMi30BaHe MoABiliHe cnine nnauebo
KOHTpO/SIbOBaHe AOCNigAXeHHA 3 dha3n Ans OUiHKM eddeKTUBHOCTI Ta 6e3nedHocTi npenapaty AZD9291 y
NOPIBHSAHHI 3 Nnauebo y nauieHTiB 3 HeAPIOHOKNITUHHUM pakom nereHb IB-11IA cTagii Ta myTauieto peyentopa
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enigepmMasibHOro (pakropa poCTy NpW 3acToCyBaHHi MiCNA MNOBHOT pPe3ekuii NyX/IMHW He3aslexHo Bif
npoBefeHHs af’toBaHTHOT xiMmioTepanii (ADAURA)», kof gocnigxeHHss D5164C00001, sepcis Homep 5.0 Big
25 ciyHAa 2021 poky; cnoHcop - «AcTpa3eHeka Ab», LUBeLis

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

9. OHOoBeHe [locbe JOCifKYBaHOrO JlikapcbKkoro 3aco6y PF-06651600 (puTneynTuHio) Big 23 noToro
2022 p., aHIiACbKOI MOBOI; 3a/ly4eHHA A0AATKOBOI Ha3BMW [OCIgKYBAHOIO J1iKapCbKOro 3acooy
PF-06651600 - puTneuuTuHi6; MOJOBXEHHA TepMiHYy NPUAATHOCTI AOCAILKYBAHOIO JiKapCbKOro
3aco6y PF-06651600 (putneuutuHi6) Ao 60 wMicAWiB 40 NPOTOKOMY KAIHIYHOTO  AOCAIAXKEHHS
«PaHgomizoBaHe, noagiiHe cnine, niaueb0-KOHTPONbOBaHEe AOC/IMKEHHS Y napanenbHux rpynax dasm 2A
[ON5 OLiHKM edheKTUBHOCTI Ta 6e3neyHoCTi nepopasibHOT chopmu npenapartis PF-06651600 Ta PF-06700841 B
AKOCTI iHAYKUIAHOT Tepanii Ta BigkpuTe po3LwvpeHe NikyBaHHA MaujieHTiB 3 XBopoboto KpoHa cepefHboro abo
B&XKKOr0 CTYMNEHS TSHXKKOCTI», koA, AocnimkeHHs B7981007, chiHanbHa Bepcis 3 iHKOPNOpOBaHO0 NOMpasKoto 5,
BiA 27 nunHa 2021 p.; cnoHcop - daiizep IHk., CLUA

3anBHuK - TOB «KniHiuHi gocnimkeHHs AKOH», YkpaiHa

10. Bpowypa gocnigHuKa focnigKyBaHoro nikapcbkoro 3aco6y IMBPYBIKA® (iGpyTuHiG), BugaHHAa 15
Big 10 rpyaHsa 2021 poky aHriicbKo MoBolo; IHhopmauia ana nauyieHTa Ta Popma iHthopmoBaHOI
3rogn gnAa YKpaiHum, Bepcia 12.0 Big 9 ntotoro 2022 poKy YKpaiHCbKOK Ta POCIfiCbKO MOBaMu;
MoaoBXXeHHA TepMiHY NpoBeAeHHS KNiHIYHOro BUNPOGYyBaHHA B YKpaiHi fo 29 rpyaHa 2027 poky A0
NPOTOKONY KMIHIYHOrO AocnigpkeHHs1 «baraToueHTpoBe BiAKPUTE [AOBFOCTPOKOBE MOAOBXEHE KAiHIYHE
pocnipkeHHs 3b cdasm npenapaty PCI-32765 (I6pyTuHiG)», kog pocnipkeHHs PCI-32765CAN3001,
nonpaska INT-6 Big 13 cepnHa 2021 poky; cnoHcop - « AHCCEH ®APMALEBTUKA HB», Benbris

