JopaTtok

«Mepenik cyTTeEBMX MOMNpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOGYBaHb, PO3rAsHYTUX Ha 3acifaHHi
HTP Ne 36 Big 21.10.2021, Ha siKi 6y oTpUMaHi NO3UTUBHI BUCHOBKMN €KCMNepPTIB.»

1. OHoBneHui MpoTokon KniHiuHoro gocnipxkeHHAa RPC01-3204, pegakuia 6.0 Big 14 uepBHa 2021 p.;
CuHOMNCUC OHOBJ/IEHOro NPOTOKOANY KNiHIYHOro aocnimkeHHss RPC01-3204, pepakuis 6.0 Big 14 uepBHA
2021 p., nepeknag 3 aHrniicbKoi MOBU Ha YKpaiHCbKy MOBY Big, 08 BepecHs 2021 p.; IHopmauisa ansa
nauieHTa tTa cpopma iHhopmoBaHOi 3rogu, octaTouHa pegakuifa 6.0 ana YkpaiHu Big 25 cepnHsa 2021 p.,
OCTaToO4YHWIi Nepeknag 3 aHrNificbKOI MOBM Ha YKpaiHCbKY MOBY Big, 10 BepecHs 2021 p., ocTaTOuHWiA
nepeknap, 3 aHrniicbkoi MOBM Ha pocilicbKy MoBY Big 10 BepecHsi 2021 p.; OuiHKa cniBBigHOLEHHA
KopucTi Ta pusuky (Benefit and Risk Assessment) ana pocnigxkeHHsa RPC01-3204, peaakuis 7.0 Big 03
BepecHa 2021 p. [0 NPOTOKO/Y K/IHIYHOrO AocnimkeHHA «[lopaTkoBe 6GaraToueHTpoBe Bigkpute
pocnigxeHHs [l dhasm 3 METOl OLiHKM 03aHIMoAy A1 NepopasibHOro NpuiioMy Npu AiKyBaHHI NauieHTiB i3
cepeaHbOTHKKMM ab0o TSHXKKMM nepebirom XxBopobu KpoHa B akTUBHIN dhopmi», kog, gocnimxkeHHss RPC01-3204,
pepakuia 5.0 Big 03 BepecHA 2020 p.; cnoHcop - «CenmpxeH IHTepHewHn Il Capn» (Celgene International 1l
Sarl), LWseiiyapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAABHICTIO «Ml EC AN-YKPAIHA»

2. OHoBneHul MpoToKkon KniHiuHoro gocnimxkeHHsa AC-065A203, 3aTtBepkeHa Bepcif 7 Big, 19 TpaBHA
2021 p.; OHoBneHuiA COVID-19 flopatok ao NMpoTokony KhiHiuHoro gocnimxkeHHsa AC-065A203, Big 19
TpaBHA 2021 p.; Aopatok 1 Big 25 TpaBHA 2021 p. no Bpowypu pocnigHuka [INJ-67896049 |/
ACT-293987 | NS-304 UPTRAVI® (cenekcunar)], Bepcia 16 Big 02 ntoTtoro 2021 p.; IHdopmauisa ans
nauieHTiB BikoM Bifg 6 A0 MeHL HiX 12 pokiB Ta chopma 3rogu, Bepcis 4.0 ana YkpaiHu Big 06 cepnHa
2021 p. NMepeknapg, 3 aHrNiicbKOi MOBU Ha YKpaiHCbKY Big 14 cepnHsa 2021 p., nepeknag Ha pociiiCbKy
MoOBY BiA 14 cepnHsa 2021 p.; IHdpopMaLifa anAa nauwieHTiB BikoM Big 12 o meHw Hix 14 pokiB Ta dhopma
3rogu, Bepcia 5.0 ansa YkpaiHu Big 06 cepnHa 2021 p. MNepeknapg, 3 aHrNiicbKoi MOBY Ha YKPaiHCbKY Bif,
14 cepnHa 2021 p., nepeknapg Ha pocificbKy MoBy Big 14 cepnHAa 2021 p.; IHchbopmauisa gns nayieHTiB
BikOM BiA 14 o meHwW Hix 18 pokiB Ta hopma 3rogu, Bepcis 5.0 ona YkpaiHu Big 06 cepnHsa 2021 p.
Mepeknag 3 aHrNiACbKOi MOBU Ha YKpaiHCbKY Bifg 14 cepnHsa 2021 p., nepeknapg Ha pociicbKy MOBY Bipf,
14 cepnHsa 2021 p.; IHchopmauis gnsa nayieHTiB Bikom = 18 pokiB Ta coopma iHhopmoBaHoi 3rogu, Bepcia
6.0 ana YkpaiHu Big 06 cepnHa 2021 p. Mepeknag 3 aHrNiiCbKOT MOBU Ha YKpPAiHCbKY Big 14 cepnHsA
2021 p., nepeknag Ha pocilicbky moBy Bif 14 cepnHa 2021 p.; IHhopmauia gna 6arbkiB Ta hopma
iHdbopMoBaHoi 3roau, Bepcis 6.0 ansa YkpaiHu Big 06 cepnHs 2021 p. Mepeknag, 3 aHrNiicbKOT MOBU Ha
YKpaiHCbKY Big 14 cepnHsa 2021 p., nepeknag, Ha pociiicbky MOBY Big, 14 cepnHs 2021 p.; OHOBNeHuiA
Po3gin focbe gocnigkyBaHoro nikapcbkoro 3aco6y 3.2.P «/likapcbKuii 3aci6» (cenekcunar, TabneTku
BKPUTi NNiBKOBOIO 060/10HKOIO 25, 50 Ta 200 MKr), Big 14 yepBHA 2021 p.; MoOAOBXEHHS TEPMiHY
NpuUAATHOCTI AOCiAKyBaHOro nikapcbkoro 3sacoby cenekcunar | ACT-293987, TaGneTKu BKPUTI
NNiBKOBOKO OGOJIOHKOK 25 MKr Ta 50 MKr go 48 micAuiB 40 NPOTOKO/Y K/IHIYHOTO AOC/iAKEHHS
«lpocnekTnBHe H6aratoLeHTPOBE BiAKPUTE HENOPIBHANBHE AoCAiMKeHHS || ha3n 3 MeTo BUBUYEHHS 6e3neku,
nepeHoCcMOoCTi Ta hapMakoKiHETUKN ceneKkcunary B fiTeld 3 /IereHeBOK apTepiasibHO TiNepPTEHSIE», KO
pocnipkeHHsa AC-065A203, cpiHanbHa Bepcis 6 Big 5 xoBTHA 2020 p.; cnoHcop - AkTenioH ®apmacbioTikaic
Nta., Weeiuapia (Actelion Pharmaceuticals Ltd, Switzerland)

3aaBHuK - TOB «Mb KeecT», YkpaiHa

3. OHoBneHui MpoTokon KniHiuHoro gocnimkeHHsa CT-P39 3.1, Bepcia 2.3 Big 10 cepnHsa 2021 poky,
aHrnificbkolo MoBoOl; bBpowypa pocnigHuka AocnigkyBaHOro Jikapcbkoro 3aco6y CT-P39
(omanisymab), Bepcis 3.0 Big 26 cepnHA 2021 poky, aHrNificbkoo MoBoto; MocioHuk 3 eCOA (cuctema
OLiHIOBaHHSA pe3y/bTarTiB /liKkyBaHHSA 3 e/IeKTPOHHUM 36MpaHHAM faHuX) Ans naudieHTis, Bepcia 3.0 Big,
01 cepnHsa 2021 poky yKpaiHCbKO MOBOIO; Moci6HUMK 3 eCOA (cuctema OLiHIOBaHHA pes3y/ibTaTiB
NiKyBaHHA 3 e/IeKTPOHHUM 36MpaHHAM AaHux) AN nauieHTis, Bepcia 3.0 Big 01 cepnHA 2021 poky
POCIACbKOI0 MOBOIO; 3pa3oK 300paKeHHS HAa eKpaHi eNeKTPOHHOro MPUCTPOIO_AHIiOHEBPOTUYHNIA
Ha6psak (Angioedema Episodes)_ykpaiHCbKoOto MOBOIO, Bepcis v5.0.0 Big 26 nunHA 2021 poky; 3pa3ok
306paXeHHA Ha eKpaHi eNneKTPOHHOro MnPUCTPOIO_AHTIOHEBPOTUUYHUIA HaOGpsAK (Angioedema
Episodes)_pociiicbkoto moBoto, Bepcis v5.0.0 Big 23 nunHA 2021 poky; 3pa3oK 306paXXeHHs1 Ha eKpaHi
eNleKTPOHHOro npuctpoto_LllogeHHMkK 3anoBHeHO (Diary Completed) ykpaiHCbKoo MOBOLO, Bepcis
v5.0.0 Big 26 nunHa 2021 poky; 3pa3oK 306paXXeHHA HA eKpaHi eNeKTPOHHOro NnpucTpoto_LlloaeHHUK
3anoBHeHo (Diary Completed)_pociiicbkolo moBoto, Bepcis v5.0.0 Big 23 nunHA 2021 poky; 3pa3ok
300paXeHHA Ha eKpaHi efleKTPOHHOro npucTpoto_lonoBHe MeHO (Main menu)_yKpaiHCbKOIO MOBOHO,
Bepcis 0.1 Big 29 nunHAa 2021 poKy; 3pa3oK 306paXeHHs Ha eKpaHi e/IeKTPOHHOro NpUcTporo_lronoBHe
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MeHIo (Main menu)_pocilicbkoto moBoto, Bepcis 0.1 Big 29 nunHA 2021 poKy; 3pa3ok 306paXeHHA Ha
eKpaHi efleKTPOHHOro npucTpoto_Jlikapcbkuii npenapart HeBigknagHoi Tepanii (Rescue Medication
Use)_yKkpaiHCbKOI0 MoBOlo, Bepcis v5.0.0 Big 26 nunHa 2021 poky; 3pa3oK 300paxXeHHA Ha eKpaHi
eNIeKTPOHHOro npuctpolo_Jlikapcbkuii npenapat HeBigknagHoi Tepanii (Rescue Medication
Use)_pociiicbkoto MoBoto, Bepcis v5.0.0 Big 23 nunHA 2021 poky; 3pa3oOK 306paXeHHs Ha eKpaHi
eNeKTPOHHOro npuctpoto_LLikana ouiHKn akTUBHOCTI nepe6iry kponus’siHku (Urticaria Activity Score,
UAS)_yKpaiHCcbKOol0 MOBOIO, Bepcis v5.0.0 Big 26 nunHa 2021 poky; 3pa3oK 300paXXeHHA Ha eKpaHi
eNeKTPOHHOro npuctpoto_LLikana ouiHkn akTMBHOCTI nepe6iry kponus’siHku (Urticaria Activity Score,
UAS)_pociiicbkoto moBoto, Bepcis v5.0.0 Big 23 nunHa 2021 poKy A0 NPOTOKO/Y K/iHIYHOTo BUNPOoOyBaHHS
«[MopgiiHe cnine, paHAOMI30BaHe, KOHTPO/IbOBAHE aKTMBHUM MpenapaTtoMm AochigxeHHsa asm 3 B
napanesbHuX rpynax ans nopiBHsAHHA eekTUBHOCTI Ta 6e3neyvHocTi npenapaTtis CT-P39 i Kconap y nauieHTis
i3 XPOHIYHOK CMOHTAHHOK KPOMMWB’AHKOIO, Y SAKUX 36epiraloTbCs CUMMNTOMMW, HE3BaXaloun Ha NikyBaHHA H1-
aHTuricTaMiHHUMK npenapaTtamu», Kog gocnimkeHHs CT-P39 3.1, sepcisa 2.2 Big 04 nuctonaga 2020 poky;
crnoHcop - CELLTRION, Inc., Republic of Korea

3asBHUK - NignpremcTBo 3 100% iHo3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

4. bpowypa pgocnigHuka gna CNTO1959 (rycenbkyma6), BugaHHsa 12 Big 30 cepnHa 2021 poky; [locbe
pocnipxyBaHoro nikapcbkoro 3acody CNTO1959 (rycenbkyma6) Ta BignoBigHe MNMnaue6o: Module 3
“Quality” — IMPD: Drug Substance, S-section Chemistry, Manufacturing and Control, BugaHHs Bipg,
KBiTHA 2021 poKy; Module 3 “Quality” — IMPD: Drug Product, Pre-filled Syringe 100 mg/mL, P-section
Chemistry, Manufacturing and Control, BugaHHsa Big cepnHsa 2021 poky; Module 3 “Quality” — IMPD:
Drug Product, Pre-filled Syringe 100 mg/mL, 2 mL fill, P-section Chemistry, Manufacturing and Control,
BUAaHHA Big yepBHA 2021 poky; Module 3 “Quality” — IMPD: Drug Product Pre-Filled Syringe 100
mg/mL (Placebo), P-section Chemistry, Manufacturing and Control, BugaHHA Big KBiTHA 2021 poKy;
Module 3.2.R “Regional Information” — 3.2.R Medical Device - 2 ml YpsoMate, BuaaHHs Big, 04 cepnHs
2021 poky; Module 3 “Quality” — IMPD: Appendices, A-section Chemistry, Manufacturing and Control,
BUAAHHA Bif KBiTHA 2021 poky; MNofoBXeHHA TepMiHY NpuaaTHOCTI AOC/iAKYBaHOro JlikapCbKoro
3aco06y Nycenbkyma6 (CNTO1959) 200 mr, po3uuH Ans iHy3iii y nonepegHbO 3an0OBHEHOMY LINPpUL,
Ao 30 wmicAuiB 0O MPOTOKOMY KAIHIYHOrO AOC/iMKEHHS «PaHpomizoBaHe, MOABiiHe chnine, niayebo-
KOHTPO/IbOBaHe Ta 3 aKTMBHUM KOHTPOJieM, 6aratoLeHTpoBe AOChifXeHHA ha3u 2/3, Wo npoBoAnUTbCA Y
napanenbHUX rpynax 3 MeTor OLUiHKM e(DeKTMBHOCTI Ta 6€3NeYHOCTi rycenibKymaty y nauieHTiB i3 XBopo6oo
KpoHa B akTuBHIii pasi Big cepegHbOro [0 Ba&XKOrO0 CTyMeHs TSHKKOCTI», KOoA  AOCAIMKEHHS
CNTO1959CRD3001, 3 nonpaBkot 3 Big 20 »oBTHA 2020 poky; cnoHcop - Janssen Pharmaceutica NV,
Belgium / AAHccen dapmauesTuka HB, Benbris

3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»

5. OHOB/EeHe A0CbE AOCNIMKYBAHOIO NikapcbKoro 3acooy: Cariprazine 0 mg, 0.5 mg, 1.5 mg, 3 mg, 4.5
mg capsules hard Big 23 cepnHA 2021 poKy aHrnilicbkoo MOBOI; 3a3HauyeHHA BUpPoGHuKa Catalent
Germany Schorndorf GmbH, HimeyunHa sik nepBUHHOro Ta BTOPUHHOIO NakKyBa/lbHUKa [0 MPOTOKOY
KMIHIYHOTO BUMPOOYBaHHA «6-TWXKHEBE MiKHapogHe OGaraTtoOueHTpoBe, paHAOMi30BaHe, MoABiliHe chine,
nnaue60-KOHTPOIbOBaHE AOC/IMKEHHS B NapasiesibHNX rpynax 3 MeTOH OLiHKM eDEKTUBHOCTI | 6€3neYHOCTI
KapunpasuHy npu nikyBaHHi nauieHTiB-NigNITKiB, XBOPUX Ha LWM3odpeHito (nauieHTiB y Biyi Big 13 go 17
pokiB)», koa gocnigpkeHHss RGH-MD-20, Bepcis 3 NMonpaskoto 1 Big 16 rpyaHs 2020 p.; cnoHcop - «'egeoH
Pixtep Mi.en.ci» (Gedeon Richter Plc.), YropuwuHa

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

6. Bpowypa pocnigHuka pns AOCNiIgKYBaHOro nikapcbkoro 3aco6y CNTO01959 (rycenbkymao),
BugaHHA 12 Big 30 cepnHAa 2021 poky; [ocbe AocnigjxyBaHOro ikapcbkoro sacooy CNTO01959
(rycenbkyma®), BugaHHa Big cepnHa 2021 poky: Module 3 “Quality” — IMPD: Drug Product Pre-filled
Syringe 100 mg/mL, P-section Chemistry, Manufacturing and Control (EDMS-RIM-128003 V3.0),
BUAAHHA Big cepnHA 2021 poKy [0 NPOTOKOJY KAiHIYHOTO AOCMiMKEHHS «PaHgomizoBaHe, noagiliHe criine,
nnaueb0o-KOHTPOSIbOBaHe, GaraTtoueHTpoBe JochnimpkeHHs 3b dasnm 3 MeTow OuiHKM edeKTMBHOCTI Ta
6€e3MeYyHOCTi MiAWKIPHOrO BBEAEHHS FycesibKymMaly /19 3MEHLUEHHS O3HaK i CUMMTOMIB Ta CMOBi/IbHEHHS
PEHTreHOOrNYHOT nporpecii y nauieHTiB 3 akTUBHUM MCOPiaTUYHUM  apTPUTOM», KOO AOCAIMKEHHS
CNTO1959PSA3004, nonpaeka 1 Big 07 kBiTHA 2021 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium /
AHcceH dapmauesTuka HB, benbris

3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»



7. Jocbe pocnipkyBaHOro nikapcbkoro 3acooy Ipatasertib, RO5532961, Bepcisa Big cepnHa 2021 p.,
aHrNiicbKkolo MOBOK; 36iNbLIEHHA TepMiHY NPUAATHOCTI [OCAIgKYBAHOro JliKapCbKOro 3acoby
InaTacepTi6, TaGNE€TKU, BKPUTI NN1IiIBKOBOKO 060J/10HKOKO, 100 Mr ta 200 mr Ao 60 micAuiB [0 NPOTOKONY
KMiHIYHOrO JocnimpkeHHA «Bigkpute, 6araTtoueHTpoBe, Y ABOX rpynax AOCnifXeHHs, Ib cha3n gna ouiHku
(hapmakoKiHETMYHOI B3aeMofjii Nikapcbkux Mpenapartis paponyrtamiga Tta inataceprtioa Ta 6e3neku
3aCTOCyBaHHS iX KOMOIHALIT MpU KacTpaT-pe3nCTEHTHOMY pakKy nepeaMixypoBOi 3a/103Ux», KoA, AOCAIIKEHHS
GP42658, sepcisa 1.0, Big 14 cepnHa 2020 poky; cnoHcop - ®. XodhdmanH-/19 Pow N1a, Weeihuapisa / F.
Hoffmann-La Roche Ltd, Switzerland

