Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 25 Big 04.08.2022, Ha siki 6yn1 OoTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBneHunii po3gin 3.2.S gocbe AN13 rycenbkymad (CNTO1959), notuii 2022 p.; OHoBNEeHUi  po3gin
3.2.P pocbe AN13 rycenbkymab (CNTO1959), nonepegHbO 3anoBHeHWi wnpuy, 100 mrimn, niotunii 2022
p.; OHoBneHwuii po3gin 3.2.A pocbe /13 rycenbkymaé (CNTO1959), ntotnii 2022 p.; OHoBMEHUii po3gin
3.2.R pocbe AN13 rycenbkyma6 (CNTO1959), 07.02.2022 p.; BknioyeHHs [0AaTKOBOro BUPOGHUKA
Catalent CTS, LLC, CLLA ana ON3 rycenbkyma6 (CNTO1959), po3uuH gnsa iH'ekuiii y nonepegHbo
3anoBHeHOMy wnpuyi, 1 mn, 100 mr/Ma 40 NPOTOKO/Y KNIHIYHOTO AOCNIMKEHHA «PaHaoMi3oBaHe,
GaraTtoueHTpoBe, noggiiHe chnine, naauebo-KOHTPOIbOBaHEe KiiHiYHe gocnigpkeHHa 2b / 3 dasm B
napanesibHUX rpynax Ans ouiHkM ethekTMBHOCTI Ta 6e3MeYHOCTi rycesibKymaoy B nauieHTiB i3 cepeHboro
CTYMEHK TSXKKOCTI Ta TSHKKUM aKTUBHUM HecneuundiyHMM BMPa3KoBMM KONITOM», KOA [AOCNiAKEHHS
CNTO1959UCO03001, 3 nonpaskoto 2 Big 03.08.2021 p.; cnoHcop - «AHCCEH ®APMALEBTUKA HB»,
Benbris

3asBHuK - «AHCCEH ®APMALEBTVKA HB», benbris

2. KopoTka xapaKTepucTuka jlikapcbkoro 3acooy Imnovid (Pomalidomide), kancynu TBepgi 1 mr, 2 mr, 3
Mr, 4 wmr, Bepcisa Big 10 ciyHa 2022 poKy [0 MPOTOKONY KiHIYHOrO JdocnigkeHHa «baratoueHTpose
paHAoMi30BaHe BigKpuTe AOCAIMKEHHSA ha3un 3 415 BUBYEHHS BEHETOKIAKCY Ta AEKCAMETa30HY Y NOPIBHAHHI
i3 MOMaUTiAoMigoM Ta fekcameTa3oHOoM Yy nauieHTiB i3 t(11;14)-n03MTUBHOK peunanBHOK abo pedipakTepPHO
MHOXWHHOK MIESIOMOI0», KoA AocnimxkeHHa M13-494, sepcisa 10.0 Big 31 cepriHa 2021 poky; cnoHcop - AbbVie
Inc., USA / E66BI IHk, CLLUA

3asaBHUK - E66BI biodhapmacbktoTikans TM6X, LUBeiuapis

3. Qocbe pocnipxyBaHOro nikapcbkoro 3acody - Quality Data — Drug Product, punb3aGpyTuHio
(Rilzabrutinib), film-coated tablets, 400 mg, ciyeHb 2022 p., aHrNiNCbKOK MOBOLO; J[ocbe
AocnipKyBaHOro nikapcbKoro 3acooy, njaue6o Ao punb3adépyTuHioy (Rilzabrutinib), 400 mg film-
coated tablets, ciueHb 2022 p., aHINiNCbKOK MOBOIO; [lOCbE AOCMNIAKYBAHOrO NliKapCbKOro 3acoo6y -
Quality Data — Drug Substance, punb3a6pyTuHi6 (Rilzabrutinib), ciueHb 2022 p., aHrnilicbkoo MOBOIO;
3miHa agpecu (Mmicue3HaxomKeHHA PUANUYHOI ocobu) CnoHcopa KB [0 npoTokony K/iHIYHOro
pocnipkeHHs  «baratoueHTpoBe, paHAoOMi3oBaHe, nNoABiiHe cnine, naueb0-KOHTPO/bOBaHe, 3
napanesnbHUMK rpynamMmu JocnifgxeHHa 3 gasu 3 BiAKpUTUM nepiofoM NPOLOBXEHHS JTiKyBaHHA O/151 OLHKA
edheKTMBHOCTI i 6e3neyYyHOCTi NepopasibHOr0 3acToCyBaHHS punb3abpyTuHioy (PRN1008) y gopocnunx Ta
NigNiTKIB 3 NePCUCTYOHOK abo XPOHIYHOK iMyHHOI TpombouuToneHieto (ITM)», kog aocnigxeHHss PRN1008-
018, nonpaska 02, enekTpoHHa Bepcis 4.0 Big 21 nunHa 2021 p.; cnoHcop - «MpuHumnia biodapma IHK.», CLUA
(Principia Biopharma Inc., USA)

3asBHMK - TOBAPUCTBO 3 0BMEXEHOI BigNoBigabHICTIO «<MEAMEVC YKPAIHA»

BYNO

CTANO

HaimeHyBaHHA topugnyHoi ocobw/T. I. B. diiznyHol
ocobu: «IMpuHumnia Biochapma IHK.», CLUA (Principia
Biopharma Inc., USA),

