Jopartok

«lMepenik cyTTEBMX MOMPaBOK A0 MPOTOKOJIB K/iHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 27 Big 05.08.2021, Ha siKi Gy/11 OTpMMaHi NO3UTUBHI BUCHOBKMN €KCMNepTiB.»

1. OHOB/EHUI NPOTOKON AocnimkeHHA 2693-CL-0304, Bepcia 3.2, 3 iIHKOPNOPOBAHOK HECYTTEBOIO
nonpaBkoto 3 Big 19 6epe3Hsa 2021 p., aHriicbKolo MOBOK; OHOB/IEHUI NPOTOKON AoCNigKEeHHA 2693-
CL-0304, Bepcia 3.1, 3 iHKOPNOPOBAaHOK HECYTTEBOIO MnonpaBKkow 2 Big 23 oBTHA 2020 p.;
IHcpopmauiiiHuii NMcToK nauieHTa i popma iHhopmoBaHoi 3rogu, Mmaiictep-Bepcia 6.0 Big 19 6epes3HaA
2021 p., Bepcia 6.0 ana YkpaiHu Big 13 TpaBHA 2021 p., YKpaiHCbKOK Ta POCICbKOI MOBaMu;
OHoBneHuit po3gin 2.1.S «Jlikapcbka pe4vyoBUHA» A[AOCbE AOCIAKYBAHOINO NiKapCbKOro 3acooy
(cdhbe3oniHeTaHT), Bepcisa Big 6epe3HA 2021 p., aHrNificbKOK MOBOIO A0 NPOTOKO/TY KAIHIYHOTO A0CAIAKEHHS
«PaHgomizoBaHe nnauebo-KOHTPOSIbOBaHe MOABIHE crine KIiHIYHE AOCNIMKEHHS da3n 3 ANS BUBYEHHSA
[OBroCcTpOKOBOT 6€3MeYHOCTi (he30MiHeTaHTY B XIHOK, SiKi CTPaXX4at0Thb Bif CUMNTOMIB BAa30MOTOPHMX peakLii
(npunueiB), NOB’A3aHUX i3 MeHONay30l0», koA, AocnigpkeHHs 2693-CL-0304, sepcia 3.0, 3 iHKOpNopoBaHo
CYTTEBOIO Mnonpaskoto 2 Bif 15 yepsHA 2020 p.; cnoHcop - Astellas Pharma Global Development, Inc., USA/
Actennac ®apma Fnoban esenonmeHT, IHK., CLUA

3anBHUK - TOB «KniHiuHi gocnigxeHHs ARKOH», YkpaiHa

2. CnpouyeHe f0CbE AOCiIAKYBAHOro nikapcbkoro 3aco6y Tingpakizyma6, Bepcia 2.0 Big 02 uepBHsA
2021 p., aHrNiIicCbKOK MOBOI [0 NPOTOKO/Y KMiHIYHOrO A0CAiMKEHHS «[OBrOCTPOKOBE MPOAOBXEHE
OOCNipKeHHA Tingpakisaymaby 3 MeTol [0BE[EHHSI Moro 6e3meyHoOCTi Npy 3acTOCyBaHHI Y MNalieHTIB i3
ncopiatTMyHUM apTpPUTOM, SAKi paHile 6pasn ydyacTb Y AOC/IKEHHI i3 3aCTOCYBaHHAM Tingpakisymady», Kop,
pocnipkeHHa CLR_18 07, sepcisa npotokosny 01 3 iHkopnopoBaHoto nonpaskoto 1 Big 22 nunHa 2020 poky;
cnoHcop - Sun Pharma Global FZE, O6’egHaHi Apabcbki Emipatu

3anBHUK - TOB «KniHiuHi gocnimKeHHs1 AKOH», YkpaiHa

3. locbe pocnipgkyBaHOro slikapcbkoro 3acooy, TL-895, Bepcis 4.0, 10 TpaBHA 2021 poKy, aHINMINCbKOLO
MOBOI0; 3a/ly4eHHA fopaTkoBux BUpPOOHuKiB OJ13 TL-895: Catalent Micron Technologies, Inc., CLUA
(micuesHaxomkeHHA: 333 Phoenixville Pike Malvern, PA 19355, USA) ta Fisher Clinical Services,
HimeuuuHa (micuesHaxomxeHHA: Marie Curie Str. 16 79618 Rheinfelden, Germany) o npoTtokony
KniHiyHoro pgocnigpkeHHs «®daza /I, gocnimpkeHHs NepLloro 3acTtocyBaHHA Yy nogein npenapaTy TL-895 3
eckasavieto 031 Y nauieHTiB 3 peunansHuMu/pedpakTepHUMmM B-KNiTMHHUMK 3/109KICHUMUW 3aXBOPIHOBAHHAMM
Ta i3 noganbliMM 3aCTOCYBaHHAM Y NauieHTiB 3 peumanBHUM/pedpakTepHUM XPOHIYHUM NiMddoLUTapHUM
neiikosoM abo peunanBHO/pethpakTepHO  APIGHOKMITUHHOK  AiMdIOUMTapHOK  NiIMAIOMOIO»,  KOA,
pocnipkeHHs MS200662_0001, sepcis 9.0 Big 29 xoBTHA 2020 poky; cnoHcop - «Tenioc Papma, IHk» [Telios
Pharma, Inc.], CLLA

3anBHUK - TOBAPUCTBO 3 0BMEXEHO0 BiANOoBiAanbHICTI0 «MEAMENC YKPAIHA»

