Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 37 Big 02.11.2023, Ha siKi 6y oTpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB.»

1. OHoBneHuii MpoToKon KniHiuHoro Bunpo6yBaHHA MOGO001, 3 iHKOpnopoBaHolo nonpaskoto 5 Big 19
nunHa 2023 poky; IHopmauia gna nadieHTa i popma iHhopmoBaHOI 3rogn Ha yyacTb Yy HayKOBOMY
KNniHiyHOMY pocnigpkeHHi MOGO001, mogenb Aans YkpaiHu, Bepcia 5.0 Big 08 BepecHs 2023 poky,
YKpaiHCbKOIO Ta pociiicbKoo MoBamu; Bpoulypa gocnigHuka ansa Po3saHonikcizyma6 Big 01 BepecHsA
2023 poKy A0 nNPOTOKOMY K/IHIYHOrO AOoChifpKeHHs «PaHaomizoBaHe, MoAgiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe, 6baratoLueHTPoBE AO0CiIMKEHHST dha3n 3 3 MPOAOBXKEHUM BiAKPUTMM NEPIoAoM fliKyBaHHS Ans
OUiHKM edieKTMBHOCTI Ta 06e3neyHoCcTi npenapaty po3aHOMiKCisymad Yy Aopocanx 3 Mi€efiH-
onirogeHapounTapHum raikonpotein (MOG)-IgG-acouiioBaHM AEMIENIHI3YIOUMM  3aXBOPHOBAHHAM», KOZ,
pocnipkeHHa MOGO001, 3 iHKopnopoBaHoW nonpaskot 4 Big 17 6epesHa 2023 poky; cnoHcop - HOCIbi
Biochapma EcApERN, Benbria / UCB Biopharma SRL, Belgium

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

2. OHoOBeHNii 3pa3oK MapKyBaHHA [OCNILKYBaHOrO JlikapcbKoro 3aco6y Etpacimog 1 mr a6o 2 mr umn
nnauye6o Ta6netkn_lNnAwka 1, yKpaiHCbKOW MOBOK; OHoBieHunii 3pas3oKk MapKyBaHHSA
[OCnigpKyBaHOro slikapcbkoro 3aco6y Erpacimog 1 mr abo 2 Mmr um nnaue6o taénetku_lMnswka 2,
YKpaiHCbKOI0 MOBOIO; OHOBIEHUIA 3pa3oK MapKyBaHHA KOPOOGKM AOCNi4KYBaHOro /likapCbKOro 3acooy
Tabnetkn Etpacimog 1 Mmr a6o 2 mr um njaauebo, YKpaiHCbKOK MOBOK [0 MPOTOKOJY K/iHIYHOIO
pocnimpkeHHss «baraToueHTpoBe, paHAoMi3oBaHe, NoABiiHe chine AOCAIMKEHHS, WO NPOBOAUTLCSA B
napasienbHUx rpynax Ans ouiHkM eddeKTMBHOCTI Ta 6e3nevyHOCTi nmepopasbHOro eTtpacimogy npw ioro
3aCTOCYBaHHI AN iHAYKUIAHOT Ta MiATpUMyBafibHOI Tepanii npy NikyBaHHI akTMBHOI xBopobu KpoHa Big
NMOMIPHOTO [0 BaXKOr0 CTYNEeHs TSXKOCTi», ko aocnimkeHHs APD334-202, 3 iHkoprnopoBaHoto rnonpaskoto 3.0
Big 22 rpygHA 2022 poky; CNOHCOp - «ApeHa ®PapmacbloTikans, IHK.», AO4YipHA KOMMaHif, WO MNOBHICTIO
HanexuTb KoMnaHii «Mdpaiisep IHK.», CLUA