MicLe3Haxo4KeHHs OPULNYHOT ocobu/micue
NPOXMBaHHA i3uyHoi ocobu: 220 let paHa
ABeHI0, Cayc-CaH-®paHuucko, wrat KanicgopHis
94080, CLLUA (220 East Grand Ave., South San
Francisco, CA 94080, USA)

HaimeHyBaHHs topuanyHoi ocobw/M. I. B. di3nyHoi
ocobu: «IMpuHumnia biochapma IHK.», CLUA (Principia
Biopharma Inc., USA),

MicLie3HaxomKeHHs topuaNYHOT ocobu/micue
NpoOXuBaHHA (pisnuHOi ocobu: 55 Kopnopeit
ApaiiB, BpigpxBoTep, wrar Hblo-Oxepci, 08807,
CWA (55 Corporate Drive, Bridgewater, NJ
08807, USA)

4. 3miHa Ha3Bu Ta agpecu CnoHcopa; bpowypa gocnigHuka Pembrolizumab (MK-3475), BugaHHsa 22
Big 13 TpaBHA 2022 poKy, aHrnilicbkoo MmoBoto; OHoBNeHi po3ginu S.2.1, P.3.1., P.3.2, P.5, P.8 flocbe
BocnifmKyBaHoro nikapcbkoro 3aco6y MK-6482, Bepcis 082LFS, Big 10 uepBHA 2022 p., aHIiliCbKOIO
MoBolI0; BknioueHHs gopgaTkoBoro Bupo6Huka MSD International GmbH T/A MSD Ireland (Ballydine);
MopoBXeHHs TepMiHY NPUAATHOCTI AOCAIAKYBaHOro nikapcbkoro 3aco6y MK-6482, 40 mr, TaGneTKu,
BKpPUTi NJ1iBKOBOIO 060/10HKO10, 3 30 fo 36 MicALiB 0 MPOTOKO/Y K/iHIYHOro AocnimkeHHs «BigkpuTe,
paHaomizoBaHe gocnimkeHHs 1l hasm ansa ouiHkum edbekTMBHOCTI Ta ©6e3nevyHocTi neMmGponisymady
(MK-3475) y kombiHauii 3 6ensytucpaHom (MK-6482) Ta neHsaTuHibom (MK-7902), abo MK-1308A y
KOMOiHaL,ii 3 NeHBaTVMHIOOM NOPIBHAHO 3 NEMOPOIZyMaboMm i NeHBaTMHIOOM B AKOCTI nepLuoil AiHiT Tepanii gns
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YYaCHUKIB 3 PO3MNOBCIOKEHOK CBIT/IOKNITUHHOI HUPKOBO-KMNITUHHOK KapLMHOMO», KoL, [AOCHiIKEHHSA
MK-6482-012, 3 iHkoprnopoBaHoto nornpaskoto 03 Big 10 rpyaHa 2021 poky; cnoHcop - «Mepk Wapn eng Joym
Kopn.», gouvipHe nignpnemctBo «Mepk eHp Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/], YKkpaiHa»

BYNO CTANO

«Mepk LWapn eHg [Ooym Kopn.», pouipHe | TOB Mepk LWapn eHg Aoym (Merck Sharp &
niganpuemcteo «Mepk eHa Ko., IHk.», CLUA, | Dohme LLC)

(Merck Sharp & Dohme Corp., a subsidiary of | Agpeca: 126 IcTt JliHKonbH aBeHio, nic 2000,
Merck & Co., Inc., USA), PaBeii, Hoto [xepci, 07065, CLUA (126 East
Apapeca: Mepk fpaiiB, 1, nowtoBa cCKpuHbka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. BaviTxayc-CTeiiwH, wrtat Hoto-Mxepci, 08889- | USA)

0100, CLUA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

5. OHOB/eHWIT NPOTOKO KNiHiuHOro Bunpo6ysaHHsas RGH-MD-25 3 nonpaskoto 4.1, nuwe ansa YkpaiHu,
Bif, 24 Gepe3Hsa 2022 poky; JonoBHeHHA Ne2 ansa YkpaiHu, Mogenb ana YkpaiHu, Bepcia 1.0 Big 16
TpaBHA 2022 poky, oo IHdopmauii ana yyacHuka gocnipxeHHsa i ®opmu iHpopmMoBaHOi 3roau Ans
YKpaiuu, Mogenb gna YkpaiHu, Bepcia 2.0 Big 31 6epe3Ha 2020 poKy, YKPAiHCbKOIO Ta POCilfiCbKOo
MOBaMM [0 MPOTOKOJY KIIHIYHOrO JOCNiMKEeHHS «[loBiiiHe ciine, nnauebo KOHTPONbOBaHE, paHA4oMI30BaHe
3 BiAMiHOIO, 6araToLEeHTPOBE K/iHIYHE AOCNIMKEHHSA AN OLiHKLN e(PEKTUBHOCTI, 6€3nekn Ta NepeHOCUMOCTI
3aCTOCYBaHHA KapunpasuHy B MOAE/li 3MEHLUEeHHS 0031 A5 3anobiraHHs peumamBiB y naujieHTIB 3
6inonsipHum po3nagom | Tuny, y SKMx HasiBHUA NOTOYHWI MaHiakaslbHUIM abo AenpecuBHUiA CTaH 3MillaHoro
abo OAHOTUMHOIO XapakTepy», kog gocnipkeHHs RGH-MD-25, 3 nonpaskoto 4 Big 17 rpygHsa 2019 poky;
crnoHcop - «Anneprad En.Ti.Oi.», CnonyyeHe Koponiscteo / Allergan Ltd., United Kingdom

