JopaTtok

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 13 Big 15.04.2021, Ha siKi 6y oTpUMaHi NO3UTUBHI BUCHOBKUN €KCNepPTiB.»

1. Po3pgin «Jlikapcbkuili 3aci6» OHOBJIEHOIO [O0CLE AOC/IAKYBAHOro Jiikapcbkoro 3aco6y (IMPD)
SAR443122, TBepga kancysna, 100 mr, Bepcis Big 6epe3Hsa 2021p., aHrNificbKoo MOBOI0; 36i/fIbLUEHHA
TepMiHy 36epiraHHs [OC/iAKYBaHOro nikapcbKoro 3acooy SAR443122, tBepaa kancyna, no 100 mr, go
24 wMmicAuUiB [0 nNPOTOKO/MYy KNIHIMHOTO AOChigXeHHs1 «PaHgomizoBaHe, noagiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe AOCNIMKEHHA AN OOrpyHTYBaHHSA KOHLEMUiT WoA0 OLUiHKM edIeKTUBHOCTI Ta 6e3neku
3actocyBaHHA SAR443122 (iHribiTopa RIPK1) y nauieHTIiB 3 Nigroctpum abo AMCKOTAHUM/XPOHIYHUM LUKIPHUM
YepBOHUM BOBYAKOM CEPEAHBLOIO i TSXXKOro CTYNeHs», Kog gocnigxeHHsa ACT16404, sepcia 1 Big 11 rpygHsa
2020 poky; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-ABEHTIC pellepll e
AesenornmMaH, ®paHuis)

3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

2. NonpaBKa [0 AOCbE AOCiMKyBaHOro nikapcbkoro 3aco6y SAR440340 (REGN3500) nonepefHbO
HanoBHEHUI wnpwy, Bepcia Big 05 6epe3HA 2021 poKy, aHI1iACbKO0 MOBOI. OHOBJ/IEHI PO34iN [OCHE
pocnipkyBaHoro siikapcbkoro 3aco6y REGN3500: P.8.1 Pe3tome oo ctabisibHOCTi Ta BUCHOBKM (VV-
QUAL-0676957 1.0); P.8.3 AaHi wopo ctabinbHocTi (VV-QUAL-0676956 1.0), aHrniiicbKOO MOBOLO.
36inblUeHHA TEepPMiHy 36epiraHHA [OCNigpKyBaHOro NiKapcbKoro 3acooy
SAR440340/REGN3500/iteneknmab, po3umH pnA iH'ekdivi 150 mr/imn y nonepeaHbO0 HanOBHEHMX
wnpuyax, Ao 24 micawiB 40 NPOTOKONY KNIHIYHOTO AoC/imkeHHsA «PaHfomizoBaHe, nofsiiHe cnine,
nnaueb0o-KOHTPOIbOBaHe AOC/iMKeHHA 3 ha3n B mapasieNlbHUX rpynax, Wo NpoBOAUTLCS A1 BUBYEHHS
edekTMBHOCTI, 6e3neyHocTi Ta nepeHocumocTi  npenapaty SAR440340/REGN3500/itenekimac
(MoHOKNOHaNbLHI  aHTUTINA, crneundivHi o IL-33) y nauieHTiB i3 NOMIPHAM Ta BaXXKUM  XPOHIYHWUM
0OCTPYKTUBHMM 3aXBOpPIOBaHHAM nereHb (XO3/1)», Kog gocnimpkeHHs EFC16750, sepcia 1 Big 25 BepecHs
2020 poky; crnoHcop - sanofi-aventis recherche & developpement, France (CaHodpi-ABeHTIC peluepls e
aesenonmMaH, ®paHuis)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

3. MopgoBXeHHA TepMiHYy NPUAATHOCTI [OcnigKyBaHOro nikapcbkoro 3aco6y OSE-127, 50 mr/mn,
KOHUEHTpaT A8 pPOo3unMHy AnA iHdysii go 48 wmicAuiB [0 NpPOTOKOAY KANIHIYHOTO BUMNPOGYBaHHS
«PaHgomizoBaHe noAgiHe cnine gocnimpkeHHs |l dhasu 3 ouiHku epekTUBHOCTI Ta 6e3neYHOCTi 3aCTOCYyBaHHS
OSE-127 B NOpiBHAHHI 3 nnauebo y nauieHTiB 3 akTUBHUM BUPA3KOBUM KOMITOM cepefHbOro abo BaxKoro
CTYNEHS1 TSXKKOCTI, 3 Hee(DEKTUBHICTIO YN HEMEPEHOCHMMICTIO NOMEepPeAHbOro MiKyBaHHS», KOA AOCAILKEHHS
OSE-127-C201, octaTtoyHa Bepcisa 1.0 Big 15 uepsHA 2020 p.; cnoHcop - OCE ImyHoTepanbioTike, CA, ®paHLis
(OSE Immunotherapeutics, SA, France)

3asaBHUK - TOB «MB KBECT», YkpaiHa

4. bpowypa ana gocnigHuka 3 npenapaty tacgacutamaé (MOR00208), pegakuis Nel5 Big 22 ntoToro
2021 p.; Ctucna xapakrepuctuka jiikapcbkoro 3acooy (SmPC): NleHanigowmig (Lenalidomide Alvogen)
TBepai kancynu 10 mr, 15 mr, 25 mr Big 24 nuctonaga 2021 p.; Bpouwypa nauieHTa — IHCTpyKuUis ansa
3acTocyBaHHsA neHanigomigy (Ha ocHoBi pepakuii 2.0), octaTouHa pegakuia 2.0 aHrniiCbKOK MOBOIO
ANnsa YKpaiHum Big 26 notoro 2021 p., octatouHa pegakuis 2.0 ykpaiHCbKO MOBOIO A1 YKpaiHu Big, 26
noToro 2021 p., octatoyHa pepakuis 2.0 pocilicbkoo MoBOIO Ans YKpaiHu Big 26 ntoTtoro 2021 p.;
IHbopMaLis CTOCOBHO CYNyTHiIX MartepianiB, Wo OyAyTb BUKOPUCTOBYBATUCA Y KNiHIYHOMY
BunpooyBaHHi MOR208C310 ansi MOX/UBOCTI TX BBE3€HHA Ha TepuTopito YKpaiHu: MnaHwet Apple
iPad 6 Gen A1954 (eNeKTPOHHUI ONUTYBaJIbHUK, L0 BUKOPUCTOBYETLCA 3 METOK CMOCTEPEXEHHS |
30MpaHHA | OUiHKM AaHUX O[O SIKOCTi XUTTA Ta CTaHy 340pOB’A nauiceHTiB); BupooHuk: «Apple
Computer Trading (Shanghai) Co. Ltd.», Kutain o npoTokosny KIiHiYHOro gocnigpkeHHs «baraToueHTpoBe
paHgoMi3oBaHe, MOABINMHO cnine, nnauebo-KOHTPosiboBaHe pocnimkeHHs Il a3 3 MeTow  OuiHKK
ehekTMBHOCTI Ta 6e3neyHoCTi NiKyBaHHA TadpacuTamabom y MOEAHAHHI 3 SleHanigoMigOM 40LATKOBO [0
ximioTepanii 3a cxemoo R-CHOP y nopiBHSHHI 3 ximioTepanieto 3a cxemoto R-CHOP y nauieHTiB 3 ynepuue
BMSIBNEHOI ANGPY3HOK B-KpynHOKAITUHHO nimdiomoto (ABKJ), siki paHille He Npoxoannn NikyBaHHS 3a UMM
nokasaHHsAM | BXO4ATb [0 [PYynyM BUCOKOTO MPOMDKHOTO abo BMCOKOrO pPU3MKY», KO OOCNILKEHHS
MOR208C310, octaTto4Ha pegakuisa 2.0, nonpaska 1, Big 09 nuctonaga 2020 p.; cnoHcop - «MopdgoCuc Alr»
[MorphoSys AG], HimeuunHa

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I11I EC A-YKPAIHA»



5. Qopatok po Posginy 2.1.S.7 «CTtabinbHicTb» A0 JOCbE [OCAIAKYBAHOIO NiKApPCbKOro 3acoty
(MampeBnymab), Bepcis 3.1 Big ciuHA 2020 poky, aHriicbKolo MoBow; dopaTtok go Pospiny 2.1.P.8
«CTabinbHicTb» A0 Jocbe AocnigKyBaHOro nikapcbkoro 3acoo6y (Mampesnymab), Bepcis 3.1 Bif CiuHA
2020 poky, aHrniiicbkolo MoBolo; [MoAOBXEeHHA TepMiHy NpPUAATHOCTI JliKapCbKoOi cyGcCTaHLii
nampesnymab fo 24 micauiB Ta NikapcbKoro 3aco6y nampessymat Ao 30 MicsiLiB; 3pa3sok MapKyBaHHS
KOpOGKu (3amackoBaHe): FG-3019 ROW - MpoTtokon: FGCL-3019-095, Bepcia ana Ykpainm 1.1 Big 05
6epe3HA 2020, yKpaiHCbKOK MOBOIO 0 NPOTOKOJTY KAiHIYHOIO BUNpobyBaHHSA «3edipyc II: PaHgomizoBaHe,
noagiviHe cnine, nNnaueb0-KOHTPO/IbOBAHE KNiHIYHE AOCAIMKEHHSA ha3n 3 3 METOH OLIHKM edEKTMBHOCTI Ta
6e3nekn npenapaty nampeBnymMad y nauieHTiB 3 igionaTtuyHum nereHeBum doibposom (I/1d)», kopg
pocnipkeHHss FGCL-3019-095, npoTokon Big 11 ntotoro 2020 poky ; cnoHcop - «®iépoleH, IHK.» (FibroGen,
Inc.), CnonyueHi LUtatn AMepukn