3anBHuK - TOB «APEHCIA EKCMNIOPATOPI MEAICIH», YkpaiHa

8. OHOBNEHUIi NPOTOKON KANiHiYHOro gocnimkeHHA 3 nonpaBkol 01, Bepcia 1 Big 08 nunHsa 2021p.,
aHrniicbkoo MoBoto; bazoBa iHthopmauis npo gocnigpkeHHA | hopma iHhopMOBaHOT 3roau Ha y4acTb
y yactuHi A pgocnimpkeHHs, Bepcia 2 Big 08 nunHa 2021 p., aHrnilicbkoo MoBOWO; IHopmaLia ans
nauieHTa i dpopma iHcphopmoBaHoi 3rogn, Bepcia Ne 3 Big 15 nunHa 2021 p. ana YKpaiHuM (Ha OCHOBI
Bas3oBoi iHthopmauii npo pgocnigkeHHA i popmu iHchopMOBaHOI 3roaM Ha ydyacTb Y 4YacTuHi A
pocnipkeHHs, Bepcifa 2 Big 08 nunHa 2021 p.) ykpaiHcbKo MOBoOLo; IHhopmaLia ana nauieHTta i oopma
iHdbopMmoBaHoi 3rogu, Bepcis Ne 3 Big 15 nunua 2021 p. ana YkpaiHu (Ha ocHoBi ba3oBoi iHthopmauii
npo AaocnigxeHHs i popmu iHhopMoBaHOT 3roan Ha y4yacTb Yy YaCcTUHiI A aocnigKeHHs1, Bepcis Ne 2 Big,
08 nunHsA 2021 p.) pocilicbkoto moBoto; BasoBa iHhopmauis npo gocnigpkeHHA | hpopma iHhpopmoBaHoOT
3rogM Ha yyacTb y 4YacTuHi B gocnipkeHHs, Bepcia 2 Big 08 nunHa 2021 p., aHrNificbKOO MOBOLIO;
IHchopmauia gna nauieHta i dpopma iHchopmoBaHoi 3rogn, Bepcia Ne 3 Big 15 nunHa 2021 p. ansa
YKpaiHu (Ha ocHoBi Ba3oBoi iHdhopmaduii npo gocnigpkeHHs i hopmMu iHhopMoBaHOI 3rogn Ha yyacTb y
yactuHi B pgocnigxeHHA, Bepcia 2 Big 08 nunHA 2021 p.) yKpaiHCbKOKO MOBOW; IHchopmauis ans
nauieHTa i dpopma iHcphopmoBaHoi 3rogn, Bepcia Ne 3 Big 15 nunHa 2021 p. anA YKpaiHuM (Ha OCHOBI
Ba3oBoi iHchopmauii npo pgocnigkeHHA i popmu iHchopMoOBaHOI 3roaM Ha ydyacTb Y 4vactuHi b
pocnimpkeHHs, Bepcia Ne 2 Big 08 nunHsa 2021 p.) pocilicbkoto moBoto; Popma iHhopMoBaHOi 3roan Ha
nojanblle CnocTepeXeHHA 3a nepebdirom BariTHOCTi NapTHepku, Bepcia 2 Big 08 nunHa 2021 p.,
aHrniicbKo MoBolto; IHopMauisa Ana BariTHOI napTHepPKU nauieHTa i popma iHhopmoBaHoi 3rogn Ha
nopjanblle cnocTepeXeHHs 3a nepe6irom BariTHOCTi NapTHepKu, Bepcis Ne 3 Big 15 nunua 2021 p. ana
YKpaiHu (Ha ocHoBi ®PopMu iH(POPMOBaHOI 3roau Ha nogasiblue CMOCTEPEXEHHA 3a nepeGirom
BariTHOCTi napTHepku Bepcii 2 Big 08 nunHsa 2021 p.), ykpaiHCcbKOO MOBOIO; IH(hopmauia ana BariTHol
napTHepkKu nauieHta i ¢popma iHthopmMoBaHOI 3rogM Ha nogasnblue CMOCTEpPeXeHHA 3a nepeodirom
BariTHOCTi NapTHepKN, Bepcia ana Ykpaiiu Ne 3 Big 15 nunusa 2021 p. (Ha ocHoBi @opmu iHopmoBaHOT
3rogu Ha nogasiblue CNOCTEPEXEHHSA 3a NepeGirom BariTHOCTI NnapTHepPKU, Bepcia 2 Big, 08 nunHa 2021
p.) pocilicbkolo MoBoH; Bpowypa «EFC16723 KniHiuHe HayKoBe f0C/iAKeHHS 3 BUBUYEHHSI XPOHIYHOro
PUHOCUHYCUTY 6e3 noninosy Hoca», Bepcia Ne 1 Big 16.02.2021, ykpaiHCbKOI0 MOBOLO; Bpolypa
«EFC16723 KniHiuHe HayKoBe A0CNifKeHHS1 XPOHIYHOro pPUHOCUHYCUTY 6e3 Nosino3y Hoca», Bepcist Ne
1 Big 16.02.2021, pociiicbkoto MoBoto; MocTep «LLo Take LIBERTY- CRSsNP ORION?», Bepcis Ne 1 Big,
16.02.2021, ykpaiHcbkoto moBoto; Moctep «lo Take LIBERTY- CRSsNP ORION?», Bepcia Ne 1 Big
16.02.2021, pociiicbkoto MOBOIO; J/lInCT nikapAM Big nikaps, peg. 1.0 Big 20 TpaBHsa 2021p., yKpaiHCbKOLO
MoBolo; Jluct nikapa nikapto, pea. 1.0 Big 20 TpaBHA 2021p., pOCIliCbKOIO MOBOI; 3MiHa
BiANOBiga/NbLHOro AocnigHNKa y MicLi NpoBeAEHHSA KNiHIYHOrO BUNPOGYBaHHA [0 NPOTOKOJTY KMiHIYHOTO
BMNpo6yBaHHA "PaHfomizoBaHe, NoABiiHe cine, nnaueb0-KOHTPOIbOBaHE OOCAIMKEHHS, WO CKIafaeTbes 3
[OBOX 4YaCTWH, ANs1 OUiHKA etheKTMBHOCTI Ta 6e3neyHocTi gyninlymady y nauieHTiB 3 HEKOHTPO/IbOBAHUM
XPOHIYHUM pUHOCUHYCUTOM 6e3 nonino3y Hoca (XPC6IMH)", koa pocnigxeHHss EFC16723, sepcis 1 Big 14
BepecHsi 2020 poky; cnoHcop - sanofi-aventis recherche & developpement, France (CaHogi-ABEHTIC peLuepLu
e aesenonma, dpaHuis)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

BYNo CTANO
K.M.H. TpucoHosa H.C. nikap KonecHukosa H.C.
KomyHasnbHe HekoMepLiiiHe nignpuemcTeo | KomyHasbHe HekomepLUiiHe NigNPMEMCTBO

XapkiBcbKoi 061acHoi pagn «O6nacHuiA KiHiYHWIA | XapkiBcbKoi o6n1acHoi pagn «O61acHWin KiHIYHWIA
crnevianiaoBaHuWin gucnaHcep pagialiliHoro 3axvcTy | cnewiasizoBaHuii gucnaHcep pagiauiiHoro 3axucty
HacesieHHs1», NoAik/iHika, M. XapkKis HacesieHHs», NoAiK/iHiKa, M. XapkiB

9. OHOB/IEHWIT NPOTOKON KiiHIYHOro BUnpo6yBaHHA XL184-315, nonpaBka 2.0 Big 13 TpaBHsA 2021 p.
aHrniincbKo MoBOK; OHOB/EHA Gpolwypa gocnigHuka npenapaty Tecentriq (atezolizumab), Bepcis 17
Bif BepecHsa 2020 poKy aHrnilicbkoto MoBow; OCHOBHUIA iH(hopmauiiiHuiA INCTOK NauieHTa Ta chopma
iHcbopmoBaHoOi 3rogu ans YkpaiHu, Bepcia 3.0 Big 31 tpaBHa 2021 p. YKpAIlHCLKOKO Ta POCIiICbKOIO
moBamMu; [OMOBHEHHA QA0 iHopmauiiHOro nuctka nauieHta Ta copmu iHhopmMoBaHOI 3rogu:
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opraHisauia TpaHcnopTyBaHHA i/aGo BiglKoAyBaHHA BUTpAT vyepe3 KomnaHito Scout Clinical, Bepcia
2.0 Big 10 uepBHA 2021 p., yKpPAiHCLKOIO Ta pPOCilicbKolo MoBamu; 3roga Ha 36ip gaHux no TenegoHy -
Scout Clinical ansa Ykpaiuu, Bepcis 2.0 Big 10 uepBHA 2021 p., yKpaiHCbKOIO Ta POCifiCbKOIO MOBaMu;
Scout Clinical. Mocnyru ans nauieHTiB. NoBioOMNEeHHsA eNeKTPOHHOIO NMOLUTOO A/1A YKpaiHu, Bepcia 1.0
Bif, 29 uepBHs 2021, yKpaiHCbKOIO Ta POCiiCbKOI MOBamMu; 3MiHa Ha3BMW MiCLiAl NPOBeAEeHHS KNiHiYHOro
pocnipkeHHA; CyMKa ANnf y4acHUKIB AocnifpKeHHs 3a npoTokosiom XL184-315, Bepcif 1 Big 17 uepBHs
2021 p. 0O NPOTOKONY KIHIYHOrO AOCNiMKeHHA «PaHOoMi3oBaHe BiKpUTE KOHTPOJ/IbOBaHE [OC/ILKEHHS
hasm 3 3 ouiHkM 3actocyBaHHA KaGo3aHTiHiOy (XL184) y kombGiHauii 3 ATe30Mi3ymabom y MOPIBHSHHI 3
HOBITHbOIO TFOpMOHa/lbHO Tepaniewo (HIT) gpyroi NiHii y nauieHTiB 3 MeTacTaTU4HUM KacTpauiiiHo-
PE3NCTEHTHMM pPakoM nepeamMixypoBOi 3a103u», Kog, AocnimkeHHs XL184-315, nonpaska 1.0. Big 24 KBIiTHS
2020 p. ; cnoHcop - Exelixis, Inc., CLLA

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIOANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNO CTANNO

O.M.H., npod). BoHpapeHko |.M. O.M.H., npody. BoHpapeHko |.M.
KomyHanbHe HekoMepLUiiHe nignpuemcTeo | KomyHasbHe HekomepLUiiHe nignpPUeEMCTBO
«Micbka KniHiyHa nikapHA Ned» [HINPOBCbKOI |  «Micbka KniHiYHa nikapHa Ned»  [OHINPOBCHKOI
MiCbKOT  paau», BiggineHHA  ximioTepanii, MiCbKOi paau, XximioTepaneBTUYHe BigAiNeHHs 3
[epxaBHuin 3aknapg, «[JHINpoNneTpoBCbKa | AEeHHUM cTauioHapowm, [HinpoBcbkuii
MeauyHa akagemia MiHicTepcTBa OXOpPOHM | AepXxaBHUIA MeAuUHMI yHiBepcuTeT, kadegpa
300poB‘a  YKpaiHu», Kadeapa OHKonorii Ta | OHKOJOrii Ta MeAnyHoT pagiosnorii, M. AHINpo
MeaMYHOI pagionorii, M. JHiNpo

10. OHOBI€HMI NPOTOKOJ KNiHiYHOro BUNpo6yBaHHs MW2012-01-01, Bepcis 11.01 Big 16 uepBHsa 2021
p., aHrnificbkoto MmoBoo; IHhopmauiliHuii McToK Ta chopma iHpopMoBaHOT 3rogu 6aTbkiB, MaiicTep
Bepcis 5.0 ana €C Batbku Big 17 uepBHa 2021 p., Bepcia 6.0 Big 04 cepnHsa 2021 p., aHrNificbKOIO,
YKpaiHCbKOIO Ta pociiicbkolo moBamMu; IHhopmaLifiHWiA INCTOK Ta cpopma 3roau Ans ManoniTHbLOro
(Bikom 12-13 pokiB), maiicTep-Bepcisa 5.0 ansa €C gna oci6 Bikom 12-17 pokiB Big 17 uepBHsa 2021 p.,
Bepcis 6.0 Big 04 cepnHs 2021 p., aHINiACbKOIO, YKPAiHCbKOIO Ta POCiiicbKol MoBamu; IHhopmaLLiiiHKiA
Nn1cToK Ta hopma 3roamu HenoBHONITHbOrO (Bikom 14-17 pokiB), malictep-Bepcis 5.0 gna €C gnsa oci6
Bikom 12-17 pokiB Big, 17 uepBHs 2021 p., Bepcia 6.0 Big 04 cepnHA 2021 p, aHINiCbKOK, YKPAiHCbKOIO
Ta pociiicbkoto moBamu; IHhopmaviiiHuii nIncToK Ta popma iHhopmMoBaHOi 3roau naudieHTa NMoOBHONITHI
(Bik 18 pokiB), matictep-Bepcia 5.0 gna €C ansa NoBHONITHIX 0cCi6 Big 17 uepBHA 2021 p., Bepcia 6.0 Big,
04 cepnHa 2021 p., aHrNiCbKOLD, YKPAIHCLKOK Ta POCIACBLKOK MOBaMW [0 MPOTOKOMY KMiHIYHOrO
BMNpPOGYBaHHA «baratoueHTpoBe, MiXXHapoaHe, paHAoMi30BaHe, KOHTPO/IbOBaHe, BiAKpUTe AOCAIMKEHHS 3
OLiHKN edeKTMBHOCTI Ta 6e3neYHoCTi 3acTocyBaHHA npenapaTty Hekcobpig (NexoBrid) y aiteli 3 TepMivyHUMU
onikamu NopiBHAHO 3i CTaHAAPTHUM flikyBaHHAM (CJ1)», ko gocnimpkeHHs MW2012-01-01, sepcis 10.01 Big 16
nuctonaga 2020 p.; cnoHcop - MegiByHa NTA., I3pains/ MediWound Ltd., Israel

3asABHUK - TOB «KniHiuHi gocnigpkeHHs AKoH», YKpaiHa

11. 36inbLEHHS KiJIbKOCTi NALi€HTIB, AKi NPUAMaTUMYTb y4acTb Y K/TiIHIYHOMY AOCNIMKEHHI B YKpaiHi 3
9 A0 24 oci6 40 NPOTOKOs1Y K/IHIYHOro AOCNiMKEHHA «Bigkpute gocnimkeHHs dpasn 1/2 3 nigBuULLEHHAM [03KU
ONS OUiHKM 6e3MneyHOCTi, NepeHOCUMOCTI, nonepeaHboi eeKkTMBHOCTI Ta hapMakoKiHETVKM npenapary
TAK-981 y [Aopoc/vx MauieHTiB i3 MOWWPEHUMM 4YM MeTacTaTUYHMMK COMIgHMMK MyxanHamu abo 3
peunanytouMMn/pedopakTepHUMM TEMATOIOMNYHUMK 3M10KICHUMW HOBOYTBOPEHHSAMMU», KOA, AOCNIKEHHS
TAK-981-1002, Bepcis 3 iHKOpnopoBaHo nonpaskok 6 Big 14 rpyaHsa 2020 p.; cnoHcop - «Takeda
JeBenonmveHT CeHTep AMepikac, IHK.» («TAC Amepikac»), CLUA (Takeda Development Center Americas, Inc.
(TDC Americas), USA)

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

12. bpolwypa gocnigHuka aNnsa [OoCcnifKyBaHOro nikapcbKoro 3acooy YnagauutuHio (ABT-494), Bepcis
12 Bip, 16 cepnHsa 2021 poKy [0 NPOTOKOAIB KNiHIYHMX JOCNIMKeHb: «baraToLeHTpoBe BigKpuTe NPOAOBXEHE
pocnipkenHs (BMa) dasm 2 3a yyacTi nayieHTiB, XBOPMX HA PEBMATOIAHWIA apTpuT, SKI 3aBepLUUAN y4acTb y
nonepeLHbLOMY paHLOMI30BaHOMY KOHTPO/IbOBaHOMY BMNpo6yBaHHi (PKB) ha3u 2 3 ouiHOBaHHA npenapary
YnapgauuTtutio (ABT-494)», kog gocnimkeHHsa M13-538, 3 iHkopnopoBaHUMKU agMiHICTpaTUBHMMUK 3MiHaMK 1
Ta 2 Ta nonpaskamu 0.01, 0.02, 0.03, 1, 2, 3, 4, 5 Ta 6 Big 01 rpyaHs 2020 poky; «PaHgomizoBaHe, noagiliHe
cnine pocnimkexHs, |l dasun, Ansa NopiBHAHHS NpenapaTy YnagauutuHio (ABT-494) y surnsagi MoHoTepanii 3
MEeTOTPeKCaToOM, Y NauieHTIB 3 CepeHbOTSKKOI ab0 TSXKKOH hopMamy akTMBHOIO peBMaToigHoro apTputy, 3
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BIACYTHICTIO ajekBaTHOI BiANOBi4I Ha MeToTpekcar», Kof [ocniikeHHa M15-555, 3 iHkopnopoBaHumu
ApmiHicTpaTnBHumu 3miHamn 1, 2, 3,5, 7, 8,9, 10 Ta 11 i Monpaskamu 1, 2, 2.02, 3, 3.02, 4, 5,5.02, 6 Ta 7 Big,
04 rpygHsa 2020 poky; «PaHgomizoBaHe, noggiviHe ciine gocnimkeHHs 1l a3 gnsa nopiBHAHHA npenapary
YnagauuTtuHio (ABT-494) y surnaai MoHoTepanii ogvH pa3 Ha AeHb 3 MeToTpekcaToM Y BUria4i MoHoTepanii
y NaUieHTIB 3 CePefHLOTXKKOI Ta TAXKOK (pOpMaMu akTMBHOTO PEBMATOILAHOIO apTpuTy, WO paHile He
OTPMMYBa/IN MeTOTPeKcaT», KoA focnigpkeHH M13-545, 3 iHkoprnopoBaHUMU AAMIHICTPaTUBHUMU 3MiHamMK 1,
2, 3i4 TaMNonpaBkamn 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 03 rpyaHa 2020 poky; «PaHgomizoBaHe, noggiiHe cnine
pocnipkenHs, Il dasmn, ansa nopiBHAHHA npenapaty YnagauutudHio (ABT-494) 3 nnaue6o, y naujieHTiB 3
CepeHbOTSXKKOI abo TSHXKKOK hopMamMu akTMBHOMO PeBMAaTOifHOro apTpuTy, WO OTPUMYIOTb CTaHAapTHI
CYHTETUYHI XBOPO60O-MoanikytoUi npoTnpeBmMaTuyHi npenapatn (ccXMIPI) B cTabinbHin 403i Ta He AocArm
agekBaTHol Bignosigi Ha ccXMIPIM», kog pocnimkeHHss M13-549, 3 iHKkoprnopoBaHMMK nonpaskamy 0.01
(Tinbkn ans Kanaaw), 1, 1.01 (tinbkn ans Kopei), 1.01.01 (tinbkn gns Kopel), 2, 2.01 (Tinbkn ans Kopel), 2.02
(Tinekn onsa Kanagw), 3, 4, 5, 6, 6.01 (ansa VHP-kpaiH, JIuteu Ta pedii), 7 Ta 8 Big 25 nuctonaga 2020 poky;
«PaHpomizoBaHe, noggiiHe cnine pocnigpkeHHs, |l das3u, gns nopiBHAHHA npenapaTy YnagauuTUHIO
(ABT-494) 3 nnaue6o Ta 3 agasimymadbom, y naLieHTiB 3 cepeHbOTSHKKOI0 abo TSXKKOH hopMammy akTMBHOIo
peBMaTOiAHOIO apTpuTy, WO OTPUMYIOTL CTabinbHy 6asvcHy Tepanito MeTOoTpekcaToM Ta He [OCArv
a/leKkBaTHOT BiANOBIAi Ha Hel», koA AocnimkeHHs M14-465, 3 iHKopnopoBaHo AAMIHICTpaTUBHOW 3MiHOK 1 Ta
Monpaskamn 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6 Ta 7 Big 20 nucrtonaga 2020 poky;
«BbaraToueHTpoBe, paHAoMi3oBaHe, MOABiHe chine, nnauebo-KOHTPOSIbOBaHE [OCMIMKEHHA 3 OLiHKK
6e3neyHoCTi Ta edeKTMBHOCTI npenapaty YnagauutuHio (ABT-494) ansa iHAYKUIAHOT Ta NigTpUmyro4ol
Tepanii y nauieHTiB 3 CepefHbOTSKKO abo TSXKKOW dopmMamMu akTMBHOTO BMPA3KOBOrO KOMITY», KOA
pocnimpkeHHss M14-234, 3 iHkoprnopoBaHUMN AAMIHICTpaTUBHUMK 3MmiHaMmu 1, 2 i 3 (Tinbkn ans KaHagn) Ta
Monpaskamn 0.01, 0.02, 1, 2, 3, 3.01, 4, 5, 6 Ta 7 Big 10 TpaBHs 2021 poky; «baraToueHTpoBe, TpuBane
nogoBxeHe gocnigxeHHs 1l dpasn 3 OuUiHKM 6e3neyvHoCTi Ta ePeKkTUBHOCTI YnapgauyuTtuHioy (ABT-494) y
nawieHTiB 3 BMPa3KoOBUM KOJITOM», KOA, [ocnifixkeHHA M14-533, 3 iHkoprnopoBaHUMU ALMiHICTpPATUBHUMMN
3MmiHamu 1, 3, 5, 6, 7 i 8 (Tinbkn gna KaHagn) Ta Monpaekamun 0.01, 1, 2, 3, 4, 5 Ta 6 Big 31 nunHa 2020 poky;
«PaHpomizoBaHe, noggiiHe cnine pocnigpkeHHs, Il dasn, Ana nopiBHAHHA npenapaTty YnagauuTUHIO
(ABT-494) 3 nnauebo Ta 3 agasiiMmymadbom y nauieHTiB 3 akTUBHUM NCOPiaTUYHUM apTPUTOM, SKi MalTb B
aHamHe3i HeafgekBaTHy BigMnoBiAb NpWHaIMHI  Ha oAWH  HeG6IoNOoriYyHKMiA  XBOPO6O-MOANIKYOUNi
npotupeBmatuuHuii npenapar (XMIMPM) — SELECT - PsA 1», kog pJocnipkeHHs M15-572, 3
iHKOPNOpOBaHUMU aaMiHICTpaTMBHMMM 3MiHamu 1, 2, 3, 4, 5, 6 [gna FoHkoHry (Kutaid)], 7 i 8 Ta MNonpaBkamu 1,
1.01 (gna VHP kpain) 2, 3, 4, 5, 6 Ta 7 (19 BCixX KpaiH kpim AnoHii) Big 30 ciuHa 2021 poky; «baraToueHTpose,
paHgomi3oBaHe, NoAgiiHe cnine, nnauebo-KOHTPOsIboBaHe AOCIMKEHHS iHAYKUINHOT Tepanii Ans BUBYEHHS
edheKkTMBHOCTI Ta 06e3neyHocTi YnagauutuHioy (ABT-494) y nauieHTiB 3 XBOpo6ow KpoHa Big
cepeiHbOBaXKOT A0 BaXXKOT (hOpMM aKTUBHOCTI, Y SIKMX BUHMK/A HeaAEeKBaTHA BiAnNoBiAb Y1 HENEPEHOCUMICTb
CTaHgapTHoi Ta/abo 6GionoriyHOi  Tepanii», ko4  AocnimpkeHHs M14-433, 3 iHKOpnopoBaHWMU
AAMiHicTpaTMBHUMK 3MiHamn 1, 2 Ta 3 i Monpaskamu 1, 2, 3, 4, 5 Ta 6 Big 24 BepecHsa 2020 poky;
«baraTtoueHTpoBe, paHOoMi30BaHe, NoAgiiiHe cnine, naauebo-KOHTPOIbOBaHe AOBrOCTPOKOBE MPOAOBXKEHE
OocnifpKeHHA NiATPUMYOYOT Tepanil 4719 BUBYEHHS e(DeKTUBHOCTI Ta 6e3nevHocTi YnagauuTtuHioy (ABT-494)
y naLjeHTiB 3 XBopo60oto KpoHa, Aki 3aBepwnav gocnigpkeHHa M14-431 un M14-433», kog, focnifxkeHHs M14-
430, 3 iHKOprnopoBaHUMK AgMiHICTpaTUBHMMYK 3MiHamMu 5 Ta 6 i Monpaskamun 1, 2, 3, 4, 5 Ta 6 Big 25 XKOBTHSA
2020 poky; «PangomizoBaHe, NoggiiiHe cine, niaueb0-KOHTPO/IbOBaHeE AOC/iMKEHHS ®asn 3 1A OUiHKK
npenapaTty ynagayuTuHIO y MigNiTkiB Ta JOPOC/MX MAUiEHTIB 3 MOMIPHUM Ta TSKKMM  aTonivyHUM
JepmaTtutom», kof nocnimkeHHss M16-045, sBepcis 6.0 Big 28 ciuHa 2021 poky; «[porpama paH40oMi30BaHMX,
nnaueb0-KoOHTPOIbOBAHMX NOABIAHUX CINMX AOCAiMKEHb dha3n 3 A OUIHKM e(PeKkTUBHOCTI Ta 6e3neyYHOoCTi
YnagauutuHioy y AopoCnuxX MNauieHTIB 3 akcCia/lbHUM CNOHAWI0apTPUTOM», Kog, AochimkeHHs M19-944,
Bepcis 4.0 Big 29 rpyaHa 2020 poky; «Bigkpute gocnigkeHHs 3b dhasm 3 ouiHku NpogoBXeHHs Tepanii
ynagauuTuHioOom y AOpoCAMX MalieHTiB 3 aTonmiyHMM AepMaTMTOM Bif, MOMIPHOTO [0 BaXKOro CTyMNeHs
TSOKKOCTI, SIKi 3aBepLUMIN NiKyBaHHA Y Mexax AocnimkeHHs M16-046x», kog gocnigpkeHHsa M19-850, Bepcis 5.0
Big 07 ciuHA 2021 poky; cnoHcop - Abbvie Inc, CLUA