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

6. OHOBMEHUIA NPOTOKOJ1 KAiHiYHOro BUNpoGyBaHHss CNTO1959PSA3004, nonpaBka 2 Big 04 TpaBHSA
2022 poky; OHoBneHe [oCbe AOCNiAKyBaHOro sikapcbkoro sacodby CNTO1959 (rycenbkyma6) Ta
BignoBigHe Mnaye6o, BuAaHHsA Big ntotoro 2022 poky: Module 3 “Quality” — IMPD: Drug Substance, S-
section Chemistry, Manufacturing, and Control; Module 3 “Quality” — IMPD: Drug Product, Pre-filled
Syringe 100 mg/mL, P-section Chemistry, Manufacturing, and Control; Module 3 “Quality” - IMPD:
Drug Product Pre-Filled Syringe 100 mg/mL (Placebo), P-section Chemistry, Manufacturing, and
Control; Module 3 “Quality” - IMPD: Appendices, A-section Chemistry, Manufacturing, and Control;
Module 3.2.R “Regional Information” - 3.2.R Medical Device - 1 ml UltraSafe Plus, BugaHHsa Big 07
nTtoro 2022 poky; 3aslydyeHHA [0AAaTKOBOr0 BUPOGHMKA AOCAILKYBAHOro J1iKAPCbKOro 3acoly
CNTO1959 (rycenbkymab) Ta BignoBigHe MMnaue6o: Catalent CTS, LLC, CLUA; IHdopmaunia ansa
pornapava ta dopma iHcphopmoBaHoi sroau, Mogenb ans YkpaiHu, sBepcia 1.0 Big 08 rpyaHa 2021 poky,
YKpaiHCbKOIO Ta pociiicbkoto moBamu; flogatok o IHchopmauii gnsa nayieHta i ®opmu iHhopmoBaHOi
3rogu WoAO BifHOBJIEHHS 3aCTOCYBaHHA AoOcCAigXyBaHOro npenapary, Mogenbn-Bepciai gns YkpaiHu,
Bepcia 1.0 Big 27 rpygHa 2021 pokKy, YKPAiHCbKOI Ta POCifiCbKOKO MOBaMu [0 MPOTOKOY K/iHIYHOTO
JocnipkeHHs «PaHgomizoBaHe, NnoAgiliHe chine, naaue60-koOHTPoNboBaHe, 6araToLeHTpoBe AOCiAKeHHS 3b
hasmn 3 METOH OLLHKM e(heKTMBHOCTI Ta 6e3neYHOCTI NiGWKIPHOrO BBELAEHHS TyCe/IbKyMaoy A/19 3MEHLLEHHS
O3HaK i CMMNTOMIB Ta CMOBI/IbHEHHS PEHTIeHONONYHOI NPOrpecii y nauieHTiB 3 akTUBHMM MNCOpiaTUUYHUM
apTpuToM», ko gocnigxeHHss CNTO1959PSA3004, nonpaska 1 Big 07 kBiTHA 2021 poky; CnoHcop - Janssen
Pharmaceutica NV, Belgium / fAHcceH ®apmaueBTtuka HB, benbris

3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»

7. OHOB/IEHWIA MPOTOKO/ K/iHIYHOrO BMNpoGyBaHHA GS-US-417-0304, nonpaBka 7 Big 21 ciuHa 2022
POKy aHrniiicbkolo MoBor; IHpopmaLiliHMii NMCToK Ta dpopma iHhopmMoOBaHOI 3rogn nauieHTa Ans
YkpaiHu, Bepcia 12.1 Big 17 niotoro 2022 poky yKpaiHCbKOIO Ta POCIICbKO MOBamu [0 MPOTOKOMY
KNiHiYHOro pocnimkeHHs «baraToueHTpoBe, BiKpuTe, AOBroTpUBasie NOAOBXEHE OOCIMKEHHSA OIS OLiHKU
6e3MneyYyHOCTi Ta e(PeKTMBHOCTI 3acTocyBaHHA (DINrOTiHIOY B Naui€HTIB i3 peBMaTOigHUM apTpUTOM», Kopg,
pocnipkeHHsa GS-US-417-0304, nonpaska 6 Bif 11 yepBHa 2021 poky; cnoHcop - Galapagos NV, benbris
3aaBHnKk - TOBAPWUCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)



8. [opatoK A0 nNPOTOKOJly KiiHiYHOro pocnimkeHHa CNTO1959UCO03001 «HactaHoBu wWoA0
npoBefeHHA [OCifKEeHHs MNig vyac cepiio3Horo nepe6oto» Big 13 TpaBHA 2022 poKy A0 NPOTOKOY
KIiHIYHOTO JocnimxeHHs «PaHgomizoBaHe, 6GaraTtoueHTpoBe, MoABiHE cnine, nnaueb0-KoOHTPOosboBaHe
KNiHiYHe pocnimpkeHHsa 2b / 3 asn B napanensHux rpynax Ans OUiHKM edpeKTUBHOCTI Ta 6e3neyHoCTi
rycefnibKymaby B nauieHTiB i3 cepefHbOro CTYNEeHI TSHKKOCTI Ta TSXKKUM aKTUBHUM HecneuudiyHum
BMPAa3KOBMM KONITOM», koA, gocnigpkeHHss CNTO1959UCO3001, 3 nonpaskoto 2 Big 03.08.2021 p.; cnoHcop -
«AHCCEH ®APMALIEBTUKA HB», benebris

3adaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

9. Bpowypa gocnigHuKa ana gocnigkyBaHoro fikapcbkoro 3aco6y Beninapu6 (ABT 888), BupaHHA 16
Big 05 TpaBHA 2022 poKy; 3pa3oK MapKyBaHHA [OCAiAKYyBaHOro JlikapcbKoro saco6y Beninapuo
(ABT-888), 50 mr kancynu, 45 Kancy’s, YKpaiHCbKOK MOBOI [0 MNPOTOKONY KAiHIYHOrO AOCAifKEHHS
«PaHgomizoBaHe nnauebo -KOHTPoNboBaHe AoCNiMKeHHA ha3n 3 KapGonaaTuHy Ta naknitakceny 3 MAPTI
iHriGiTopom Beninapuoéom Ta 6e3 [API iHriGiTopy Beninapudy (ABT-888) npu HER2-HeratuBHOMY
mMeTacTaTMyHoOMy abo NokasibHO MnolmMpeHoMy HeonepabensHoMy BRCA-acouilioBaHOMY paky MOJIOYHOI
3an03u», Kog JocnimkeHHsa M12-914, 3 iHKopnopoBaHWMW AAMIHICTpaTUBHUMK 3MiHamun 1, 2 , 3 Ta 4 |
nonpaskamu 1, 2, 3 Ta 4 Big 23 nunHa 2020 poky; cnoHcop - AbbVie Inc., CLLUA

3anBHuK - «EB6BI BiothapmachkoTikana TM6X», LLseliLapisa

10. IHhopmauiiHMiA NUCT NauieHTa CTOCOBHO fili B ymoBax naHgemii (Takoi sk COVID-19) a6o iHwunx
BaX/IMBUX MOAINA, AKI BNAMBAaOTb Ha yvyacTb Y AocnimkeHHi [IHchopmauliiHuiA nucT gns y4vyacHuka
KNiHIYHOrO BUNPOGYBaHHA], Bepcia pna YKpaiHn Big 26 Gepe3HA 2022 poKy, YKpPAiHCbLKOK Ta
pocilicbkolo MoBaMu [0 NPOTOKO/Y K/HIYHOTO AoChimkeHHs «baratoueHTpoBe, TpuBasie NOAOBXEHe
pocnipkeHHa 11l dpasn 3 ouiHku 6e3nevyHocTi Ta eheKTMBHOCTI YnagauutuHioy (ABT-494) y nauieHTis 3
BMPAa3KOBMM KONITOM», KOA, [oCNifixeHH M14-533, 3 iHkopnopoBaHuMu AgMiHICTpaTUBHUMU 3MiHamu 1, 3, 5,
6, 7 i 8 (tinbkn ana Kanagu) Ta MNonpaskamu 0.01, 1, 2, 3, 4, 5 1a 6 Big 31 imnHa 2020 poky; cnoHcop - AbbVie
Inc., USA

3anBHuK - «EB6BI BiothapmachkioTikani3 TM6X», LLseliLapisa

11. fJopaTtok 1 o Bpowypwu gocnigHuka npenapary JNJ-54767414 (gapatymymat), BugaHHs 18, Big 19
KBiTHA 2022 poky; AopaTok Ao IHdhopmauii gna nayieHta i dDopmu iHbopmoBaHoi 3rogu, Mogenb ans
YKpaiHn, Bepcia 1.0 Big 07 uepBHA 2022 poKy, YKPAIHCbKOIO Ta POCIAICLKOD MOBaMu [0 MPOTOKONY
KniHiYyHOro pocnipkeHHsa «®asa 3, paHAoMi30oBaHe KOHTPO/IbOBaHE BiAKpWUTe AOCNiMKeHHs Benkeiigy
(6opTe3omib), MendhanaHy Ta npegHizoHy (BMI) y nopiBHAHHI 3 AapaTyMmymaboM y kombiHauii 3 BMIM (4-BMIM)
Y paHilwe HenikoBaHMX NauieHTiB 3 MHOXWHHOKO MIE/IOMOLO, SIKMM He Moka3aHa BMCOKOA030Ba Tepanis», Kofg
pocnipkeHHa 54767414MMY3007, 3 iHkoprnopoBaHot nonpaskoto 8 Big 02 yepBHA 2021 poky; CnoHcop -
«HAHcceH-Cinar IHTepHewHN H.B.», besnbris

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

12. OHOBIEHMI NPOTOKOJ1 KAiHIYHOro BUNpo6yBaHHA nonpaska 1, Bepcia 2.0 Big 08 uepBHA 2022 poKy
aHrniicokoto MoBoO1O; IHhopmauia npo pgocnigkeHHA Ta chopma iHPOpPMOBaHOI 3roau, /OKasibHa
Bepcia HoMep 2.0 gna YKpaiHu yKpaiHCbKOI MOBOLO, gata Bepcii 04 nunHa 2022 poKy Ha OCHOBI
MacTep Bepcii Homep 2 Big 08 uepBHA 2022 poKy A0 NPOTOKOY KAIHIYHOrO AOCAIMKEHHSA «MixXHapogHe,
paHAomi3oBaHe, nNoAgiiHe cnine, nnauebo-KoOHTPOsIbOBaHe AOCNiMKeHHA Pa3n 3 3 MeTOK OUHKM BNANBY
LMKIOCUNIKATY LUPKOHIl0 HATPilo Ha Nporpecyroyy XpPoHiYHy HUPKOBY HepocTaTHicTb (XHH) y yyacHukiB 3
XHH Ta rinepkaniemieto abo i3 pusmMkom rinepkasniemii», kog gocnimpkeHHs D9488C00001, sepcis 1.0 Big 24
yepBHA 2021 poky; cnoHcop - AstraZeneca, AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