3asBHIK - TOB «BOPJIABAWN KNIHIKAM TPAIIC YKP»

6. OHOBNEeHUiI NPOTOKON KNiHiYHOro pocnigxkeHHs ITI-007-403 3 iHKOpnopoBaHoto nonpaskoto 2.0 Big
02 snuncronaga 2020 poky; 3MiHAa Has3BU KNiHIYHOro pocnigkyBaHHs: [lonepegHss HasBa:
PaHpgomisoBaHe, noABiliHe ciiine, Nyale60-KOHTPO/IbOBaHe, GaraToLeHTPOBe AOC/iAKEHHA dpa3n 3 3
OUiHKN ed)eKTUBHOCTI Ta 6e3MNeyHOCTi MOHOTepanii npenapaTtoMm JiymaTenepoH Mpu JiKyBaHHiI
nayi€HTIB i3 BeJINKMMU AeNpecuBHUMU eni3ogamu, NoB’A3aHMmMu 3 6inonsspHum posnagom | aéo Il Tuny
(6inonapHolo genpecieo) HoBa Ha3Ba: PaHaomisoBaHe, NoABiliHe criine, Niaue60-KOHTPO/IbOBaHe,
GaraToueHTpoBe pocnimpkeHHA ¢da3m 3 3 ouiHKM ed)eKTUBHOCTI Ta 6e3neyHoCTi MoOHoTepanii
npenaparom saymMaTtenepoH npu JiKyBaHHi NauieHTIB i3 BeNMKMMWU [enpecuBHUMU enizogamu,
noB’sisaHMMKU 3 GinonsapHum posnagom | aco Il Tuny (GinonApHOK Aenpecied) a6o Be/IMKUM
penpecuBHUM po3napom; Pos’scHeHHs Bif, 06 ciuHsa 2021 pokKy WoAo AiarHOCTUYHOT OLiHKM CTOCOBHO
MonpaBku 2.0 go MpPOTOKONY KMiHIYHOIO AOCNIMKEHHSA, aHINMiIiCbKO MOBOLO; Mepeknag ykpaiHCbKO
MoBolo Bif, 07 6epe3HAa 2021 poky Po3s’sacHeHHA Bif, 06 ciuHa 2021 poKy WoA0 AiarHOCTUYHOI OLiHKU
ctocoBHO MonpaBku 2.0 go MpoTokony KniHiuHOro gocnimkeHHs; IHchopmauiiHuii nucTok i hopma
iHcbopmoBaHoi 3roaun, Bepcis V3.0UKR(uk)1.0 Big 02 rpyaHAa 2020 poKy, nepeknag yKpaiHCbKOK MOBOIO
Big 01 GepesHa 2021 poky; IHdopmauiiHii nucTok i cdopma iHopmMoBaHOI 3rogu, Bepcif
V3.0UKR(ru)1.0 Big 02 rpygHsa 2020 poky, nepeksag pociiicbkoio MoBOIO Big 01 6epe3HAa 2021 poky;
BariTHa napTHepka: iHpopMauiliHUI NINCTOK | hopMa 3roau Ha NPOBEAEHHA aHasi3y Ha BariTHICTb i
BignoBigHe noganblue cnocrepexeHHs, Bepcia V2.0UKR(uk)1.0 Big 02 rpygHa 2020 poky, nepeknap,
YKpaiHCbKOIO MOBOIO Big, 26 ntotoro 2021 poky; BaritTHa napTHepkKa: iHthopmauiiiHuii nucToK i hopma
3rogM Ha MPOBeAEHHA aHanily Ha BariTHICTb i BignoBigHe nopganblue CMOCTEPEXEHHA, Bepcif
V2.0UKR(ru)1.0 Big 02 rpygHs 2020 poky, nepeknag pociicbkoo MoBoto Big 01 6epe3Hsa 2021 poKy;
onuTyBanbHUK WOA0 Nnaue6o, sepcisa V2.0UKR(uk) Big 04 ntotoro 2021 poky, nepeknag yKpaiHCbKOH
MoOBOIO Bif, 12 6GepesHa 2021 poKy; OnuTyBa/IbHUK WoA0 nnaye6o, Bepcia V2.0UKR(ru) Big 04 ntotoro
2021 poky, nepeknag pociiicbkoro MoBOK Big 12 Gepe3Ha 2021 poky; COVID-19 - dopma
nigTBEePMAKEHHA OTPUMAHHSA AOCAIAKYBaHOro 3aco6y y4acHUKOM gocnigpxeHHs, Bepcisa V1.3 UKR(uk)
Big 26 notoro 2021 poky, nepeknag yKpaiHCbKOIO MOBOIO Bif, 11 G6epe3Ha 2021 poky; COVID-19 -
dopma nigTBEepPMKEHHS OTPUMaHHA AOC/iAKyBaHOro 3acoby y4yacHMKOM AocC/imKeHHs, Bepcia V1.3
UKR(ru) Big 26 notoro 2021 poKy, nepeknap, pociiicbkoro MoBolo Big 11 6epe3Hs 2021 poky; COVID-19
- dopma nigTBEPLAKEHHA OTPUMAHHA OC/ifAKYBaHOIO 3ac00y y4aCHUKOM AOCNigpKeHHSA, Bepcia V1.3
Bifg 26 niotoro 2021 poKy, aHININCbKOK MOBOK; TpPEHIHr AnA nauieHTiB «YyacTb Y KAiHIUHUX
pocnipkeHHAX i edpeKt nnaue6o», Bepcia V2.0UKR(uk) Big 04 niotoro 2021 poky, nepeknap,
YKpaiHCbKOI0 MOBOK Big 12 Gepe3Hsa 2021poky; TpeHiHr AnA nayieHTiB «YuyacTb Yy KAiHIUHUX
pocnipkeHHax i edekt nnauyedo», Bepcia V2.0UKR(ru) Big 04 nioTtoro 2021 poky, nepeknap
pocilicbkoto MoBot Big 12 Gepe3Hs 2021 poky; lgeHTudpikauiiiHa kapTka nauieHTa, Bepcia [V02
UKR(uk)] Big 11 rpygHa 2020 poKy, YKpaiHCbKOIO MOBOIO; lgeHTudikayiiiHa KapTka nauieHTa, Bepcis
[V02 UKR(ru)] Big 11 rpygHa 2020 poky, pociiicbkoio MOBO; KapTka 3 HaragyBaHHAIM NMpo Bi3wT,
Bepcia [V02 UKR(uk)] Big 11 rpyaHsa 2020 pokKy, yKpaiHCbKOIO MOBOIO; KapTka 3 HaragyBaHHAM Npo
Bi3uT, Bepcia [V02 UKR(ru)] Big 11 rpygHa 2020 poky, pociiicbkoio MoBOI; Bpoluypa ans nauieHTa,
Bepcifa [V02 UKR(uk)01] Big 14 ciuHa 2021 poky, YKpaiHCbKOI MOBOIO; Bpoluypa ans nauieHTa, Bepcia
[V02 UKR(ru)ol] Big 14 ciuHa 2021 poKy, pocilicbkoio MOBOI; MOCIGHMK nauieHTa Woao y4vacTti y
pocnipxeHHi, Bepcia [V02 UKR(uk)] Big 17 rpyaHAa 2020 poKy, yKpaiHCbKOIO MOBOHO; MOCiGHMK naujieHTa
woao yyacTti y gocnigxeHHi, Bepcia [V02 UKR(ru)] Big 17 rpyaHs 2020 poKy, pOCiiiCbKOI0 MOBOIO;
NucTiBKa gns nauieHTta, Bepcia [V02 UKR(uk)] Big 11 rpyaHa 2020 poKy, YKpaiHCbKOIO MOBOLO; JIUCTiBKa
ANna naudieHta, Bepcia [V02 UKR(ru)] Big 11 rpyaHa 2020 poKy, pocilicbkolo moBolo; Mnakat gns
nauieHTiB, Bepcia [V02 UKR(uk)] Big 11 rpyaHa 2020 poky, yKpaiHCbKOl MOBOW0; Mnakat gnsa
nauieHTiB, Bepcia [V02 UKR(ru)] Big 11 rpyaHsa 2020 poKy, pocilicbkoto MOBOI0; JIUCT 0 NikapA Wwo[o
HanpaBsJ/iIeHHA nauieHTiB, Bepcia [V02 UKR(uk)01] Big, 14 ciuHa 2021 poKy, yKpaiHCbLKOIO MOBOWO; JlucT
00 Nikaps Wo[o0 HanpaB/ieHHs nauieHTiB, Bepcia [V02 UKR(ru)01] Big 14 ciuHa 2021 poky, pociiiCbKoto
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MoBolo; LLikana aHomMasibHUX MUMOBINBHUX pyXxiB (AIMS), chiHanbHa Bepcia Big 01 noTtoro 2021 poky,
YKpaiHCbKOIO MOBOIO; Llkana aHomManbHUX MUMOBINBHUX pyxiB (AIMS), diHanbHa Bepcis Big 01
nmoToro 2021 poky, pociiicbkolo MoBow; Lkana OuiHKM akaTusil, BUK/IUKAHOI JliKapCbKUMK
npenaparavu (Lkana ouiHkn akatusii bapHca (BARS), ciHanbHa Bepcisa Big 15 notoro 2021 poky,
YKpalHCbKOI0 MOBOI0; LLIkana ouiHku akaTusil, BUK/IMKAHOI nikapcbkuMu npenapatamu (LUkana ouiHkn
akaTusii BapHca (BARS), chiHanbHa Bepcis Big 15 ntotoro 2021 poky, pociiicbkolo MoBolo; Llkana
CimncoHa-AHryca Aisi OLiHKM eKcTpanipamigHux noGiuHux edoekTiB (SAS), chiHanbHa Bepcisa Big 08
notoro 2021 poky, ykpaiHCbKolo MoBOO; Llkana CimncoHa-AHryca Ans OuiHKM eKcTpanipamigHux
noGiuHux ecpekTiB (SAS), chiHanbHa Bepcia Big 08 ntotoro 2021 poKy, pociiicbKolo MoBOH; logaTok 3
po3nagiB HacTpoto Ao DSM-5, amillaHi XxapaKTepUCTUKU | TPUBOXHUIA po3nap, (hiHanbHa Bepcif Big 22
ntoro 2021 poKy, yKpaiHCbKO MOBOW; [logaTok 3 po3nagiB HacTpoio Ao DSM-5, 3miwaHi
XapaKTepUCTUKN i TPUBOXHWIA po3nag, diHanbHa Bepcia Big 05 6epe3HAa 2021 poky, pociicbkow
MoBoOl10; «[Mam’ATKa Wwo[0 AucTaHuiiiHOro NnpoBeAeHHs OLHOK 6e3ne4HOoCTi Ta etheKTUBHOCTI», Bepcia
1 Big 04 noToro 2021 poKy, aHrniicbkoto MoBoto; Mepeknag ykpaiHCbKo MoBOIO Big 04 6epe3Ha 2021
poky «Mam’ATku Wwogo AucTaHuiliHoro npoBeAeHHs OLHOK 6e3MeYyHOCTi Ta e(peKTUBHOCTI», Bepcia 1
Big 04 notoro 2021 poky; 36iNblUeHHs KiIbKOCTi AocnimxyBaHuX B YKpaiHi 3 83 go 110 ocié ao
MPOTOKOMY  KAIHIYHOTO  AOCAifpKeHHS «PaHgomizoBaHe, MoABiHe cnine, nnaue60-KOHTPO/IbOBaHe,
baraToLeHTpoBe AOCNiMKEHHA (pa3n 3 3 OUiHKM edIeKTMBHOCTI Ta 6e3neyvyHOCTi MoHOoTepanii npenaparom
NiymatenepoH npu fiKyBaHHI NaLieHTIB i3 BEIMKUMN AENPECMBHMMM enidogamu, noB’a3aHumMmn 3 GinonsapHUM
posnagom | abo Il Tuny (6inonspHo genpecieto)», kog gocnimkeHHs ITI-007-403, Bepcis Big 07 nuctonaga
2019 poky; cnoHcop - Intra-Cellular Therapies, Inc. (ITI), CLLUA