4. 3miHa Ha3BM BUpPOGHUYOI AainsaHku 3 Cook Pharmica, United States Ha Catalent Indiana, LLC, United
States g0 gocnigKyBaHOro slikapcbKoro 3acooy Aypsanyma6o (MEDI4736, Durvalumab); MapkyBaHHsA 1
c¢nakoHy 10 mn Oypsanymadé (MEDI4736) KoHueHTpaT pnsa po3uuHy ansa iHdysii. 50mr/imn (500
mr/conakoH), Bepcisa 4.0 Big 22 ciuHA 2019p.; MapkyBaHHA nakyBaHHA 10 mn AypBanymao (MEDI4736)
KoHueHTpart gna po3uuHy ans indgysii. 50mr/mn (500 mr/chnakoH), Bepcis 6.0 Big 17 BepecHa 2019p. no
NPOTOKONIB KNiHIYHWX focnimkeHb «PaHaoMi3oBaHe, 6araToLeHTpoBe, BiAKPUTE, NOPIBHASIbHE OOCNILKEHHS
Il dasn gnsa Bu3HauveHHs edhekTMBHOCTI AlypBanymady uu kombiHauil Qypsanymaby i Tpemenimymaby y
KOMGiHaLii 3 nNaTMHOBMICHOK XiMioTepanield y nepwid AiHil  AikyBaHHSA nNauieHTiB 3 MOLIMPEHUM
OpiGHOKNITUHHMM pakom nereHis (OP/1) (KACMIAH)», koa pocnigxeHHs D419QC00001, sepcisa 6.0 Big 16
ciuHa 2020 p.; «MixHapoaHe, 6araToLeHTpoBe, paHAoMi30BaHe, BiAKpUTE, NOPIBHAIbHE AOCNifXeHHs ha3un 3
Mo BW3HA4YEHHK ecpbekTMBHOCTI [AypBanymaby un KombGiHauii [dypsanymaby i Tpemenimymaby i3
NJaTUHOBMICHOI XimioTepanieto ans 1-1 iHii AikyBaHHA NauieHTiB 3 MeTacTaTUYHUM HeApiGHOKAITUHHUM
pakom nerexis (HOAKP/1) (POSEIDON)», kog, pocnigxeHHsa D419MCO00004, sepcia 5 Big 20 kBiTHa 2020 poky;
«PaHpgomisoBaHe, BigkpuTe, baraTtoueHTpoBe gocnimkeHHs 1l hasm QypBanymady Ta Tpemenimymady B
SIKOCTi Mepuwoi NiHil NikyBaHHSA NauieHTiB 3 nowmpeHuM renatouentonspHum pakom (HIMALAYA)», kopg,
pocnipkeHHss D419CC00002, sepcis 6 Big 20 cepnHsa 2019 p.; cnoHcop - AstraZeneca AB, Sweden

3asiBHUK - TOB «ACTPA3EHEKA YKPAIHA»

5. 3anyuyeHHA goaaTKoBOI BUPOOHMYOT AiNlbHULI BUPOOHULTBA A0CNIAKYBAHOIO 1iKapCbKOro 3acooy
Kap6onnaTtuH, KOHUEHTpAT ANA NPUroTyBaHHA PO3vuHy Ans iHdysii, 10 mr/mn y conakoHi 600 mr/60 mn
Bendalis GmbH, HimeuunHa 0o npoTokosy kniHiyHOro BunpobyBaHHSA «PaHgomisoBaHe, noAgiiHe cnine
JocnimpkeHHs pasu 3 4118 OUiHKM XiMioTepanii npenapaTtaMy Ha OCHOBI NJ1IaTUHKU Y KOMOGiHaLii 3 npenapaTtomM
INCMGAO00012 a60 6e3 HbOro B SKOCTI Tepanii nepwoi AiHii Npu MeTacTaTM4HOMY MIOCKOKIITUHHOMY i



HenI0CKOKNITUHHOMY HeApPiGHOKTITUHHOMY paky nereHis (POD1UM-304)», koa gocnigpxeHHs INCMGA 0012-
304, sepcis 1 Big 14 niuctonaga 2019 poky; cnoHcop - Incyte Corporation, United States
3aaBHuK - MignpuemcTso 3 100% iHo3eMHot0 iHBecTuuieo «AVK'HOBIA PAC YkpaiHa»

6. YkpaiHa, MK-8189-008, Bepcia 01 Big 12 nunHA 2021 poOKy, YKpaiHCbKOK MOBOI, dopma
iHcbopMoBaHOi 3rogu - 3roga pelitepa Ha aygio3anuc; YkpaiHa, MK-8189-008, Bepcisa 01 Big 12 nunHsa
2021 poky, pociiicbkolo MoBor, dopma iHhopMoBaHOI 3rogu - 3roga pelitepa Ha aypiosanuc;
IHcbopmauia anAa 3anydyeHHA nauieHTIiB y aocnimkeHHa «focnigpkeHHa MK8189-008. 3arocTpeHHsA
wnsodppeHii?», ykpalHCbKO MOBOM, Bepcis 1, xoBTeHb 2020 p.; IHdopmauia ANA 3anyyeHHs
nauieHTiB y gocnigpkeHHsa «focnimkeHHAa MK8189-008. 3arocTpeHHA WU30IPEHii?», pociiicbKoo
MOBOI0, Bepcif 1, xoBTeHb 2020 p.; MyTiBHUK AN oco6u, AKa 3AINCHIOE AOrNA4 3a yYaCcHUKOM
pocnipkeHHa MK8189-008, ykpaiHCbKOIO MOBOLO, Bepcia 1, nuctonapg 2020 p.; MyTiBHUK AnAa ocoou,
fAKa 34IMCHI0E pgornsag 3a yyacHUKom pocnimpkeHHss MK8189-008, pociiicbkoio moBoto, Bepcis 1,
nucrtonag 2020 p.; dninyapT- KepiBHULTBO ANA AOCNigHUKIB «[pPoOBOAUTLCA BK/IIOYEHHA B
pocnipkeHHA», YKpaiHCbKOK MOBOIO, Bepcif 1, nuctonag 2020 p.; dninyapT- KepiBHULTBO AN
pocnigHukiB «MpoBoAUTLCA BK/TIOYEHHA B AOC/iMKEHHA», POCiliCbKOO MOBOIO, Bepcia 1, nucrtonag
2020 p.; MarHiT-HaragyBaHHSs ans nauieHTta «JocnigpkeHHa MK8189-008», ykpaiHCbKOK MOBOIO, BEpCif
1, xoBTeHb 2020 p.; MarHiT-HaragyBaHHA gnsa nauieHta «JocnigpkeHHa MK8189-008», pociiicbKoro
MOBOl0, Bepcis 1, xoBTeHb 2020 p.; KepiBHMLTBO AnA nauieHTa «Mii nyTiBHUK ANnA AoCNigKeHHSs
MK8189-008», yKkpaiHCbKOIO MOBOIO, Bepcia 1, rpyaeHb 2020 p.; KepiBHMUTBO Ana nauieHTa «Miii
nNyTiBHUK gns gocnigpkeHHa MK8189-008», pociiicbkoo MOBOHO, Bepcis 1, rpyaeHb 2020 p.; Jluct go
nikaps, Wo Hanpasnsie nauieHTa «OuiHKa HOBOro BapiaHTy JliKkyBaHHA Wun3odpeHii», yKpaiHCbKOLO
MOBOI0, Bepcis 1, rpyaeHb 2020 p.; J/IucT fo nikaps, Wwo Hanpasnse nauieHta «OLiHKa HOBOro BapiaHTy
nikyBaHHA wWu3odpeHii», pociicbkol MOBOI, Bepcisa 1, rpyaeHb 2020 p.; OHoBneHi po3ginu «P.5
Control of drug product», «P.8 Stability» Adocbe pocnigpkyBaHoro nikapcbkoro sacody MK-8189,
TabneTkn, Bepcia 06DPLY Big 20 uepBHA 2021 poKy, aHIrMiiCbKO MOBOIO; MOAOBXEHHA TEPMiHYy
NpuAaTHOCTI JOCNigKyBaHOro Jlikapcbkoro 3aco6y MK-8189, ta6netku 12 mr, 3 24 go 30 micsAuiB 1o
NPOTOKONY KNiHiYHOro BMNpobyBaHHA «PaHgomMisoBaHe, noasiliHe-cine, 3 nnaue6o Ta akTBHUM KOHTPOSIEM
nikyBaHHs1 gocnimxkeHHs 26 dha3mn edpektmuBHocTi Ta 6e3neuHocti MK-8189 y nauieHTiB 3 rocTpym eni3ofom
Lm3odppeHii», kog gocnigxkeHHs MK-8189-008, 3 iHkoprnopoBaHo nonpaskoto 02 Big 24 nuctonaga 2020
POKy; crnoHcop - «Mepk Wapn EHA Joym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3anaBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBiganbHicTio «MC/L YkpaiHa»