3anaBHuK - «<E66BI BiohapmacktoTikan3 FTmM6X», LLseliyapis

13. OHOoBNeHa Bepcis npoTokony, Bepcisa 7.2 ROW Big, 23 cepnHAa 2021; OHoBneHa IHdopmauisa ana
nauieHTa Ta ®opma iHpopmoBaHOi 3rogun, Bepcis 2.1 Big 23 cepnHsa 2021 p. HA OCHOBI aHIJTIOMOBHOT
Bepcii 4.0 Big 23 cepnHAa 2021 (ykpaiHCbKOIO Ta pociliicbkoo moBamu); OHoBneHa IHpopmauisa gns
naudieHTa Ta ®opma iHthopmMmoBaHoi 3rogn — gogatkoBe hapMakoKiHeTUUHe AOChigKeHHSA, Bepcia 2.0
Big 23 cepnHa 2021 p. Ha OCHOBI aHrfIoMoBHOI Bepcii 3.0 Big 23 cepnHA 2021 p. (YKpaiHCbLKOIO Ta
pPOCIAiCbKOIO MOBaMu) [0 NPOTOKO/Y KAIHIYHOTO BUNPoOGyBaHHA «[llpocnekTuBHe, 6GaraToueHTpoBe,
paHAomi3oBaHe, NnoAgiiHe cnine, nnauebo-KOHTpoboBaHe aocnimpkeHHs |l dhasn B napanensHUx rpynax, 3
METO OLiHKM edieKTMBHOCTI Ta 6e3MnekM MaciTUHIOY Yy KOMOiHauii 3 puay30/10M Yy NOPIBHAHHI 3 nnauebo y
KoMOGiHaLii 3 puny3osioMm npu JikyBaHHi MauieHTiB 3 6iYyHMM amioTpodpiuHum ckneposom (BAC)», Kof
pocnipkeHHa AB19001, sepcisa 7.0 Big 20 nunHa 2021; cnoHcop - AB Science, ®paHuis



3aaBHUK - TOB «CiHepmkun pynn YkpaiHa», YKkpaiHa

14. MpoAaoBXeHHA TepMiHYy NpoBeAEeHHA KiiHIYHOro Bunpoo6ysBaHHA Ao 30.06.2022 f[o npoTOKoNy
KMIHIYHOTO gocnigkKeHHs «PaHgomizoBaHe, NoABiiHe cnine, NiaLe60KOHTPO/IbOBaHE KiHIYHE AOCNIKEHHS 3
dhasm iHribiTopa TMpo3nHkiHasu bpyTtoHa (BTK), PCI-32765 (I6pyTuHiG), y KombiHauii 3 beHgamycTMHOM Ta
Putykcuma6om (BR) y nauieHTiB i3 BnepLle AiarHOCTOBaHO NiMGOMOI MaHTIHOT 30HM», KO, AOCTiIKEHHS
PCI-32765MCL3002, 3 nonpaskoto INT-7 Big 19.12.2019 p.; cnoHcop - «AHCCEH ®APMALIEBTUVKA HB»,
Benbris

3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris

15. Bk/1toUeHHA AoAaTKOBUX MicUb NPOBEeAEeHHA KMiHIYHOro BUMMNPOOGYBaHHSA [0 MPOTOKOSY KAiHIYHOro
pocnipkeHHa «baraToueHTpoBe, paHAoMi3oBaHe, MOABiNHe chnine, nnauebo KOHTPONbOBaHE KAiHiYHE
pocnimpkeHHa 3b a3 gna ouiHku edhekTMBHOCTI Ta 6€3MeYHOCTi NPU3HAYEHOro NIALWKIPHO rycenbKymaoy y
nawuieHTiB 3 aKTUBHMM MNcopiaTU4HUM apTpUTOM, SKi paHie MaauM He[oCTaTHI Bignosigb Ta/abo
HenepeHoCUMICTb NiKyBaHHA OAHMM 3 iHMIGITOPIB (pakTopy HEeKpo3y Nyx/avH anbda», Kog4 AOCMiIXKEHHS
CNTO1959PSA3005, Bia 13.04.2021 p.; cnoHcop - «AHCCEH ®APMALLEBTUKA HB», Benbrist

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

Ne MN.L.B. BignoBiganbHOro gocnigHuKa
n/n HasBa mMicus npoBefeHHs K/1iHIYHOro BUNPOGYyBaHHSA
1 K.M.H. Cugop H.A.
KomyHanbHe nignpnemMcTBo «BonmnHcbka obsiacHa KniHivHa nikapHsi» BoMMHCLKOT 061acHOi paau,
peBMaTosoriyHe BigaineHHs, M. Jlyubk
2 O.M.H., npod. Ky3bmiHa I.IM.
KomyHasnbHe nianprmemcTteo «KpuBopisbka MiCbka KiHiuHa NnikapHs Ne2» KprBOopi3bKoi MiCbKoT paau,
KapgionoriyHe BigaineHHs, M. Kpusuii Pir
3 nikap MoHomapeHko K.B.
ToBapnCTBO 3 0OMEXEHOK BiANOBIAANLHICTIO «@pPMOHIs Kpacu», MeaANYHUA LEHTP, M. KniB
4 K.M.H. HaliwreTik |.M.
ToBapuCTBO 3 0OOMEXEHOH BiAMNOBIAASIBHICTIO «IHCTUTYT peBMaTonorii», BigAin  KNiHIYHMX
pocnipxeHb Nel, M. KuiB

16. OHOBMEHUiA NPOTOKON KANiHiYHOro gaocnimpkeHHAa BGB-3111-306, Bepcia 3 nonpaBkoto 2.0 Big 16
rpyaHs 2020 poky; OHoBieHa bpowypa gocnigHuka 3 npenaparty 3aHyopyTiHio (BGB-3111), BugaHHA
8.1 Big 19 noToro 2021 poky; OHOB/IEHe [OCLE AOCifKYBaHOro npenapaty 3aHyOpyTiHi6 (ROW
IMPD), Bepcisa 6.0 Big 24 TpaBHA 2021 poky; 3a/ly4yeHHs AOAATKOBUX BUPOOGHUUUX AINAHOK ANnsA
pocnigpKyBaHoro npenaparty 3aHyopyTiHio (BGB-3111), kancynu: BeiGene (Suzhou) Co., Ltd, KuTaii;
Catalent Pharmaceutical Technology (Shanghai) Co., Ltd., Kutaii; Zuellig Pharma Inc., Pecny6nika
Kutaii (TaiiBaHb); Zuellig Pharma Korea Ltd., Pecny6nika Kopes; Fisher Clinical Services Inc., CLUA;
Pharmaceutical Packaging Professionals Pty Ltd (Bigomuii sik PCI Pharma Services), ABcTpanisi; 3MiHa
HaliMeHyBaHHA 3asBHUKA B YKpaiHi 3 TOB «KOBAHC K/IHIKAN AEBENOMMEHT YKPAIHA» Ha TOB
«TABKOPM KNIHIKAN AEBENOMMEHT YKPAIHA»; IHdpopmauiiinnii nucTtok nauieHta ta dopma
iHbopmoBaHoi 3rogu ans YkpaiHu, Bepcia 3.0 Big 09 uepBHA 2021 poOKy, aHrNiNiCbKOK MOBOIO;
IHhbopmauiiiHuiA nuctok naudieHTa Ta dopma iHpopmoBaHOi 3roau AnsA YkpaiHu, Bepcisa 3.0 Big 09
yepBHA 2021 poky. lepeknageHo yKpaiHCbKOIO MOBOK ANns YKpaiHu 15 uepBHAa 2021 poky;
IHchopmauiiiHuiA nuctok naudieHTa Ta ®opma iHhopmoBaHOi 3roau AnsA YkpaiHu, Bepcisa 3.0 Big 09
yepBHA 2021 poky. lMepeknageHO POCINCHLKOKD MOBOW A/in YKpaiHu 15 uepBHA 2021 poky;
IHhopMauiiHMii NMUCTOK nauieHTa Ta Popma iHPOPMOBAHOI 3rogu BariTHOI MApPTHEPKU Yy4yacHUKa
HAYKOBOro AOC/iAKeHHA npenaparty Ansa YKpaiHu, sepcia 3.0 Big 06 TpaBHa 2021 poKy, aHI/1iNiCbKOIO
MoBoto; IHchopmauiiHMii NUCTOK nauieHTa Ta Popma iHhopMoBaHOI 3rogu BariTHOI MapTHEPKU
yyaCcHUKa HayKOBOro OOC/iAKEeHHs npenapaTty Ana YKpaiHu, Bepcia 3.0 Big 06 tpaBHA 2021 poky.
MepeknageHo YKpaiHCbKO MOBOK AN YKpaiHu Big 14 uepBHA 2021 poky; IHhopmayiiiHMii NNCTOK
nauieHTa Ta ®opma iHhopmoBaHOi 3roau BariTHOI MApPTHEPKU yyaCHUKA HayKOBOro AOCAigKeHHs
npenapary gna YkpaiHiu, Bepcia 3.0 Big 06 TpaBHa 2021 poky. MepeknageHo pociicbKolo MOBOO AN
YKpaiHu Big 14 uepBHsa 2021 poky; ®opma iHpopmMmoBaHoi 3roam komnaHii Scout Clinical, Bepcis 1.2 Bipg,
03 uepBHA 2021 poKy, aHrNificbKkol MoBOIO; Popma iHhopmoBaHOi 3rogu kKomnaHii Scout Clinical,
Bepcia 1.2 Big 03 uepBHA 2021 poky. MNepeknageHo yKpaiHCbLKOIO MOBOIO Big 04 yepBHA 2021 poky;
®dopma iHcbopmoBaHOi 3roau kKomnadii Scout Clinical, Bepcia 1.2 Big 03 4epBHs 2021 poky.
MepeknageHo pocilicbkoto MoBoto Big 09 unHsa 2021 poky; EnekTpoHHe NMCTyBaHHA 06C/TyroByBaHHA
nauieHTiB komnaHii Scout Clinical, Bepcia 1.0 Big 20 TpaBHA 2021 pOKy, aHrAiliCbKOI MOBOIO;
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EneKkTpoHHe NUCTYyBaHHSA 06CNyroByBaHHs NawieHTiB KomnaHii Scout Clinical, Bepcis 1.0 Big 20 TpaBHA
2021 poky. MNepeknageHo yKpaiHCbKOO MOBOIO Bif, 21 TpaBHA 2021 poKy; ENneKTpoHHe NUCTyBaHHA
o6cnyroByBaHHSA NauieHTiB KomnaHii Scout Clinical, Bepcis 1.0 Big 20 TpaBHA 2021 poky. MNepeknageHo
pociiicbkoto moBoto Big 09 nunHA 2021 poky; /lucT Big nikapsa Ao nikaps, Bepcis 2.2 Big 17 uepsHsa 2021
POKy, aHIrMiicbKOK MOBOIO; JIUCT Big nikapa o nikaps, Bepcia 2.2 Big, 17 uepBHA 2021. MNepeknageHo
Ha YyKpalHCbKy MOBY Ansi YkpaiHu 08 nunHa 2021 poky [0 NPOTOKONY KNIHIYHOMO BUNPOOYBaHHSA
«PaHpowmi3oBaHe, BigkpuTe, 6araToLeHTpoBe AOCAIMKEHHS ha3un 3 Ans BUBYEHHS KOMOIHALiT 3aHYOGPYTiHIGY
(BGB-3111) 3 puTyKCMMaboM Yy MOPiBHAHHI 3 KOMOGiHauieto 6eHOaMyCTUHY 3 PUTYKCMMaboM Yy MauieHTiB 3
paHile He NiKOBAHOK MaHTINHOKAITMHHOK NiMGOMOI0, KM He Moka3aHa TpaHcniaHTauis CToBOYpOBUX
KNiTWH», kof, pocnimkeHHs BGB-3111-306, Bepcia 3 nonpaskoto 1 Big 23 nunHa 2019 poky; crnoHcop -
BeiixeH NiTa [BeiGene Ltd], CLUA

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiAnoBiganbHICTI0 «/TABKOP KNIHIKAT AEBE/TIONMMEHT YKPAIHA»

Byno Cmasio
TOB «KOBAHC K/IIHIKA/1 AEBEJ/IONIMEHT | TOB «/IABKOPI1 KJ/1IHIKA/1 AEBEJ/IONIMEHT
YKPAIHA» YKPAIHA»

17. Nopatok 1 Big 25.05.2021 p. go Bpowypu gocnigHuka JNJ-67896049/ACT-293987/NS-304 Uptravi®
(selexipag), BugaHHsa 16 Big 02.02.2021 p.; IHchopmaunia gna nauyieHta Ta Popma iHthopmoBaHoi 3rogu,
Bepcifa 4.0 ykpaiHCbKOO MOBOIO Ans YKpaiHu Big 08.09.2021; IHchopmauia ana naugieHta ta dopma
iHdbopMmoBaHoi 3rogu, Bepcia 4.0 pocilicbkolo MoBoto ans YKpaiiu Big 08.09.2021; IHchopmauis gns
BariTHOT NapTHePKM yyacHUKa gocnipkeHHa ta dopma IHopmoBaHoi 3rogu, Bepcia 1.0 ykpaiHCbKOO
MoBoOIO An1a YKpaiHu Big 09.09.2021; IHchopmaLia AnAa BariTHOI NapTHEPKU ydYacHUKa AOCNIMKEHHA Ta
®dopma iHchopMmoBaHOI 3roau, Bepcifa 1.0 pociiicbkoto moBoto ana Ykpaiiu Big 09.09.2021 o npoTokosy
KMIHIYHOTO AOC/iIXEHHS «baraToueHTpoBe, 3 OAHMM PyKaBOM JiKyBaHHSA, BiAKpUTE, OOBroTpmBasie KiHivyHe
JocCnimKeHHs cnocTepexeHHs 6e3neyHocTi Cenekcinary y yyacHWKIiB, ki 6pasim yyacTb y nonepegHbomy
KniHiYHOMY pocnimpkeHHi Cenekcinary», ko gocnigpkeHHs 67896049PUH3001, 3 MNonpaskoto 1 Big 08.12.2020
p.; cnoHcop - «AHCCEH ®APMALEBTUKA HB», Benbris

3asaBHUK - «<AHCCEH ®APMALEBTUKA HB», Benbris

18. CkpuHwort LWopeHHuka «eCOA Handheld Subject Facing Screenshots» Big 28 nunHa 2021 p,
YKpaiHCbKolo MoBOHO; CKkpuHwoT LWoaeHHnka «eCOA Handheld Subject Facing Screenshots» Big, 28
nnnHsa 2021 p, pociiicbKol MOBOI 0 NPOTOKO/IIB KNiHIYHMX BUNPOBYyBaHb: «[oc/iakeHHS e(PeKTMBHOCTI Ta
6e3nekn 3acTocyBaHHA npenapaty ComanauuTaH (Somapacitan) oavH pa3 Ha TWXAEHb Y MOPIBHAHHI 3
LLOAEHHNM 3acTocyBaHHAM npenapaty HopgitponiH® (Norditropin®) y aitei 3 AediunToM ropMOHY pOCTy».,
koA pocnimpkeHHss NN8640-4263, coiHasibHa Bepcisa 7.0 Big 22 ntoTtoro 2021 p.; «JocnimkeHHs 3 nigbopy [osu
ONA OUiHKM edeKTUBHOCTI | 6e3nekn 3acTocyBaHHA npenapaty ComanauutaH (somapacitan) oquH pas Ha
TWXKOEHb Y MOPIBHAHHI 3 3aCTOCYBaHHAM npenapaTy HopaitponiH® (Norditropin®) oavH pas Ha AeHb Yy AiTeli i3
3aTPMMKOO POCTY, WO BYy/IM HAPOMKEHI Ma/IMMK AN recTaujiiiHOro Biky Ta He Ha3gorHanu y 3pocTi 40 Biky 2
poku Ta cTtapliex», kog, gocnigpkeHHs NN8640-4245, chiHanbHa Bepcia 4.0 Big 12 rpyaHa 2019 p.; cnoHcop -
Novo Nordisk A/S (Denmark)

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

19. Bpouwypa gocnigHuka gnsa focnigkyBaHOro nikapcbKoro 3acoo6y HasiToknakc, Bepcia 17 Big 27
cepnHsa 2021 poKy [0 MPOTOKO/Y KIHIYHOTO AochimpkeHHs «PaHgomizoBaHe noAgiliHe cnine nnaue6o-
KOHTPO/IbOBaHe JoCNifpKeHHA 3 ha3n 3 BUBUEHHSA HABITOK/MAKCY B MOEAHAHHI 3 PYKCOMITUHIOOM MOPIBHAHO 3
pyKCcoNiTUHIGOM y nauieHTiB i3 Miennodpioposom (TRANSFORM-1)», ko agocnipxkeHHa M16-191, sepcis 4.0 Big,
27 TpaBHA 2021 poky; crnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachktoTikan3 TM6X», LLseliLapisa