3asBHYK - MignpremcTBo 3 100% iHo3eMHot0 iHBecTULjel «ANK'IOBIA PAC YkpaiHa»

7. OHOBNEHUITI NPOTOKOJ1 K/liHIYUHOTrO BUNPoGyBaHHA M13-545 3 iHKOopnopoBaHMMU AgMiHiCTpaTUBHUMU
3miHamu 1, 2, 3 i 4 ta NMonpaBkamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 03 rpyaHAa 2020 poky; IHcopmauin gns
nauieHTa Ta iHhopmMoBaHa 3roga Ha ydyacTb Y HAyKOBOMY AOCAiIMKEHHi Ta HeOOOB’SI3KOBOMY
JocnimkeHHi, Bepcia 11.1 ana YkpaiHu Big 02 kBiTHA 2021 poKy, YKpPaiHCbKOIO Ta POCiifiCbKOO MOBamu
[0 MpOTOKONY KMiHIYHOro BMMNpPO6GYyBaHHSA «PaHgomizoBaHe, noggiiHe crine gocnimkeHHsa Il casn gnsa
NopIiBHAHHA NpenapaTty YnagauuTtuHio (ABT-494) y surnaji moHotepanii oAvH pas Ha AeHb 3 MeToTpekcaTom
y BUrNA4i MOHOTepanil y nauieHTiB 3 CepefHbOTSXKKOK Ta TSAXKOK (hopMaMy akTMBHOrO peBMaTtoifHOro
apTpuTy, L0 paHilwe He OTpuMyBa/In METOTpekcart», kog gocnigpkeHHsa M13-545, 3 iHKopnopoBaHMMM
ApgmiHicTpaTnBHumMmu 3miHamu 1, 2, 314 ta lNMonpaskamun 1, 2, 3, 4, 5, 6 Ta 7 Big 01 nunHs 2020 poKy ; CNOHCOP -
E66BI IHK, CLLA / AbbVie Inc., USA

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLseliuapis

8. 3mMiHa agpecu crnoHcopa K/iHIYHOro BUNPOGYBaHHA; 3pa3sok MapKyBaHHA ANA A0CAIoKYyBaHOro
nikapcbkoro 3aco6y Oneorenb-S10 AnAa BigKPUTOI YaCTUHU AoOcChipKeHHA (nepiogy nogaiblIOro
crnocTepexeHHs), Bepcia 4.1 Big 25 nuctonaga 2020p., yKpaiHCbKOKO MOBOK; 3MiHa Ha3BU 3asiBHUKA
KniHiyHoro sunpo6ysaHHA 3 TOB «IHC Pecep4 YkpaiHa» Ha TOB «CiHeoc Xenc YKpaiHa» [0 NpoTOKOy
KMiHIYHOTO BUMpobyBaHHA «[loaBiliHe cnine, paHAOMi30BaHe, KOHTPO/IbOBaHE HarNoBHIOBAYEM AOC/iAKEHHS
chasm Il gna ouiHkn edheKTMBHOCTI i 6e3neYHOCTi 3acTocyBaHHA Oneorento-S10 3 BiAKPUTAM 24-MiCAYHUM
NOL&UTbLUMM CMOCTEPEXEHHAM Y MAUEHTIB i3 BPOLKEHNM OYNbO3HUM €MigepMOosiisoM», KO AOCAILKEHHS
BEB-13, chiHanibHa Bepcia 6.0 Big 18 kBiTHA 2019 p.; cnoHcop - AMpuT Pecepu Nimiteq, IpnaHgia (Amryt
Research Limited, Ireland)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO
90 Harcourt Street, Dublin 2, Ireland (IpnaHgif) 45 Mespil Road, Dublin 4, Ireland (Ipnangis)

9. OHOB/IEHUIT NPOTOKOJ KNiHiYHOro BUNpo6yBaHHA M13-538 3 iHkopnopoBaHUMW agMiHICTPaTUBHUMU
3miHamu 1 Ta 2 Ta nonpaskamu 0.01, 0.02, 0.03, 1, 2, 3, 4, 5 Ta 6 Big 01 rpyaHAa 2020 poky; NMoaoBxeHHA
nepioay nNpoBefeHHA KNiHIYHOro BUNpoGyBaHHA B YKpaiHi 3 25 TpaBHA 2021 poky Ao 31 nunHAa 2021
poky; IHdhopmauia ansa nauyieHTa Ta iHpopmoBaHa 3roga Ha yyacTb Y HayKOBOMY AOC/iAKeHHi, Bepcis
11.1 pna YkpaiHu Big 29 6epe3Hs 2021 poky, YKpaiHCbKOI Ta pociiicbkoo moBamu; IHchopmauiiiHuii
JINCT ANns yyaCHUKa KNiHIYHOro BUMpPOOYBaHHA, Bepcis Big 1 kBiTHA 2020 poky, YKpaiHCbLKOK Ta
pociiicbkolo MoBaMu; 3MiHA agpecu 3asBHMKA  KMiHIYHOrO BuUnNpoGyBaHHA - «EGGBI
BiohapmacbloTtikans m6X», LBeiiuapia [0 NPOTOKOMY KAIHIYHOTO AOCAimKeHHs «baratoueHTpoBe
BiAKpUTE npogoBxeHe gocnimkeHHs (BMA) dasm 2 3a yyacTi nayieHTiB, XBOPUX HA peBMaToigHuii apTpuT, ski
3aBepLUnIM ydyacTb y nonepegHbOMy paHAO0Mi30BaHOMY KOHTPO/IbOBAHOMY BunpobyBaHHi (PKB) casm 2 3
OLiHIOBaHHS npenapaty YnapauyutuHio (ABT-494)», ko pocnimkeHHs M13-538, 3 iHKopnopoBaHMMM
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agMmiHicTpaTMBHUMK 3MiHaMy 1 Ta 2 Ta nonpaskamu 0.01, 0.02, 0.03, 1, 2, 3, 4 Ta 5 Big 17 rpyaHa 2019 poky;
crnoHcop - Abbvie Inc, CLLUA
3anaBHuK - «<E66BI BiohapmacktoTikan3 FTM6X», LLseliuapis

BY/NO CTAJIO
Heiixowtpacce 23, 6341 M. Baap, LUBeiiuapia | Anbte LUTaiiHxay3epwTtpacce 14, 6330 Xam,
(Neuhofstrasse 23, 6341 Baar, Switzerland) LWBenyapisa (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