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

11. OHOBEHWIA NPOTOKON KAiHIYHOrO AocnigkeHHsa CV181375 (D1680C00019), Bepcis 06 Big 07 noToro
2022 poKy aHrniicbKo MOBOIO [0 MPOTOKO/Y K/IIHIYHOMO AOCAIMKEHHS «26-TWXKHEBE, baraToLeHTpoBe,
paHgoMi3oBaHe, nnauebo-koOHTPOboBaHe, NoABIHO-ciNe BMNpo6yBaHHA dhasn 3 B napasiesibHMX rpynax i3
26-TMXXKHEBUM MOAOBXEHMM MEpioaoM i3 MipKyBaHb 6e3neku Ans OLiHIBaHHA 6e3nekn i eqeKTUBHOCTI
panarnidnosiny B o03i 5 i 10 mMr Ta cakcarninTiHy B A03i 2,5 i 5 Mr y nauieHTiB AUTAYOro BiKy XBOPMX Ha
LyKpoBuii giabeTt 2-ro Tuny, BikoMm Big 10 pokiB Ta cTaplle, ane siki He gocsirnm 18-pidyHoro BiKy», Kopg,
pocnimpkeHHss CV181375/D1680C00019, sepcis 05 Big 24 BepecHs 2020 p.; cnoHcop - AstraZeneca AB /
Actpa3eHeka Ab, LLBeLis

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

12. OHoBneHwnii NMpoTokon KniHiyHOoro BunpoGysaHHa AMT-101-203, sepcia 4.0 Big, 12 kBiTHA 2022 p.,
aHrniicbkol MoBolo; 3anydeHHA Immunologix Laboratories, CLUA [0 npoToKo/y  K/IiHIYHOMO
JocnipkeHHs «PaHgomisoBaHe, niauebo-KOHTPO/bOBaHe, MNOABIHE cnine, y napaienbHux rpynax,
nowykose, ®aza 2, gocnimkeHHs edIeKTMBHOCTI i 6e3neyHocTi npenapaty AMT-101 ans nepopasibHOro
3aCTOCYBaHHA Y NOEAHAHHI 3 aganiMmyMaboM y nauieHTiB 3 BMPaA3KOBUM KOMITOM CEpPeAHbOro abo TSXKKOro
CTyneHs», kog, aocnigpkeHHss AMT-101-203, sepcis 3.0 Big 26 xoBTHA 2021 p.; cnoHcop - Applied Molecular
Transport Inc. /«Ennaiig Monekbtonap TpeHcnopT IHK.», CLUA

3asBHUK - TOB «biomanac», YkpaiHa

13. OHoOBEeHMiT NPOTOKO 3 IHKOPNOpPOBaHOI nonpaBKkoto 8 Big 02 rpyaHA 2021 poKy aHriiCbKOK
MoOBOl0; 3MiHa CcroHcopa NPOoToKoNy KNiHiYHOro Bunpo6yBaHHA GS-US-419-3896 3 Gilead Sciences,
Inc., CLUA Ha Galapagos NV, Benbris; IHcopmauiiiHuii nuctok Ta dopma iHthopmoBaHOi 3rogu
nauieHTa, Bepcis 10.1.0 Big 28 rpyaHA 2021 poky yKpaiHCLKOIO Ta pocCilicbKolo MoBaMu; Popma 3roau
napTHepKM Ha nojanblue CNOCTEepexeHHsl 3a BariTHicTio, Bepcia 4.1.0 Big 05 ciuHa 2022 poky
YKpaiHCbKOI Ta pocilicbkoo moBamu; Kaptka nauieHta, Bepcia 2.0 Big 09 nwoTtoro 2022 poky
YKPAiHCbKOIO Ta POCIiliCbKO MOBamMun; 3pa3oK MapKyBaHHA A1 AOC/iAXYBaHOro JlikapCbKOro 3acooy
®inroTiHi6 100 mr a6o 200 mMr, Tab/1eTKU, BKPUTI NNiBKOBOK 0GO/IOHKOLO, Big, 04 ntotoro 2022 poky
YKPaiHCbKOIO MOBOIO 10 NPOTOKO/1Y KNiHIYHOIO AOC/IIKEHHS «[OBrocTpoKOBe NOAOBXEHE AOCNILKEHHS AN
OUiHKM 6e3nekn INroTiHioy y nauieHTiB i3 XxBOpob6ow KpoHa», ko pocnimkeHHs GS-US-419-3896, 3
iHKOpNopoBaHoo Nonpaskoto 7 Bif 23 6epesHsa 2020 poky ; cnoHcop - Gilead Sciences, Inc., CLUA