7. OHOBNEHWiT NPOTOKON KNiHIYHOro BUNpoGyBaHHSA, Bepcia 4.0 3 iHKopnopoBaHoIO nonpaskoto 3 Bifg,
11 tpaBHs 2021 p., aHrAilicbKOO MOBOIO; CMHONCUC NPOTOKO/Y K/iHIYHOro BUNPOOyBaHHs, Bepcis 4.0
3 iHKopnopoBaHoto nonpaskoto 3 Big 11 TpaBHA 2021 p., yKpaiHCLKOIO MOBOO; JIUCT ANA NauieHTa
woao 3MiHM HasBU MicUsA NPOBeAEHHA KI/IHIYHOrO BUNPOOyBaHHA, Big 25 Gepe3Hsa 2021p.,
AHINIACbKOIO MOBOIO, MNEpPeKnaf YKPAiHCLKOK Ta pocCilicbkoro MoBamu; 3MiHA Has3BU MicuA
NpoBefEeHHA KMIHIYHOrO BUNPOGYBaHHA [0 NPOTOKO/Y K/IHIYHOrO AocnimkeHHs «baraToueHTpose,
noAgiviHe cnine, paHaoMi3oBaHe AOCAIMKEHHS, WO NPOBOANTLCA Y NapasieNibHUX rpynax 3 METOH BUBYEHHS
chapmakokKiHeTMKN, eheKTUBHOCTI, 6e3nekn Ta iMyHOreHHOCTI Y NauieHTiB 3 XPOHIYHMM B1SLLKOBMM Ncopiasom
Bif, MOMIPHOro A0 TSXKKOrO CTyneHs, siki OTpUMYOTb npenapat Xymipa®, Ta y nauieHTiB (@60 NopiBHSHO 3
nauieHTamMu) 3 XPOHiYHMM 6/IALLKOBUM MCOPia3oM Bif NOMIPHOIO A0 TSHKKOrO CTYMEHS, siki 3HaXoasaTbes y cTagii
MOBTOPHOTO Nepexoay Bif slikyBaHHA npenapatom XyMipa® Ha nikyBaHHs npenapatoM AVT02 3 HacTymHO
NnofloBXeHOoW ha3o BUBUYEHHA 6e3snekn AVTO2 (ALVOPAD-X)», kog gocnimpkeHHa AVT02-GL-302, Bepcis
3.0 3 iHKopriopoBaHoto nonpaskoto 2 Big 03 cepnHa 2020 p.; cnoHcop - «AnBoTek Ceicc Al» (Alvotech Swiss
AG), LLseiiLapis

3anBHuK - TOB «BOPABAINA KNIHIKAM TPAISIC YKP»

BYNO

CTAIO

O.M.H. Pe3HiueHko H.1O.

BilicbkoBuii rocnitanb (BiicbkoBa 4YactvHa A3309)
BiliCbKOBO-MEANYHOr0 KNiHIYHOro LeHTpy
MNiBaeHHOro perioHy, TepaneBTUyYHe BiggineHHsA (3
nanaramu ans HEeBPOMOriYHMX Ta
JepMaToBEHEPO/IONYHUX XBOPUX), M. 3amnopixxs

O.M.H. Pe3HiueHko H.HO.
BilicbkoBuii rocnitasb (BilicbkoBa YacTuHa A3309)
BiliCbKOBO-MEIMYHOrO K/iHIYHOro LeHTpy CxigHoro
perioHy, TepaneBTUYHE BigAiNeHHs (3 nanaramu gns
HEBPO/IOTiYHNX Ta [epMaToBEHEPO/IONYHUX
XBOPUX), M. 3anopixxsa