20. bpowypa pgocnigHuka MK-3475, BugaHHa 21 Big 02 BepecHsi 2021p., aHIMiNCbKOKO MOBOIO [0
NPOTOKONIB  KMiHIYHMX BUMNpPOOYyBaHb: «PaHgoMmizoBaHe, Bigkpute aocnimkeHHs 1l asm 3aranbHoi
BMXMBAHOCTI HAiBHUX (paHiwe HenikoBaHuWx) nauieHTis 3 PD-L1-no3MTMBHMM nporpecyynm abo
MeTacTasylunm HEeMINKOKAITUHHAM  pakoMm JlereHiB A1 MOPIBHSAHHS NikyBaHHSA nemMoponisymaéom
(MK-3475) Ta npenapartamu ximioTepanii Ha ocHoBi naTuHu (KiHoyT 042)», kog, gocnipkeHHsa MK-3475-042, 3
iHkopnopoBaHoto nonpaskoto 08 Big 24 6epesHs 2021 poky; «PaHgomizoBaHe, noagiliHe-cnine gocnimxkeHHs |l
hasun ansA NopiBHAHHA likyBaHHA nemoponisymadom (MK-3475) y komGiHaujii 3 npenapatamu xXimiotepanii Ta
nikyBaHHA nnaue6o y KombiHauil 3 npenapartamun ximiotepanii y nauieHTiB 3 paHile HenikoBaHVM MicLeBo-



peunaMBylounM HeonepabesibHUM abo MeTacTaTMYHUM MOTPIAHO-HEraTUBHMM PakoM MOJIOYHOT 3a/103M
(KEYNOTE-355)», kog pocnigpkeHHss MK-3475-355, 3 iHkoprniopoBaHoto nonpaskoto 05 Big 04 xoBTHA 2019
poky; «baraToHalioHanbHe, GaraToueHTpoBe, paHAoMi3oBaHe BigkpuTe gocnimkeHHsa Il dasw,
nemMo6posiisymady B MOPIiBHAHHI 3 AOLIeTaKCe/I0M Y MaLieHTiB 3 HeAPiIGHOKNITMHHUM PaKOM JIereHb, Lo paHille
nikyBanucsa», kog, pocnimkeHHs MK-3475-033, 3 iHkopnoposaHoto nonpaskoto 04 Big 01 xoBTHA 2018 poky;
PaHgomisoBaHe noggiiHe cnine gocnigpkeHHsa 1l a3u, nopiBHSAHHA kOMGiHauii nem6ponisymady Ta
ininimymaby 3 komGiHaujieo nemo6ponizymaby Ta nauebo y paHie HeslikoBaHUX NauieHTiB 3 MeTacTaTU4yHUM
HeApPIGHOKNITMHHUM pakom nereHb 4 ctagii 3 PD-L1-no3utuBHumu nyxnnHamm (TPS=50%)(KEYNOTE-598),
Kog pocnimkeHHss MK-3475-598, 3 iHkopnopoBaHok nonpaBkow 06 Big 11 rpyaHs 2020 poky;
«PaHgomizoBaHe, BigkpuTe gocnimkeHHs Il da3n Ans ouiHKM nemoposisymady B SKOCTi Heoaf'toBaHTHOT
Tepanii Ta B KOMOGIHAUIT 3i CTaHAAPTHUM JliKyBaHHSAIM B SIKOCTi af'toBaHTHOI Tepanii npu onepabesibHoMy
JIOKOperioHasIbHO PO3MOBCHAXEHOMY NAOCKOKAITUHHOMY paky ronosu Ta wui lI-IVA cTagii», kog AoCniopKeHHS
MK-3475-689, 3 iHkopnopoaHoto nonpasko 05 Big 13 TpaBHa 2021 poky; «PaHgomizoBaHe, Il dasu,
noAgiiHe cnine AocnigkeHHs KoMGiHauil TpacTysymaby, ximioTepanii Ta nemMoponizymady y NOpiBHAHHI 3
KOMOGiHaujieto TpacTy3ymaoy, ximioTepanii Ta nnaye6o sk Tepanii nepLoi NiHil y nauieHTis 3 HER2-no3uUTMBHO
MeTacTaTUYHOK afeHOKapLMHOMOLO LUTYHKY abo LIYHKOBO-CTpaBoxigHoro 3'egHaHHsA (KEYNOTE 811)», kog,
pocnipkeHHs MK-3475-811, 3 iHkopriopoBaHoto nornpaskoto 07 Big 24 yepBHA 2021 poky; «PaHaomizoBaHe,
noagiviHe cnine, nnaue60-KOHTPoNboBaHe gocnimkeHHs |l hasun nopiBHAHHA nem6ponisymadcy (MK-3475) 3
XimioTepanieto Ta ximioTepanieto 3 niayebo 411 Tepanii nepLuoi AiHil Npy NEPCUCTYOHOMY, peLuanBHomy abo
mMeTactaTuyHomy paky wuiikn matkn (KEYNOTE-826)», kog, gocnigpkeHHss MK-3475-826, 3 iHKOpnopoBaHoH
nonpaskoto 06 Big 29 yepBHA 2021 poky; «PaHaoMi3oBaHe, NoABIHE chine KNiHiYHe AocnimKeHHs da3un 3
nemo6ponisymady (MK-3475) y komb6iHauii 3 ximioTepanieto y MOPIBHAHHI 3 nnauebo y KombGiHauii 3
ximioTepanieto B SIKOCTi MiKyBaHHA NepLUoi NiHii y nauieHTis 3 HER2-HeraTuBHO, nonepeHb0o HeNikoBaHoHo,
HeonepabenbHow abo MeTacTaTMYHOK aeHOKapLUMHOMOK LLTYHKY ab0 ractpoesodareasibHoro 3'e€fjHaHHA
(KEYNOTE-859)», koa pocnimpkeHHs MK-3475-859, 3 iHkoprnopoBaHot nonpaskoto 04 Big 07 yepsHa 2021
poky; «PaHgomizoBaHe, noagiiiHe cnine gocnigpkeHHs Il a3 ana nopiBHAHHA nemGpoisymady 3 nnauebo
y KOMGiHaLil 3 Heoa'toBaHTHOI XiMioTepanieto Ta af'toBaHTHOK eHAO0KPUHHOK Tepanieto Npu fikyBaHHI paky
MOJIOYHOI 3a/103¥ 3 HAasBHICTIO peLenTopiB [0 EeCTPOreHiB i BiACYTHICTIO JIIOACBKMX peLenTopis
enigepmasibHoro cpaktopa pocty 2 (ER+ / HER2-) Ha paHHiii cTagii npy BWCOKOMY CTYMEHi puU3NKy
(KEYNOTE-756)», kog, pocnigpkeHHa MK-3475-756, 3 iHkopnoposaHoto nornpaskoto 04 Bifg 22 kBiTHA 2021
pokKy; «PaHgomizoBaHe, nogsiliHe ciine gocnigxkeHHs Il hasn kombiHauil neméponizymady (MK-3475) 3 a6o
6e3 neHBatuHiba (E7080/MK-7902) y paHiwe HeslikoBaHUX MaLieHTIB 3 MeTacTaTuiHUM HeAPIOHOKNITUHHUM
pakom nerexb (HOKP/T) 3 nokasHmkom nponopuii nyxnnHu (TPS), wo 6inble abo gopisHioe 1% (LEAP-007)»,
Koa gocnimpkeHHs MK-7902-007, 3 iHkopnopoBaHot nonpaBkot 05 Big 02 6epesHsa 2021 poky; «MoagiiiHe
cnine pgocnigpkeHHsa 1l cdasun, Wwo npoBoAUTLCS B ABOX rpynax Ans OuiHKM 6e3nekn Ta edEeKTUBHOCTI
nemoponisymady (MK-3475) y nopiBHsiHHI 3 nnauebo B SKOCTI af'loBaHTHOI Tepanii y ydacHuKIB i3
renaTouesitoisipHO KapUUHOMOK Ta MOBHOK PafionoriyHo BiAMOBIAA NicNs XipypriyHoi pesekuii abo
nokansHoi abnauii (KEYNOTE-937)», kog pocnigpkeHHs MK-3475-937, 3 iHkoprniopoBaHoto norpaskoto 05 Big
07 uepBHA 2021 poky; «PaHAoMi30BaHe, nnauebo-koOHTpoNboBaHe KiHiYHe pochimpkeHHs Il dhasm 3 ouiHkn
6e3nekn Ta edqeKTUBHOCTI CTepeoTakcuyHoi pagiotepanii (SBRT) y noegHaHHi 3 Memoponisymaéom
(MK-3475) a60 6e3 Hb0ro y naujieHTiB 3 HeornepabeibHUM HeAPIGHOKNITUHHMM pakoMm niereHis (HOKP/T) cTag;i |
a6o 1A (KEYNOTE-867)», kog gocnimxeHHss MK-3475-867, 3 iHkopnopoBaHot nonpaskoto 02 Big, 26 N0Toro
2021 poky; «[ocnigpkeHHs Il dhasn gisa nemoponisymadby y KombiHauil 3 nemeTpekcegom / npenapaTom
nnatuHn (kapéonnatMH abo uucnnatvH) 3 NojasibluMM BBELAEHHSAM nembponidymaby y kombiHauii 3
NiATPUMYOUUM fiKyBaHHSM oflanaprMbomM abo nemeTpekceaom B SIKOCTi Tepanii nepLuoi AiHii y naujieHTiB i3
MeTacTaTUYHUM HENMOCKOKNITUHHUM HEeAPIOHOKNITUHHUM PakoM NereHis», kog gocnigpkeHHs MK-7339-006, 3
iHKoprnopoBaHoto nonpaskoto 04 Big 10 6epesHsi 2021 poky; «PaHgomizoBaHe, noAgiiHe chine gocnigkeHHs 1l
a3y ansa  OuiHKM nepionepaujiiHoro 3acTtocyBaHHs nem6ponisymady (MK-3475) y «komGiHauii 3
Heoa'toBaHTHOK XiMioTeparieto MOPIBHAHO 3 MnepionepauiiHnM 3acTocyBaHHAM nnauebo y KomGiHauii 3
Heoa/, toBaHTHOIO XiMioTepanielo B y4acHUKIB 3 M'A30BO-iHBa3MBHMM PakoM CEYOBOro Mixypa, npuaaTHux ans
nikyBaHHsa uucnnatnHom (KEYNOTE-866)», koa pocnimpkeHHa MK-3475-866, 3 iHKOpPNOpoBaHOH NMonpasKoto
02 Big, 15 rpygHsa 2020 poky; «PaHgomizoBaHe gocnimkeHHs Il dpa3n gna ouiHKM LMCTeKTOMIT B KOMGIHAUIT 3
nepionepawiiHiM 3acTOCYyBaHHAM nemMOponisymady Ta A48 OUiHKA LUCTEeKTOMii B KOMGiHauii 3
nepionepawiiHum 3acTocyBaHHAM eHdopTymaby BefoTVHY Ta neMOponisyMmady NOpIBHAHO 3 MPOBEAEHHSM
TiNbKU LIUCTEKTOMIT 419 YY4ACHMKIB 3 M'A30BO-IHBA3UBHMM pPakoM CEYOBOro Mixypa, SKMM He MOXHa NpoBOAUTY
nikyBaHHa uucnnatuHom (KEYNOTE-905/EV-303)», kon pocnimkeHHsa MK-3475-905, 3 iHKOopnopoBaHOoK
nonpaskoto 04 Big 14 kBiTHS 2021 poKy; «ocnimKkeHHs dhasn 2 onanapmby y KombiHauii 3 neméponisymaéom
Yy NauieHTiB 3 paHile NikoBaHMM pPO3NOBCIOMKEHUM PaKOM 3 MyTali€l reHa y cuctemMi roMOSOrivyHol
pekombiHauiiHoT penapadii (HRRm) AHK Ta/a6o 3 nopyLueHHsAM romosoriyHoi pekombiHauii (HRD) AHK», kog
pocnipkeHHs MK-7339-007, 3 iHkopnopoBaHoto nonpaBkoto 01 Big 09 BepecHs 2019 poky; «PaHgomizoBaHe,
no/BiiHe-cnine KniHiyHe gocnimkeHHs 1l a3 nem6ponisymady (MK-3475) Ta ximioTepanii (XP a6o FP) B
NopiBHAHHI 3 niauebo Ta ximiotepanieto (XP abo FP) B AKOCTi Heoaa'toBaHTHOrO / af'toBaHTHOrO NiKyBaHHS
naLieHTiB 3 aleHOKapLMHOMOIO LLYHKY Ta LLTYHKOBO-CTpaBoXigHoro 3‘eaHaHHa (LUC3) (KEYNOTE-585)», kog,
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pocnipkeHHs MK-3475-585, 3 iHkopriopoBaHot nonpaskoto 08 Big 16 keiTHA 2021 p.; «baratoueHTpoBe,
paHAoMi30BaHe, NoAgiliHe cnine, KOHTPO/IbOBaHe 3a AOMNOMOrol akTMBHOIO Npenapary KiHiYHe A0CNigKEHHS
Il pa3n pna ouiHkM 6e3nekn Ta edekTMBHOCTI neHBaTuHiby (E7080/MK-7902) 3 nemGposisymadcom
(MK-3475) y noegHaHHi 3 TpaHcapTepiasibHoo xXimioembonisauieto (TACE) NopiBHAHO 3 NPOBeAEHHAM Ti/TbKM
TACE y yyacHUKIB 3 HEBWU/IIKOBHOK / HEMeTacTaTUYHOK renatoLuetonsapHolo KapumHomor (LEAP-012)», kopg,
pocnipkeHHs MK-7902-012, 3 iHkopnopoBaHoto nonpaskoto 03 Bif 28 TpaBHA 2021 poky; «[ocnimpkeHHs 1l
hasnm nemoponizymady (MK-3475) y kombiHauil 3 CynyTHbOK XiMIOMPOMEHEBOK Tepani€el 3 NogasibLunm
BBEAEHHAM nemo6ponizymady 3 osianapmb6om abo 6e3 HbOro MOPIBHAHO 3 CYNyTHLOK XiMIONPOMEHEBOH
Tepanielo 3 nogasbluMM BBEAEHHAM AypBaslymaby B Yy4yacHuMKIB 3 HeonepabesnbHUM  /I0KalbHO
PO3NOBCIOKEHNM HEAPIOHOKNITUHHMM pakoMm nereHis Il ctagii (HOP)», kog gocnimkeHHs MK-7339-012, 3
iHKoprnopoBaHoto nonpaskoto 05 Big 09 uepBHA 2021 poky; «PaHaomizoBaHe, noggiiHe cnine gocnigpkeHHs i
chasu N1 ouiHKM Nnemoponizymady nopiBHAHO 3 Naauebo y KombiHauii 3 af'toBaHTHOK XiMioTepanieto 3 abo
6e3 npomMeHeBOT Tepanii 418 NiKyBaHHS NaLieHTOK 3 He4aBHO AiarHOCTOBaHMM PakoM eHOOMETPISt 3 BUCOKMM
pyv3nMKoM nicnsa onepauii 3 nikyBasibHolo MeTow (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», Kopg
pocnipkeHHa MK-3475-B21 | ENGOT-enl1l | GOG-3053, 3 iHkoprnopoBaHot nonpaskoto 02 Big 13 TpasHsA
2021 poky; «PaHpgomizoBaHe, Bigkpute gocnimpkeHHs Il hasn gnsa ouiHkM nepionepawiiHoro 3acTocyBaHHS
eHcopTymaby BeAOTUHY Yy KOMOGiHauUii 3 nem6ponisymadoom (MK-3475) nopiBHAHO 3 Heoan'tOBAHTHOM
Tepanielo remuyutabiHoM Ta UMCNNATUHOM Y Y4YaCHUKIB 3 M'A30BO-iHBa3MBHWM pakoM CEYOBOro Mixypa,
npugatHux ansa nikysaHHa umcnnatnHom (KEYNOTE-B15 / EV-304)», kof pocnigkeHHs MK-3475-B15, 3
iHKopnoposaHoto nonpaskoto 01 Big 14 TpasHs 2021 poky; «BigkpuTe, paHgomizoBaHe gocnigpkeHHs [l dasm
ONs OUiHKM ed)eKTMBHOCTI Ta 6e3neyHocTi nemoponisymady (MK-3475) y komGiHauii 3 6en3ytudaHom
(MK-6482) Ta nenBaTtuHi6om (MK-7902), abo MK-1308A y Komb6iHauil 3 fieHBATMHIOOM MOPIBHAHO 3
nemoéponizymabom i fieHBaTMHIGOM B SKOCTI Mepllol NiHii Tepanii gna yyYacHWKIB 3 PO3MOBCHAXEHOH
CBIT/IOK/IITUHHOK HUPKOBO-KAITUHHOK KapuMHOMOK», Kog, AocnigkeHHs MK-6482-012, 3 iHKOpnopoBaHO
nonpaskoto 02 Big 01 uepBHA 2021 poky; «JocnimkeHns Il chasv nemoponisymady (MK-3475) koxHi 6 TUXHIB
y NauieHTiB 3 peuuamByoHo0 abo pedpakTepHo KnacuyHow NiMdomoro XomkkiHa abo y nauieHTiB 3
peunauBytovoo abo pedpakTepHO NEPBUHHOID MefiaCTUHaNIbHOK B- KPYNHOKAITUHHOK NiMGIOMOK0», KOp4,
pocnipkeHHa MK-3475-B68, 3 iHkoprnoposaHoto nonpaskoto 01 Big 30 yepsHA 2021 poky; «baraTtoueHTpoBe,
BigKpuTe, po3wmpeHe pocnigdxeHHa Il dasn gna BMBYEHHA OOBrOCTPOKOBOT 6e3neku Ta eddeKTUBHOCTI Y
YYaCHUKIB 3 pPO3MOBCIOKEHMMM MyX/IMHaMK, SKi Yy [aHuidi yac nepebyBalTb Ha JiKyBaHHI abo nig
CNOCTEPEXEHHSAM Y [AOCMIKEHHI i3 3acTOCyBaHHAM nemoponisymady», kof focnigxeHHs MK-3475-587,
Bepcia 3 iHkopnoposaHot nonpaskow 03 Big 19 keiTHA 2021 poky; «PaHgomizoBaHe, noAsiiiHe cnine,
nnauebo-KoHTPosIboBaHe AocimkeHHs |l dasm gna ouiHki nemoposiisymady MnopiBHSAHO 3 niauebo Sk
aj'toBaHTHOI Tepanii nicns onepauii Ta OMNPOMIHEHHS B Y4YaCHMKIB 3 MICLLEBO PO3MOBCHIXEHOH
NAOCKOKAITUHHOK KapLMHOMOK LWKipn 3 BUCOKUM cTyneHem pusnky (KEYNOTE-630)», ko [OCAIIKEHHS
MK-3475-630, 3 iHKkoprnopoBaHoto nonpaskoto 07 Big 09 cepnHa 2021 poky; cnoHcop - «Mepk Wapn EHA Joym
Kopn.», gouipHe nignpuemcTtBo «Mepk EHA Ko.,IHK.» (Merck Sharp & Dohme Corp., a subsidiary of Merck &
Co., Inc.), CWWA

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

21. bpowypa pgocnigHuka Bepcis 13.0 Big 10 cepnHsa 2021p. 40 NPOTOKOSY K/NiHIYHOTO AocnigpkeHHA «Pa3za
[ll, paHgomi3oBaHe, MOABiHE chnine, KOHTPO/SIbOBaHe, GaraToueHTPOBE AOChifKEHHs iHriGiTopa PI3K
KOMaHJiciGy 3 BHYTPILUHLOBEHHMM LUISIXOM BBEAEHHS B KOMOIHALi i3 CTaH4APTHOW iMyHOXIMIOTEpanie B
MOPIBHSAHHI 3 CTAHAAPTHOK IMyHOXIMIOTEpanielo y MauieHTiB 3 peuuanmBoM iHAONEHTHOI HEXOMKKIHCBKOT
nimdomun (iHXT) — CHRONOS-4», kog pgocnimpkeHHss BAY 80-6946 | 17833, Bepcia 7.0 3 iHTErpoBaHoo
nonpaskoto 08 Big 14 cepnHsa 2019; cnoHcop - baliep Al', HimeuwunHa