3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAABHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)



14. fopatok 01 Big 01 rpypHsa 2021 poKy Ao Bpouwypu gocnigHuka [ocnifKyBaHOro nikapcbKoro
3acob6y PpemaHesymab (Fremanezumab) (TEV-48125), BupaHHa 07 Big 13 »XOBTHA 2021 poky
aHrNifcbKO MOBOIO [0 NPOTOKOJY K/HIYHOIO AocnigpkeHHs «baratoueHTpoBe paHAoMi3oBaHe MoABiliHO
cnine nnaueb0-KOHTPO/IbOBaHe AOCNIMKEHHA B NapasiesibHUX rpynax i3 nojasiblUnm BigKpUTUM O04aTKOBUM
nepiogomM Ans OuiHKM edeKTMBHOCTI Ta 6e3neyHocTi ppemMaHe3ymady A1 Npodi/IaKTUYHOIO fiKyBaHHSA
MIrpeHi B NauieHTIB i3 BENNKMM AEenpecuBHUM po3nanom», Kop apocnigpkeHHs TV48125-MH-40142, 3
nonpaskoto 04 Big 04 TpasHA 2020 poky; cnoHcop - Teva Branded Pharmaceutical Products R&D, Inc., CLLA
3asaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

15. OHOBEeHe A0CbLE AOCNIMKYBAHOrO flikapcbKoro 3acooy Tiparosiymaé 60 mr/mn, Bepcis Big rpyaHsa
2021 p.; JoaaBaHHA a/ibTePHATMBHOIO BUPOOHMKA [O0CIAKYBAHOTIO JlikapCcbKOro 3aco6y Tiparonymao
KOHLIEHTPAT A4/1 PO34UHY A/ BHYTPILWHbOBEHHUX iH(y3iii (600 Mr/10 mn) 60 mr/mn - d.XodcpmaHH-/1a
Pow /tp, LWBeiiyapis; JopaBaHHA 3pa3KiB MapKyBaHb AOC/iAKyBaHOro niKapCcbKoro 3acooy
Tiparonyma6é 600 mr/10 mn a6o nnaue6o y nakoHi Nel 3 anbTepHaTUBHUM BUPOOGHUKOM
®.XochpcpmaHH-/Ia Pow J11g, LBeiiyapis ykpaiHCbKOO MoOBOMO Big 06 kBiTHA 2022 p. A0 NpPOTOKO/Y
KMIHIYHOTO JocnigxeHHs1 «PaHgomizoBaHe, noAgiiHe cnine, nnaue6o-koHTponboBaHe dhasu Il gocnigpkeHHs
aTe3onisymaby B NoegHaHHI 3 Tiparonyma6om (aHTu-TIGIT aHTWTINO) abo 6e3 Tiparonymaby y nauieHTiB i3
Hepe3ekTabesIbHOK MIOCKOKNITMHHOI KapUMHOMOK CTPaBOXO4y, YMs KapuuHOMa He nporpecysana nicns
pagukasibHOT XiMIOMPOMEHEBOT Tepanii», koa agocnimkeHHs YO42137, sepcis 5 Big 27 cepnHs 2021 p.;
crnoHcop - ®.XothdMmaHH-/19 Pow /114, LBeiyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «PoLw YKpaiHa»

16. Bpowypa aocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHs 21 Big 31 ciuHa 2022
POKy, aHrniiicbkolo MoBoOl; YkpaiHa, MK-7339-007, Bepcia 06 Big 04 kBiTHA 2022 p., yKpaiHCbKOO
MOBOI0, iH(hopMaLiss Ta AOKYMEHT npo iHopmoBaHy 3rofy ANA MNalieHTa, CTBOpPeHa Ha OCHOBI
rno6anbHoro wa6noHy ana MK-7339-007, Bepcis 06 Big 15 6epe3Hs 2022 p., a TakoX LAG/MOHY,
3aTBepaKeHOro Ana YkpaiHu, sepcis Big, 15 ciuHa 2021 p. ykpaiHCbKOK MOBORO 0 MPOTOKO/Y K/iHIYHOro
BMNpoByBaHHA «JocnimpkeHHa dasn 2 onanapmby y koMbGiHauii 3 neM6posisymabom y NauieHTiB 3 paHiwe
NiKOBaHMM PO3MOBCHKEHNM PakOM 3 MYyTaL€ reHa y CUCTEMi FOMOJIONYHOT pekoMOGiHaLiliHOT penapadii
(HRRm) AHK Ta/abo 3 nopyleHHsIM roMosoriyHoi pekombiHauii (HRD) AHK», koa gocnigkeHHs MK-7339-
007, 3 iHkoprnopoBaHot nonpaskoto 04 Big 04 cepnHa 2021 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.»,
AodipHe nignpmemcTtso «Mepk EHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