8. OHoBneHuit MpoTokon KniHiuHoro pgocnimxkeHHs ARGX-113-1904, sepcia 3.0 Big 18 TpaBHA 2021
POKy, aHrnificbkoo moBoto; ARGX-113-1904 IHdhopmauia ana nauieHta Ta ¢opma iHhopmoBaHoi
srogu, Bepcia 4.0 gna YKpaiHu aHrniiicbkolo MoBoO Big 26 TpaBHa 2021 poky; ARGX-113-1904
IHchopmauia ana nauieHTa Ta dpopma iHcpopmoBaHOi 3rogn, Bepcia 4.0 AnA YKpaiHM YKpaiHCbKOKO
MOBOI0 Bif, 26 TpaBHs 2021 poky; ARGX-113-1904 IHchopmauis Ana naudieHTa Ta popma iHpopmoBaHoI
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3roau, Bepcia 4.0 ana YKpaiHu pociicbKkolo MOBOIO Bif 26 TpaBHs 2021 poky; d®opma iHhopmoBaHOi
3roau AN oci6, Wwo 34iCHIoTL Aornaa, Bepcis 1.0 gna YKpaiHu aHr1iicbKO0 MOBOIO Bif, 24 KBIiTHA
2021 poky; ®opma iHhopMOBaHOi 3rogun ANA ocib, Wo 34iliCHI0TL gornsaa, Bepcia 1.0 ana YkpaiHn
YKpaiHCbKOI0 MOBOIO Bif, 24 KBiTHA 2021 poKy; ®PopMa iHhopMoBaHOI 3roau Ans oci6, Wo 3AiACHIOITb
pornsag, sepcia 1.0 ana YKpaiHu pociiicbKolo MOBOIO Bif, 24 KBiTHA 2021 poKy; JocCbe AoCNi4KyBaHOIo
nikapcbkoro 3acooy ARGX-113 with rHUPH20, po3uuH anAa nigwkipHuX iv’ekuiii, Bepcia 4.0 Big 28
TpaBHs 2021 poKy, aHINMilCbKOIO MOBOIO; [locbe AOCNiAKYBaHOro nikapcbkoro 3aco6y ARGX-113 with
rHuUPH20, po3unH ana nigwkipHux iv’ekuin, nnaye6o, Po3gin P JocnigxKyBaHuii nikapcbkuii 3acio,
Bepcisa 4.0 Big 28 TpaBHA 2021 pokKy, aHrilicbKolo MOBO; [locbe AOCMIAKYBAHOIO JliKapCbKOro
3aco6y ARGX-113 with rHuUPH20, po3uuH gnsa nigwkipHux iH’ekuiid, foaaTtkn rHuPH20, Bepcisa 4.0 Big,
28 TpaBHA 2021 poOKy, aHrNificbKOl MOBOIO; 3a/lydeHHs [0[AaTKOBOI BUMPOGHWUYOT AiNAHKW
pocnipkyBaHoro nikapcbkoro 3sacody ARGX-113/rHuPH20, 180 mr/Mms poO3uuMHy Ans NigWKipHUX
iH’ekuin Vetter Pharma-Fertigung GmbH & Co. KG, Germany: Eisenbahnstrasse 2-4, 88085
Langenargen, Germany; Mooswiesen 2, 88214 Ravensburg, Germany; Helmut-Vetter-Strasse 10 88213,
Germany; Schuetzenstrasse 87 and 99-101, 88212 Ravensburg, Germany; MNogoBXeHHAA TepMiHy
NpuAaTHOCTI JOCiAKYBaHOro siikapcbkoro 3aco6y Efgartigimod PH20 SC, Edrapririmog PH20 gns
nigwkipHoro BBepgeHHA, Edprapririmog PH20 SC, ARGX113 PH20, ARGX-113 with rHuPH20,
ARGX-113/rHuPH20 (Efgartigimod alfa) po3unHy ana nigwkipHux in’ekuin 180mr/mn, no 18 micsauis;
MopoBXXeHHA TepMiHY nNpuaaTtHOCTI nnauedo A0 AocnigKyBaHOro sikapcbkoro 3aco6y Efgartigimod
PH20 SC, Edraptirimog PH20 ana nigwkipHoro BBegeHHs, Ecraptirimog PH20 SC, ARGX113 PH20,
ARGX-113 with rHuPH20, ARGX-113/rHUPH20 (Efgartigimod alfa) po3uuHy ana nigwkipHux iH’ekuin
165mrimn, po 30 micAuiB; PekomMeHaauii ANA nauieHTIB WOAO0 TPaHCNOPTYBaHHA AOCAiAXyBaHOro
npenapary, iioro 36epiraHHs B AOMalUHiX yMOBax i MOHITOPUHIy Temneparypu, Bepcia 3.0 Big 10
yepBHA 2021 p., YKpaiHCLKOK MOBOK; KepiBHMLTBO A1 MNalieHTIiB WOoAO0 TpaHCNOPTYBaHHA
AocnigkKyBaHOro npenaparty, Aoro 36epiraHHA B [OMAaLUHiIX yMOBaX i MOHITOPUHIY Temmneparypw,
Bepcia 3.0 Big 10 uepBHA 2021 p., POCIiCbKOIO MOBOK [0 MNPOTOKO/Y KAIHIYHOTO BUNPOOGYBaHHSA
«PaHgomizoBaHe, noggiiHe cnine niauebo-KOHTPO/IbOBaHE LOC/IMKEHHS A1 OUIHKM  edeKTUBHOCTI,
6e3neyHoCTi Ta nepeHocumocTi npenapaty Edprapririmog PH20 gna nigwkipHOro BBEAEHHS Y AOPOCANX
nauieHTiB 3 NyxuMpyaTkow (3BuualiHo abo nuctonogi6How) (ADDRESS)», kog gocnigpkeHHs ARGX-113-
1904, Bepcida 2.0 Big 10 ntotoro 2021 poky; cnoHcop - apmkeHke BB, benbris / argenx BV, Belgium

3asiBHUK - ToBapucTBO 3 ObMEXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHizauist IHHodhapm-
YKkpaiHa»