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

3. JopaBaHHA IHCTPYKLUii 3 NpuiAMaHHA Kancys nanéouunknioy, yepseHb 2023 A0 NPOTOKO/Y K/iHIYHOIO
pocnimpkeHHss «PaHaomizoBaHe noABiiHe cnine nnauebo-koHTPOsibOBaHe bGaraTOuUeHTPoBE AOCAIMKEHHS
chasum Il gnsa ouiHkn edpekTMBHOCTI Ta 6e3neyHocTi GDC-9545 y KombiHauii 3 NanbounkibomM NOPIBHAHO 3
KOMOiHaujieto N1eTpo30/y Ta Nasiboumkniby y nauieHTiB 3 eCTPOreH-peLenTop-no3nTuBHUM, HER2-HeraTuBHUM
MiCLLEBOMOLUMPEHUM Y MeTacTaTUYHUM pakoM MOJIOUHOT 3a103U», Kog aocnimxkeHHs BO41843, sepcia 3 Big,
20 rpyaHsa 2022 p.; cnoHcop - ®.XothdmaHH-/1s Pow 14, LLBeiiuapisa

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAasIbHICTIO «PoLl YKpaiHa»

4. OHoBneHe [locke AocnimKyBaHOro sikapcbkoro 3aco6y CNTO1959 (rycenbkymab) Ta BignoBigHe
Mnaue6o, BugaHHsA Big nunHa 2022 poky: Module 3 “Quality” — IMPD: Drug Substance, S-section
Chemistry, Manufacturing, and Control; Bpouwypa gocnigHuka AnA [OCAIAKYBaHOro JliKapCbKOro
3aco6y CNTO1959 (rycenbkymad), BugaHHA 15 Big 29 cepnHa 2023 poKy A0 MPOTOKO/Y KAiHIYHOIO
pocnimpkeHHs «PaHgomisoBaHe, noAgiiiHe cnine, nnauebo-KOHTPo/IboBaHe, baraToueHTpoBe AoCNiaxeHHs 3b
chasn 3 METOHO OLHKM edDEKTMBHOCTI Ta 6€3MEeYHOCTI NiALKIPHOrO BBEAEHHS ryCe/ibKyMaoy A/151 3MEHLLEHHS
O3HaK i CMMNTOMIB Ta CMOBISIbHEHHS PEHTreHONOrYHOI Nporpecii y nauieHTiB 3 akTUBHMM MNCOopiaTUYHUM
apTpuTom», Ko gocnifgxeHHs CNTO1959PSA3004, nonpaska 2 Bif 04 TpasHA 2022 poky; CNoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH ®apmalesTuka HB, Bernbris

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

5. bpowypa pocnigHuka CNTO1959 (guselkumab), BugaHHa 15 Big 29.08.2023 p. [0 NPOTOKOSY
KMIHIYHOTO JocnimkKeHHs «baraToueHTpoBe, paHAoMi30oBaHe, MoABiliHe chnine, nnauebo KOHTPOsiboBaHe
KniHiyHe pocnimkeHHs 3b dasn onsa OuiHKM eqeKTMBHOCTI Ta 6e3neyvyHOCTi NPU3HAYeHOro MiALWKIpHO
rycefibKymaoy y nauieHTiB 3 akTMBHUM MCOPIaTUYHMM apTPUTOM, SiKi paHille MasvM HefoCTaTHH BianoBiab
Ta/abo HeENepPeHOCHMMICTb MiKyBaHHS OQHUM 3 iHFGITOPIB DakTOpy HEKPO3Y NyX/IMH anbdax», Koa AOCiAKEHHS
CNTO1959PSA3005, 3 nonpaskoto 1 Big 12.05.2022 p.; cnoHcop - «AHCCEH ®APMALEBTUVKA HB»,
Benbris