3anBHUK - TOB «baliep», YkpaiHa

22. OHoBeHe [locbe gocnigKyBaHOro nikapcbKoro sacody HetoHopm, Bepcia 03 Big 07 BepecHs 2021
POKY, aHrNiicbKo MOBOLO; MoAOBXEHHA TEPMiHY NPUAATHOCTI [OCAiIfKYBaHOIO NMiKapCbKOro 3acooy
HbroHOpM g0 24 MmicAwiB npu 36epiraHHi 3a Temnepatypu +2°C - +8°C [0 NpOTOKO/Y KiHIYHOro
JocnimpkeHHs «pocnekTUBHe BiAKpUTE HenopiBHANbHE 6araToueHTpose gocnimpkeHHA Il dha3n ona ouiHkm
hapmakoKiHETUKM, eDEKTUBHOCTI, MEPEHOCMMOCTI Ta 6€3MeYHOCTI npenapaty iMyHOrnobyniH nloanHn ons
nigLwkipHoro BeefeHHsA (HbroHOPM) Y NauieHTIB i3 NEPBUHHUMU IMYHOAEILUTHUMY 3aXBOPIOBAHHAMM», KOL,
pocnipkeHHss NORM-01, Bepcia 03 Big 05 TpaBHs 2021 poky; cnoHcop - «OkTtadapma dapmaueBTuKa
MpopykTioHcl'ec M.6.X» (Octapharma Pharmazeutika Produktionsges.m.b.H.), AscTpis

3asaBHuK - TOB «[Mpem’ep Pecepy YkpaiHa»

23. Po3pgin Nikapcbka peuoBuHa Jocbe AOCNiAKYBAHOro Nikapcbkoro sacooy GSK3196165, Bepcia v.1
aHrniicbkolo MoBoto; Po3gin Jlikapcbkuii npenapaTt [ocbe AOCNiAKyBaHOro NiKapcbKoro 3acooy
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GSK3196165, Bepcia v.1 aHrnilicbkoro moBoto; flogaTkn go Locbe AOCNiMKYBaHOro NiKapcbKoro
3aco6y GSK3196165, Bepcis v.1 aHrniiicbkoro MOBOIO; NOAOBXEHHA TepMiHy npugaTtHocTi A/13 go 24
MiCALiB [0 NPOTOKO/IB KNiHIYHUX BUNPOGYBaHb: «52-TnxHEBe, baraToLeHTpoBe, paHAoMi30BaHe, NojBiiHe
cnine gocnimxkeHHs asun 3 Ans ouiHK1 edpeKTUBHOCTI Ta 6e3neyvHocTi npenapaty GSK3196165 y kombiHaL,ii 3
METOTPEeKCaTOM Y NOPIBHAHHI 3 Nnauebo i TohayMTUHIGOM Y NayieHTIB 3 aKTUBHUM peBMaToigHUM apTpUTOM
CepefHbOro Ta TSXKKOro CTyneHs, fki Main HeAOoCTaTHIO BiAnoBiAb HA JliKyBaHHS MeETOTpeKcaToM», KOA
pocnimpkeHHs 201790, 3 nonpaskoto 02 Bif 21 ciyHA 2020 poky; «baraToueHTpoBe L0BroCTPOKOBE pO3LUNPEHE
LOCNIMKEHHS 3 OLiHKK 6e3neyHoCTi Ta edpekTnBHOCTI NpenapaTy GSK3196165 npu nikyBaHHI peBMaToigHOro
apTpuTy», Koa, aocnimpkeHHs 209564, Big 14 xoBTHA 2019 poky; cnoHcop - GlaxoSmithKline Research &
Development Limited, United Kingdom

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

24. MNMopoBXeHHA TPUBANOCTI KNiHIYHOro BUNpPOOGYBaHHA B YKpaiHi Ao 30 XOBTHA 2022 poky [0
MPOTOKOMY KNiHiYHOro BMNpobyBaHHA «®as3a 3, 6araToLeHTPOBE paHAOMi30BaHe MoABiliHe cnine nnauebo-
KOHTpO/IbOBaHe JochifxeHHs dyneecTpaHTy (Pasnogekc®) 3 un 6e3 PD-0332991 (nan6ouuknid) +
rosepeniH y XiHOK 3 ropMOH-peLenTop-no3nTneHUM, HER2-HeratTuBHUM MeTacTaTUYHUM PakoM MOJSIOYHOT
3as1031, 3 MPOrpecyBaHHAM 3axBOPHOBaHHSA MiCNsA MonepefHbOi eHAOKPUHHOI Tepanii», Ko, AOCNiIKEHHS
A5481023, 3 iHKOpNOpoBaHo nonpaskoto 3 Big 20 »oBTHA 2015 poky; cnoHcop - daiizep IHk., CLUA
3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

25. Bigeo anAa nauieHTa, YKpPalHCbKOKO Ta POCilicbKkolo moBamu; Jiuct-nogsaka, pegakuia 4.0, Big, 07
KBiTHA 2020p., yKpaiHCbKOI MOBOLO; JTucT-nogsika, pegakuis 4.0., Big 25 6epe3Hsa 2020p., pociiicbKor
MOBOIO [0 NPOTOKO/TY K/iHIYHOrO AocnifpkeHHs «PaHgoMizoBaHe, noAgiliHe cnine, nnaueb60-KOHTPO/IboBaHe
OOCNiKeHHA ANA OUiHKX BM/AMBY AyninymMady Ha 3anasleHHs AUXanbHUX LUNAXIB Yyepes3 OUiHKY yHKuii
NereHb, 3akynoproBaHHA CMU3y Ta iHWWX napameTpiB Bisyanisauil fiereHb y nauieHTiB 3 acTMOI0», KOZ,
pocnipkeHHs LPS15834, 3 nonpaskoto 02, Bepcid 1 Big 15 6epesHa 2021p.; cnoHcop - Sanofi-aventis groupe,
France (CaHodpi-aBeHTic rpyn, ®paHuis)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

26. Jopatok 1 Big uepBHA 2021p. no Bpowypu gocnigHuka ana Ralmitaront (RO6889450) TAAR1(4)
Partial Agonist, Bepcisa 6 Big oBTHA 2020 poky:, aHrnilicbkoto moBo; WCG MedAvante-ProPhase-
Roche BP40283 - KepiBHULTBO 4151 yYaCHMKaA [OCAIOKEHHA WO0A40 BUKOPUCTAHHA foaaTtky Zoom ans
BigeokoHdepeHuiii, Bepcia 1.0 Big 13 kBiTHA 2021 p., yKpaiHCbKoi moBow; WCG MedAvante-
ProPhase-Roche BP40283 -IHCTpyKuUii ANA nauieHTa WoOAO0 BUKOPUCTaHHA AoAartky Zoom Ans
BigAaleHuX BigeoKoHdepeHLiii, Bepcia 1.0 Big 13 kBiTHA 2021 p., pPOCiliCbKOKO MOBOIO; 3a/lyYeHHs
[O0[ATKOBMX Micub MPOBeAEHHs K/iHIYHOro BUMPOOGYBAHHA [0 NPOTOKO/Y KAIHIYHOTO LOCNILXEHHS
«PaHpomizoBaHe, noggiiHe cnine, niauebo- KOHTPO/bOBaHe AoCAimKeHHSA dhasm |l ana ouiHkn edoekTis
npenapaTy RO6889450 (PaniMiTapoHT) Yy NaLieHTiB i3 Wn3odpeHieo abo 3 Wn3oadeKTBHUM po3/1agoM Ta
HeraTMBHUMW cUMITOMaMu», Kog, gocnimpkeHHs BP40283, sepcisa 5 Big 15 BepecHA 2020 p.; cnoHcop - .
XodhpmaHH-/1a Pow Jitg, Weenuapia (F. Hoffmann-La Roche Ltd, Switzerland)

3anBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

Ne MN.LB. BignoBiganbHOro gocnigHuka

n/n HasBa micus npoBeAeHHs KiHIYHOro BUNPOGYyBaHHSA

K.M.H. CanoH .M.

JikyBasibHO-AjarHOCTUYHUIA LeHTp «XESICI EHZ, XEMI» ToBapncTBa 3 06MEXEHOH0 BifNoBiga/IbHICTHO
«XEJICI EHA XEMI», Mean4HWiA KNiHIYHWA AOCAIAHULBKWIA LEHTP, Bigaina ncuxiatpii, M. Kuis

2 | K.M.H. eHucos €.M.

KomyHasnlbHe  HekomepuiiiHe  nmignpMeMcTBo «O6nacHa  KNiHiYHa  ncuxiaTtpuyHa  fikapHs
KipoBorpagacbkoi 061acHoi pagu», NCUXOHEBPOSIOTNiYHE AUCTAHCEPHE BigAineHHs, M. KponnBHULbKUIA,
cMT. HoBe

27. KoropTta 1, Uukn 1, AeHb 1 OnuUTyBa/IbHUKU ANA OLIHKU NauieHTOM pe3ynbTaTiB NiKyBaHHS.
OonuTyBaNbHUK WOA0 3a40BO/IEHOCTI BBeAeHHAM npenaparty (TASQ-SC)*, (ckopouyeHa Bepcist), Bepcia
Big 02 BepecHs 2021 poky, © 2020 p., Roche Products Limited. Yci npaBa 3acTtepexeHi, yKpaiHCbKOI0
moBoto; KoropTa 1, Uukn 2, leHb 1 ONUTYyBa/IbHUKU A/11 OLHKWA NaLieHTOM pe3ynbTaTiB JliKyBaHHA.
onuTyBaZIbHUK WOA0 33a[40BOJIeHOCTI BBeAeHHAM npenapaty (TASQ-IV)*, (ckopoueHa Bepcif).
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onuTyBaNibHUK AN BU3HAYEHHS CNOCOGY, AKOMY NauieHT Bigaae nepesary. Bepcia Big 02 BepecHs
2021 poky, © 2020 p., Roche Products Limited. Yci npaBa 3acTepexeHi, yKpaiHCbKo0 MoBOIO; Koropta
2, Uukn 3, fleHb 1 ONUTYBaJ/IbHUKN AJ1S1 OLiHKA Naui€eHTOM pe3y/ibTaTiB NikyBaHHA. ONUTYyBaJIbHUK
Lo A0 3a40BOJIEHOCTi BBeAeHHAM npenapaty (TASQ-SC)*, (ckopoueHa Bepcist), Bepcis Big 02 BepecHs
2021 poky, © 2020 p., Roche Products Limited. Yci npaBa 3acTepexeHi, ykpaiHCbKol0 MOoBOI0; Koropta
3, Uukn 3, JeHb 1 ONuUTyBa/IbHUKN A/ OLHKM NauieHTOM pe3ynbTaTiB NiKyBaHHA. ONUTyBa/IbHUK
o0 3aA40BOIEHOCTi BBeAeHHsM npenapaty (TASQ-SC)*, (ckopoueHa Bepcist), Bepcis Big 02 BepecHs
2021 poky, © 2020 p., Roche Products Limited. Yci npaBa 3acTepexeHi, ykpaiHCbKolo MoBOI0; Koropta
2, Uukn 6, AeHb 1 OnuTyBa/IbHUKN A1 OLHKWA NaLi€HTOM pe3ynbTaTiB JlikyBaHHA. ONUTYBaJIbHUK
LWoA0 3a40BOJIEHOCTIi BBeAeHHAM npenapaty (TASQ-1V)*, (ckopoueHa Bepcis). OnuTyBa/iIbHUK ANs
BU3HA4YeHHA CNocooy, AKOMY nauieHT Bigaae nepeBary. Bepcisa Big 02 BepecHs 2021 poky, © 2020 p.,
Roche Products Limited. Yci npaBa 3actepexeHi, ykpaiHCbkoo MoBoto; KoropTta 3, Lukn 6, fleHb 1
OonuUTyBaNIbHUKU AN151 OLIHKM NalieHTOM pe3y/bTaTiB NlikyBaHHA. ONUTYBa/IbHUK LWOAO 3a[,0BO/IEHOCTI
BBefAeHHsAM npenapaty (TASQ-IV)*, (ckopouyeHa Bepcis). ONUTYBaNIbHUK ANA BU3HAYEHHS CNOCOOY,
AKOMY nauieHT Bigaae nepesary. Bepcis Big 02 BepecHs 2021 poky, © 2020 p., Roche Products Limited.
Yci npaBa 3acTtepexeHi, yKpalHCbKolo MoBoto; KoropTa 1, JoCTpOKOBe MPUNUHEHHS NikyBaHHA A0 OHA
1 Uukny 2. ONuUTyBa/IbHUKM AJ1S OUIHKU NauieHToOM pe3y/ibTaTiB NiKyBaHHA. ONUTYBa/IbHUK LWO0A0
3a0BOJIeHOCTI BBeAeHHAM npenapaTy- (TASQ-SC)* (ckopoueHa Bepcisl), Bepcis Big 02 BepecHs 2021
poky, © 2020 p., Roche Products Limited. ¥ci npaBa 3acTtepexeHi, ykpaiHCbKOI0 MOBOI0; KoropTa 2,
JocTpokoBe npunUHeHHs1 NikyBaHHA A0 AHA 1 Uukny 6. OnNuUTyBasIbHUKN ANS1 OLWiHKU NauieHTOM
pe3ynbTaTtiB NikyBaHHA. ONUTYBa/IbHUK AJ19 BU3HAUYEHHS CMOCOOY, AKOMY NauieHT Bigaae nepesary,
Bepcia Big 02 BepecHsa 2021 poky, © 2020 p., Roche Products Limited. Yci npaBa 3acTepexeHi,
YKpaiHCbKOl0 MoBOW; Koropta 3, [OCTpOKOBe MPUMNUHEHHA JlikyBaHHA A0 AHA 1 LUukny 6.
OonNUTYBa/IbHUKN A1 OLHKM Naui€eHTOM pe3ynbTaTiB /iKyBaHHA. ONUTYBa/IbHUK A1 BU3HAYEHHS
cnocooby, skomy nauieHT Bigaae nepesary, Bepcia Big 02 BepecHsa 2021 poky, © 2020 p., Roche
Products Limited. Yci npaBa 3actepexeHi, yKpaiHCbKOI0 MOBOIO [10 NPOTOKO/Y KNiHIYHOro BUNpo6yBaHHSA
«PA3A Ib, BIDKPUTE, BATATOLIEHTPOBE AOCNIAXXEHHA AN1A BUSHAYEHHA ONTUMA/IBHOI 103U 3
METOKO OUIHKN  ®DAPMAKOKIHETWKW, BE3MNEYHOCTI TA TMNEPEHOCUMOCTI MIAWKIPHOIO
BBEOEHHA KOMBIHALII  TUPATONYMABY I ATE3ONI3YMABY Y MALUIEHTIB 3
MICLIEEBONOLWWNPEHNMWN ABO METACTATUYHUMW NYXNTMHAMW», kog aocnigpxkeHHs GP43365, Bepcis
3, Bia 30 uepBHA 2021 poky; cnoHcop - d. XodhdomaHH-/15 Pow N4, Weeliyapis / F. Hoffmann-La Roche Ltd,
Switzerland

3anBHuK - TOB «ApeHcis EkcnnopaTopi MegiciH», YkpaiHa

28. OHoBNeHa 6powypa gocnigHuka MGD013, Bepcis 5.0 Big 22 nunHa 2021p.; OHoBneHa CP-MGD013-
01, Indopmaunia gna nauieHta Ta doopma iHPOPMOBAHOT 3roAn — PO3LIMPEHHA KOTropTy ANA YKpaiHu,
chinanbHa Bepcia 6.0 Big 15 BepecHA 2021 p. Ha OCHOBI aHricbKoi IHhopmaLii Ana nauyieHTa Ta
thopmu iHchopmoBaHOi 3roan — posLUPeHHs1 KoropTu, Bepcia 9.0 Big 09 cepnHsa 2021 p., yKpaiHCbKOO
Ta pociiicbkolo moBamu; OHoBneHa CP-MGD013-01, IHdopmauis ansa nadieHta Ta dopma
iHcbopMoBaHOi 3roaun — KoropTta 3 HasiBHicTio ekcnpecii HER2 ansa YkpaiHu, cpiHanbHa Bepcis 3.0 Big 15
BepecHs 2021 p. Ha OCHOBI aHrnilficbKoi IHpopmauii gna nagieHTa Ta oopmu iHPOpPMOBaHOIT 3rogun —
KoropTa 3 HasBHicTIo ekcnpecii HER2, Bepcis 9.0 Big 06 cepnHsa 2021 p., yKpaiHCbKOIO Ta POCiliCbKOIO
MoBamu; 3MiHa MicLA NPOBeAEHHS BUMMNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOrO BUMNPOBYyBaHHA «Bigkpute
gocnimpkeHHs 1 dasu, Wo Brneplue NPoBOANTLCA Ha AOANHI, 3 eckanauieo go3m MGDO013, 6icneumdiivHoro
DART® npoTteiHa, wo 3B'A3ye PD-1 Ta LAG-3 y nauieHTiB 3 HeonepabesibHUMU abo meTacTaTU4HUMM
HOBOYTBOPEHHSIMW», KoA, AocnigpkeHHss CP-MGDO013-01, 3 iHkopnopoBaHOoH nonpaskoto 7 Big 07 TpaBHs 2021
POKy; cnoHcop - MakpoxeHike, IHK. (MacroGenics, Inc.), CLUA

3asBHUK - TOB «KL|P YkpaiHa»

BYNO CTAIO
O.M.H. KpymxaHiBcbka A.E. O.M.H. KpmxaHiBcbka A.E.
KomyHasibHe HekomepUiiHe NignNPUeEMCTBO | KoMyHasbHe HekomepLUiiHe nignpPMeEMCTBO

«[MpuKapnaTtCbknii  KMIHIYHWIA OHKOJOTNIYHWIA LEHTP | «lMpukapnaTcbKnili KAiHIYHUA OHKOJIOTIYHWIA LIEHTP
IBaHO-®paHKiBCbKOI 061acHoi pagu», XipypriyHe | IBaHO-®paHKiBCbKOT 06/1acHOT pagu», XipypriyHe

BiAAiNneHHs Ne3, IBaHO-®PpaHkiBCbkUiA | BigaineHHA Ne3 ropmoHO3aNeXHUX NyX/MH Yy
HauiOHaNIbHMIA MeauYHWIA  yHIBEpcUTET, kadegpa | XKIHOK, IBaHO-®paHKiBCbKMIA HavioHa/TbHWA
OHKONOriT, M. IBaHO-®paHKiBCbK MEOUYHUA YHIBEPCUTET, kadpegpa OHKOSOrii,

M. |IBaHO-®PpaHKiBCbK

29. bpowypa pgocnigHnka MK-3475, BugaHHa 21 Big 02 BepecHsa 2021p., aHrIiACbLKOIO MOBOIO;
Bpouwypa gocnigHuka MK-7684/MK-7684A, BugaHHsa 9 Big 23 cepnHa 2021 poKy, aHrNilicbKoo MOBOIO;
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AHKeTa Wwopao cTaHy 3gopoB’a EQ-5D-5L, nepeknag Ha yKpaiHCbKy MOBY ANsi YKpaiHW, TeKCT Ansa
TenedpOHHOro iHTepB’0; ONUTYBa/IbHUK WOAO0 CTaHy 340poB’s EQ-5D-5L, Bepcia Ha pociiicbKiii MOBI
ANA YKpaiHu, TeKCcT ana TenedoHHOro iHTeps’io; ONUTYBa/IbHUK ANA OLiHKU SIKOCTI XXUTTA — Core 30,
Bepcis 3 (QLQ-C30), CueHapiit npoBeaeHHs TenecdoHHOro iHTepB’lo, Bepcia 2.0, ykpaiHCbKOI MOBOIO;
OonuTyBanbHUK A151 OLiHKN AKOCTI XUTTA i3 30 nuTaHb, QLQ-C30 (Bepcia 3), CKpunT Ans NnpoBeAeHHA
onuTyBaHHA No TesedoHy, Bepcia 2.0, pocCilicbkolo MOBO; ONUTYBaJILHUK A/1A OLiHKA AKOCTI XUTTA
npu paky nereHdb (QLQ-LC13), TumuacoBuii cLeHapili npoBefeHHA TeslePOHHOro iHTepB’to, Moaynb fo
QLQ-C30, Bepcis 1.0, ykpalHCbKOI0 MOBOIO; ONUTYBa/IbHUK A5 OLliHKN SIKOCTi XXUTTSA NPU paky fereHb
(QLQ-LC13), MonepepHiii cKpuNT ANA NpPoBeAeHHA onuTyBaHHA no TenedoHy, Moagynb QLQ-C30,
Bepcis 1.0, pociiicbKor MOBOIO 10 MPOTOKOJY K/iHIYHOrO AOCNiMKEHHS «baraToLeHTpoBe, paH4oMi30BaHe,
noaginHe cnine gocnigpkeHHs 1l dpasn kombiHauii MK-7684 3 nemoponizymabom (MK-7684A) nopiBHSHO 3
MOHOTepanielo nNemoéposisymabomM B SKOCTI nepwoi NiHil Tepanii ana yvacHukis 3 PD-L1-N03MTUBHUM
MeTacTaTUYHUM HeAPiIGHOKTITUHHUM pakoM fereHis», kog gocnimpkeHHs MK-7684A-003, 3 iHKOPNOpoOBaHOH
nonpaskoto 01 Big 28 ntotoro 2021 poky; cnoHcop - «Mepk Wapn eHa oym Kopn.», AoYipHE NignpueMcTBo
«Mepk eHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