9. OHOBJ/IEHHSA NPOTOKOANY KANiHiUHOro BunpooyesaHHss MDCO-PCS-17-05 (CKJX839A12306B), Bepcis 02
BiA 06 xoBTHA 2020 poKy; 3MiHa cnoHcopa K/iHiYHOro BUNpooyBaHHs 3 «3e MegeciHc KomnaHi», CLLA
(The Medicines Company, USA) Ha Hosaptic ®apma Al LlUeeiiyapia | Novartis Pharma AG,
Switzerland; 3miHa 3asaBHUKa 3 TOB «BOP/MABANA KMIHIKAN TPAIIC YKP» Ha TOB «MNAPEKCEN
YKpaiHa»; 3MiHa KogoBaHOro Homepy npotokony 3 MDCO-PCS-17-05 Ha MDCO-PCS-17-05
(CKJX839A12306B); IHchopmauia ana nauieHTiB: IHdopmauia ana MauieHTa Ta ®opma IH(hpopMoBaHOT
3ropgun, Bepcia 02.00.1 pna Ykpainum Big 17 nuctonaga 2020 p., yKpaiHCbKOI Ta POCiliCbKOI0 MOBamu;
IHchopmoOBaHa 3roga Ha CNOCTEPEXEHHA 3a BariTHICTIO ANnA BariTHMX yyacHuub, Bepcia 02.00.1 gnsa
YKpaiHnu Big 17 nuctonaga 2020 p., yKpaiHCbKOIO Ta pPOCilicbKolo moBamu; KapTka-HaragyBaHHA Npo
Bisutu, Bepcis 2.0 Big 08 rpyaHs 2020 p., yKpaiHCbKOI Ta pocilicbKolo moBamu; OHOBJ/IEHHA GpoLuypu
pocnigHuka: Bbpowypa pocnigHuka (KJIX839 (Inclisiran)), BugaHHa 14 Big 17 cepnHa 2020 poky;
Bpowypa gocnigHuka (KIX839 (Inclisiran)), BugaHHsa 15 Big 23 rpyaHAa 2020 poky; OHoBneHHA [locbe
pocnipkysaHoro nikapcbkoro 3aco6y Inclisiran, Bepcis 8.1 Big BepecHa 2020 poky; MonpaBka o
Aocbe pgocnipxyBaHoro nikapcbkoro 3aco6y Inclisiran sodium, 5004795_SM_IS_AMEN_1_967, Bepcis
1.0 Big 15 noTtoro 2021 pokKy; OHOBJeHi cekuii flocbe AocnigKyBaHOro nikapcbKoro 3acooy Inclisiran
sodium: 2.1.S.1 «3arasibHa iHhopMmauia», 5004795 _SM_|_S1_975, sepcia 1.0 Big 17 BepecHs 2020
poky; 2.1.5.2 «BupoGHuKkn», 5004795_SM_I_S2_975, Bepcisa 2.0 Big 12 ntotoro 2021 poky; 2.1.S.3
«XapakTepuctuka», 5004795_SM_|_S3_975, Bepcia 2.0 Big 12 ntotoro 2021 poky; 2.1.S.4 «KoHTponb
niKkapcbKoi pevyoBuHU», 5004795 _SM_I_S4 975, Bepcia 2.0 Big 01 nwoTtoro 2021 poky; 2.1.S.5
«CTaHAapTHi 3pa3kn a6o peyoBuHU», 5004795_SM_I_S5_975, Bepcia 1.0 Big 17 BepecHA 2020 pokKy;
2.1.S.6 «CnuctemMa ynakoBku/3akynopku», 5004795_SM_I_S6_975, Bepcis 1.0 Big 17 BepecHs 2020 poKy;
2.1.S.7 «CTtabinbHicTb», 5004795 _SM_|_S7_975, Bepcia 2.0 Big 28 ciuHAa 2021 poky; MonpaBka Ao
Aocbe pocnigxyBaHoro nikapcbKkoro 3acooy Inclisiran 284 mg/1.5 mL Solution for injection in pre-filled
syringe, 7011012_SM_IP_AMEN_1 967, Big 18 rpygHa 2020 poky; OHoBneHi cekuii Jocbe
pocnipkyBaHoro nikapcbkoro 3aco6y Inclisiran 284 mg/1.5 mL Solution for injection in pre-filled
syringe: 2.1.P.1 «Onuc Ta cknag nikapcbKoro npenapaty», 7011012 SM_I_P1_975, Bepcia 1.0 Big 11
BepecHs1 2020 poky; 2.1.P.2 «®apmaueBTUYHa po3po6ka», 7011012_SM_I_P2_975, Bepcia 1.0 Big 17
BepecHs 2020 poky; 2.1.P.3 «Bupo6Huyrso», 7011012_SM_|_P3_967, Bepcia 1.0 Big 11 rpyaHs 2020
poky; 2.1.P.4 «KOHTpO/Ib AOMOMDKXHUX pevyoBUH», 7011012_SM_I_P4_975, Bepcia 1.0 Big 11 BepecHs
2020 poky; 2.1.P.5 «KoHTponb nikapcbKoro npenapary», 7011012_SM_I_P5_967, Bepcia 1.0 Big 11
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rpygHa 2020 poky; 2.1.P.6 «CtaHAApPTHI 3pa3ku abo peuoBUHU», 7011012_SM_I_P6_975, Bepcis 1.0 Big,
21 BepecHs 2020 poky; 2.1.P.7 «Cucrtema ynakosku/3akynopku», 7011012_SM_|_P7_975, sepcis 1.0 Big,
11 BepecHsa 2020 poky; 2.1.P.8 «Cta6inbHicTb», 7011012_SM_I|_P8_975, Bepcisa 2.0 Big 26 nuctonaga
2020 poky; fopaHHA BUPOGHUKIB AocChimKyBaHOro siikapcbkoro 3aco6y IHknicipaH (Inclisiran) 284
Mr/1,5 M, po3unH ANA iH €KL Yy nonepeaHbO HaNnOBHEHMX wnpuyax, a came: Novartis Pharma AG,
WBeiiyapia; SanaClis s.r.o., CnoBaubka Pecny6nika; [MoaoOBXeHHsA TepMmiHy npuUAAaTHOCTI
pocnigpkyBaHoro nikapcbkoro 3aco6y IHknicipan (Inclisiran) 284 mr/1,5 mn, po3unH gns iH’ekuii y
nonepegHbLO HanNnoOBHEHUX LwnNpuuax, o 36 micauis; OHoBNeHHA 3pasKiB MapKyBaHHA [30BHIWHLOI
(KkopoGka) Ta BHYTpPiWHbLOI (NonepegHbLO HANOBHEHWW LIMPUL) YNAaKoBOK] AOChifKyBaHOro
nikapcbkoro 3aco6y IHknicipaH (284 mr iHknicupaHy (300 mr iHknicupaHy HaTpito Ha 1,5 mn) gns
iH’eKuiii (NigwKipHo)), yKpaiHCbLKOI0 MOBOIO; JoAaHHA KOA4OBaHOro HOMepy Ta Ha3B [OC/if4KYBaHOIo
nikapcbkoro 3aco6y Inclisiran, a came: KIX839; IHknicupaH; IHKnicupaH HaTtpito; KomnaHis, fika gie 3a
[OBIPEHICTIO, IKY HalaB CMOHCOP YU 3aABHUK Ha BBE3€HHSA AOCAIfKYBaHUX NiKaAPCbKUX 3aco6iB Ta
cynyTHix matepianis: TOB «BOPNABANA KNIHIKAN TPAINIC YKP», YkpaiHa [0 NpOTOKOMY KiHIYHOMO
BMNPOOYyBaHHSA «[JOBrOCTPOKOBE AOC/MKEHHS, SKE € MPOJOBXEHHAM focnimpkeHb hasn Il 3 BMBYEHHS
rinoninigemiyHmx 3acobis, 3 METOK OUIHKM e(eKTUBHOCTI TPMBAsIOr0 3acCTOCYBaHHS iHKAICipaHy LUIAXOM
NiALWKIPHMX IH'EKLINA Y NaLEHTIB 3 BUCOKNM CEPLEBO-CYANHHUM PU3MKOM Ta MiABULLEHUM PIBHEM XOMECTEPUHY
JIMHLL. (ORION-8)», kog aocnigxeHHs MDCO-PCS-17-05, rnobanbHa nonpaska 1 Big 01 nuctonaga 2018 p.;
crnoHcop - «3e MepgeciHc KomnaHi», CLUA (The Medicines Company, USA)

3asaBHuK - TOB «IMAPEKCE/ YkpaiHa»

10. 36inbLUIEHHA 3an/1aHOBAaHOI Ki/IbKOCTi AoCNiAKyBaHUX A1A BK/IFOUEHHA Y BUNPOGYBaHHA B YKpaiHi 3
300 g0 400 oci6 40 NPOTOKONY KNIHIYHOIO AOCNiIKEHHA «BUKOpUCTaHHA NepopasibHUX aHTUKOAry/IsHTIB, L0
He BiQHOCATLCA [0 Knacy aHTaroHicTiB BiTamiHy K, y nauieHTiB 3 nepegcepAHvMn enizofamu BUCOKOT
yacTtotu», kop pocnimkeHHs NOAH - AFNET 6, Bepcia 5.1 Big 01 »oBTHA 2020 poKy; CMOHCOp -
Kompetenznetz Vorhofflimmern e.V. (AFNET) [Atrial Fibrillation NETwork], HimeuunHa