3asBHuK - «AHCCEH ®APMALEBTVKA HB», benbris



6. OHOB/IEHUIA NPOTOKON 3 iIHKOPNOpoBaHoIO nonpasBkol 11 Big 28 nunHA 2023 pPOKy aHrAifiCbKOK
MoBOI0; Bpouwypa agocnigHuka gocnipkyBaHoro sikapcbkoro saco6y OXXWCENEKA® (JYSELECA®)
(PinroTiHi6 (GS-6034)), BupgaHHA 18 Big, 12 uepBHA 2023 poKy aHrNificbKkoo MoBolLo; IHchopMauiiiHwii
nucTtok Ta hopma iHchopmoBaHOI 3roau nauieHTa, Bepcisa 13.1.0 Big 11 cepnHs 2023 poKy YKPaiHCbKOIO
Ta POCiiCbKOK MOBaMu A0 NPOTOKO/Y KAIHIYHOTO AOCAIMKEHHS «[JoBroTpusasie nogoBXeHe AOCNIKEHHS
ONA ouiHkM 6e3neky (pinroTiHiGy B NaLieHTIB i3 BUPa3KOBMM KONITOM», KOA, focnimpkeHHA GS-US-418-3899, 3
iHKopriopoBaHoto nonpaskoto 10 Big 23 nuctonaga 2022 poky; cnoHcop - Galapagos NV, benbris

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

7. Bpowypa pocnigHuka CNTO1959 (guselkumab), BugaHHa 15 Big 29.08.2023 p. A0 NpOTOKOMY
KMiHIYHOrO fJocnimxeHHs «PaHgomizoBaHe, 6GaraTtoueHTpoBe, MOABiHE cnine, nnaueb0-KoOHTPOo/IboBaHe
KniHiYHe pocnigpkeHHs 2b / 3 ha3n B napanenbHux rpynax A8 OUiHKM edeKTMBHOCTI Ta 6e3neyHocCTi
rycefnibKymaly B nMauieHTIB i3 cepefHbOro CTYNEHI TSHKKOCTI Ta TSKKUM aKTUBHUM HecneuudivyHum
BMPAa3KOBMM KONITOM», koA, gocnigpkeHHss CNTO1959UCO3001, 3 nonpaskoto 3 Big 12.09.2022 p.; cnoHcop -
«AHCCEH ®APMALIEBTUKA HB», Benebris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

8. 3pa3ku MapKyBaHHSA ynakoBOK, Bepcis 1.0 Big 01 uepBHsa 2023 10 NPOTOKO/TY K/MiHIYHOIO BUNPOOYBaHHS
«Bigkpute gocnigkeHHa dasm 1b/2 3 MeTOH OUIHKM (papMakOKIHETMKKN, 6e3MeyHOCTi, edDeKTMBHOCTI Ta
thapmakognHamikm npenapaty PF-06801591 (iHri6iTop PD-1) B y4acHUKIB i3 pO3NOBCHOAKEHNMM 3/105IKICHMM
HOBOYTBOPEHHSIMW», KOA AocnimpkeHHs B8011007, octaTouHa Bepcist NpoTokosy, MNonpaeka 2 Bif 24 4YepBHS
2020 poky; cnoHcop - Mdpaiizep IHk., CLUA