10. 3miHa Ha3BM MicUA NPOBEAEHHA K/iHIYHOro BUNPOGYBaHHA 4O NPOTOKOMY KAIHIYHOTO AOCAIAKEHHS
«PaHpomizoBaHe, KOHTPO/IbOBaHe, NOABINHE chine NPOAOBXEHE AOCAIMKEHHS 3 OLIHKM BigaaneHol 6esnekn
Ta eqpeKTMBHOCTI npenapaty OpenBo (BOKNOCNOpUH) (Npy npuiiomMi 23,7 Mr ABa pasu Ha AeHb LWOAHS) B
NOPIBHAHHI 3 Nnauebo y naujieHTiB 3 BOBY4aKOBUM HedhpuToM», ko4 gocnimpkeHHs AUR-VCS-2016-02, sepcis
3.0 Big 21 rpyaHa 2018 p.; cnoHcop - «AypiHia» (Aurinia Pharmaceuticals Inc.), Canada

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

BYNO CTA/O
O.M.H., npodh. ApemeHko O.B. O.M.H., npody. ApemeHko O.B.
KuniBcbka MiCbka KNiHiYHa ~ NikapHS Ne3, | KoMyHanlbHe  HeKoMepuiiiHe  nigNnpUeEMCTBO
peBMaTosoriyHe Big4iIeHHs, HauioHanbHuii | «KuniBcbka  Micbka  KniHiYHa  nikapHa — Ne3»
MeanyHuiA  yHiBepcuTeT iMeHi O.0. Boromosnbls, | BUKOHaBUYOro opraHy KuiBcbKoOi MiCbKOi pagu
Kadheqpa BHYTPIiLLHLOT MeanLmHN Ne3, M. Kuis (KniBcbKOi MiCbKOi AepXaBHOI agMmiHicTpaLii),
KappgiosnoriuHe BiggineHHsA 3 nanaromo
iHTEHCUBHOI Tepanii, B T.4M. 3 JlbKKamMu
iHpapkTHOro Ta peBMaronoriyHoro npoduinto,
HauioHanbHWii meanuHuii yHiBepcuTeT imeHi O.O.
Boromonbus, kadeapa BHYTPiLUHLOT MeanLmHN Ne3,
M. Knis

11. 3asBa nNpo 3rogy Ha OOGPOOKY MepCOHasIbHUX AaHUX Yy 6asi AaHUX YyYacHUKIB pocnigXeHb,
KepoBaHOi komnaHielo «Bepidaiig Knivikan Tpasans En-En-Ci» (VCT), Bepcia V1.0UKR(uk)1.0 Big, 26
ciuHa 2021 poky, nepeknaj yKpaiHCbKoio MOBOW Bifg 04 nroToro 2021 poky; 3asBa npo 3rogy Ha
06pOGKY nepcoHa/IbHUX AaHuX Yy 6asi [aHuMX y4yacHUKIB AOChifkeHb, KepoBaHOi KOMMaHi€lo
«Bepidhaing Knivikan Tpasans En-En-Ci» (VCT), Bepcia V1.0UKR(ru)1.0 Big 26 ciuHa 2021 poky,
nepeknag pociiicbkoio moBoto Big 04 noToro 2021 poky [0 NPOTOKO/Y KIIHIYHOTO BUNPOOGYBaHHSA
«PaHgomizoBaHe, noAgiliHe crine [OCMIAXEHHS, L0 NPOBOAMTLCS 3 BUKOPUCTaHHSM akTMBHOIO npenapaTty B
AKOCTI KOHTPOJIO O/19 OUiHKA [OBroTpvBasioi 6e3neyHocTi | nepeHocumocTi npenapaty SEP-363856 vy
nauieHTiB i3 wu3odpeHieto», koa pocnigpkeHHs SEP361-304, sepcis 3.00 3 iHKOpNOpoBaHOK CYTTEBOH
nonpaskoto 2.00 Big 14 ciyHa 2021 poky; cnoHcop - «CyHoBiOH ®apmacbloTikanic IHK.» (Sunovion
Pharmaceuticals Inc.), CLLA

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK'IOBIA PAC YkpaiHa»

12. BKNoYeHHs A0AaTKoOBOro Micus npoBeAeHHs KAiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/iHIYHOro
pocnipkeHHa «PaHgomizoBaHe, 6araToueHTpose, thasu IB/IIl gocnigxeHHa dhapMakokiHeTUKKN, eddeKTUBHOCTI
Ta 6e3neyHocTi 3acTocyBaHHA MNiALWKIPHOT dhopMy aTe3os1isymady Yy MOPIBHAHHI 3 BHYTPILUHbOBEHHOI
hopmoto aresosniisymaby y nauieHTiB i3 paHile JlikoBaHUM MiICLLEeBONOLWMPEHUM abo MeTacTaTUdHUM
HeApiGHOKNITUHHUM pakoM nereHb», Ko agocnimpkeHHs BP40657, Bepcia 4 Big 28 cepnHs 2020 p.; cnoHcop -
®.XochbdpmanH-/1a Pow /114, LWBeliyapis

3asBHUK - TOBApPUCTBO 3 0OMEXEHOL0 BiANOBIAa/bHICTIO «Pol YKpaiHa»

Ne MN.1.6. BigNOBiAa/IbLHOrO AOCNIAHMKA

n/n HasBa micLs NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS

1. | A.M.H., npod. JinceHko C.A.

KomMyHanilbHE HEeKoMepuiiHe nignpuemMcTBO  «[lMOAINbCbKUIA  perioHanbHUA  LEHTP  OHKONOTIi
BiHHMUBKOT 06/1ACHOT paamn», TopakasibHe BiagineHHs, M. BiHHMUA

13. Po3gin «S.4 CONTROL OF DRUG SUBSTANCE» Jocbe AocCnigXyBaHOro /likapCbKoro 3acooy
MK-6482, Bepcisa 05QG8Q Big 18 niotoro 2021 poKy, aHrMiliCbKOIO MOBOLO; A0 NMPOTOKO/Y KiHIYHOTO



JocnipkeHHa «Bigkpute, paHaoMizoBaHe gocnimkeHHs 1l dpa3m ana ouiHkM edpekTUBHOCTI Ta 6e3neYHOoCTi
nemo6ponisymady (MK-3475) y kombiHauii 3 6ensytudaHom (MK-6482) ta neHsatuHioom (MK-7902), abo
MK-1308A y KoMbiHaLiT 3 IeHBaTUHIOOM MOPIBHAHO 3 NeM6POizyMaboMm i IeHBATUHIOOM B AKOCTI NepLuoi NiHii
Tepanii oA Y4YacCHWKIB 3 PO3NOBCIOKEHOK CBITNIOKTITUHHO HUPKOBO-KNITUHHOIO KapLMHOMOK», KOZ
pocnipkeHHa MK-6482-012, 3 iHkopriopoBaHoto nonpaskoto 01 Big 26 ciuHa 2021 poky; cnoHcop - «Mepk
Lapn eHpg Joym Kopn.», AodipHe nignpneMmctBo «Mepk eHz, Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

14. Bpowypa gocnigHuka gna npenapatry STELARA® (ustekinumab), BugaHHsa 22 Big, 17 niotoro 2021
POKY [0 NPOTOKO/Y KAIHIYHOro AocnimpkeHHs «PaHAomisoBaHe noAgiiHe cnine nnaueb60-KoHTpo/iboBaHe
baraToLeHTpoBe AOCAiMKeHHA a3n 2b, Wo npoBoAUTLCS Y MapasieNlbHUX rpynax 3 METOH OLiHK/
6e3neyHocTi Ta eeKTUBHOCTI 3acTocyBaHHA npenapaty JNJ-64304500 y nauieHTiB 3 xBopo6oto KpoHa B
aKTUBHIN basi Big cepefHbOro 4O BaXKKOTO CTYMeHs TSHKKOCTI», KoA AdocnimxkeHHs 64304500CRD2001, 3
iHKopriopoBaHoto nonpaBko 6 Big 04 noToro 2020 poky; cnoHcop - «AHcceH-Cinar IHTepHewHn HB»,
Benbris» / Janssen-Silag International NV

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

15. DRMO06-AD05/J2T-DM-KGAC pgopgatok ao npotokony 5 Big 09 rpygHa 2020 p.; Popma
iHbopMmoBaHOi 3roau AnAa 6aTbkiB, Bepcia ana Ykpaiim 5.1.0 Big 11 ntotoro 2021 p. yKkpaiHCbKOIO Ta
pocilicbkolo MmoBaMu; @opma iHhopMoBaHOI 3roau A4Sl AOPOC/INX NALiEHTIB, Bepcia ana YkpaiHm 5.1.0
Big 11 noTtoro 2021 p. ykpaiHCbKOIO Ta pocilicbkolo moBamu; Popma 3roamu ansa giteii 12 ta 13 pokis,
Bepcis ana Ykpainu 5.1.0 Big 11 ntotoro 2021 p. ykpaiHCbKOIO Ta pocilficbkolo moBaMu; dopma 3roau
ANA HeNOBHONITHIX (BikoM 14—-17 pokiB), Bepcis ansa Ykpainu 5.1.0 Big 11 ntotoro 2021 p. yKpaiHCbKOO
Ta pocilicbkoo moBamu; dopma iH(hopmMoBaHOI 3rogn A/A BariTHOI NapTHepKu, Bepcis AnA YKpaiHu
4.1.0 Big 11 moToro 2021 p. yKpaiHCbKOIO Ta POCI/iCbKOK MoBaMW; IHCTPYKLil 3 BMKOPUCTAHHA
woAeHHMKa peecTpauii npuiiomy npenaparty, Bepcia gna YkpaiHm 2.0 Big 03 noTtoro 2021 p.
YKpaiHCbKOIO Ta pocilicbkoio moBamu; MoGinbHuii gogatok «Medidata Patient Cloud», ctaHpapTHi
CKpiHWIOTK, pexum aocnigHuubkoro ueHTpy: Medidata Patient Cloud App Standard Screens_Site
Mode, © 2018 Medidata Solutions Worldwide, Bepcis 2.1 ykpaiHCbKkOO MOBOIO; MOGiNIbHUIA [O[ATOK
«Medidata Patient Cloud», ctaHAAQpPTHI CKPIiHLWIOTY, peXum gocnigHuubKoro LeHTpy: Medidata Patient
Cloud App Standard Screens_Site Mode, © 2018 Medidata Solutions Worldwide, Bepcia 2.3
pocilicbkolo MmoBoto; Bpowypa gocnigHuka Jle6pikisymao, LY3650150, Big 04 ntotoro 2021 p.; 3miHa
Ha3BM 3asiBHUKA KJiHiuHOro Bunpo6yBaHHA 3 TOB «IHC Pecepu YKpaiHa» Ha TOB «CiHeoc Xenc
YKpaiHa» 10 NPoTOoKO/Y KAiHIYHOro AoCNigKeHHs «PaHaoMi3oBaHe, noAgiliHe cnine, nnaueb60-KOHTPO/IboBaHe
OOCNiKeHHA 4119 OUiHKM edekTUBHOCTI Ta 6e3nekn ne6pikisymada y nauieHTiB 3 atoniyHum AepmMaTuToM
MOMIPHOTO i TSXKOro CTyneHs», kog gocnigpkeHHs DRMO06-AD05/ J2T-DM-KGAC, 3 nonpaskoio 2 Big 20
TpaBHs 2020 p.; cnoHcop - «[epmipa, IHK.» AOYIpHA KOMMaHIs, WO 3HaX0AMTLCA Y MNOBHI BNACHOCTI KOMNAHii
«Eni Ninni eng Komnati, CLLUA (Dermira, Inc., a wholly-owned subsidiary of Eli Lilly and Company, USA)
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