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

11. BKAOUYEHHSA [OAATKOBUX Micub MPOBeAEHHA K/iHIYHOro BUNPOOYBaHHA A0 NPOTOKO/Y KAiHIYHOrO
pocnimpkeHHs «PaHgomisoBaHe, noAgiiiHe cnine, naauebo-KOHTPo/IboBaHe, baraToLueHTpoBe AocniaxeHHs 3b
chasn 3 MeTO0 OLHKM edDEKTMBHOCTI Ta 6€3MeYHOCTI NiALKIPHOrO BBEAEHHS ryce/ibKyMaoy A/151 3MEHLLEHHS
O3HaK i CMMNTOMIB Ta CMOBISIbHEHHA PEHTreHONOrYHOI Nporpecii y nauieHTiB 3 akTUBHMM MNCOpiaTUUYHUM
apTpuTom», Kog focnigpkeHHs CNTO1959PSA3004, nonpaska 1 Big 07 kBiTHA 2021 poky; cnoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH ®apmaLesTuka HB, Benbris

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

Ne MM.1.6. BignoBiganLHOro gocigHuKa

n/n Ha3Ba Micus NpoBefeHHs KNiHIYHOro BUNpo6yBaHHA

1 nikap Kypunbuuk 1.B.

MeguuHnii ueHTp ToBapucTBa 3 OOMEXEHOI BIAMOBIAaIbHICTIO «MeanyHuin LeHTp «KoHcuiym
Megikan», KNiHiKko-KOHCY/IbTaTUBHE BigfineHHsa, M. Kuis

2 nikap JlitoByeHko |.B.

MeaunyHWiA LeHTp ToBapmnCTBa 3 OOMEXEHO BifNoBigasTbHICTIO «Xenc KniHik», MegnyHnii KNiHiYHWi
LOCNIAHNLUBKWI LEHTP, BIAAI KapAionorii Ta peBmartosorii, M. BiHHMUSA

3 O.M.H., npod. WeBuyk C.B.

Kninika HaykoBo-gocnigHoro iHCTUTYTy peabinitauii oci6é 3 iHBanigHICTIO (HaBYa/lbHO-HAayKOBO-
NikyBa/IbHWIA KOMMNAEKC) BiHHMLUBKOrO HaljioHa/IbHOrO MeAM4YHOro yHiBepcutety iM. M.l lMuporosa,
peBmartosoriyHe BigaineHHs Bigainy Tepanii Ta KAiHiYHOI peBMaTtosorii, BiIHHULUBbKUIA HaLiOHabHUIA
MeandHui yHiBepeuteT iM. M.I. MuporoBa, Kadeapa BHYTPILLHLOT MeanumHn Ne2, M. BiHHMUA

12. 3miHa Ha3BU MicuA NpoBeAeHHS K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKOMY K/IHIYHOIo AOCAIMKEHHS
«focnipkeHHa a3 2 3 BMBYEHHA edeKkTMBHOCTI Ta 06e3nedvHocTi Tucnenisymaby (BGB-A317),
MOHOKNOH&/TbHOro aHTuTINa Ao PD-1, y noeaHaHHi 3 npenapaTtom BGB-A1217, MOHOK/IOH&/TbHUM @HTUTINIOM
0o TIGIT, abo 6e3 HbOro B NaLiEHTOK 3 peLMAnBYOHMM abo MeTacTaTMYHMM PaKoM LLWIAKA MaTKK, SKi paHille
OTpMMYBaNN NiKyBaHHA 3 NPUBOAY AAHOr0 3aXBOPIOBaHHA», Ko AocnimpkeHHs BGB-A317-A1217-202, Bepcia
0.0 Big 04 BepecHs 2020 poky; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLUA

3asaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVIENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNO CTANO
O.M.H., npody. KpmxaHiscbka A.€. O.M.H., npody. KpmxaHiscbka A.€.
KomyHasibHe HekomepLinHe nignpuemctso | KomyHasbHe HekomepLiiHe nignpUeEMCTBO
«[MpuKapnaTCbKMin  KNiHIYHWIA OHKOMOTiYHWIA UEHTP | «MMpuKkapnaTCbKWil K/iHIYHWIA OHKOMOFiYHWIA LEHTP
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IBaHO-PpaHKiBCbKOI obnacHoi pagu», | IBaHO-®paHKIiBCbKOiI 06/1acHOT paau», XipypriyHe
OHKOriHekonoriyHe BiAAiNeHHs, IBaHO- | BigAineHHA Ne3 ropMoOHO3aIEXHUX MNYX/IMH Y
dpaHKiBCbKUiA HaLioHa/TbHWIA MeZIMYHWNIA | XKIHOK, IBaHO-PpaHKiBCbKUIA HaLjioHaNbHWIA
yHiBepcuTeT, kadpegpa OHkosorii, M. |BaHO- | MEOUYHUIA YHIBEPCUTET, Kaddeapa OHKOJIOTIT,
PpaHKiBCbK M. IBaHO-®PpaHKiBCbK