30. Bpowypa pgocnigHuka MK-3475, BugaHHa 21 Big 02 BepecHs 2021p., aHr/1iiCcCbKOIO MOBOK; 3MiHa
Ha3BU MicUA TMPOBEAEHHA K/IHIYHOTO BUMPOGYBaHHA [0 MPOTOKO/Y K/IHIYHOMO  AOCHIIKEHHS
«PaHpgomisoBaHe, noggiiHe cnine pocnipkeHHs Il dasn npoBeaeHHs ximioTepanii 3 abo 6e3
nemoponisymaoy 3 noganblunm nNigTpUMyoUMM JlikyBaHHAM onanapuoéom abo nnauebo ansa Tepanii nepuoi
NiHIT y naujeHTiB 3 PO3MOBCIOAXEHMM eniTesiasibHuM pakom siedHukie (EPH) 6e3 myTauin y reHi BRCA
(KEYLYNK-001 / ENGOT-0v43/GOG-3036)», koa gocnigxeHHs MK-7339-001/ENGOT-ov43/GOG-3036, 3
iHKopnoposaHoto nonpasBkoto 03 Big 12 6epe3Ha 2021 poky; cnoHcop - «Mepk Wapn EHg OJoym Kopn.»,
JodipHe nignpmemcTtso «Mepk EHg Ko., IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiANoBigasbHicTI0 «MC/L YkpaiHa»

BYNO CTANO
O.M.H. KpyxaHiBcbka A.E. O.M.H., npod). KpmxaHiBcbka A.€.
KomyHanbHui 3aknag «[lMpukapnatcbknin | KoMyHanbHe  HeKomepuiiiHe  NiANPUEMCTBO
KMiHIYHWIA  OHKoNorivHWiA LeHTp», Il XipypriuHe | «MpukapnaTcbkuii KNiHIYHWI  OHKOMOTIYHUIA  LLEHTp
BiggineHHs, [epxaBHWi BUWMIA HaBYasibHWIA | IBaHO-PpaHKIBCbKOI 06/1aCHOT pagu», XipypriuHe
3aKnag, «IBaHO-PpaHKiBCbKUiA HauioHanbHWI | BipAineHHA Ne3 rOpMOHO3aIEXHUX MNYX/UH Y
MeANYHWNIA yHIBEpCUTET», Kadpeapa OHKO/Ori, M. | XIHOK, IBaHO-DpaHKiBCbKUIi HaLioHa/bHWiA
IBaHO-PpaHKiBCbK MeANYHUA yHiBEpCcUTET, Kadeapa OHKOAOril, M.
IBaHO-®paHKiBCbK

31. OHoBneHwuii MpoTokon KniHiyHoro gocnigpkeHHs MOR202C206, Bepcis 2.0 Big 01 BepecHs 2021 p.,
aHrnificbkoro MoBol; Bpowypa gocnigHuka gocnigkyBaHoro nikapcbkoro 3aco6y Felzartamab,
Bepcia 15 Big 07 uyepBHA 2021 poky, aHrnificbkolo MoBolo; IHhopmauis gna nauieHta Ta dopma
iHhbopmoBaHOi 3roan AnAa YKpaiHu, aHrailicbkoo moBolo, Bepcia 2.0 Big 15 BepecHa 2021 p.;
IHchopmMauia ana nadieHTa Ta popma iHpopMoBaHOI 3roaun ANns YKpaiHu, YKpaiHCbKOI0 MOBOIO, Bepcis
2.0 Big 15 BepecHA 2021 p.; IHchopmauin ansa naudieHTa Ta oopma iHPopmoBaHoOiI 3roau Ansa YKpaiHu,
pociiicbkolo mMoBOtO, Bepcisa 2.0 Big 15 BepecHa 2021 p.; IHchopmauia gna nadieHta 1a hopma
iHhopmoBaHOi 3roan Ha 36ip AaHUX NPO BariTHY NauieHTKy/BariTHy napTHepPKYy Ta HOBOHapPOMKeHY
ANTUHY/HeMOBNSA, aHrNilicbkoo MoBoto, Bepcisa 3.0 Big 15 BepecHs 2021 p.; IHpopMauisa gna nauyieHTa
Ta popma iHcpopmoBaHOI 3roauM Ha 306ip AaHMX MNPO BariTHY nNauieHTKy/BariTHy napTHepKy Ta
HOBOHapPOKEHY AUTUHY/HEMOBANSA, YKpaiHCbKOO MoBoOlo, Bepcia 3.0 Big 15 BepecHsa 2021 p.;
IHopmauia ana nauieHta Ta ¢opma iHopmoBaHOI 3rogM Ha 36ip AaHUX nNpo BariTHy
nayieHTKy/BariTHy napTHepKy Ta HOBOHapOKeHY AUTUHY/HEMOB/s, pocilicbKoo MOBOHo, Bepcisa 3.0
BiA 15 BepecHs 2021 p.; IHhopmaLis ansa naudieHTa Ta oopma iHchopmoBaHOI 3roaun A1si KOPUCTYBaAHHA
nocnyramm komnaHii «CkayT KniHikan» gnsa YkpaiHu, aHrnificbkoro MoBoto, Bepcis 2.0 Big 15 BepecHs
2021 p.; IHchopmauia ana nauieHTa Ta cpopma iHthopmoBaHOI 3roan ANA KOPUCTYBaHHA Mocjyramu
KomnaHii «CkayT KniHikan» gnsa YkpaiHu, yKkpaiHCbKO0 MOBOlLo, Bepcis 2.0 Big 15 BepecHs 2021 p.;
IHbopMmauia ana naudieHta Ta cpopma iHhpoOpMOBaHOI 3roau AN KOPUCTYBaAHHA NOC/AyraMy KOMMaHii
«CkayT KniHikan» gnsa YkpaiHu, pocificbkolo MmoBoto, Bepcisi 2.0 Big, 15 BepecHs 2021 p.; EnekTpoOHHi
nnctn Big «CkayT KniHikan», aHrnificbkoto moBoto, Bepcia 2.0 Big 16 BepecHA 2021 p.; ENeKTPOHHI
nuctu Big «Ckayt KniHikan», ykpaiHCbKOIO MOBOIO, Bepcisi 2.0 Big 17 BepecHsi 2021 p.; EneKTpoHHi
nnctun Big «CkayT KniHikan», pociiicbkolo moBoto, Bepcis 2.0 Big 17 BepecHsa 2021 p. A0 NpOTOKONY
KniHiYHOro pgocnimkeHHs «MopAgiiiHe cnine, paHAomi3oBaHe, MAauebo-KOHTPO/IbOBaHe, GaraToLeHTpoBe
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KniHiYHe gocnimxeHHs doasn lla 3 ouiHK1 edeKTUBHOCTI Ta 6e3neYHocCTi penib3apTamady Ha OCHOBI IIOACHLKNUX
aHTuTIN fo CD38 y nikyBaHHi IgA-Hedponartii — IGNAZ», kog pocnigpkeHHs MOR202C206, sepcisa 1.0 Big 23
nuctonaga 2020 poky; cnoHcop - MopdoCuc AT, HimeuunHa / MorphoSys AG, Germany

3anBHUK - ToBapucTeo 3 O6MexeHot BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

32. 3anyyeHHA [OJATKOBMX MiCLb NPOBEAEHHA K/IHIYHOrO BUNPOOYBAaHHA [0 MPOTOKOY KIIHIYHOTO
aocnimpkeHHs «PaHaomizoBaHe, BigkpuTe, 6araToleHTpoBe AocnimkeHHs doasn Il 3 oujiHKM edpekTUBHOCTI Ta
6e3neYyHoCTi af’toBaHTHOI Tepanii ripefecTPaHTOM MOPIBHAHO 3 af’t0BAHTHOK €HAOKPUHHOK MOHOTEepanieto
3a BMOOPOM flikapsl B MauUiEHTIB 3 eCTpOreH-peuenTop-no3nTnBHMM, HER2-HeraTMBHMM pakoM MOJSIOYHOT
3aU1031 Ha paHHili cTagii», kog gocnigpkeHHs G0O42784, sepcis 2 Big 30 yepBHs 2021 poky; cnoHcop - ©.
XohbcbmaHH-1s Pow T4, Weeiuapis (F. Hoffman-La Roche Ltd., Switzerland)

3aaBHUK - ToBapmncTeo 3 O6MexeHo BignosiganbHIcTio «KOHTPakTHO-40CNiAHULbKA opraHisaLis IHHo®apm-
YkpaiHa»

Ne MM.1.6. BignoBigabLHOro focigHuKa
n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOOYBaHHS
nikap Nineubka O.1.
1. KomyHanbHe HekomepuiiiHe nignpueMcTBo «>KUTOMUPCBKWIA 06/1aCHWI OHKOMOTIYHUIA AncnaHcep»

>Kutomupcbkoi obnacHoi paau, XimioTepaneBTUYHE BigdifIeHHsA, M. XKutomup

nikap Wredypa B.B.

MeauyHWi LEHTP TOBAPMCTBA 3 06MEXEHOR BiANOBIJANBHICTIO «[@apMOHisa Kpacu», M. KuiB

nikap Birypo M.C.

3. MeaunuHnii LeHTp ToBapucTBa 3 OOMEXEeHOWw BignoBiganbHicTio «Mpis Mepg-Cepsic», Bigain
KNiHIYHUX gocnigxeHb, M. Kpusuii Pir

33. Bpouwypa gocnigHuka gna npenapaty Hipanapu6 Niraparib (ZEJULA), Bepcia 12, Big 23 uepBHA
2021 pokKy, aHrniicbkolo MoBOW; Bpowypa pocnigHuka pna npenapaty AGiparepoHy auerar
JNJ-212082 ZYTIGA (abiraterone acetate), Bepcisi 16, Big 11 uepBHa 2021 pokKy, aHINMiliICbKOIO MOBOIO;
Bpowypa pocnigHuka ans pocnigpkyBaHoOro NiKapcbKoro 3acooy CJNJ-67652000
(niraparib/abiraterone acetate fixed-dose combination) (komGiHauia  cpikcoBaHux  A03
Hipanapu6ylaGiparepoHy aueTtarty), BuaaHHA 2, Big 03 cepnHA 2021 poKy, aHrNilicbKOKO MOBOIO [0
NPOTOKONY KIHIYHOrO [ocnimpKeHHs «Bigkpute, paHOooMi3oBaHe [OCNIMKEHHA AN OUiHKM  BifHOCHOT
6iogoctynHocTi (BA) i 6ioeksiBaneHTHocTi (BE) npenapartis y BUrna4i KombiHauii i3 dpikcosaHowo 03010 (KO )
Hipanapu6y n/oc abipartepoHy auetaT (AA) y NOPIBHAHHI 3 Hipanapmbom i AA, WO Mpu3HayalTbCA
O[lHOYaCHO Yy BUIA4i MOHOMpenapariB, y YOJI0BIKIB 3 pakoM nepeamixypoBoi 3a/1031», KO, AOC/iAKEHHS
67652000PCR1001, Bepcia lNonpaska 2 Big 19 kBiTHA 2021 poky; crnoHcop - fAHcceH PapmaleBTuka
HB /Janssen Pharmaceutica NV, benebris

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

34. MopoBXeHHA TPUBAJIOCTI KNiHIYHOro BMNpPoGyBaHHA B YKpaiHi o 30 BepecHA 2022 poKy A0
NPOTOKOMY  K/IHIYHOrO  BUMPOBYBaHHA  «22-TUXHeBe, OaratoueHTpoBe AOCNiMkeHHA a3 3 3
paHAoMi30BaHO BiAMiIHOW npenapaTy TD-9855 npu nikyBaHHi CUMITOMATUYHOT HEPOreHHOT OPTOCTATUYHOI
rinoTeH3ii B NaLieHTiB i3 NepPBUHHOK BereTatuBHOW HeAOCTaTHICTIO», Kog AocnigxeHHa 0170, sepcia 1.0 3
iHKoprnoposaHoto nonpaskoto 4 Big 05 cepriHa 2020 poky; cnoHcop - Theravance Biopharma Ireland Limited,
IpnaHgis

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

35. Bpouwypa gocnigHuka (Pykanapi6), Bepcisa 14.0 Big 23 cepnHa 2021 poKy aHrniiicCbKOl MOBOIO;
MpopaoBXeHHA TPUBANOCTI K/iHIYHOro Bunpo6yBaHHA CO-338-043 B YKpaiHi 3 31 )oBTHA 2021 pokKy no
01 moToro 2022 poKy [0 NPOTOKOAY KAiHIYHOro gocnimpkeHHs «ARIEL4 (ouiHKa pykanapioy B AOCNiAXKEHHI
paky SIE4HUKIB): BaraToueHTpoBE paHAOMi30BaHe AOCAIMKEHHA dha3n 3 3aCTOCYBaHHS pyKanapioy nopiBHAHO
3 ximioTepanieto A1 JliKyBaHHA NaLUEHTOK i3 peunamnByoumM, Wo mae MyTauito reHa BRCA, BUCOKOTo CTYMEH0
3/105KICHOCTi eniTeniailbHUM pakoM SEYHUKIB, MaTKOBUX TPyO abo MNepBMHHUM PakoOM OYEePEBUHU», KOZ
pocnipkeHHa C0O-338-043, nonpaska 2 Bif, 23 xoBTHA 2020 p.; cnoHcop - Clovis Oncology, Inc., CLUA
3asBHnk - TOBAPWCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)
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36. 3miHa Ha3BM MicuA NpoBeAEeHHA K/iHIYHOro AOCAIMKEHHA [0 NPOTOKO/Y K/iHIYHOro AO0CNIAKEHHSN
«PaHgoMmi3oBaHe BigKpuTe [OCNIMKEHHSA 3 aKTUBHUM KOHTPOMEM, L0 MNPOBOAUTLCA 3 METOK OLiHKM
6e3neyHOCTi, NMepeHoCUMOCTi 1 ed)ekTUBHOCTI achabiuuHy A1 BHYTPILLIHBOBEHHOrO / MepopasibHOro
3aCTOCYBaHHA nNpW JiKyBaHHI MauieHTiB 3i CTadi/IOKOKOBMMM iHPeKUissMU KICTOK abo cyrniobis», Kopg,
pocnipkeHHs Debio 1450-BJI-205, octatoyHa pepakuis 5.0 3 iHTerpoBaHoto Nonpaskoto 2 Big 14 XOBTHA
2020 p.; cnoHcop - «[ebiochapm IHTepHewHn CA» [Debiopharm International SA], Lseiiuapis

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

BYNO CTANIO

K.M.H. KocynbHukos C.O. K.M.H. KocynbHukos C.O.

KomyHanbHuii  3aknag  «[HinponeTpoBcbka | KomyHanbHe nignpuemMcTBO
o6nacHa KniHiyHa nikapHsa iM. LI.MeyHuKoBa», | «HinponeTpoBcbKa o6Gs1acHa KiiHiYHA NikapHA
BigaineHHs xipyprii  Ne2, [OepxaBHuii 3aknag | im. LI.  MeuHukoBa»  [HiNpPoneTpoBCbLKOI
«[JHinponeTpoBCbka MeguuHa akageMmis | obnacHoi pagw», BiagineHHs  xipyprii  Ne2,
MiHicTepcTBa OXOpOHW 340pOB’A  YKpaiHu», | [IHINPOBCLKMIA OepXXaBHUIA MeANYHUIA
kadbespa yponorii, M. IHinpo yHiBepcuTeT, Kadyegpa yposorii, M. IHinpo

37. OHoBneHa bpouwypa AocnigHuka Ha npenapatr KoHuusyma6, npoekt NN7415, Femocdpinia A
yCcKnagHeHa ab0 HeycknagHeHa iHricitopamu pgo dakropa VI, Femodinia B ycknagHeHa aGo
HeycK/lagHeHa iHribiTopamu ao cakropa IX, BugaHHa 11, cpiHanbHa Bepcis 1.0 Big 7 BepecHs 2021 p.,
AHININCbKOK MOBOLKO [0 MPOTOKO/IB KAIHIYHUX AOCNiKEHb: «EeKTMBHICTE Ta 6e3neka NpogisiakTMIHOro
3actocyBaHH KoHuu3ymaly y nauieHTiB 3 remodinieto A un B, He ycknagHEeHOK iHribiTopamn», Ko
pocnipkeHHs NN7415-4307, dhiHanbHa Bepcis 5.0 Big 25 6epesHa 2021 p.; «EdekTBHICTbL Ta 6e3neka
nNpoginakTMyHoro 3actocyBaHHSA KoHumaymaly y nauieHTiB 3 remodpinielo A um b, ycknagHeHow
iHri6iTopamn», kog, gocnipkeHHss NN7415-4311, chiHanibHa Bepcis 7.0 Big 18 uepBHA 2021 p.; cnoHcop - Novo
Nordisk A/S (LaHis)

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

38. OHOBEHUI NPOTOKON KNiHiYHOro BunpoGyBaHHA Debio 1143-SCCHN-301, Bepcisa 7.0 Big 28
uepBHA 2021 pokKy, BK/OUYatoun nonpasku 1-6 aHrnificbkoo MOBOIO; IH(hopMaLis Woa0 NOMUIKU B
NpPoToKoJi KNiHiyHoro Bunpo6yBaHHA Debio 1143-SCCHN-301 Bepcii 7.0 Big 28 uepBHA 2021 poky
aHrnificbkor MmoBoto; OHoBneHuii Debio 1143-SCCHN-301 IHdhopmauiiiHuii nncTok i hopma srogm Ans
OCHOBHOIO pocrimjxeHHs Ana YkpaiHu, Bepcia 3.1.0 Big 12 cepnHs 2021 poky YKpaiHCbKOIO Ta
pociiicbkolo moBamu; OHoBneHuii Debio 1143-SCCHN-301 MaHgemis COVID-19 IHdopmauiiHuii
nncTok i hopma 3roau ana Ykpainu, Bepcis 3.1.0 Big 12 cepnHA 2021 pokKy YKpaiHCbKOIO Ta POCiliCbKOto
moBamMu; OHOBJieHe BiTaJibHe KepiBHULTBO Ta rpadik Bi3vTIB 3i WOAEHHUKOM y4yacCHMKa KOMMaHil
TrilynX, yKkpaiHCbKOIO MOBOIO A1 YKpaiHu, pepakuis 2 Big 13 cepnHa 2021 p.; OHOB/eHe BiTa/ibHe
KepiBHULTBO Ta rpadyik Bi3uUTIiB 3i WoaeHHUKOM ydyacHuKa KomnaHii TrilynX, pociiicbkolo moBoto ans
YKpaiHu, pegakuia 2 Big 13 cepnHa 2021 p.; 3a1yueHHA HOBOro AOKYMeEHTa K/1iHiYHOro BUNnpoGyBaHHA
- Debio 1143-SCCHN-301 IHchopmauiiiHuii nucTtok i popma iHchopMoBaHOT 3roau Ha NpoBefeHHSs
Heo6o0B’sI3KOBOro thapMakoreHeTUYHOIo aHani3y Ansa YkpaiHu, floaatok b, Bepcia 2.1.0 Big 12 cepnHs
2021 poKy yKpaiHCbKOIO Ta POCiifiCbKOI0 MOBamMM [0 NPOTOKO/TY KIiHIYHOIO AOCAifKeHHs «PaHaoMi30BaHe,
nofgiiHe cnine, nauebo-KOHTPO/IbOBaHe AOCAIMKEHHSA ddasn 3 An1a BUBYEHHA npenapaty Debio 1143 B
KOMOGiHauji 3 XimioTepanielo Ha OCHOBI NpenapaTiB NiaTMHY Ta NPOMEHEBOKD Tepani€ln 3 MOAYNbOBaHUM 3a
IHTEHCUBHICTIO NYYKOM | CTaHAApTHUM (pakLioHyBaHHAM Y MauieHTiB i3 MiCUeBO pPO3MOBCHOAXKEHO
NJOCKOKMITUHHOK  KapuMHOMOK T0M0BM Ta LWKi, WO BiANOBIfAKOTL KPUTEPIAM ANS  pajuKasibHOT
ximionpomeHeBoi Tepanii (TrilynX)», kog, nocnigpxkeHHs Debio1143-SCCHN-301, Bepcid 6.0 Big, 7 rpyaHa 2020
p.; cnoHcop - Debiopharm International S.A., Switzerland (LLseiiuapis)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