16. A3921165 IHchopmauisa ana 6artbkiB Ta hopma iHhopMoBaHOT 3roagu Ha yyacTb Yy AOC/iAKEHHi, Ha
OCHOBI Bepcii Ha piBHI gocnimkeHHs Big 12 notoro 2021 p., Bepcia gna Ykpaiim 7.1.0 Big 16 ntotoro
2021 p., yKpaiHCbKoOo MmoBoto; A3921165 IHchopmauisa agna 6aTbKiB Ta hopma iHhopMoBaHOT 3rogu Ha
yyacTb Yy HaAyKOBOMY AOC/iAKeHHi, HA OCHOBI Bepcil Ha piBHI gocnimpkeHHA Big 12 notoro 2021 p.,
Bepcis gnAa YkpaiHu 7.1.0 Big 16 ntotoro 2021 p., pociiicbkolo MoBoto; A3921165 IHchopmauia gns
nauieHTa Ta c¢opma iHhopmoBaHOI 3rogu Ha y4yacTb Yy AOCHifKEHHi, Ha OCHOBiI Bepcii Ha piBHi
pocnipxkeHHs Big 12 notoro 2021 p., Bepcia ansa YkpaiHu 7.1.0 Big 16 ntotoro 2021 p., yKpaiHCbKOIO
MoBoto; A3921165 IHhopMauia ana nauieHTa Ta chopma iHPOpPMOBaHOI 3rogu Ha yyacTb Y HAyKOBOMY
pocnipkeHHi, Ha OCHOBI Bepcil Ha piBHI gocnimxeHHs Big 12 notoro 2021 p., Bepcia ana YkpaiHm 7.1.0
Big 16 ntotoro 2021 p., pociiicbkoto moBoto; A3921165 IHhopmauisa ana nauieHTa Ta oopma 3rogm Ha
y4yacTb Y AOCiAKeHHi ANns nauieHTiB BikoM 14-17 pokiB, Ha OCHOBI Bepcii Ha piBHi gocnigkeHHA Big 12
motoro 2021 p., Bepcia ana YkpaiHu 7.1.0 Big 16 ntotoro 2021 p., ykpaiHCbKOl0 MoBoto; A3921165
IHchopmauia ana nauyieHTa Ta popma 3rogm Ha yyacTb Y HAYKOBOMY AOC/iAKEHHI A4S NaLi€eHTIB BikOM
14-17 pokiB, Ha OCHOBI Bepcii Ha piBHi gocnigxeHHs Big 12 notoro 2021 p., Bepcia gnsa YkpaiHn 7.1.0
Big 16 ntotoro 2021 p., pociicbkolo MoBo10; A3921165 IHchopmauisa gna nayieHta Ta fpopma 3rogm Ha
yyacTb Y fOC/ifKeHHi ana gitei Bikom 11-13 pokiB, Ha OCHOBI Bepcii Ha piBHI gocnimkeHHs Big 12
nwToro 2021 p., Bepcia ana Ykpaiiu 5.1.0 Big 16 niotoro 2021 p., ykpaiHCbKOO MOBOH; A3921165
IHhbopmauis gns nadieHTa Ta hopma 3rogn Ha y4acTb y HAQYKOBOMY AOCiAKEHHi anA giteii Bikom 11-13
POKiB, Ha OCHOBI Bepcii Ha piBHI gocnigpkeHHs Big 12 notoro 2021 p., Bepcia ana YkpaiHu 5.1.0 Big 16
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noToro 2021 p., pocilicbKolo MOBOI [0 MPOTOKO/Y KAiHIYHOTO AoCAimpKeHHA «EeKTMBHICTb, 6e3NEYHICTb,
nepeHocuUMIcTb i hapmakokeHeTuka TohauuMTUHIGY Npu NikyBaHHI CUCTEMHOIO HOBEHIIBHOIO ifionaTuyHoro
apTpuTy (CtOIA) 3 aKTUBHUMY CUCTEMHVMMMW NposiBaMU Yy AiTel Ta nignitki», ko gocnimkeHHs A3921165, 3
iHKOopnopoBaHoto nonpaskoto 3 Big 04 TpaBHs 2020 poky; cnoHcop - Mdyaiizep IHk, CLUA [Pfizer Inc, USA]
3asaBHUK - TOB «IHBeHTIB Xenc YkpaiHa»

17. OHoBneHwuii posgin 3.2.P «Jlikapcbkuini 3aci6 - 45 mr kancynu» Big 05.02.2021 p. [ocbe
[OCnigpKyBaHOro nikapcbkoro 3acooy JNJ-61393215, 45 mr; MoaoBXeHHs TepMiHy npugatHocTi go 36
micauiB ana A/13 INJ-61393215, 45 Mr kancynu, y naswkax 1a go 30 micauis ana 413 JNJ-61393215, 45
Mr Kancynu, y Oonictepax A0 MNPOTOKOAY KAIHIYHOrO AocnimpkeHHs «lMoggiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe, OGaraToUEHTPOBE KNiHIYHE AOCAIMKEHHS, WO BMBYAE eIEKTMBHICTb, 6GE3MeYHICTb Ta
nepeHocumicTb JNJ-61393215, sk [0AATKOBOIO JliKyBaHHA [OPOC/MX NAUEHTIB 3 BEIMKUM OEMPECUBHUM
po3/1a0M 3 TPUBOXHUM AUCTPECOM 3 HeJOoCTaTHbOK BiAMOBIAAI0 HA CTaHAapTHI aHTUAENpecaHTu», KoZ
pocnipkeHHa 61393215MDD2001, 3 [lonpaskoto 2 Big 05.08.2020 p.; crnoHcop - «AHCCEH
SAPMALEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

18. locbe gocnimxKyBaHOro nikapcbkoro 3aco6y AVT02, Bepcis 9.0 Big 6epe3Hs 2021 p., aHIiACbKOKO
MOBOIO; MOAOBXEHHA TepMiHy npugatHocTi ana AVT02 pgo 24 wmicAudiB; CkopoueHe J[ocbe
[ocnigpKyBaHOro nikapcbKoro 3acody AVTO02 Big 6epe3Hsa 2021 p., aHrNiiCbKOKO MOBOIO [0 NPOTOKO/Y
KNiHiYHOro gocnimkeHHs «baratoueHTpoBe, NoABiliHe caine, paHAoMi3oBaHe AOCAIAKEHHS, L0 NPOBOANTbLCS
y napanesibHuxX rpynax 3 MeTOK BMBYEHHS dapMaKOKIHETUKN, edEKTMBHOCTI, 6e3nekn Ta iMyHOreHHOCTI Y
naLieHTiB 3 XPOHIYHUM BNALLKOBUM Ncopia3oM Bif MOMIPHOIO A0 TAXKOrO CTyNeHs, Aki OTpUMYIOTb npenapar
Xymipa®, Ta y nauieHTiB (260 NOPiBHAHO 3 NaLUieHTamK) 3 XPOHIYHUM BNALLKOBUM NCOPia3oM Bif, NOMIPHOIo L0
TSDKKOrO CTYNeHs, ki 3HaxoAaTbCsA Y CTafil MOBTOPHOrO Nepexofy Bifg NikyBaHHSA npenapatom Xymipa® Ha
nikyBaHH4 npenapaTom AVTO02 3 HACTYMNHOI NOLOBXEHOI (ha3oto BUBUEHHSA 6e3nekn AVTO2 (ALVOPAD-X)»,
Ko pocnimpkeHHA AVT02-GL-302, sepcisa 3.0 3 iHkopnopoBaHoto nonpaskoto 2 Bif 03 cepnHa 2020 p.; cnoHcop
- «AnBoTek Caicc Al» (Alvotech Swiss AG), LLeeiiuapis

3anBHuK - TOB «BOP/IABANA KNIHIKAM TPAISIC YKP»