13. OHOBMEHUIA NPOTOKON KiHIYHOro BUNPOGYyBaHHA nonpaska 4, Bepcis 5.0 Big 24 notoro 2021 poky;
3miHa Ha3BU NPOTOKO/Y KJiHIYHOro BUNPOOYBaHHSA; 3MiHA KOHTAKTHOI 0cO6M CnoHcopa KMiHiYHOro
BUNpoOyBaHHSA; Bpolwypa gocnigHuka no npenaparty bpasukyma6 (Brazikumab, MEDI2070, AMG 139),
Bepcia 8.0 Big 02 Gepe3Ha 2021 poky; 3anyuyeHHA [0[AATKOBMX BUPOOGHMUUX [iNAHOK A0
[ocnipKyBaHOro flikapcbKoro 3acody bpa3sukyma6, po3uvH A/isl BHYTPilLHbOBEHHUX iH'eKLiid, 720 mMr y
chnakoHi 6 mn; Ao AocnimKyBaHOro nikapcbkoro 3aco6y Bbpasukymad, po3uuMH ANA NiAWKIPHUX
iH'ekuii, 120 mr/mn; go nnauye6o AocnigKyBaHOro ikapcbkoro 3aco6y Bbpasvkymas, po3uuH ans
nigwkipHux iH'ekuii, 120 mr/mn: FISHER CLINICAL SERVICES UK LIMITED, United Kingdom
(Packaging and labelling) Langhurstwood Road, Horsham, RH12 4QD, United Kingdom; Fisher Clinical
Services GmbH, Switzerland (Packaging and labelling),Steinbiihiweg 69, Allschwil, 4123, Switzerland;
Fisher Clinical Services Inc., United States (Packaging and labelling) 7554 Schantz Road, Allentown,
PA, 18106, United States; ASTRAZENECA UK LIMITED - MACCLESFIELD DEVELOPMENT, United
Kingdom (Final QP release (certification) to the clinic (where required outside EU)) Silk Road Business
Park, Macclesfield, SK10 2NA, United Kingdom; AstraZeneca AB, Sweden (Final QP release
(certification) to the clinic for EU Markets) R & D Gothenburg, Pepparedsleden 1, MéIndal, 431 83,
Sweden; 3anlyueHHA [0AATKOBOI BMPOOHWUUOI AiNAHKM A0 niaue6o [AOoCNiAKyBaHOro JsikapCcbKoro
3acoby Bpasukyma6, po3uuMH A1 BHYTPIlWIHbOBEHHUX iH'eKuUiii, 720 mr y donakoHi 6 mn: JodipHe
nignpuemcteo «dapmarpeiig» YKpaiHa, 82100, J/ibBiBCcbka 06.., M.[poro6uy, Byn.Caméipcbka, 85;
IHCTpyKUiA ANA MegUYHOro 3acToCyBaHHA /iKapcbKoro saco6y (nnaue6o go AN13 1: Bpasukymao,
PO3UMH A5 BHYTPiLWHbOBEHHUX iH’EKLiid, 720 Mr y donakoHi 6 mn) Fntokosa (Glucose) 5%, po3unH gna
BHYTPilWIHbOBEHHUX iHY3iit, nakeT 100Mn (417 BHYTPilLULHbOBEHHOTO BBeAeHHA); HacTuHa 2.1.P [locbe
AocnigKyBaHOro nikapcbkoro 3aco6y. MeguuHunii npenapart (Bpa3sukyma6), Bepcif 5.0 Big 25 6epe3Hs
2021p.; YactuHa 2.1.P flocbe pocnigkyBaHOro nikapcbKoro 3aco6y. NMpenapat nnaue6o (Bpasvkymao),
Bepcia 6.0 Big 25 GepesHsa 2021p.; YactnHa 2.1.S [locbe AOCNigKyBaHOro J/liKapCbKOro 3acooy.
Nikapcbka peuoBuHa (Bpasukymao), Bepcis 2.0 Big 05 6epesHsa 2021 p.; IHchopmauisa npo gocnigpKeHHA
Ta hopma 3roam ana [JOpPOCuX NoKasibHa Bepcia Homep 2.1 gnA YKpaiHM yKpaiHCbKOK MOBOLO, Agata
Bepcii 14 uepBHA 2021 poKy Ha OCHOBiI MacTep Bepcii Homep 8.0 Big 09 6epe3HA 2021 poky; IHchopmauin
npo onuioHasibHe reHeTUYHe AocnigpKeHHA Ta chopma iHpopmoBaHOI 3rogun, I0OKasibHa Bepciss HoMep
1.0 gna YKpaiHn yKpaiHCbKOKO MOBOIO, aarta Bepcil 14 TpaBHA 2021 poKy Ha OCHOBi Mactep Bepcil
HoMmep 1.0 Big 09 GepesHAa 2021 poky; IHopmauia Ta cpopma 3rogu Ha HapaHHA AaHUX BariTHOV
napTHepPKU AOPOC/IOro yyaCHUKa AOCNifKEHHSA NIOKa/lbHa Bepcis Homep 2.0 ans YKpaiHu YKPpaiHCbKO
MoBolo, Aata Bepcii 14 TpaBHA 2021 poKy Ha ocHoBi MacTtep Bepcii Homep 3.0 Big 08 6epesHsa 2021
pokKy; MapkyBaHHS h/1akOHY AOCNiMKYBaHOro nikapcbKoro 3aco6y bpasukyma6 (Brazikumab), po3uuH
LSl BHYTPIWHbOBEHHUX iHEKUiA, 720Mr y chakoHi 6 mn a6o nnaue6o, Bepcia 1.0 Big 29 GepesHs
2021p.; MapkyBaHHSI KapTOHHOI KOPOGKM [OCAigKyBaHOrO Jiikapcbkoro 3aco6y bBpasunkymao
(Brazikumab), po3unH ansa BHYTPIlWWHbOBEHHUX iH’€KUiA, 720Mr y conakoHi 6 mn a60 nnaue60, Bepcis
1.0 Big, 29 Gepe3HAa 2021p.; MapkyBaHHS KapTOHHOI KOPOOKM AOCAiAKYBaHOIro NikapCbKoro 3acooy
Bpas3ukymab (Brazikumab), po3uuH gnsa nigwkipHux iH’ekuiii, 120mr/mn y nonepegHb0 HanoBHEHOMY
wnpuui 1mn a6o nnaye6o, Bepcia 1.0 Big 01 kBiTHA 2021p.; MapKyBaHHA wnpuua A0CNigKyBaHOro
nikapcbkoro 3aco6y Bpasukyma6 (Brazikumab), po3uvH gns nigwkipHux iH’ekuiii, 120mr/mn y
nonepeaHbLO HaNOBHEHOMY wwnpuyi 1mn a6o nnaue6o, Bepcia 1.0 Big 01 kBiTHA 2021p.; MapKyBaHHA
nnaue6o (Fnwkosa (Glucose) 5%, po3uMH [NA BHYTPilWWHbOBEHHUX iHy3ili, naket 100mn gns
BHYTPilULHLOBEHHOrO BBefleHHs) [0 [OC/ifXyBaHOro Jikapcbkoro 3aco6y bpasukymab pans
BHYTPIlWIHbOBEHHUX iH’€KUili, 720 Mr y cpnakoHi 6 mn; KapTka nogsikm 3a yyacTb Yy [OCHiDKEHHI
yKpaiHCbKO0 MOBOIO, Bepcis 1.0 Big 13 kBiTHA 2021p.; KapTKa yyacHUKa pocnipkeHHs, JIokasibHa
Bepcia Homep 1.0 Ana YKpaiHM yKpaiHCbKOI0 MOBOIO, AaTa Bepcil 26 TpaBHA 2021 poKy Ha OCHOBI
MacTep Bepcii Homep 1.0 Big 08 6epe3Hs 2021 poky; KapTa goctyny nauieHTa g0 iHTepakTUBHOI Bepcil
NOCiGHMKa 3 [OC/iAKEHHA YKPAiHCbKOK MOBOIO, Bepcia 1.0 Big 28 kBiTHA 2021p.; EnekTpoHHMii
WOAEHHUK: 3BIiT 3 eKkpaHy. HaBuanbHuii mMogynb i3 KOpPUCTYBaHHA MOPTAaTUBHUM MPUCTPOEM
aHrnificbKol Ta yKpaiHCbKO mMoBamMu, Bepcia 1.00 Big 17 rpyaHa 2020p.; ENEeKTPOHHUI LWO0EeHHUK:
3BIT 3 eKpaHy. TeCTOBUIi KOHTPO/1b 3HaHb YYaCHUKA aHIiINCbKOIO Ta YKpaiHCbLKOI MoBamu, Bepcisa 1.00
Big 10 kBiTHA 2020p.; ENEKTPOHHMI WOAEHHUK: 3BiT 3 eKpaHy. HaBuanbHe Bifgeo Ansi yyacHuKiB
aHrNiicbKol Ta yKpaiHCbKo moBamu, Bepcis 1.00 Big 10 KBiTHA 2020p.; IHCTpyKUiA 3i 360py 3pa3ka
Kasly AnAa amoynaTopHUX nauieHTis, pegakuia 1.0.1 Big 14 BepecHA 2020p.; LLogeHHMK BUNOPOXHEHb
KULWeYyHUKa, Bepcia Big 2021p. ana YKpaiHu yKpaiHCbKol MoBoOIo; [iarpamMa «bpucTonbCcbka WKana
thopmu kany» pns YkpaiHu yKpaiHCbKOIO MOBOIO, Bepcia Big 12 TpaBHA 2016p. (BSF-Scale -
Ukraine/Ukrainian - Version of 12 May 16 — Mapi); OnutyBanibHUK | 2 BeuipHiii WoaeHHUK, Bepcisa Big,
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2021p. pna YKpaiHu yKpaiHCbKoio mMoBoOr; OnuTyBanbHuK FACIT Llkana BTtomu (BapiaHT 4) ans
YKpaiHu yKpaiHCbKOK MOBOIO, Bepcis Big 07 nunHa 2012p.; OnutyBa/fibHUK 3arajibHe BpPaXXeHHS
naugieHTa WwoAo 3MiHM iioro ctaHy — XBopo6a KpoHa, Bepcis Big 2021p. gns YKpaiHu YKpPaiHCbKOIO
MOBOI0; ONUTYBa/IbHUK 3arasibHe BPaXXeHHSA NawljieHTa WoA40 TAXKOCTI cuMnTtomiB — XBopo6a KpoHa,
Bepcia Big 2021p. gns YKpaiHM YKPAIHCbKOK MOBOLO; IHCTPYKL,iT 0 CAMOCTIAHOrO 3anNOBHEHHS aHKeTU
no 3anajibHOMY 3aXBOPIOBaHHIO KMLLEYHUKA 415 YKpaiHM YKPaIHCbKOIO MOBOI0, Bepcif Big 30 6epe3Hs
2017p.; OnutyBanibHUK SF-36v2® Health Survey Single-ltem Standard Recall for Handheld Device gnsa
YKpaiHu yKpaiHCcbKol MOBOLO, Bepcia 1.1 Big 23 nuctonaga 2015p.; OnutyBanbHUK SF-36v2® Health
Survey Standard ana YkpaiHum ykpaiHCbKOO MoOBOW, Bepcia 1.1 Big 23 nucrtonaga 2015p.;
onutyBanbHUK AHKeTa cTaHy 340poB’s EQ-5D-5L Bepcis Big 2021p. ana YKpaiHM YKpaiHCbKOK MOBOIO;
3asyueHHs AoAaTKOBUX MiCllb NpPOBefieHHs K/iHIYHUX BUMNPOOYBaHb [0 MPOTOKONY K/IiHIYHOro
JocnigpkeHHs «baraTtoueHTpoBe paHAoOMi3oBaHe MoAgiHe cnine 52-TwkHeBe gocnigpkeHHs dasu 2b/3 3
6e3nepepBHMM NepexofoM M (pazamu, 3 NOABINHUM MacKyBaHHSAM, KOHTPO/IbOBaHe nnauebo Ta akTUBHUM
npenapaTom, Lo NPOBOAUTLCA B NapasiesibHUX rpynax A5 ouiHkM e(pekTUBHOCTI Ta 6e3neyHoCTi npenapary
Gpa3uKymab y nauieHTiB 3 xBopo60oto KpoHa B akTUBHIl (hasi Big cepefHbOro A0 TSAXKOr0 CTYNEHs BaXXKOCTI»,
Ko pocnimkeHHs D5271C00001 (MonepepHini kop, 3150-301-008), nonpaska 3 Big 17 cepnHsa 2020 poky;
crnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