13. 306pakeHHs eKpaHy (A1 NOPTATUBHOIO NPUCTPOIO AJIA peecTpawii e1IEKTPOHHUX KNiHIYHUX AaHUX
(eCOA Handheld)) ykpaiHCbKOIO Ta pOCiiiCbKO0 MOBaMu; 300paKeHHA eKpaHy (ANA NOpPTaTUBHOIO
nAaHweTy AN peecTpauii eNIeKTPOHHUX KNiHiYHMX gaHux (eCOA Tablet)) ykpaiHCbKOIO Ta pOCiiicbKOo
MoBaMM [0 NPOTOKO/Y KAIHIYHOro AOCNiIMKEHHS «baraToueHTpoBe paHAOMI30BaHe NoABIiHO cine nnauebo-
KOHTPO/IbOBaHe AOC/iMKEHHSA B napanesibHuUX rpynax i3 nogasiblimm BigKpUTUM AOAATKOBUM Nepiogom Ans
OLiHKN etheKkTUBHOCTI Ta 6e3neyvyHocTi hpemaHe3symMady 415 NPOogoiIakTUYHOIO NliKyBaHHSA MirpeHi B naujieHTiB
i3 BENIMKMM [enpecuBHUM Po3/1aZioMy», Kog AocnimpkeHHs TV48125-MH-40142, 3 nonpaskoto 04 Big 04 TpaBHS
2020 poky; cnoHcop - Teva Branded Pharmaceutical Products R&D, Inc., CLLUA



3asBHMK - TOBAPWCTBO 3 OBMEXEHOIO BIAMOBISANIBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWUENTC YKPAIHA» (TOB «®PA YKPATHA»)

14. bpowypa pocnigHUKa AOCNiMKyBaHOro snikapcbkoro 3acody JNJ-54767414 (papaTtymymao),
BupaHHA 18 Big 17 rpyaHAa 2021 poky aHriicbkoo MoBOHK; JonoBHeHHA 1 Big 19 kBiTHA 2022 po
Bpouwypu gocnigHuKa focnigKyBaHoOro siikapcbkoro 3acooy JNJ-54767414 (gapatymymat), BugaHHA
18 Big, 17 rpypHsa 2021 poky aHriicbkoo MoBoto; IHhopmauis ans nadieHta Ta Popma iHhopmoBaHOi
3rogn, Bepcia 10.0 Big 06 uepBHA 2022 pOKY YKpPAiHCLKOK Ta POCiiicbKolo MoBamu; 3aslyyeHHsA
komnaHii Scout Clinical (agpeca: 15770 Dallas Parkway, Suite 1075; Dallas, Texas 75248, USA/ CLLA) 3
MeTO0 opraHisauil HagaHHA TPAHCNOPTHUX MOCAYT MNif, Yac NPoBeAeHHSA K/iHIYHOro BUNPOOYBaHHS;
AonoBHeHHA A0 IHdopmauii ana nauieHTa Ta Popmu iH(OOPMOBAHOI 3rogu: opraHisauia Noi3gokK
KomMnaHieto Scout Clinical («CkayT KniHikan»), Bepcia 1.0 Big 22 nuctonaga 2021 poky yKpaiHCbKOIO Ta
pocilicbkoto moBamu; O6¢cnyroByBaHHs nauieHTiB. EnekTpoHHe nuctyBaHHA, Bepcis 1.0 Big 29 )XOBTHA
2021 poKy yKpaiHCbKOIO Ta POCifiCbKOI0 MOBaMM1 [0 NPOTOKO/TY KAIHIYHOTO AOC/iMKeHHs «PaHaomi3oBaHe
baraTtoueHTpoBe KNiHiYHe AOCNiMKEHHSA 3 dha3n NOpPIBHAHHA NiALKIPHOIO Ta BHYTPILUHLOBEHHOIO BBEAEHHSA
JAapatymymay y nauieHTiB 3 peunanuBHO UM pedhpakTepHO0 MHOXUHHOK MIESIOMOIO», KOA, AOCNIIKEHHS
54767414MMY3012, 3 nonpaskoto Amendment 4 Big 01.04.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTUVKA
HB>», Benbris

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

15. OHoBneHa Bpowypa gocnigHuka gna FipepgectpaHTy (RO7197597, GDC-9545), Bepcis 6 Big TpaBHA
2022 p. 0o MPOTOKONIB KAIHIYHMX AOChimkeHb: «PaHgomizoBaHe noAgiiHe cnine nnaueb0-KOHTPOsIbOBaHe
6araToueHTpoBe gocnimkeHHs dasu Il gnsa ouiHkm ecbekTMBHOCTI Ta 6e3nevyHocTi GDC-9545 y kombiHau,i 3
nanoboumknibomM MOpIBHAHO 3 KOMGIHALIE NeTpo30sy Ta nanéoumkniby y nauieHTiB 3 eCTporeH-peLenTtop-
no3uTneHUM, HER2-HeratMBHMM MiCLLEBOMOLUMPEHNM YM MeTacTaTUYHUM PakoM MOJIOYHOI 3as103U», KOf
pocnipkeHHs BO41843, Bepcia 2 Big 08 nwTtoro 2021 p.; «PAHOOMI3OBAHE, BIOKPUTE,
BAFATOLEHTPOBE AOCHNIOXEHHA ®A3M 1I ANA OUIHKM EPEKTUBHOCTI TA BEIMEYHOCTI
GDC-9545 Y NOPIBHAHHI 3 BUBPAHOIO NNIKAPEM EHAOKPNHHOKO MOHOTEPANIEKD Y NALIEHTIB 13
PAHIWLE JNIIKOBAHVM ECTPOrEH-PELENTOP-NO3UTVBHWM, HER2-HEFATUBHAM MICLEBO-
MOWWNPEHM ABO METACTATUYHMM PAKOM MOJIOYHOI 3AN03WU», koa pocnimkeHHs WO042312,
Bepcisa 3 Big 09 nunHa 2021 p.; cnoHcop - ®.XoddmaHH-M1a Pow /114, LBeiiyapis