19. Nlocbe gocnigKyBaHoOro nikapcbkoro 3aco6y gnsa CT-P16 (Bevacizumab), Po3gin fAkictb, Bepcis 7.0
Bifg 28 ciuHA 2020 p. aHrNilicbKO MOBOI [0 MPOTOKO/Y KAiHIYHOrO BMNpobyBaHHsA «[loagiHe chine,
paH4oMi30BaHe, akTMBHO KOHTPO/IbOBaHE, B NapasesibHUX rpynax AOCNiLKeHHs dhasn 3 3 METO MOPIBHAHHSA
edheKTMBHOCTI Ta 6€e3neYHOoCTi 3acTocyBaHHs npenapaty CT-P16 Ta ABacTuHy, cXBasieHoro B €C, sk nepLuoi
NiHiT NikyBaHHA MeTacTaTM4HOro abo peunamByHOUOro HEnsI0CKOKNITUHHOTO HeApPiGHOKNITUHHOMO paky
nereHb», kog, pocnimpkeHHa CT-P16 3.1, sepcisa 2.0 Big 14 yepsHA 2019 p.; cnoHcop - «LUENNTPIOH, IHK.»,
Pecny6nika Kopes (CELLTRION, Inc., Republic of Korea)

3asaBHUK - ToBapncTBo 3 O6MexeHoto BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisauis IHHothapM-
YkpaiHa»

20. Bpowypa AdocnigHuka JNJ-70033093; BMS-986177 (Milvexian) BugaHHa 7 Big 29.01.2021 ao
NPOTOKONY  KNIHIYHOTO  BMNPObYyBaHHS «PaHaoMi3oBaHe, BigKpWUTe, 3 3aCNin/ieHMM  [03YBaHHSAM
AocnigpkyBaHOro npenapaty, 6araTOLEHTPOBE K/iHIYHE AOCMIMKEHHS ONS BUBYEHHS e(eKkTUBHOCTI Ta
6e3neyHocTi nikyBaHHSA JNJ-70033093 (BMS-986177), nepopasibHUM iHri6iTopoM Xla dhakTtopy, y NOPIBHAHHI 3
NigWKIPHUM BBEAEHHSAM eHoKcanapuHy y NauieHTiB, AKUM NPOBOANUTLCA M1aHOBa XipypriyHa onepawis NoBHOI
3aMiHM KONIHHOTO Cyrnoby», koA pgocnigxkeHHs 70033093THR2001, 3 nonpaBkolo Amendment 1 Big
10.09.2019 p.; cnoHcop - «AHCCEH ®APMALIEEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

21. bpouwypa gocnigHuka JNJ-67896049 | ACT-293987 | NS-304 Uptravi® (selexipag), BuaaHHs 16 Bip,
02.02.2021 p. [0 NPOTOKO/Y K/IIHIYHOrO BUMNPOBYyBaHHA «baratoueHTpoBe, 3 O4HUM PyKaBOM JliKyBaHHS,
BiAKpWTE, AOBroTpMBasie KiiHiYHE AOCNIAXKEHHS CNOCTepeXeHHs1 6be3neyHocTi Cenekcinary y y4yacHuKiB, SiKi
Gpasin  yyacTb Yy nonepeaHbOMy  KAiHIYHOMY — gocnigpkeHHi  Cenekcinary», Kog — AOCHiAKEHHSs
67896049PUH3001, Bepcida 1.0 Big 04.03.2020 p.; cnoHcop - «AHCCEH PAPMALEBTVIKA HB», benbris
3aaBHUK - «AHCCEH ®APMALEEBTUKA HB», Benbris



22. GPGN-UA-UA-FACT-CARD_04FEB21_PekomeHpauil ans nauieHTa wopao giapei Big 04 notoro 2021
P., YKpaiHCcbKoo MoBolo; GPGN_UA_RU_FACT_CARD_04FEB21_IHCTpYKLIiT ANA YYaCHUKIB Yy BUNagKy
Aiapei Big 04 niotoro 2021 p., pocilicbkoto moBow; GPGN-UA-UA-HYPO-12JAN21 linornikemia -
O3HaKW, CUMNTOMU Ta CMNOCOOGU NiKyBaHHA MOHWMKEHOro PiBHA LYKPY B KpoBi Big 12 ciuHa 2021 p.,
yKpaiHCbKolo moBol; GPGN-UA-RU-HYPO-08JAN21_linornikemisi: o3Haku, CMMNTOMU Ta cnocoou
JNiKyBaHHA NOHMXEHOrO PiBHA LYKPYy B KpoBi Big, 08 ciuHAa 2021 p, pociiicbkoto moBoto; GPGN-UA-UA-
LOG-SHEET-04FEB21_dopma ansi NoBiAOMAEHHA NPO BUNAAKU rinorikemii B yyaCHUKa [OCiAKEHHSs
SURPASS-CVOT Bif, 04 niotoro 2021 P-s YKpaiHCbKOI0 MOBOI0;
GPGN_UA_UA_LOG_SHEET_04FEB21_dopmMa noBifOM/IEHHA NPO BUNAAKW TiNoraikemii B y4aCHUKa
pocnipkeHHa SURPASS-CVOT Big 04 ntotoro 2021 p., pocCiiiCbKOO MOBOKO [0 MPOTOKONY KIHIYHOro
JocnimkeHHs «JocnigkeHHa BnAvMBy npenapaty Tip3enartig B MOPiBHSHHI 3 npenapatom [Aynarnytug Ha
PO3BMTOK 3HAYHMX HECMNPUAT/IMBUX CEPLEBO-CYAUHHUX MO Yy nauieHTiB 3 UyKpPoBMM fiabeTom 2 Tuny
(SURPASS-CVOT)», kog gocnipkeHHs I8F-MC-GPGN, 3 iHkopnopoBaHoto nonpaskoto (C) Big 12 nuctonaga
2020 poky; cnoHcop - Eni Ninni eng Komnawi, CLWA / Eli Lilly and Company, USA

3anaBHuK - «Eni Nlinni Boctok CA», LUBeliyapis

23. bpowypa pocnigHuka HD204, Bepcia 5.0 Big 15.03.2021 aHrniliicbkoro MoOBOM; [ocbe
pocnigkyBaHoro nikapcbkoro 3aco6y HD204, Bepcia 4.0 Big 15.03.2021 aHrnificbKkoro MOBOIO;
3anyueHHs HOBOiI BUPOGHUYOI AinsaHku Prestige Boilogics Co. Ltd (Pecny6nika Kopes) ana HD204 po
NPOTOKONY KAiHIYHOrO AOCAiAKeHHS «PaHgomizoBaHe, MoaBiiHe cnine, GaraTOUEHTPOBE [AOCNIMKEHHS
ekBiBasieHTHOCTI hasu Il y napanenbHux rpynax aas nopiBHAHHA edpekTUBHOCTI, 6e3nekn, hapMakoKiHETUKM
Ta imyHoreHHocTi HD204 Tta ABacTUHY® y nNaujieHTiB 3 MeTacTaTudHUM abo peunanBHUM HEMOCKOKTITUHHUM
HeAPiIGHOKNITUHHNM pakoMm fereHb» , kog aocnimkeHHss SAMSON-II, Bepcis 3.0 Big 19 TpasHs 2020; cnoHcop -
Prestige BioPharma Limited, CiHranyp

3asBHuK - TOB «Kpomocdapma YkpaiHa»

24. 3miHa Ha3BM Micusa NpoBeAeHHs KNiHIYHOro BUNpooyBaHHs; 3MiHa BiANOBiAa/IbHOro AOCAiAHUKA
[0 NPOTOKO/Y K/THIYHOrO [OCNiMKEHHS «baraToueHTpoBe, paHAoMi3oBaHe, NoAgiiHe crine, niauebo-
KOHTpO/IbOBaHe AocnifxeHHA a3y 26 3 nigdbopomM ONTUMasIbHUX A03 ANS OUiHIOBaHHA e(eKTUBHOCTI,
6e3neyHocCTi i dpapmakokiHeTukn npenapaty PF-06480605 y fOpOCUX yYacCHUKIB i3 BUPA3KOBUM KOMITOM
MOMIPHOro abo BaXXKOrO CTYMEHS TSHKKOCTI», koA aocnimpkeHHs B7541007, octaTouHa Bepcisi NpoTokony Bia 18
nunnHs 2019 poky; cnoHcop - Mdpaiizep IHK., CLUA

3asaBHuUK - Mdcpalizep IHK., CLUA

BYNO CTANO
3aB. Bif. MapkeBud I./1. nikap Cknoano C.A.
KuiBcbka MicbKa KniHiuHa nikapHa Nel, | KOMyHanbHe  HekomepuiiiHe  NiANPUEMCTBO
TepaneBTUYHe BiagineHHs Ne2, m. Kuis «KuiBcbka  Micbka  KIiHiYHa  nikapHa  Nel»

BUKOHaB4Yoro opraHy KuiBcbKkoi MicbKOi pagwu
(KuiBcbKoi MicbKOi aepxaBHOI aaMiHicTpauii),
TepaneBTUyHe BigaineHHsa No2, M. Kuis