39. OHoBeHa 6polwypa gocnigHuka 3 npenapary KPT-330 ceniHekcop, pepakuisa 11.0 Big 30 nunHa
2021 o NPOTOKO/Y KMIHIYHOTO AOCNIMKEHHA «Bigkpute paHAoMi3oBaHe KOHTPOJSIbOBaHe AO0C/iXEeHHA 3
hasu, cnpssmoBaHe Ha OLjiHKY ceJsliHeKCopy, 60pTe30MiOy Ta AeKkcameTa3oHy (cxema SVd) B NOPIBHAHHI 3
6opTe3omidom i AekcameTaszoHoM (cxema Vd) y nauieHTiB i3 peunamnByrodo abo pedpakTepHOK MHOXUHHOK
MienomMoto», Kkoa pgocnimkeHHs KCP-330-023, pepakuia 4.0 3 iHKopnopoBaHOoK nornpaekoto 3 Big, 17 ceprnHsa
2018; cnoHcop - «Kapiothapm TepanbioTuke IHKopnopeliten», CLUA

3asBHUK - TOB «JOKYMEAC» («CIA LJOKYMELC»), Natsis
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40. CkopoueHe [locb€e focnigkyBaHOro flikapcbKkoro 3aco6y J/leHBaTuHIG, Bepcia 3.0 Big 24 BepecHs
2021 poKy, aHrniiicbKolo MoOBOI; 3anydyeHHs Komnadii Catalent CTS (Edinburg) Limited, UK, sk
[0[aTKOBOI BUPOGHUYOI AiNSAHKY, BiANOBifaNbHOT 3a MapKyBaHHs, BUNYCK Ta NocTayaHHA npenapary
NeHBaTUMHIO [0 nNPOTOKO/Y KNIHIYHOrO [OCNiMKeHHA «[llpocnekTuBHe, paHAoMi3oBaHe, Mauebo-
KOHTPO/IbOBaHe, MoABiliHe chnine, GaraToueHTPOBe, peecTpauiiHe KiHiYHe gocnigpkeHHs dasm Il gna
nopiBHAHHA TopunaniMmaoy (JS001) y noeaHaHHI 3 ieHBaTUHIGOM Ta niauebo y NoeAHaHHI 3 NeHBaTUHIBOM SK
Tepanii 1-i NiHii npy NowmMpeHiin renaTouentonapHii kapumHomi (FUK)», kog gocnigpxeHHs JS001-027-111-HCC,
Bepcia 1.2 Big 02 BepecHs 2020 poky; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

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

41. VIR-2218-1006 (mocnigpxeHHa MARCH) OcHoBHa IHchopmauis ana nauieHta Ta cdopma
iHhopmoBaHOi 3rogun, aHrNificbKO MOBOIO A/is YKpaiHu, Bepcis 2.0 Big 18 cepnHA 2021 p. Ha OCHOBI
MiXkHapofHoT 6a3oBoi ®PI3 anA OCHOBHOro gocnigkeHHs, Bepcia 3.0 Big 05 cepnHa 2021 p.; VIR-2218-
1006 (gocnimpxeHHs MARCH) OcHoBHa IHchopmauis ans nauieHTa Ta coopma iHchopmoBaHOI 3rogu,
YKpalHCLKOI0 MOBOIO ANA YKpaiHu, Bepcia 2.0 Big 18 cepnHA 2021 p. Ha OCHOBI MiXXHapoAHOi 6a30B0O1
®I3 gna ocHOBHOro pocnimkeHHs, sepcia 3.0 Big 05 cepnHa 2021 p.; VIR-2218-1006 (mocnipgkeHHSA
MARCH) OcHoBHa IH(hopmaLuis gnsa nadieHta Ta dpopma iHpopMOBaHOT 3rogun, pociicbKolo MOBOIO A/1A
YKpaiHu, Bepcia 2.0 Big 18 cepnHsa p. Ha OCHOBiIi MiKHapogHoOi 6a3oBoi ®I3 gNA OCHOBHOIO
pocnipxeHHs, Bepcia 3.0 Big 05 cepnHAa 2021 p.; VIR-2218-1006 (aocnimxeHHss MARCH) IHchopmauis
Ana nauieHta Ta dopma iHhopmMOBaHOI 3roauM Ha HeOGOB’A3KOBe AopaTKOBe AociimKeHHsa PK
npenapaty VIR-2218, aHrniiicbKkoto MOBOLO A/1A YKpaiHu, Bepcia 2.0 Big 18 cepnHa 2021 p. Ha OCHOBI
MiKHapoAHOiI 6a30BOi Bepcii Ana goaarkoBoro gocnimxkeHHa ®PK, sepcia 3.0 Big 05 cepnHa 2021 p.;
VIR-2218-1006 (gocnigpxeHHa MARCH) IHdopmauisa ana nauyieHta Ta doopma iHhopmoBaHoOi 3rogu Ha
Heo6oOB’sI3KOBe AoAaTkoBe paocnigpkeHHs PK npenapaty VIR-2218, ykpaiHCbKOIO MOBOIO A/1s1 YKpaiHu,
Bepcia 2.0 Big 18 cepnHA 2021 p. Ha OCHOBIi MiXHapOAHOI 6a3oBOI Bepcil ANA [O0AATKOBOro
pocnipkeHHsa ®PK, Bepcis 3.0 Big 05 cepnHa 2021 p.; VIR-2218-1006 (gocnigpkeHHs MARCH) IHdhopmauis
Ans nauieHta Ta dopma iHhopMoOBaHOI 3roauM Ha HeOOGOB’A3KOBe AofaTKOBe AociimKeHHs PK
npenapaty VIR-2218, pociiicbkolo MOBOLO A1 YKpaiHu, Bepcia 2.0 Big 18 cepnHsa 2021 p. Ha OCHOBI
MiDXHapoaHOi 6a30B0i Bepcii Ana goagarkoBoro gocnimxeHHs ®PK, sBepcia 3.0 Big 05 cepnHa 2021 p.;
VIR-2218-1006 (pocnigpxeHHa MARCH) IHdopmauisa ana naugieHta Ta dpopma iHpopmoBaHoi 3rogu Ha
HeoGoB’sAI3K0Be gopaTkoBe gocnimkeHHA MKIK, aHrnificbkoo moBoto ans YKpaiHu, Bepcia 2.0 Big 18
cepnHsa 2021 p., HA OCHOBI MbXHapogHoiI 6a3oBoi Bepcii 3.0 ana gogarkoBoro gocnigxeHHsa MKIK Big,
05 cepnHa 2021 p.; VIR-2218-1006 (gocnimxeHHs MARCH) IHdopmauia gnsa nauyieHta ta dopma
iHbopMoBaHOi 3rogu Ha HeoOOB’A3KOBe AogaTkoBe gocnigpkeHHA MKIK, yKpaiHCbKO MOBOKO ANA
YKpaiHn, Bepcia 2.0 Big 18 cepnHa 2021 p., HA OCHOBi MiXHapopgHoi 6asoBoi Bepcii 3.0 gnsa
popatkoBoro pocnimkeHHsa MKMK Big 05 cepnHa 2021 p.; VIR-2218-1006 (pocnigxeHHa MARCH)
IHbopMmauia pna nauyieHta Ta ¢opma iHopmMoBaHOI 3rogun Ha HeoOGOB’sI3KOBe AofaTKoBe
pocnimpkeHHa MKIK, pociiicbkoio MoBOO Ans YKpaiHu, Bepcia 2.0 Big 18 cepnHsa 2021 p., Ha OCHOBI
MiXkHapogHoi 6a3oBoi Bepcii 3.0 ana aoaarkoBoro pocnimkeHHs MKIMK Big 05 cepnHa 2021 p.;
VIR-2218-1006 (pocnigpxeHHa MARCH) IHdopmauisa ana naugieHta Ta dpopma iHpopmoBaHoOi 3rogu Ha
36ip AaHUX Npo BariTHY NawieHTKy a6o BariTHy nMapTHepKy nauieHTa Ta HOBOHAPOMKEHY AUTUHY [
HEMOBJIA, aHIIIACHLKOIO MOBOIO A1 YKpaiHu, Bepcis 2.0 Big 18 cepnHsa 2021 p., Ha OCHOBI MiXXHapoAHOI
6a30B0Oi PI3 Ha PO3KPUTTA AAaHMX NMPO BariTHiCTb, Bepcia 3.0 Big 05 cepnHa 2021 p.; VIR-2218-1006
(nocnigpxeHHa MARCH) IHchopmaunia gna nagieHta ta popma iHhopMoBaHOI 3rogu Ha 36ip AaHUX Npo
BariTHy nauieHTKy a6o BariTHy napTHepKy nauieHTa Ta HOBOHapoOMKeHy AUTUHY | HemoBnNA,
YKpaiHCbKOI0 MOBOIO A1 YKpaiHu, Bepcisa 2.0 Big, 18 cepnHsa 2021 p., HA OCHOBI MiXXHapoAHOT 6a30BOI
@PI3 Ha pO3KPUTTA JaHUX NpO BariTHicTb, Bepcia 3.0 Big 05 cepnHAa 2021 p.; VIR-2218-1006
(pocnipxeHHsa MARCH) IHchopmauis ansa nauieHTa Ta oopma iHhopmoBaHOi 3roaun Ha 36ip faHUX NPO
BariTHy nauieHTKy a6o BariTHy napTHepKy nauieHTa Ta HOBOHapo[KeHy AUTUHY | HemoBnNA,
pociiicbKolo MOBOIO A1 YKpaiHu, Bepcia 2.0 Big 18 cepnHsa 2021 p., Ha OCHOBI MiXXHapogHOI 6a30BoT
®I3 Ha poO3KpPUTTA AaHUX Npo BariTHicTb, Bepcia 3.0 Big 05 cepnHa 2021 p.; VIR-2218-1006
(pocnipxeHHa MARCH) fopatok Ao IHcdopmauii ana naugieHta ta popmu iHpopMmoBaHOi 3rogn Ha
HeOoGOB’sAI3KOBe AoAaTkoBe pgocnigpkeHHs PK npenapaty VIR-2218, aHr1iicbKOKO MOBOIO Ais YKpaiHu,
Bepcia 2.0 Big 18 cepnHA 2021 p. Ha OCHOBI MiDKHapogHOiI 6a30BOi Bepcii ANA [O0[ATKOBOro
pocnipkeHHa @K, Bepcisa 3.0 Big 05 cepnHa 2021 p.; VIR-2218-1006 (gocnigpkeHHa MARCH) Joaatok Ao
IHchopmauil gna nagieHta Ta dpopmum iHhopMmoBaHOT 3rogM Ha HEOGOB’AA3KOBE [0AATKOBE A0C/iAKEHHA
@K npenaparty VIR-2218, yKpaiHCbKOI0 MOBOIO A/151 YKpaiHu, Bepcis 2.0 Big 18 cepnHA 2021 p. Ha OCHOBI
MiKHapoAHOiI 6a30BoOi Bepcii Ana goaarkoBoro gocnimxkeHHa ®PK, sepcia 3.0 Big 05 cepnHa 2021 p.;
VIR-2218-1006 (gocnipxeHHa MARCH) fopatok go IHhopmauii gnsa nayieHta ta dpopmm iHchopmoBaHOi
3roau Ha HeoGoOB’si3KoBe AopaTkoBe gocnimkeHHAa DK npenaparty VIR-2218, pociiicbkolo MOBOO A1
YKpaiHu, Bepcia 2.0 Big 18 cepnHA 2021 p. Ha OCHOBI MibXXHapPOAHOT 6a30BOi Bepcil ANA [0[4aTKOBOro
pocnipkeHHa ®K, Bepcia 3.0 Big 05 cepnHa 2021 p. [O NPOTOKO/Y K/HIYHOrO BUNPOGYBaHHSA
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«[ocnimpkeHHsa dhasn 2 Ans OuiHkM 6e3neyYyHocTi, NepeHoCMMOCTi Ta ePeKTUBHOCTI KoMGiHaLii npenaparTis
VIR-2218 i VIR-3434 y nauieHTiB i3 XpOHiYHMM BipyCHUM renatutoM B», kog pocnigpkeHHs VIR-2218-1006,
noyartkosa Bepcisa Big 12 niotoro 2021 p.; cnoHcop - «Bip BiotekHonomxu, IHK.» (Vir Biotechnology, Inc.),
United States

3asaBHUK - ToBapncTBo 3 O6MexeHo BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisauis IHHothapM-
YkpaiHa»

42. flocbe pocnipKyBaHOro Jlikapcbkoro 3aco6y AHicpponyma6, Po3gin fAkicTb, Big nunHa 2021,
aHrNificbKo MOBOIO [10 NPOTOKOJTY KNiHIYHOrO BUNpobyBaHHA «baraToueHTpoBe, paHaoMizoBaHe, NoaBiiHe
cnine, nnauebo-KOHTPO/IboBaHe AOCAIMKEHHS ha3un 3 A1 OLiHKM eddeKTUBHOCTI Ta 6€3neYHOCTi NigLKipHOro
BBEAEHHS aHi(pponymady AOpOC/IMM NaujieHTam 3 CUCTEMHUM YEPBOHMM BOBYAKOM», KOA AOCNiAKEHHS
D3465C00001, Bepcis 2.0 Big 16 rpyaHsa 2020 poky; cnoHcop - AstraZeneca AB, Sweden

3aaBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHax»

43. 3miHa BignosiganbHOro gocnigHuKa B MicLi NpoBefeHHsA K/iHiYHOro BunpooysaHHA KomyHanbHe
HeKoMepuiliHe NignpPUeEMCTBO XapKiBCbKOi 06MacHOi pagu «O6nacHa KniHiYHa nikapHa», NysbMo-
anepronoriyHe BigAineHHA 3 iIMYHONONIYHUMUN Ta TepaneBTUYHUMU JlbKKamMmu, M. XapkiB 0 NPOTOKoNy
KMIHIYHOTO [OCniMKeHHs «PaHgomizoBaHe noggiHe cnine nnaueb0-KOHTPOsIbOBaHe [OCAIMKEHHS ha3mn 3
ONS OUiHKM eheKTMBHOCTI, 6e3Me4HOCTi Ta NepeHocMMOocTi npenapaTy BpeHcokaTif, Lo 3acTOCOBYETLCSA
OAMH pa3 Ha AeHb BNPOAOBX 52 TWXHIB Y MAUIEHTIB i3 HEMYKOBICLUMA03HUM OPOHX0EKTAa30M - AOCAIMKEHHS
ASPEN», kog gocnimkeHHs INS1007-301, Bepcis 4.0, nonpaska 1 Big, 12 6epe3Hsi 2021 p.; CNOHCOp - «IHCMea
IHkopnopelitea», CLUA (Insmed Incorporated, USA)

3asiBHUK - ToBapucTBO 3 ObMExXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHrizauist IHHodhapm-
YkpaiHa»

BYNO CTANO
K.M.H. Knanoyx B.O. nikap Muxaiinosa 3.B.
KomyHasibHe HekomepLiiHe nignpuemcTeo | KoMmyHasibHe HekomepUiiHe NignNpPMEMCTBO

XapkiBcbkoi o06nacHoi pagn «O6nacHa KniHiyHa | XapkiBcbKoi obnacHoi paan «O6nacHa K/iHiYHa
niKkapHsa», Ny/ibMO-aneprosioriyde  BigAiNIeHHa 3 | NikapHA», NyNbMO-asIepronoriyHe  BigAifeHHa 3
IMYHOMOTYHUMKN  Ta  TepaneBTUYHUMU  JIKKaMK, | iIMyHOJIOTIYHUMU Ta TepaneBTUYHUMU JliKKaMW,
M. XapkiB M. XapkiB

44, 3miHa 3afABHUKa KMiHiYHOro Bunpo6yBaHHA 3 TOB «CiHeoc Xenc YkpaiHa» Ha «EGGBI
BiochapmacbloTikans T'm6X», LUBeliyapia 00 NPOTOKONY KAIHIYHOTO [OCNiMKeHHS «baratoueHTpose,
paHAomi3oBaHe, NoABiiHe crine, naauebo-KOHTPOIbOoBaHe AOCNIMKEHHA dha3n 3 B napanenbHux rpynax 3
OLiHKN 6e3NeYHOCTIi 1 e(PEKTUBHOCTI NiHAKNOTUAY NPy NepopasibHOMY 3aCTOCYBaHHiI Yy AiTeli Bikom 6—17 pokis,
LLIO CTpaxaatTb Ha dhyHKUioOHaTbHWIA 3anop (P3)», kog gocnimpkeHHs LIN-MD-64, Bepcia EU-3 Big 08 cepnHs
2020 p.; cnoHcop - Allergan Ltd., United Kingdom

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

45. OHOBJ/IEHUII NPOTOKOJ1 K/liHiYHOro Bunpo6yBaHHAa CNTO1959CRD3001 3 nonpaBkoto 4 Big, 21 nunHsA
2021 poky; IHhbopmauisa ana nauieHTa i @opma iHhopmoBaHoi 3rogu, Mogenb ans YkpaiHu, Bepcis 9.0
Bif 06 ceprnHA 2021 poKy, YKpaiHCbKOIO Ta POCIACbKOK MOBamMM 40 NPOTOKO/TY K/iHIYHOrO BUNPOBYBaHHS
«PaHgomizoBaHe, nogeiliHe cnine, naauebo-KOHTPO/IbOBaHe Ta 3 aKTMBHMM KOHTpO/iEeM, H6araToueHTpoBe
JocnimpkeHHsa a3 2/3, Wo NpoBOAUTLCA Y MapasiefibHUX rpynax 3 MeTow OLIHKM ed)eKTUBHOCTI Ta
6e3neYvyHoCTi rycenbKymMaoy y naujieHTIB i3 XBOpo60o KpoHa B akTuBHIl hasi Big cepeAHboro Ao BaXKKOro
CTYMEHs TSHKKOCTi», KoA gocnigkeHHss CNTO1959CRD3001, 3 nonpaBkow 3 Big 20 »oBTHA 2020 poOKy;
cnoHcop - Janssen Pharmaceutica NV, Belgium / fAHcceH ®apmaueBTuka HB, Benbris

3asaBHuK - TOB «IMAPEKCE/ YkpaiHa»

46. OHoBneHwuit MpoToKon KniHivHOro gocnigkeHHs RPC01-3201, pegakuifa 6.0 Big 14 uepBHsa 2021 p.;
CUHOMNCUC OHOBJ/IEHOIO NPOTOKOANY KNiHiUHOro aocnimkeHHA RPC01-3201, pepakuis 6.0 Big 14 uepBHA
2021 p., nepeknag 3 aHrniicbKoi MOBU Ha yKpaiHCbKy MoOBY Big 08 BepecHs 2021 p.; IHhopmauis gns
nauieHTa Ta popma iHhopmoBaHoOI 3rogu, octaTouHa pegakuifa 6.0 ana YkpaiHu Big 25 cepnHs 2021 p.,
OCTaTOYHUI Nepeknag 3 aHrMiNCbKOI MOBU Ha YKpaiHCbKY MOBY Bif 10 BepecHA 2021 p., oCTaTOYHUIA
nepeknapg, 3 aHrNincbKoi MOBU Ha pocilicbky MOBY Big 10 BepecHsi 2021 p.; OuiHKa cniBBigHOLWEHHA
KopucTi Ta pu3uky (Benefit and Risk Assessment) gnsa gocnigxeHHsa RPC01-3201, peaakuia 7.0 Big 03