17. bpouypa aocnigHuka JNJ-67896049 | ACT-293987 | NS-304 Uptravi® (selexipag), BugaHHa 17 Big,
07.02.2022 p. 00 NPOTOKO/Y K/IHIYHOrO AocnifpkeHHA «baratoueHTpoBe, 3 O4HUM PYKaBOM JliKyBaHHS,
BiAKpUTE, AOBroTpMBasIe KNiHIYHE [OCMIMKEHHS crnocTepexeHHs 6e3neyHocTi Cenekcinary y y4acHuKiB, sk
Gpam ydacTb Yy MONepegHbOMy  KIIHIYHOMY — gocrimkeHHi  Cenekcinary», Kog — AOCHigKEHHS
67896049PUH3001, 3 Nonpaskoto 1 Big 08.12.2020 p.; cnoHcop - «<AHCCEH ®APMALIEBTUKA HB», Benbris
3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

18. BKntoueHHA AopaTKOBOI BUPOOHUUOT ginsaHkn ana AN13 AdcipatepoHa auerar, Abiraterone acetate,
3utura, ZYTIGA; JNJ-212082; (G0002); Ta6neTkun; 250 mr: Patheon Inc., KaHaga 0o npoTOKONY KNiHIYHOIO
pocnipkeHHa «PaHgomizoBaHe, nnauebo-kOHTpoNboBaHe, NoABIiHE chine KiHiYHe AOoCNiMKeHHs 3 dhasm
npenapaty Hipanapu6 B Komb6iHaLii 3 abipaTepoHa aLeTatoM Ta NpefHi30HOM Y MOPIBHAHHI 3 abipatepoHa
auetatom Ta MPefHi30HOM AN NiKyBaHHA MauieHTiB 3 MeTacTaTUYHUM  KacTpaTr-YyT/IMBUM  PakoMm
nepeamixyposoi 3as1031 (MCSPC) 3i WKiANMBOK repMiHasibHO abo COMATUYHOK MyTali€ TeHiB, Lo
BIAMOBIfaOTE 3@ penapauilo  WASAXOM  FOMOJONYHOI  pekombiHauii  (HRR)», «kog — [ochigpkeHHs
67652000PCR3002, 3 Monpagkoto 1 Big 21.12.2020 p.; cnoHcop - « AHCCEH ®»APMALEBTWKA HB», Benbris
3adaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

19. OHOBEHUIA NPOTOKOJ KAiHiYHOro BunpooyBaHHA P2-IMU-838-UC, chiHanbHa Bepcia 6.0 Big 14
rpyaHs 2021 poky; OHoBneHuii iHchopmauiiiHuii NUCTOK nauieHTa Ta cpopma iHhopmMoBaHoOi 3roaun
(INMNJ/PI3) gna Ykpainu, diHanbHa Bepcis 7.0 Big 31 ciuHa 2022 poKy Ha OCHOBI (hiHasIbHOI MalicTep
Bepcii 7.0 Big 19 ciuHA 2022 poKy aHrNificbKol, YKPalHCLKOK Ta pociiicbkolo MoBamu; 3MiHa Ha3BMU
MicUA npoBeAEeHHA KiHIYHOro BUNpPoOOyBaHHA; 3MiHa HaliMeHyBaHHs 3asiBHMKa B YkKpaiHi 3 TOB
«KOBAHC KNIHIKAN AEBENOMMEHT YKPAIHA» Ha TOB «J/IABKOPM K/IHIKAT AEBE/TIONMEHT
YKPAIHA» [0 NpOTOKO/Y KMiHIYHOMO AOCNimKeHHs «®dasa 2, 6araToueHTpoBe, paHaoMisoBaHe, noagiliHe
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cnine, nnauebo-KOHTPOIbOBaHe [AOCNIMKEHHA 3 METOK BW3HAYEHHA [03U A8 OUIHKUM eddeKTUBHOCTI Ta
6e3nekn npenapaty IMU-838, L0 BMKOPUCTOBYETLCH B SKOCTI 3aC00y iHAYKUINHOT Ta migTpUMyodoil Tepanii
npu BMPa3KoOBOMY KOMITi CEPeHbOro Ta TSXKOro CTyneHs», Koh pocnigkeHHs P2-IMU-838-UC, diHanbHa
Bepcig 5.0 Big 26 notoro 2021 poky; cnoHcop - Immunic AG, HimeyyunHa
BY/NO CTANIO