3adABHuK - Mdpainzep IHk., CLUA

9. IHchopmauis ansa yyacHuka Ta dopmMa 3roam Ha yyacTb y focnigkeHHi, Bepcia 6.0-UA(UK), dhiHanbHa,
BiA 06 »xoBTHA 2023, yKpaiHCbKOIO MOBOI0; IH(hopMaLif AnA ydacHuka Ta PopmMa 3rou Ha yyacTb AN
nonepenHLOro CKpPuHiHry, sepcisa 6.0-UA(UK), diHanbHa, Big, 06 >XOBTHA 2023, yKpaiHCLKOIO MOBOIO;
IHhopMauia ana yyacHuka Ta Popma 3rogu Ha BUKOPUCTaHHA exoKappgiorpadiuHux 306paxeHb gns
ManoyTHIX gocnigpkeHb, Bepcia 3.0-UA(UK), cdiHanbHa, Big 06 xoBTHA 2023, yKpaiHCbKOID MOBOIO;
IHchopmauia gna yyacHuka gocnigkeHHsa Ta Popma 3rogu Ha HagaHHA 3pasKiB KPoBi A1 MaGyTHIX
pocnipkeHb, Bepcia 3.0-UA(UK), diHanbHa, Big 06 xoBTHA 2023, yKpaiHCbKOIO MOBOLO; IHhopmauis
ANA yvyacHuka Tta Popma 3rogu Ha OOMIH iHopmauieo Ana napTtHepa ydyacHuUi y Bunagky
NaTosiIoriyHol BariTHOCTIi aG0 HapOMKEHHA AUTUHM i3 MOPYLUEHHAMU CTaHy 340poB’da, Bepcia 3.0-
UA(UK), chiHanbHa, Big 06 xoBTHA 2023, yKpaiHCbKOK MOBOIO [0 NPOTOKO/Y KAiHIYHOro BUNPOOyBaHHS
«[ocnimpkerHa ZEUS - Bnnus 3inTiBekiMady NopiBHAHO 3 n/iaLe60 Ha cepLeBO-CYANHHI HACIAKN B yYaCHUKIB
3 AiarHOCTOBaHWM aTepOCKNEePOTUYHUM 3aXBOPIOBAHHAM CepLEeBO-CYANHHOT CUCTEMU, XPOHIYHOI XBOPO6OI0
HUPOK i CUCTEMHUM 3anasieHHAM», KoA JocnimpkeHHs EX6018-4758, sepcia 11.0, thiHasibHa, Big 17 TpasHA
2023 p. (Protocol EX6018-4758, version 11.0, Final, dated 17 May 2023); cnoHcop - Novo Nordisk A/S,
Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

10. bBpowypa pgocnigHuka Ana  AocnimpKyBaHOro Jslikapcbkoro 3acoby CJINJ-67652000
(niraparib/abiraterone acetate fixed-dose combination) (komGiHauia  dikcoBaHux  p[o3
HipanapuGylabGiparepoHy auertaTy), BugaHHa 5, Big 28 nunHa 2023 poKy, aHrNiicbKO MOBOIO;
Bpowypa gocnigHuka gna npenapary Hipanapun6 Niraparib (ZEJULA), Bepcis 15, Big 23 uepBHsa 2023
POKy, aHrniicbKolo MoBOW; Bpollypa gocnigHuka ansa npenapaty AGipatepoHy auetat JNJ-212082
ZYTIGA (abiraterone acetate), Bepcis 18, Big 15 uepBHA 2023 poOKy, aHIr/MiiCbKOKO MOBOI; Popma
iHcbopMoBaHOi 3rogn, agantToBaHa AJ1s1 KpaiHM Bepcia Ana YkpaiHu, Homep 6.0 Big, 04 )xoBTHA 2023 poKy
Ha ocHoBi MmaiicTep-Bepcii ®PI3 6.0 Big 04 oBTHA 2023 pOKy, aHrNifiCbKOIO Ta YKPAIHCbKOIO MOBaMu;
AopaTtok no ®opmu iHpopmoBaHOiI 3rogn, afanToBaHol A1 KpaiHU Bepcia Ana YkpaiHu, Homep 6.0 Big,
04 »xoBTHA 2023 poKy Ha OocHOBi malictep-Bepcii ®PI3 6.0 Big 04 )xoBTHA 2023 POKy, aHIMIACbLKOIO Ta
YKpaiHCbKOK MOBaMM [0 MPOTOKO/Y KMiHIYHOro AOoCAiAKEHHS «Bigkpute, paHAoMi30BaHe A0CNIMKEHHS 415
OUiHKM BigHOCHOT bGiogocTtynHocTi (B[) | 6ioeksiBaneHTHocTi (BE) npenapaTiB y Burnsgi komo6iHauii i3
chikcoBaHoto go3oto (KD ) Hipanapuby nntoc abipaTepoHy aueTtaT (AA) y NOPIBHSAHHI 3 Hipanapnoom i AA, Wwo
NpM3HavyalTbCA 0O4HOYACHO Y BUI/IALI MOHONPenaparis, y YOMN0BIKIB 3 pakoM nepeamixypoBoi 3a/1031», KoL,
pocnipkeHHs 67652000PCR1001, sepcia MonpasBka 3, Big 01 cepnHa 2022 poky; CNoOHCOp - FHCCeH
dapmaueBTunka HB /Janssen Pharmaceutica NV, benbris