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

16. POPMA 3AABKW/ HA BIALLKOAYBAHHA BUTPAT TA NMPABW/IA il SANOBHEHHS, Bepcis 2.0 Big 06
uepBHA 2022 poky A1 YKpaiHu, yKpaiHCbKo MOoBO1o; MNpuBiTaibHMIA NUCT NauieHTa, Bepcis 2.0 Big 06
yepBHA 2022 poKy pAnA  YKpaiHu, YKpaiHCcbkoto wmoBoto; JINCT TMPO NMNATDKHY KAPTKY
PATIENTPRIMARY®, Bepcis 2.0 Big 06 uepBHsA 2022 poKy A1 YKpaiHU, yKpaiHCbKoo MoBolo; ®OPMA
3roan HA 36IP TA BUKOPUCTAHHA NEPCOHANIbHUX AAHUX, Bepcis 2.0 Big 06 uepsBHA 2022 poky
ANA YKpaiHu, yKpaiHCbKOO MOBOIO; MoBigOMIEHHA NPO KOHIAEHUHICTb A1 NalieHTiB Ta OCib, AKi
[OornapaoTb 3a HUMKU, Bepcia 2.0 Big 24 tpaBHA 2022 poKy YKpPaiHCbKO MOBOR; [MOCIGHMK i3
HanawTtyBaHHA nporpamu Primarius Patients, Bepcia 3.0 Big 25 TpaBHA 2022 pOKy YKpPaiHCbKOIO
MoBoto; CKpiHwoTK nporpamu Primarius Patients, Bepcia 4.0 Big 24 TpaBHA 2022 pOKYy YKpPaiHCbKOIO
MOBOIO /10 NPOTOKO/MY K/iHiYHOro BunpobyBaHHsa «PO3WNPEHE AOCNIAKEHHA ©®A3UM 1/2a 3l
3b/IbWEHHAM 4031 AnA OUIHKN BE3NEYHOCTI, MNMEPEHOCUMOCTI, $®APMAKOKIHETUKW,
OAPMAKOANHAMIKM TA MPOTUNYX/IMHHOI AKTUBHOCTI MPEMAPATY PF-06873600 B AKOCTI
MOHOTEPAMIT TA Y KOMBIHALJII 3 EHAOKPVWHHOK TEPAMIEKD», kog mocnimkeHHs C3661001,
nonpaeka 7 go npotokony Big 07 yepBHst 2021 poky; cnoHcop - Mdyalizep IHk., CLUA