nikap Ckubano C.A. nikap Ckubano C.A.

KomyHasbHe HekomepLUiiHe nignpuMemMcTBo | KoMmyHanbHe HekomepLUinHe nignpMeEMCTBO
«KuiBcbka Micbka KniHiyHa nikapHA  No  1» | «KuWiBCcbka Micbka KhiHiYHa  flikapHa  Ne  1»
BMKOHaBYOro opraHy KuiBCbKOI MiCbKOI paau | BUKOHaBYOro opraHy KuiBCbKOi MiCbKOT pagu
(KviBCcbKOT  MiCbkOT  AepXaBHOT  afamiHicTpadii), | (KuiBcbkol  MIiCbKOI  AepXaBHOI  aaMmiHicTpauir),
TepaneBTUYHe BigaineHHs Ne 2, M. Knis BigAiNeHHA KNiHIYHUX pocnigkeHb, M. Knis
3asBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/TONMMEHT YKPAIHA»

20. OHOBNEHUii NPOTOKOJT KMiHIYHOro BUNpoGyBaHHA C4221016, ocTtatouHa BepcCiA MNPOTOKoNy,
MonpaBka 2 Big 02 rpyaHs 2021 poky, aHINiicbKOK MoBoOI0; CTopiHKa nignucy npotokony C4221016 3
nonpaeBKkow 2, nignucaHa cnoHcopom 02 rpygHa 2021 poky; CUHOMNCUC NPOTOKOJY KIiHIUHOro
pocnimpkeHHA C4221016 3 iHKOPNMOPOBaHOIO NMONPABKOK 2 aHI/iIACbKOIO MOBOIO Bif 02 rpyaHsa 2021
pPOKy; CUHOMNCUC NPOTOKO/Y KNiHIYHOro pocnimxkeHHs C4221016 3 iHKOpnopoBaHOK nonpasko 1
yKpaiHCbKOlo mMoBoto Big 02 rpygHa 2021 poky; d®opma iHhopmoBaHOi 3rogu Ha yvyacTb y BBifgHii
YacTuHI pocnigkeHHs ANs OuiHKM GesneyHocTi, Bepcia 3.0 Big 28 rpygHa 2021 p. gnsa YKpaiHu
aHrnificbKkoo MoBor; Popma iHhopMoBaHOi 3roaM Ha yyacTb Yy BBifHi/A UaCTUHI gocnimxkeHHa Ansa
OUiHKM Ge3ne4yHocCTi, Bepcia 3.0 Big 28 rpyaHa 2021 p. gnsa YKpaiHu pociicbkolo mMoBoOH; dopma
iHhOpMOBaHOI 3rogn Ha y4yacTb y BBifHili YaCTUHI JOCNifKEHHA ANA OUiHKM 6e3neyHoCTi, Bepcisa 3.0
Bif 28 rpygHAa 2021 p. ana YKpaiHM yKpaiHCbKOIO MOBOI; dopMa iHPOpMOBaHOI 3roau Ha yyacTb Y
pocnipkeHHi, Bepcia 4.0 Big Big 28 rpyaHa 2021 p. anAa YKpaiHUW YKpaiHCbKOK MOBOM; dopma
iHbopMoOBaHOI 3rogn Ha yyactb Yy AocCnigKeHHi, Bepcia 4.0 Big Big 28 rpyaHa 2021 p. gnsa YKpaiHu
pociiicbkolo moBoto; dopma iHhopMoBaHOI 3rogu Ha yyacTb y AocnigKeHHi, Bepcis 4.0 Big Big 28
rpyaHa 2021 p. ansa YKpaiHu aHrnilicbKoo MOBOIO [10 NPOTOKO/Y K/iHIYHOMO AOCAiAXeHH:A «PaHaomizoBaHe
noAgiviHe cnine gocnigpkeHHa da3n 3 eHkopadpeHiGy Ta 6GiHiMeTiHIBY B nmoegHaHHi 3 nembponisymabom y
MOpPiBHAHHI A0 nnauebo B noedHaHHi 3 nembponizymaboM Yy nMauieHTiB i3 MeTacTatuyHolo abo
HeonepabenbHOK MICLLEeBO MOLUMPEHO MeslaHOMOK, MO3UTMBHOK A0 MyTauii BRAF V600E/K», kopa
pocnipkeHHs C4221016, octaTouHa Bepcisa npoTokosy, Monpaska 1 Big 31 6epe3Ha 2021 poky; cnoHcop -
Mdpaiizep IHk., CLUA