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa



11. OHoBneHuit npoTokon D3465C00001, Bepcisa 4.0 Big 14 uepBHA 2023 poky; Bpolwypa gocnigHuka
AHipponymaé (MEDI-546), BupaHHa 15.1 Big 27 KBiTHA 2023 poOKy, aHIMiACbKO MOBOIO;
IHchopmauiiiHuiA nucTokK i chopma iHpopmoBaHoi 3rogu, Bepcia V3.2UKR(uk)1.0 Big 22 cepnHsa 2023
POKy, nepeknag ykpaiHCcbKoio MoBoto Big 04 BepecHs 2023 poKy; IHchopmauiiiHuii nncTok i hopma
iHhopmoBaHoi 3roau, Bepcis V3.2UKR(ru)1.0 Big 22 cepnHsa 2023 poKy, nepeknag, pocificbKolo MOBOIO
Big 04 BepecHA 2023 poky; IHchopmauiiiHnii nuctok i chopma iHcphopmoBaHOi 3rogn Ans BariTHOI
napTHepKn ydyacHuka pocnigpkeHHs, Bepcia V2.0UKR(uk)1.0 Big 12 nunHa 2023 poky, nepeknap,
YKpaiHCbKOIO MOBOIO Big, 26 nunHsa 2023 pokKy; IHthopmauiiiHuii nMcToK i hopma iHhbopmoBaHOiI 3rogu
ANA BariTHOI MapTHEPKU yyacHuka gocnigpkeHHs, Bepcia V2.0UKR(ru)1.0 Big 12 nunHa 2023 poky,
nepeknag pociicbKow MOBOK Bif 26 nunHAa 2023 poky; MociOHUK 3 0GroBopeHHs iHhopMoBaHOI
3rogun, 18 cepnHsa 2023 p. [V03 UKR(uk)], ykpaiHCbKOlo MmoBoOO; MocioHuK 3 iHhopmMmoBaHoi 3roau, 18
cepnHA 2023 p. [V03 UKR(ru)], pociiicbkoto moBoto; MociGHUK i3 gocnigkeHHs ans nauieHta, 18 cepnHs
2023 p. [V03 UKR(uk)], ykpaiHCcbKOl0 MOBOIO; MOCIOHUK i3 AocnimKeHHs ANnA nauieHTa, 18 cepnHa 2023
p. [VO3 UKR(ru)], pocilicbkoto moBoto; Bpowypa gna nauieHta, 17 cepnHsa 2023 p. [VO3 UKR(uk)],
YKpaiHCbKOI0 MOBOO; Bpollypa ansa nauieHta, 17 cepnHsa 2023 p. [V03 UKR(ru)], pociiicbkoto MOBOI0;
Nuct pocnigHuka MOTEHUIHOMY Yy4aCHUKY pocnimpxkeHHs, 21 cepnHa 2023 p. [V03 UKR(uk)01],
YKpaiHCbKOI0 MOBOIO; JIUCT focnigHMKa NOTEHUifiHOMY y4yacHUKY AocnifmKeHHs, 21 cepnHA 2023 p.
[V03 UKR(ru)01], pociiicbkolo MOBO10; Be3KOoLWTOBHA peknamMa B coliasibHMX Mepexax i ny6sikauii npo
KNiHiYHi gocnimkeHHA ans Be6GcanTiB, 18 cepnHAa 2023 p. [V02 UKR(uk)], ykpaiHCbKOO MOBOLIO;
Be3KOLTOBHI Oro/IOWEHHA B COLjia/IbHUX Mepexax Ta nyo6nikauil npo KiiHiyHe pocnimkeHHA AnsA
pocnigHux ueHTpiB, 18 cepnHa 2023 p. [V02 UKR(ru)], pociiicbKoo MoBOI0; [lOCb€E AOCAiIAKYBaAHOIO
nikapcbkoro 3aco0y AHicponyma6, IHcpopmauia 3 AKOCTi, Big KBITHA 2023, aHrnilicbko MOBOIO;
3anyuyeHHs kKomnaHii Fisher Clinical Services Suzhou, China B AKOCTi AinbHULUiI 3 NakyBaHHA Ta
MapKyBaHHSA; NOAOBXEHHSA TepMiHY NPUAATHOCTI AOCNIAKYBaHOro likapcbKoro saco6y AHipponymat
Ta nnauye6o o 48 micsauiB; 3pa3ok mapkyBaHHS, Bepcia 1.0 Big 14 nunHa 2023 poKy KOpPOOKMU 3
pocnipkyBaHUM nikapcbKuM 3acoo6om AHicbponymao (MEDI-546) a6o nnaue60, yKpalHCbKOKO MOBOIO;
3pa3ok mapKyBaHHSA, Bepcis 1.0 Big 14 nunHAa 2023 poKy wnpuua AoCNifKyBaHOro /likapCbKoro 3acooy
AHicpponymaé (MEDI-546) a60 nnaue60, ykpalHCbKOIO MOBOIO; 3pa3oK MapKyBaHHA, Bepcia 1.0 Big 14
nunHAa 2023 poky KOpPOOKM 3 A[OCAiMKYBaHUM nikapcbkum 3aco6om AHiponymaé (MEDI-546),
YKpaiHCbKOIO MOBOI; 3pa3oK MapKyBaHHA, Bepcia 1.0 Big 14 nunHa 2023 poky wnpuua
pocnipkyBaHoro nikapcbkoro 3acooy AHicpponymaé (MEDI-546), ykpaiHCbKOKO MOBOIO [0 MPOTOKOJTY
KMiHIYHOro pgocnimkeHHs «baratoueHTpoBe, paHAOMI3oBaHe, MoABiiHE chnine, niaueb0-KOHTPONbOBaHe
pocnimpkeHHss a3 3 ansa ouiHkM eqIeKTMBHOCTI Ta 6e3MeyHOCTI MiglWKipHOro BBEAEHHS aHidpponymady
[0pOC/IMM NaLjieHTaM 3 CUCTEMHMM YepPBOHUM BOBYAKOM», KO, aocniaxeHHs D3465C00001, sepcis 3.0 Big 14
nunnHsa 2022 poky; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - NignpreMcTBo 3 100% iHo3eMHoI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