25. flopatok 1 go Bpowypwu gocnigHuka gnsa npenapary Hipanapu6 (Zejula), Bepcisa 11, Big 17 uepBHA
2020 poky, 3aTBepmxeHui 16 rpygHsa 2020 poky, aHriiicbkol MoBoto; flogaTtok 1 go Bpowypu
[ocnigHVKa ANA [OCNiAKyBaHOro siikapcbkoro 3acooy CJINJ-67652000 (K[ HipanapuG/aGipaTtepoHy
auerar), BugaHHs 1, Big 23 BepecHa 2020 poky, 3atBepmpkeHuii 04 notoro 2021 poKy, aHrNiNCbLKOO
MOBOIO [0 NPOTOKO/Y KNIHIYHOTO BUMNPOOYBaHHA «BigkpuTe, paHAoOMi30BaHe AOCAIAXKEHHS ANS OLHKM
BigHOCHOT 6iogocTynHocTi (B/) i 6ioekBiBasieHTHOCTI (BE) npenapaTiB y BUrAsgi KombiHauii i3 gikcoBaHo
poso (KP) Hipanapuby nntoc abipatepoHy auetaT (AA) y NOPiBHAHHI 3 Hipanapuoom i AA, wWo
NMpU3HaYvatTbCA 04HOYACHO Y BUINSAAI MOHOMNpenapartiB, Y YO0BIKiB 3 pakoM nepeamixypoBoi 3a/103u», KOS
pocnipkeHHa 67652000PCR1001, sepcia lMonpaska 1 Big 06 >XoBTHA 2020 poky; CNoHcop - FAHCCeH
dapmaueBTuka HB /Janssen Pharmaceutica NV

3anBHuK - TOB «APEHCIA EKCMNNIOPATOPI MEAICIH», YkpaiHa

26. 3miHa BignoBiganbHOro gocnigHUKa B Miclji npoBeAeHHs BUNpoGyBaHHsA; 3miHa Ha3Bu MMB go
NPOTOKONY K/iHIYHOro BMNpPOOyBaHHA «PaHAomi3oBaHe, MNoABiiHe cnine, nnaue60-KOHTPOsibOBaHe, 12-
TKHEBE AOCNiAKEeHHS dha3n 3 A1 OUIHKM e(peKTUBHOCTI Ta 6e3MeUYHOCTI eTpaciMmoay B Naui€HTIB 3 aKTUBHUM
BMPAa3KOBMM KOMITOM Bif MOMIPHOrO [0 BaXKKOro CTYMEHS TSHXKKOCT», Koh pocnimpkeHHs APD334-302, 3



iHKopnoposaHoto nonpaskoto 2.0 Big 07 ntoToro 2020 poky; cnoHcop - «ApeHa PapmacbkloTikans, IHK.» (Arena
Pharmaceuticals, Inc.), United States .
3asBHuK - MignpnemcTso 3 100% iHo3eMHot0 iHBecTuujieto «AVK'HOBIA PAC YkpaiHa»

BYNO CTAJO
3aB. Bif. Mapkesuy 1.J1. nikap Cku6ano C.A.
KuniBcbka  Micbka  K/iHiYHA  nikapHs Nel, | KOMyHanbHe  HekoMmepliiiHe  niANPUEMCTBO
TepanesTuyHe BigaineHHs Ne2, M. Kuis «KuiBcbka  Micbka  KiHiYHa  nikapHA  Nel»

BUKOHaBYOro opraHy KuiBCbKOi MiCbKOi paau
(KniBcbKkOi MiCbKOi pAepxaBHOI agMiHicTpauii),
TepaneBTuyHe BiaaineHHa No2, M. Knis

27. 3MiHa Ha3BU Micus MPOBeAEHHA KMiHIYHOrO AoCnimKeHHA; BK/IOUEHHA A0[AaTKOBOro Micus
npoBefeHHs K/MiHIYHOrO AOChiMKEeHHA [0 NPOTOKOMY KAIHIYHOrO  AoC/igkKeHHss «PaHaomizoBaHe
KOHTpO/NibOBaHe, BigkpuTe pocnimpkeHHsa |ll dasn 3 MeTow NOPIBHAMLHOT OUiHKM MendnydeHy, Lo
3aCTOCOBYETLCS B NOEAHAHHI 3 AapaTtymymabowm, i gapatyMmymaby npuv nikyBaHHiI NauieHTiB i3 peymanBHo abo
peLMAMBHO Ta pedpakTepHO MHOXMHHOK MIENOMOLO», koA, AochimpkeHHs OP-108, pegakuis 2.1, MonpaBka
2 Big 25 nuctonaga 2020 p.; cnoHcop - "OHkonenTtaiigc AB" [Oncopeptides AB], LLBelis

3anBHVK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAA/IBHICTHO «MI EC AX-YKPATHA»

BYNO CTANO
K.M.H. FapToBcbKa |.P. K.M.H. MapToBcbKa |.P.
KomyHasbHe HekoMepLiiHe nignpuemcTso | KomyHasibHe HekomepLiiHe nignpUeEMCTBO
KviBcbkoi o6nacHoi paan «KuiBcbkuii o6nacHuin | Kniscbkoi o6nacHoi pagn «KuiBcbkuii o6nacHwii
OHKOJI0TIYHWI ancnaHcep», remMaTosioriyHe | OHKOMOriYHWiA AucnaHcep», LeHTP remartosorii 1a
BiagineHHs, m. Kuis TpaHcnaaHTauii KICTKOBOro Mosky, M. Kuis
No M.1.6. BignoBigasibHOro AocnigHMKa
n/n HasBa Micus NpoBeAeHHS KNiHIYHOTO BUNPOBYBaHHS
1 K.M.H. Kucensosa O.A.
MepguuHnii ueHTp «Ok!KniHik+» ToBapucTBa 3 O6GMEXEHOK BiAMNOBiZaNbHICTIO «MikHapoaHWi
IHCTUTYT KNiHIYHMX AOCNiMKEHb, Bigain reMaTonorii cralioHapHoro BigdineHHs, M. Kuis

28. BKMIOYEHHA A,0[ATKOBUX MicLb NMPpoBeAEHHS BUNPOOYBaHHA [0 NPOTOKONY K/IHIYHOrO A0CNiAKEHHA
«PaHgomizoBaHe, noggiliHe chnine, nnaueb0-KOHTPO/IbOBaHe 52-TXKHEBE AOCNIMKEHHS A/1S OLIHIOBaHHS
edpeKkTMBHOCTI Ta 6e3neyHoCTi 3acTOCyBaHHA eTpaciMogy B MNaLUi€HTIB i3 akKTUBHUM BUPA3KOBUM KOJIITOM
NMOMIPHOrO CTYNeHs TAXKOCTI», ko gocnimpkeHHAa APD334-210, sepcis 0.0 Big 20 nunHa 2020 poky; cnoHcop -
«ApeHa ®apmacbioTikans, IHK.» (Arena Pharmaceuticals, Inc.), United States

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

Ne MN.1.6. BignoBiga/ibHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KiHIYHOTo BUNPOGYBaHHSA

1 3aB. Big. Pe3HikoBa B./.

KoMyHasibHEe HekomepuiiiHe nignpuemMcTBo «Micbka KniHiYHa nikapHsa Nel3» XapkiBCbKOT MiCbKOI
pagu, raCTpoeHTeposIoriyHe BiAAiNeHHs, M. XapKiB

2 nikap Ckubano C.A.

KoMyHasibHe HekoMepLiiHe NianpMEMCTBO «KUIBCbKa MiCbka KniHidHa nikapHs Nel» BMKOHABYOro
opraHy KuiBCbKOi Micbkoi paau (KWIBCbKOI MICbKOI AepXaBHOI agMiHicTpauii), TepaneBTU4YHe
BigaineHHs Ne2, m. Knis

29. BKoyeHHs AoAaTKOBUX MicLb NPOBeAeHHA BUNPOOYBaHHA [0 NPOTOKO/Y KNiHIYHOro BUNpo6yBaHHA
«PRESERVE 1: ®a3a 3, paHgomizoBaHe, NoAgiliHe cine AoCNiMKeHHs Tpunaunkiby y NopiBHSHHI 3 niaue6o
y nauieHTiB, fKi OTpMMYIOTb Tepanito i3 3actocyBaHHAM FOLFOXIRI/6eBauu3ymady A58 NiKyBaHHSA
MeTacTaTUYHOIo KOSIOPeKTasIbHOro paky», kof, aocnimpkeHHss G1T28-207, sepcia 1.0 Big, 12 uepBHA 2020 poky;
cnoHcop - G1 Therapeutics, Inc., United States

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

Ne M.1.6. BignoBiga/IbHOro AocnigHMKa
n/n HasBa micu npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS




1. | K.M.H. NMoHomapboBa O.B.

KomyHasnibHe HekomepuiiiHe MignpMeMCTBO «KUIBCbKWIA MICbKWIA KNIHIYHWIA OHKOMOTIYHWIA LEHTP»
BMKOHABYOro opraHy KniBcbKoi MicbKoi paau (KUIBCbKOT MiCbKOT fiepaBHOT aagmiHicTpauii), BiggineHHs
ximioTepanii Nel, m. Kuis

2. | nikap CiHenbHikoB 1.B.

KomyHanbHe nignpremMcTBo «BOMWHCLbKMIA 06MacHWiA MeaMYHWUIA LEHTP OHKOMOri» BOMUHCLKOT
061acHOT paai, OHKOJIOTiYHE XiMioTepaneBTUYHe BiAfiNneHHs, M. JTyubK

3. | nikap Ocunuyk 0.4,

KomyHasibHe HekoMepLjiiiHe nignpremcTBo «Ogeckbka obnacHa KniHivHa nikapHsa» Ogecbkoi 06/1acHoT
paau», BigAiNeHHa 3aranbHOi Xipyprii, M. Ogeca

4. | KM.H. Agamuyk ".A.