3anBHuK - Mgpansep IHk., CLUA

21. OHOBIEHUIA NPOTOKOAN KAiHiYHOro BUNpoG6yBaHHA MK-7684A-004, 3 iHKOPNOPOBAaHOIO NONPaBKOO
03 Big 18 ntotoro 2022 pokKy, aHrMNiNCbKOK MOBOLKO [0 MPOTOKO/Y K/iHIYHOTO BUNPOOYBaHHA «Bigkpute
pocnimpkeHHs hasm 2 ans ouiHkm 6e3nekn Ta edpekTBHOCTI MK-7684A (kombiHauis MK-7684 [Bi6ocTonimab] 3
MK-3475 [nembponizymab]) y y4yaCHMKIB 3 peuuguByrouMMm abo pedpakTepHUMU remMaToNorivyHUMN
3/105KiICHMMW HOBOYTBOPEHHAMW», Kog, aocnimkeHHss MK-7684A-004, 3 iHkopnopoBaHoto nonpaskoto 02 Big 20
BepecHs 2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», fodipHe nignpnemctso «Mepk eHp, Ko., [HK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asABHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBiAasbHICTIO «MC/[, YkpaiHa»

22. OHoBneHui MpoTokon KniHiuHOro Bunpoo6yBaHHA SGN22E-003, 3 nonpaBKkoto 5 Big 29 GepesHs
2022 poky; Martepianu ansa yyacHukiB gocnimxeHHsi: bpowypa ana nauieHta (SGN22E-003: EV-302 -
PFM - Patient Brochure), Bepcis 1.0 Big, 11 ciuHa 2022 poKy, YKpPaiHCbKOIO Ta POCIICbKOIO MOBaMu;
JoBigHuK i3 Bi3nTiB «Baw JoBigHuK gna gocnimkeHHs EV-302” (SGN22E-003: EV-302 - PFM - Visit-by-
visit Guide), Bepcis 1.0 Big 11 ciuHA 2022 pokKy, YKPATHCbLKOIO Ta POCiliCbKOK MOBaMW /10 NPOTOKO/Y
KNiHiYHOro gocnigkeHHs «Bigkpute, paHAoMi30BaHe, KOHTPO/AboBaHe, 3 ha3un A0CiMpKEHHSS eHopPTyMaoy
BeZOTUHY B KOMGiHaLji 3 neM6ponizyMabom y MOPIBHAHHI 3 /iMLe XiMioTepanieto Npu paHille He NikoBaHOMY
MiCLLeBOMOLUMPEHOMY ab0o MeTacTaTU4yHOMY YpoTeslia/isHOMY paky», kop, docnipkeHHs SGN22E-003, 3
nonpaskoto 4 Big 11 nuctonaga 2021 poky; cnoHcop - «CigpkeH IHK.»/ Seagen Inc., CLUA

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»