16



BepecHsi 2021 p. 0O MPOTOKO/Y KNiHIYHOrO BMNpPoOGyBaHHA «baratoueHTpoBe paHAoMi3oBaHe, MOABIAHO
cnine, niauebo-KoHTpoNboBaHe AocnimkeHHs Il dha3n 3 MeToto OLiHKM 03aHiMoAy 415 NPUAoMY NEPOPaSTILHO
Npu NPOBeAEHHI IHAYKUIRHOT Tepanii nauieHTam i3 cepeAHbOTXKMM abo THXKMM nepebirom xsopobu KpoHa B
aKkTuUBHIN chopmi (gocnimpkeHHs Nel 3 ouiHkM IHAYKUIRHOT Tepanii)», kog agocnigpkeHHs RPC01-3201, pepakuis
5.0 Big 03 BepecHsa 2020 p.; cnoHcop - «CenmkeH IHTepHewHn Il Capn» (Celgene International Il Sarl),
Lisenuapis

3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

47. OHoBneHunii NMpoTokon KniHiuHoro gocnigkeHHa RPC01-3203, peaakuia 6.0 Big 14 uepBHsa 2021 p.;
CHHOMNCUC OHOBJ/IEHOTO NMPOTOKOANY KANiHiYHOro gocnimkeHHA RPC01-3203, pepakuis 6.0 Big, 14 uepBHA
2021 p., nepeKknag 3 aHrniicbkoi MOBU Ha yKpaiHCbKy MoBY Big, 08 BepecHsi 2021 p.; IHopmauis gna
nauieHTa Ta oopma iHchopmoBaHOi 3rogun, ocTaTouHa pegakuisi 6.0 ana YkpaiHu Big, 25 cepnHsa 2021 p.,
OCTaTOUHMWIA Nepeknag 3 aHrNiicbKoi MOBU Ha YKpaiHCbKy MOBY Bif, 10 BepecHA 2021 p., ocTaTtouHuii
nepeknaj 3 aHrniicbKoi MOBU Ha pocilicbKy MoBY Big 10 BepecHA 2021 p.; OuiHka cniBBigHOLWWEHHSA
KopucTi Ta pusuky (Benefit and Risk Assessment) gnsa gocnimxeHHs RPC01-3203, peaakuia 7.0 Big 03
BepecHs 2021 p. 40 NPOTOKO/Y KIIHIYHOFO AOCTiAKEHHS «BaraToLeHTpoBe paHAoMi30BaHe, NoABIVHO chine,
nnaue60o-KoOHTPoIboBaHe JocigpkeHHs [l ha3n 3 METO OLHKM 03aHiMOoAY 47151 NEPOPasIbHOIo NPUIioMy Npw
NPOBEAEHHI MATPMMYHOUOI Tepanii nauieHTam i3 cepeaHbOTSHKKMM abo TSHKKMM nepebirom xBopobu KpoHa B
aKTMBHIV dpopmi», kog aocnigpkeHHs RPC01-3203, pegakuisa 5.0 Big 28 cepnHa 2020 p.; cnoHcop - «CengxeH
IHTepHewHn Il Capn» (Celgene International Il Sarl), LLseiyapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOHO BIAMOBIAABHICTIO «MIl EC AW-YKPAIHA»

48. OHoBneHwuii MpoTokon KniHiuHoro gocnimxkeHHsa RPC01-3202, pepakuis 6.0 Big 14 uepBHA 2021 p.;
CuHoncuc OHOB/IEHOTO NPOTOKOJ1Y KNiHiYHOro gocnimxeHHa RPCO01-3202, pepakuia 6.0 Big 14 uepBHA
2021 p., nepeKknag 3 aHrniicbkoi MOBU Ha yKpaiHCbKy MoBY Big 08 BepecHs 2021 p.; IHhopmauisa gna
nauieHTa Ta oopma iHchopmoBaHOi 3roaun, ocTaTovHa pegakuisi 6.0 ana YkpaiHum Big, 25 cepnHsa 2021 p.,
OCTaTOUHMWIA Nepeknag 3 aHrNiicbKoi MOBU Ha YKpaiHCbKy MOBY Bif, 10 BepecHs 2021 p., ocTaTtouHuii
nepeknapg, 3 aHrnificbkoi MOBM Ha pocilicbKy MoBY Big 10 BepecHs 2021 p.; OuiHKa cniBBigHOLWEHHSA
KopucTi Ta pusuky (Benefit and Risk Assessment) gnsa gocnimxeHHs RPC01-3202, peaakuia 7.0 Big 03
BepecHs 2021 p. f0 NPOTOKOJY KIIHIYHOTO AOCTIMKEHHS «baraToueHTpoBe paH4oMi30BaHe, NoABIVHO chine,
nnaueb0-KoHTPOsIboBaHe AocimKeHHS Il dpa3n 3 METOHO OLUIHKM 03aHimopy ANs NpuiioMy nepopasibHO Npu
NpoBeAEeHHI IHAYKUINHOT Tepanii nauieHTam i3 cepefHbOTSHKKMM abo TSHKKMM nepebirom xBopobu KpoHa B
aKkTUBHIl chopMi (aocnimkeHHst Ne2 3 OLjiHKM iHAYKUIRHOT Tepanii)», ko gocnipkeHHss RPC01-3202, pegakuis
5.0 Big 03 BepecHs 2020 p.; cnoHcop - «CenmkeH IHTepHewHn Il Capn» (Celgene International Il Sarl),
Liseiiuapis

3aasHuK - TOBAPUCTBO 3 OBEMEXXEHOIO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

49. MpoTtokon KniHiyHOoro pocnimkeHHs AEVI-007-AOSD-101, Bepcis 4.0 Big 30 nunHa 2021 poky
aHrniicbkol MoBol. Bpowypa pocnigHuka pocnigKyBaHOro Jiikapcbkoro 3aco6y AEVI-007
(MEDI2338), Bepcia 5.0 Big 29 Gepe3Ha 2021 poKy aHrnificbkoio MoBolo. Bpouwypa pgocnigHuka
pocnipkyBaHoro nikapcbkoro 3aco6y AEVI-007 (MEDI2338), Bepcia 6.0 Big 12 cepnHAa 2021 poky
aHrniicbKkoo MoBo10. IHthopMaLiiiHMII NMCTOK NauieHTa Ta hopma iHchopmMoBaHOI 3rogu ans YKpaiHu,
Bepcia 2.0 Big 18 cepnHa 2021, yKpaiHCbKOKO Ta POCIACbLKOK MOBaMW. A0 MNPOTOKO/Y KAiHIYHOrO
OocnimpKeHHs1 «baraToUeHTpoBe BigKpUTE AOCNiMKEHHS dpasn 1b ans ouiHkM 6e3neyvyHocTi, NepeHoCMMOCTI,
edheKTMBHOCTI, hapMakoKiHETMKM Ta (hapmakoguHamiku npenapaty AEVI-007 y nauieHTiB i3 XBOp0O6OHO
CTinna, Wwo po3BUHynacs y Aopocaomy Bili», kog gocnipkeHHs AEVI-007-AOSD-101, sepcis 3.0 Big 14
rpyaHsa 2020 poky; cnoHcop - Cerecor, Inc. (Llepekop, IHK.), CLLUA

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

50. OHOBNEHWii NPOTOKON  KAMiHIYHOrO  BuNpoGyBaHHA M16-000 3  iHKOpNOpPOBaHUMU
aagmMiHicTpatTuBHUMM 3MiHamMu 1, 2, 4 Ta nonpaBkamu 1, 2, 3, 4, 5, 6, 7, 8 Ta 9 Big 26 KBiTHA 2021 pOKY [0
NPOTOKONY KIHIYHOTO AocnigXeHHs «baraTtoueHTpoBe, paHAoMi3oBaHe, noAgiiiHe cnine, nnaue6o-
KOHTpO/IbOBaHe 52-TKHEBE AOCAIMKEHHS MiATPUMYHOYOI Ta BIAKPUTOI NPOAOBXEHOI Tepanii Ansi OujiHKK
edheKkTMBHOCTI Ta 6e3neYHOCTi picaHKi3yMaoy y nauieHTiB 3 XBOp0o06oto KpoHax, ko, gocnigpkeHHs M16-000, 3
iHKOpNopoBaHMM afMiHICTpaTMBHUMK 3MiHaMK 1, 2, 4 Ta nonpaBkamn 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 30 nimcTonaga
2020 poky; cnoHcop - AbbVie Inc., USA

3adaBHuK - «<E66BI BiohapmacktoTikan3 FTM6X», LLseliyapis
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51. OHOB/EHWI NPOTOKOA KNiHiYHOro gocnimkeHHAa MS200647-0037, Bepcia 4.0 Big 22 uepBHA 2021
poky; Bpouwypa pocnigHuka M7824 (6iHTpadycn anbcpa), Bepcia 7.0 Big 05 kBiTHA 2021 poKy,
aHrnificbkoro MoBow; [locbe pocnimKyBaHOro nikapcbkoro 3acoGy BiHTpadycn anbcha (M7824),
Bepcia 10.0 Big KBiTHA 2021 poKy, aHrnilicbkolo MoBoto; IHpopmauiiHMiA NMCTOK Ta thopma 3roam,
Bepcia V6.0UKR(uk)1.0 Big 25 cepnHs 2021 poky, nepeknafg yKpaiHCbKOI MOBOIO Bifg 03 BepecHA 2021
poky; IHdhopmauiiHuii nuctok Ta chopma 3roau, Bepcia V6.0UKR(ru)l.0 Big 25 cepnHAa 2021 poky,
nepeknag pociiicbkoro mMoBOK Big 03 BepecHA 2021 poKy [0 MPOTOKO/Y KAIHIYHOTO AOC/iAKEHHS
«baratoueHTpoBe, paHAOMi30BaHe, BiAKpUTE, KOHTPO/IbOBAHE AOCAIMKEHHS 3 aAanTMBHUM An3aiiHoM hasu
Il npenapaty M7824 (6iHTpacycn anbca) B NOPIBHAHHI 3 NEMOPONI3yMabOM K Tepanieto nepLloi AiHii B
NauieHTIB i3 NOLWMPEHUM HeApiOHOKMITUHHMM pakoMm fiereHb 3 ekcnpecieto PD-L1», ko [OCAIIKEHHS
MS200647-0037, sepcis 3.0 Big 10 ntotoro 2020 poky 3 nonpaskoto 2.0; cnoHcop - Merck KGaA, HimevunHa
3anBHWK - MNignpuemcTso 3 100% iHo3eMHolo iHBecTULjeo «ANK'HOBIA PC YkpaiHa»

52. OHoBneHwuii MpoTokon kniHiuHoro gocnigkeHHa IMU.ACS.001, ciHanbHa Bepcis 3 rNo6asibHOK
nonpaBkoto #4 Big 12 cepnHa 2021 p., aHIrNiicbKOIO MOBO10; MoOAOBXEHHA TPUBANOCTi [OC/iKEHHSA B
YKpaiHi Ta cBiTi Ha 24 micaui; ®opma iHopmoBaHoi 3roau yyacHuka IMU.ACS.001 ana YkpaiHu, dpasa
2, Bepcis 4.0 Big 2 BepecHs 2021 p., ocHOBaHa Ha rnio6anbHiii Maiictep-Bepcii @opmu iHhopmoBaHoi
3roau yyacHuka pasa 2, Bepcif 4.0 Big 17 cepnHAa 2021 p., aHI1iiCbKOK, YKPAITHCbKOIO, POCIiICbKOLO
MoBoto; flogaTok oo ®opmu iHhopMmoBaHoi 3rogu yuacHuka IMU.ACS.001 gnsa YKpaiHu, (pasa 2, Bepcis
4.0 Big, 2 BepecHa 2021 p., oOCHOBaHa Ha rnobanbHivi Malictep-Bepcii ®opmu iHhopmoBaHoi 3rogu
yuyacHuKa hasa 2, Bepcis 4.0 Big 17 cepnHa 2021 p, aHrNilACbKOLO, YKPATHCBLKOIO, POCIICbKOIO MOBOIO;
dopma BigMOBM Bif, yyacTi B gocnigkeHHi i npuilomy gocnigxysaHoro npenapaty, IMU.ACS.001 gns
YkpaiHu, chasa 2, Bepcis 4.0 Big 2 BepecHA 2021 p., ocHOBaHa Ha rnob6anbHiii Maiictep-Bepcii Popmu
Bif4MOBU Bif, yyacTi B AocnigkeHHi i npuiiloMy gocnigxyBaHoro npenapaty asa 2, Bepcis 3.0 Big, 17
cepnHs 2021 p., aHrNiliCbKOIO, YKPATHCbKOIO, POCiiicbKO MOBOO; MpuMiTKa A1 NofgaHHA PO3’ACHEHb
wono Popmu iHOPMOBaAHOI 3rogu y4dacHuka rnob6anbHoi Mavictep-Bepcii ®opmu iHthopmoBaHOi
3rogu yyacHuka hasa 2, sepcis 4.0 Big 17 cepnHa 2021 Big, 16 cepnHA 2021 poKy, aHrNilicbKOK MOBOIO
[0 npoTokKony KhiHiYHoro pocnigkeHHs «XEPISOH [HERIZON]: Bigkpute pocnimkeHHs 1b/2 casm 3
paHaomizoBaHVM MeTofoM Bigoopy y asi 2 IMU-131 HER2/neu nentuAHOI BakumHW Yy MOEAHAHHI 3i
CTaHAApTHMM Kypcom XximioTepanii y naujeHTiB i3 HER2/neu rinepekcnpecielo npu meTtactaTuyHiin abo
PO3MOBCHOAXEHIA aAeHOKapLUUHOMI LWNYHKY abo racTpoesodhareanibHOro Biadiny», Kog AOCAiAKEHHS
IMU.ACS.001, chiHasibHa Bepcis 3 rnobasbHOK nonpaskoto #3 Big, 17 notoro 2021 p.; cnoHcop - «IM'I04KUH
Nimitep» (Imugene Limited), AscTpanis

3aaBHUK - TOB «ApeHcisa Ekcnnopatopi MegiciH», YkpaiHa

53. OHOBNEHMIT NPOTOKON KNiHiYHOro BunpooysaHHA MK-8591A-019 3 iHkopnopoBaHoo nonpaskoto 06
Big 08 yepBHA 2021 poky; Bpouwypa focnigHuka MK-1439, BugaHHa 13 Big 14 nunHa 2021 poky,
aHrniicbKol MOBOMO; IHchopmauia Ta AOKYMEHT npo iHhopMoBaHy 3rody A9 nauieHTa, YKpaiHa,
MK-8591A-019, Bepcisa 3.00 Big 09 BepecHs 2021 p., YKpAIHCLKOIO MOBOIO; IH(hopMaLifi Ta AOKYMEHT
npo iHchopmoBaHy 3roay ANA nauieHTa, YkpaiHa, MK-8591A-019, Bepcis 3.00 Big 09 BepecHs 2021 p.,
pociiicbkolo MoBOIO; IHhopMauiliHMii NNCTOK i JOKYMEHT Npo iHhopmoBaHy 3rogy Ha MalGyTHE
GiomeguuHe gocnipkeHHs, YKpaiHa, MK-8591A-019, Bepcisa 1.00 Big 09 BepecHA 2021 p., yKpaAIHCbKOIO
MoBoOt0; IHchopmauiliHWMiA NUCTOK | JOKYMEHT NMpo iHpopmoBaHy 3rogy Ha MailiOyTHe GiomeguuHe
pocnipkeHHs, YkpaiHa, MK-8591A-019, Bepcia 1.00 Big 09 BepecHsa 2021 p., pOCINCbKOIO MOBOIO;
Aopatok go chopmu iHchopmMmoBaHOi 3rogu ANA NiKyBaHHA Nifg yac BaritTHOCTI, YKkpaiHa, MK-8591A-019,
Bepcia 1.00 Big 09 BepecHsa 2021 poKy, YKpaiHCbKOIO MOBOIO; oaaTok Ao chopmu iHhopMmoBaHOT 3roamn
ANA nikyBaHHA nig 4yac BariTHOcTi, YkpaiHa, MK-8591A-019, Bepcis 1.00 Big 09 BepecHsa 2021 poky,
pociiicbkoto moBoto; JopaTkoBa hopmMa 3rogyM Ha CNOCTepPeXeHHA 3a HOBOHAPOMKEHOK AUTUHOMO,
YkpaiHa, MK-8591A-019, Bepcia 00 Big 09 BepecHA 2021 p., yKpaiHCbKOI0 MOBOLO; flogaTkoBa thopma
3rogu Ha cnoctepeXeHHs 3a HOBOHAPOKEHOK AUTUHOKO, YKpaiHa, MK-8591A-019, Bepcis 00 Big 09
BepecHs 2021 p., pocilicbkoto MoBoto; MnakaTt ana naugieHta (MK8591A-019_llluminate HTE_Patient
Poster), Bepcis 6.0, ykpaiHCbKOI MOBOIO; Nnakat ans nauieHta (MK8591A-019_Illluminate HTE_Patient
Poster), Bepcia 6.0, pociiicbkolo mMoBow; KaneHgap Bi3uTiB pocnigpkeHHs «llluminate HTE»
(MK8591A-019_llluminate HTE_Study Visit Calendar), Bepcis 6.0, ykpaiHCbKOIO MOBOIO; Mpadik Bi3uTiB,
nepepoaveHnx gocnigpkeHHaM «llluminate HTE» (MK8591A-019_llluminate HTE_Study Visit Calendar),
Bepcia 6.0, pociicbKoo MOBOL; Bpolwypa ydyacHuKa KhiHiuHOro gocnimxkeHHs «llluminate HTE»
(MK8591A-019_llluminate HTE_Welcome Booklet), Bepcia 6.0, ykpaiHCbKO MOBOW; Bpolypa-
NPpUBITAaHHA Yy4yacHuUKa KNiHiYHOro pocnigpkeHHs «llluminate HTE» (MK8591A-019 llluminate
HTE_Welcome Booklet), Bepcia 6.0, pociiicbkolo mMoBow; Po3gin «S.2 MANUFACTURE» [ocbe
AocnipkyBaHoro nikapcbkoro sacooy MK-8591, Bepcia 06FX7W (06FSKZ) Big 31 cepnHsa 2021 poky,
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aHrniicbkolo moBot; Posgin «S.3 CHARACTERIZATION» Jfocbe AocnigKyBaHOro JiKapcbKoro
3acoby MK-8591, Bepcifa 06FX7W (06FWKG) Big 31 cepnHsa 2021 poKy, aHrniiicbkoo MoBo; Po3gin
«S.4 CONTROL OF DRUG SUBSTANCE» [focbe AocnigpKyBaHOro sikapcbkoro sacodoy MK-8591,
Bepcia 06FX7W (06FSM7) Big 31 cepnHa 2021 poky, aHriificbkoio moBot; Posgin «P.3
MANUFACTURE» focbke OocnigxyBaHoro nikapcbkoro 3aco6y MK-8591A, Bepcis 06FX7W (06FKVX)
BiA 31 cepnHsa 2021 poky, aHrnificbkoto moBoto; Po3gin «P.5 CONTROL OF DRUG PRODUCT» flocbe
AocnipkyBaHoro nikapcbkoro 3aco6y MK-8591A, Bepcia 06FX7W (06FJL5) Big 31 cepnHAa 2021 poky,
AHININCbKOIO MOBOIO; 3a/TyY€HHS A0AATKOBOI BUPOOHMYOI AiNAHKN, BigNoBiga/IbHOI 32 BUPOGHULTBO
pocnipkyBaHoro nikapcbkoro 3acooy MK-8591A: F.L.S. Fabbrica Italiana Sintetici S.P.A., Italy go
NPOTOKONY KMIHIYHOro AoChigXeHHs «PaHgomizoBaHe, KiiHiuHe gocnigkeHHs [l da3n y BIJI-1-iHchikoBaHNX
nauieHTiB, sSikKUM MpoBoAMNacs IHTEHCMBHA Tepanis, Ans OLUiHKM aHTUPETPOBIPYCHOI aKTMBHOCTI CAINoro
NikyBaHHs icnarpaBipom, gopaBipnHOM a60 gopaBipuHom/icnaTpaBipoM Mpu MOPIBHAHHI KOXHOT rpynu
NikyBaHHA 3 nnauebo, a TakoX AN OUiHKA aHTUPETPOBIPYCHOT aKTUBHOCTI, 6e3neku Ta nepeHOCUMOCTI
BIAKPUTOro NikyBaHHA fopasipvHom/icnarpasipoM», kof gocnimpkeHHs MK-8591A-019, 3 iHKOpNopoBaHo
nonpaskoto 03 Big 29 xo0BTHA 2020 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», foYvipHE NignpueMcTBo
«Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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