3anBHuK - Mdpaiizep IHk., CLUA

17. fopaTkoBa iH(hOpMOBaHa 3rofa y4acHUKa Ha JOCTaB/IEHHA AOCNIAKYBaHOro npenapary y4acHuUKy
popowmy, Bepcia V1.0UKR(uk)1.0 Big 25 TpaBHA 2022 poKy, nepeknaj ykpaiHCbKO MoBolo Big 31
TpaBHA 2022 poky; [opaTkoBa iHhopmoOBaHa 3rofa yyaCHUKa Ha [OCTaB/IEHHA AO0CNifKYBaHOro
npenapary yyacHuky gogomy, Bepcisa V1.0UKR(ru)1.0 Big 25 TpaBHA 2022 poKy, nepeknapg, pocilicbKolo
MoBolto Big 31 TpaBHA 2022 poky; MoBigoOMNEHHA WOA0 NOTEHUiINHNX Henepea6avyBaHUX CUTyaLii i3
B3ATTAM 3pa3kKiB Ans aHanisy B nadoparopii «Q2 Solutions®» Big 24 noToro 2022 poky, aHrNiNCbKOLO
MOBOIO Ta nepeknaf yKpaiHCbKOI0 MOBOIO Bif 24 yepBHs 2022 poky; MoBigoMNeHHs Wwoao po6otn Q2
Solutions® Big, 24 noToro 2022 poKy, aHrNiicbKO0 MOBOIO Ta Nepeknas yKpaiHCbKO MOBOIO Bif 24
yepBHA 2022 pokKy; MoBifOMIEHHSA WOAO0 NOTOUHOIO BeAEHHA NauieHTIB Ta 1aGopaTopHi OUiHKN B
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[OCNIAHULBKUX LeHTpax B YKpaiHi Big 29 6epe3HA 2022 poKy, aHrNilicbkolo MOBOIO Ta nepeknag
YKpaiHCbKOI0 MOBOKO Bif 24 uepBHA 2022 poky; IHCTPYKUIT WO0A0 3aCTOCYBaHHA AOCAILKYBaHOro
npenaparty Bifi [OCNiAHMLbLKOrO UEeHTPY AnA nauieHTa(-iB) Ta npoBefeHHA BifnNoOBiAHOro OOGAIKY
nikapcbkux npenapartiB Bepcisa 1.0 Big 28 Gepe3Hs 2022 poKy, aHINiACbKOIO MOBOIO Ta nepeknag
YKpaiHCbKOI MOBOIO Bif, 23 uepBHs 2022 poky; MNoBigoOMNEHHA WoA0 NaéopaTopHUX AOCNiMKEHb ANA
36€epeXeHHs1 C/linoro pexumy 3rigHoO 3 NPOTOKO/IOM NMPU BUKOPUCTaHHI MicueBoi naéoparopii Big 21
KBIiTHA 2022 pOKy, aHINMiliCbKOO MOBOIO Ta Nepek/ag yKpaiHCbKOK MOBOLO Bif 24 yepBHSA 2022 poky;
KopoTke noBigoMneHHs ANA LUeHTPIB NpoBeAeHHs1 AOCNiMKEHHSs, noBigomMmneHHA Ne 1 Big 24 ntoTtoro
2022 poKy, aHIiNCbKOIO MOBOIO Ta Nepeknaj yKpaiHCbKO MOBOLO Big 24 uepBHA 2022 poKy; KopoTke
NOBIAOMJIEHHA ONA LIEHTPIB NpoBeAeHHSA AOCNifKEeHHSA, noBigoMmneHHs Ne 2 Big 03 6Gepe3HA 2022 poky,
aHrNificbKOKl MOBOK Ta Nepeknap YKPaiHCbKOK MOBOK Bif 24 uepBHA 2022 poKy; KopoTtke
NOBIAOMJ/IEHHA ANA LIEHTPIB NpoBeAeHHA AO0CNifKEeHHSA, noBigoMmneHHs Ne 3 Big 09 Gepe3HA 2022 pokKy,
aHrNiicbKol MOBOKD Ta NepeKknaj YKpaiHCbKO MOBOK Big 24 uepBHA 2022 poky; Kopotke
NOBIfOMIEHHA AN151 LLEeHTPIB NpoBeAeHHs AocnifkeHHs, nosigomneHHs Ne 5 Big 16 6epesHs 2022 poky,
aHrNificbKoK MOBOIO Ta Nepeknag ykpaiHCbKo MOBOIO Bif, 24 uepBHs 2022 poky; JIuct go gocnigHuka
Bif 29 Gepe3Hs 2022 poKy, aHIiiCbKOKO MOBOIO Ta Nepek/iag yKpaiHCbKO MOBOIO Bif 23 uepBHs 2022
poky; KopoTke noBifoMneHHs AN LEeHTPIiB NpoBeAeHHA AOCNiAKEHHA, noBigomseHHA Ne 6 Big 11
TpaBHsA 2022 poKy, aHTNiliCbKOI0 MOBOIO Ta Nepekag yKpaiHCbKOK MOBOIO Bif, 24 uepBHA 2022 poKy A0
NPOTOKONY KNiHIYHOrO [OCNIMKEHHA «BifkpuTe po3wWMpeHe [OOC/iMKeHHs eTpaciMogy B NauieHTiB i3
aKTVBHUM BMPA3KOBUM KOJTITOM Bif], MOMIPHOr0 [0 BAXXKOro CTYMEHA TSXKKOCTI», Kog, AocnigxeHHs APD334-303,
3 iHKopriopoBaHoto nonpaskoto 3.0 Big 07 TpaBHA 2021 poky; CNoHCop - «ApeHa ®apmachkioTikana, IHK.» (Arena
Pharmaceuticals, Inc.), United States

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

18. InchopmauniiiHnii nuctok i popma iHpopmoBaHoi 3rogu, Bepcis V10.0UKR(uk)1.0 Big 04 nunusa 2022
POKy, nepeknag yKpaiHCbKOK MoBoOW Big 07 nunHA 2022 poky; IHopmauiiiHuii nucTok i chopma
iHbopmoBaHoi 3roau, Bepcia V10.0UKR(ru)1.0 Big 04 nunHsa 2022 poky, nepeknag, pocilicbKkolo MOBOLO
Big 07 nunHAa 2022 poKy [0 NPOTOKO/Y KiHIYHOrO AocCnifKeHHA «PaHAoMi3oBaHe, BifKpuTe AOCNiAKEHHS
tasun 3 i3 BUBYEHHA iH'EKLIAHOTO MINOCOMAaILHOTO ipuHOTeKaHy (OHIBAA/I®) NopiBHSHO 3 TONOTEKAHOM Y
nawieHTIB i3 APIOGHOKNITUHHMM pakoM JiereHi, KU nporpecysBas Mig vyac abo nicsia Tepanii nepLoi AiHiT Ha
OCHOBI npenapartis niaTUHW», Kog, gocnigpkeHHs MM-398-01-03-04, sepcia 8.0 Big 07 oBTHA 2021 poky;
crnoHcop - Ipsen Bioscience Inc., CLUA

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

19. 3miHa Micus npoBeAeHHs BUNPOOGYBaHHSA [0 NPOTOKO/Y KNiHIYHOro gocnimkeHHs «PRESERVE 1: da3a
3, paHgomizoBaHe, NoAgiliHe cnine AOCAIMKEHHA TPUMALMKNIGY Y MOPIBHAHHI 3 nnaue6o y nauieHTiB, sKi
OTPUMYIOTb Tepanito i3 3acTtocyBaHHAM FOLFOXIRI/6eBaunsymaby pnna nikyBaHHA MeTacTaTuyHOro
KOJTOPEKTAIbHOTO paky», Kof pocnimkeHHa G1T28-207, sepcia 3.0 Big 07 nunHa 2021 poky; cnoHcop - G1
Therapeutics, Inc., United States