KomyHasibHe mignprmemcTBo «KprnBopi3bkniA OHKONOTiYHWIA gucnaHcep» [JHINponeTpPoBCLKOT 061acHOi
pagu», XimioTepaneBT14He BigaineHHs, M. Kpmsuii Pir

30. 3miHa Ha3BU Micus NpoBeAeHHA KNIHIYHOro gocnigXeHHA A0 MPOTOKO/Y KNiHIYHOrO AOCNifXKEeHHSA
Bigkpute paHgomizoBaHe pocnigpkeHHs |l a3y 3 ouiHkM agarnokcagy cimoneHiHy (OBI-822)/0BI-821
(BakUMHM Ha OCHOBI aHTUreHy Globo H) npu npoBeaeHHi aa'toBaHTHOT Tepanii nayieHTam i3 Tpu4i HeraTMBHUM
pakoM MOJIOHHOT 3a/1031 Ha paHHil cTagil, y sSkux BigMiyaeTbes ekcnpecis Globo H i € BUCOKMIA pU3NK pO3BUTKY
peunaunBy (Kogose no3HavyeHHs gocnigxeHHs: GLORIA), kog gocnigpkeHHs OBI-822-011, octaToyHa pegakLis
6.0 Big 17 uepBHs 2020 p.; cnoHcop - OBl Pharma, Inc., TaliBaHb, KuTaiicbka Pecny6ika

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «[11 EC A-YKPAIHA»

BYNO CTAJIO
K.M.H. Hedpdpa M.HO. K.M.H. Hedhcpa M.HO.
KomyHasbHe HekomepLiiiHe nignpuemcTeo | KomyHasibHe HekomepLiiHe nignpUeMCTBO
XapkiBCcbKoi 06/1acHOT pagyn «O61acHUiA KAiHIYHWIA | XapkKiBCbKOi 06nacHoi pagn «O6aCHUA KNiHIYHWIA
creuianizoBaHuii aucnaHcep pagiauiiHoro | crneujasisoBaHuii gucnaHcep pagiauiiHoro 3axucTy
3aXMCTy HacesieHHs», XipypriuHe BigAineHHs, HaceneHHs», XipypriuHe BiAfiNeHHs 3
M. XapkiB OHKOJIOTYHUMU NiXKKamu, M. Xapkis

31. 3miHa BignNoBigaNIbLHOroO AocCnigHUKA B MiCLi NpoBefeHHA BUNPOOYyBaHHsA; 3MiHa Ha3Bu MIMB go
NPOTOKONY KMIHIYHOro AoCNimKeHHs1 «PaHaoMi3oBaHe, NoABiliHe cnine, nnayebo-KOHTPOIbOBaHe, 52-TUXXHEBE
JocnimpKeHHs pa3u 3 ANns ouiHKM edeKTMBHOCTI Ta 6e3MeyYHOCTi 3aCTOCyBaHHS eTpacimopy B MNauieHTiB 3
aKTUBHVM BUPA3KOBUM KOJTITOM Bif MOMIPHOro A0 BaXKKOr0 CTYMNeHs TSHKKOCTI», koA gocnimkeHHs APD334-301,
3 iHkoprnoposaHoto nonpaskoto 3.0 Big 07 notoro 2020 poky; CNOHCOP - «ApeHa PapmMacbioTikan3, IHK.», CLUA
(Arena Pharmaceuticals, Inc.), United States

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

BYNO CTANO
3aB. Big. Mapkesunu /1. nikap Ckunoano C.A.
KuiBcbka ~ Micbka  KniHiuHa  nikapHs  Nel, | KOMyHanbHe  HekomepuiiiHe  niANPUEMCTBO
TepaneBTuuHe BiagineHHs Ne2, m. Kuis «KuiBcbka  Micbka  KiHiYHA  likapHa  Noel»

BUKOHaBYOro opraHy KuiBcbKoi MicbKOI paau
(KniBcbKOi MIiCbKOi pepxaBHOI agmiHicTpauii),
TepaneBTMYHe BiagineHHsa Ne2, M. Kuis

32. OHoBneHuii npoTokon BIG 16-05/AFT-27/W039391, Bepcis 7 Big 17 ntotoro 2021 poKy aHINilicbKoLo
MOBOI0. IHhopmaLifiHMA NUCTOK NauieHTa Ta popma iHhopmoBaHoi 3roan ans YkpaiHu, Bepcis 7.0 Big,
10 Gepe3Hsa 2021 poKy YKpalHCbKOK Ta pOCiliCbKOl MoBamMu; 3allydeHHs [04aTKOBOI BMPOGHUUOT
pinsaHkn DHL Solutions Fashion GmbH, HimeuuuHa pgns: pgocnigXyBaHOro nikapcbKoro 3acooy
ATte3sonizyma6/Atezolizumab; KOHUeHTpaT ANA po3unHy Ans iHQysii; 1200 mr/i20 mn;[ocniAKyBaHOroO
nikapcbkoro 3acoGy Atesonisyma6/Atezolizumab, 840 mr/14 mn y cnakoHi Nel, KoHUeHTpaT AnA
pO3UuHy ans BHYTPILUHbOBEHHUX iHdy3iiA; npenapary NOPiBHAHHA Maknitakcen
(Cinpakcen)/Paclitaxel (Sindaxel); kOHUeHTpaT ana po3unHy AnA iHdysiin; 150 mr / 25 mn (6 mrimn);
npenapary nopiBHAHHA Jokcopy6GiynH/Doxorubicin; KOHUEeHTpPAT ANA PO3UnHy ANnA iHysiii; 50 mr | 25
M (2 mrimn); npenapaty nopiBHAHHA Uuknodoccamip (EHpgokcaH)/Cyclophosphamide (Endoxan);
NOPOLIOK AN PO3UMHY AN iH’ekuiin; 1000 mr (1 r); npenapaty nopiBHsAHHA Enipy6GiuuH | Epirubicin;
po3uuH gnAa iv’ekuin; 200 mr/100 mn (2 mr/imn); npenapaty nopiBHAHHA DOXO-cell® (mixxHapogHa
HenateHToBaHa Ha3Ba - Doxorubicin/JokcopyGiuvH; akTUBHUIA rapMaueBTUYHUIA IHIpPegieHT -



AoKcopyoGiunHy rigpoxnopua/DOXORUBICIN HYDROCHLORIDE), 50 mr/25 mn, 2 mnalMmn, KOHUeHTpaT
ONA po3uunHy ans iHdysil; npenapaTty nopiBHAHHA Enipy6iymH/Epirubicin (akTuBHMiA chapmaLeBTUUHWIA
iHrpepieHT — EPIRUBICIN HYDROCHLORIDE), 200 mr/100 mn (2 mrimn), po3uuH gnsa iH’ekuin gns
BHYTPIlWUHbOBEHHUX  iHY3iiA; npenapaty nopiBHAHHA  [Maknitakcen/Paclitaxel  (akTuBHMIA
thapmaueBTUUHMiA iHrpegieHT — PACLITAXEL), 150 mr/25 mn (6 mn/mn), KOHUEeHTpaT AN PO3UUHY AN
iHhy3iil Ana BHYTPILWHLOBEHHOrO 3aCTOCYBaHHS; NpenapaTy NopiBHAHHA Enipy6iunH TesalEpirubicin
Teva (akTMBHUIA hapmaueBTUUHUIA iHrpegieHT — EPIRUBICIN HYDROCHLORIDE), 200 mr/100 mn (2
Mr/mM), pO3UMH ANA iH’eKuiii AN BHYTPiWHbOBEHHUX iHQY3ili; npenapaty nopiBHsAHHA CiHgakcen |
Sindaxel (akTuBHUMI dapmaueBTUUHUIA iHrpegieHT — PACLITAXEL), 150 mr/25 mn (6 mnl/mn),
KOHUEHTpAT ANns po3uuHy AnsA iHgysiii AnAa BHYTPILWHLOBEHHOrO 3acTOCyBaHHSA; 3MiHa MicusA
npoBefeHHsA K/iHIYHOroO BUNPOGYBaHHA [0 NPOTOKOMY KIHIYHOrO AocnigxeHHs «baratoueHTpose,
paHAomi3oBaHe, BigkpuTe pocnimkeHHst |l dpasn 3 NopiBHAHHA komGiHauil Ate3onisymady (aHTun-Pd-L1
aHTUTINIA) 3 a'I0OBAHTHOK aHTPaLMKNiHOBOK/TakcaHOBO XiMioTepanieto Ha BigMIHY Bif, Ti/lbku XimioTepanii B
nawieHTiB 3 onepabenbHUM TPUYi HEraTUBHUM PakoM MOJI04HOI 3a/103u» (IMpassion030). , ko, AoCNiMKEHHS
BIG 16-05/AFT-27/W039391, Bepcia 6 Big 14 ntotoro 2020 p.; cnoHcop - F. Hoffmann-La Roche Ltd. /®.
XothdbmaHH-Ma Pow N14. /®. FochdmanH-Na Pow N14., WBeliyapisa

3asaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNO CTAJIO

A.M.H., npod. Kosansos O.0. A.M.H., npod. Kosanbos O.0.
KomyHasibHa ycTtaHoBa «3aropi3bkui o6nacHuii Me'qqumﬁ LeHTp ToBapucTea 3 06MEXEHOoH

KNMiHIYHWIA  OHKONOTIYHWIA AncnaHcep» 3anopisbkol | signosiganbHICTIO «FOIC», M. 3anopiXks
obnacHoi paau, BiAdiNeHHA naTonorii MOMOYHOI

3an03u, [epxaBHUn 3aknag «3anopisbka MeanyHa
akagemis nicnagunaomMHol  ocBiTM  MiHicTepcTBa
OXOPOHMW 3[0p0B'A YKpaiHu», Kadeapa OHKoONOTii,
M. 3anopixxs
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