12. bpowypa pocnigHuka MimaBaHcepuH (ACP-103), BupgaHHA 16.0 Big 30 kBiTHA 2023 pOKY,
aHrNincbKol MoOBOLO; 3pa3oK JlIucTa-noBifOMAEHHA NauieHTa NMpPo NOGIYHI ABMWA Y AOCNIMKEHHI
ACP-103-064 Big 27 nunHsa 2023 poky, nepeknag YKpaiHCbKOIO Ta POCiiiCbKOI0 MOoBaMu Bif 28 BepecHs
2023 poKy [0 NPOTOKOJTY KIHIYHOTO A0CAIMKEHHA «PaHAoMi30BaHe NoABiliHe cnine nnauebo-koOHTpoboBaHe
JocnipkeHHs dasn 3 3 OUiHKM edDEKTUBHOCTI Ta 6e3MeYHOCTI niMmaBaHCEepPUHY SK AOAATKOBOI Tepanii Ans
NiKyBaHHS1 HEraTUBHUX CMMMTOMIB LWM30dopeHii (Advance-2)», kog gocnimpkeHHs ACP-103-064, sepcis 1.0 3
iHKoprnopoBaHoto nonpaskoto 2 Big 07 cepnHsa 2020 poky; cnoHcop - ACADIA Pharmaceuticals Inc., CLUA
3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AK'IOBIA PAC YkpaiHa»