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

BYNO CTAI0
O.M.H., npod. Yelyk B.€. O.M.H., npody. Yewyk B.€.
ToBapucTtBO 3 OOMEXEHOI BignoBiganbHICTIO | MegUUHNMIA LEHTP ToBapuctBa 3 OOMEXEeHOIo
«MeguuHuiAi UeHTp iMeHi akagemika HOpisa | BignoBiganbHicTiIO «ApeHcia Ekcnnopartopi
MpokonoBuuya CniXeHKa», BigAin KAiHIYHUX | MeaiciH», Biagin KNiHiYHUX gocnigkeHb, M. Kuis
pocnipkeHb Ne 1, KniBcbka o6nactb, Kneo-
CBATOLWMNHCbLKUIA paiioH, c. KanitaHiBKa

20. MpoTokKon KNiHIYHOro gocnigkeHHA, nonpaBka Ao nporokony, Bepcia 3.0 Big 20 nunHa 2021 p.;
IHpopmauiiiHuiA INCTOK cyG’ekTa AocNimKeHHs i popma iHPOpMOBaHOI 3roaun, aHrNiINCbLKO0 MOBOIO,
Bepcia 3.0_cneuyucpiuHa gnAa YkpaiHu, Big 05 cepnHa 2021 p.; IHchopmauiiiHuii NNCTOK cyG’ekTa
pocnipkeHHs i popma iHpopmoBaHOT 3rogu, yKpaiHCbKOK MOBOLO, Bepcis 3.0_UA, Big 13 cepnHa 2021
p.; IHbopmauiitHuii NnMcTOK cy6’ekTa gocnigKeHHs i popma iH(hopMOBaHOi 3roau, pociiicbKolo MOBOIO,
Bepcis 3.0_UA, Big 13 cepnHa 2021 p.; laeHTudbikauiiiHa kapTKa cy6’eKTa, aHrNificbKO0 MOBOIO, Bepcis
2.0, Bipg, 28 nunHa 2021 p.; laeHTUdpikaliliHa KapTKa cy6’eKTa, yKpaiHCbKOI0 MOBOIO, Bepcis 2.0_ UA, Big
16 cepnHsa 2021 p.; laeHTUdpikaliliHa KapTKa cyG’eKTa, pocilicbKolo MOBOIO, Bepcia 2.0_BY_UA, Big 16
cepnHA 2021 p.; 3any4eHHs nikapcbKoro 3aco6y nopiBHAHHA Humatrope (kapTpugx Humatrope® 6 mr
(comatpouiH) ans iH'eKUili Ta ogUH NonepeaHbO 3aNOBHEHUIA WNPUL, , WO MICTUTb 3,17 MJ1 PO3UNHHUKA
(Bupo6Huurtso: Lilly France. Fegersheim, ®@paHuisa (HaGip kapTpumxiB); IHCTPYKLia 3 BUKOPUCTAHHSA
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Humatrope, aHrnilficbkoto moBoto, Bepcia 2.0, Big 07 xoBTHA 2021 p.; IHCTPyKLUis 3 BUMKOPUCTaHHA
Humatrope, ykpaiHCbKoOl0 MOBoOIO, Bepcifi 1.0_UA, Big 08 oBTHA 2021 p.; IHCTPYKLiA 3 BAKOPUCTAHHSA
Humatrope, pociiicbkoro moBoto, Bepcia 1.0_BY, UA, Big 08 xxoBTHs 2021 p.; CnpouweHe IMPD gns
Humatrope, aHrniiicbkoto moBoto, Bepcis 1.0, Big 13 cepnHsa 2021 p.; TekcT eTuKeTkn ansa Humatrope
YKPaiHCbKOIO Ta POCIiliCbKOI0 MOBaMU: a. KAPTOHHA €TUKeTKAa: TUTy/IbHa CTOpiHKa GykneTta, Becisa 1.0,
VV-SUB-054135; b. kapToHHa eTUKeTKa: CTOpiHKa eTUKeTKu Gyknety, Becia 1.0, VV-SUB-054135; c.
eTuKeTKa 6nicTepHOl ynakoBKU: TUTYJIbHA CTOpPIHKa GykneTta, Bepcia 1.0, VV-SUB-054134; d. eTukeTka
G/licTepHOI YNakoBKU: eTOpPiHKa eTUKeTKM Gykneta, Bepcia 14 VV-SUB-054134 10 npoTOKOY KAiHIYHOTO
pocnipkeHHs  «foresiGHt: BaraToueHTpoBe, paHAOMi30BaHe, 3 MapasefbHUMK rpynamu, niaueobo-
KOHTpO/IbOBaHe (noAgiiiHe cnine) Ta akTMBHO-KOHTPOJSIbOBaHe (BiAKPWUTE) AOCMIMKEHHSA €IEKTUBHOCTI Ta
6e3neKm LLOTMKHEBOrO 3aCTOCYBaHHS NOHaNercoMaTponiHa B NOpiBHAHHI 3 N1aueb0, a TakoX B MOPIBHSHHI 3
COMaTOTPOMIHOM LLOJAEHHOIO 3aCTOCYyBaHHA Y A0POCAUX 3 AeddiuUTOM FOPMOHY POCTY», KOA AOCNIIKEHHS
TCH-306, Bepcisa npotokony 2.0, Big 06 cepnHsa 2020; cnoHcop - AcueHgic ®apma EHOOKpiHONO4KN [iBidKH
A/C, OaHia (Ascendis Pharma Endocrinology Division A/S, Denmark)

3aaBHUK - AKuensciops /114, YropwuHa