Ne M.l.6. BignoBigabHOro AocnigHMka

n/n Ha3Ba MicL NPoBeAEHHS KAIHIYHOro BUNPOOYBaHHS

1 K.M.H. JaueHko O.T.

KoMyHaslbHe HekoMepuiiHe nianpMemMcTBo «Micbka KhiHiYHa nikapHsa Ne2 imeHi npodd.
0.0. WanimoBa» XapKiBCbKOI MICbKOI paau, NPOKTO/IOrYHe BigAiNeHHs, M. XapkiB

2 K.M.H. MNMonsakosa I'.B.

MeguyHuii UeHTp ToBapucTBa 3 OOMEXEHOK BifgnoBigasibHICTIO «KoHcuniym Megikan», KiiHiko-
KOHCY/IbTaTMBHE BifAi/IEHHS, M. KWiB

3 O.M.H., npodp. CTtaHicnasuyk M.A.

KomyHanbHe HekomepuiiiHe nignpuemcTBo  «BiHHMLUbka 06nacHa KIiHIYHA  NiKapHa  iM.
M.l.  MuporoBa BiHHMUbKOI 06nacHoi Pagu», O6nacHWin  cneujanizoBaHWn  K/iHIYHWIA
racTPOEHTEePOsIONYHUA  UEeHTP, BiHHWLbKUIA  HauiOHaNbHUA  MeauuHuiA  yHIBepcUTeT  iM.
M.l. Muporosa, kadeapa BHYTPIWHLOI MeanunHU Nel, M. BiHHWUSA

4 nikap Piwko A.9.

KomyHasibHe HekomepLiiHe NigNPMEMCTBO «3akapnartcbka o61acHa K/liHiuHa NikapHs iMeHi AHApis
HoBaka» 3akapnaTcbkoi 06/1aCHOT paju, raCTPOEHTEPOIoNiYHe BiA4i/IeHHs, M. YXropof

5 nikap Myray M.M.

MeanyHWii LEHTP TOBapucTBa 3 0O6MEXEHOK BigNoBiAas/IbHICTIO «MeguyHa KniHika «briaromen,
NiKyBaNIbHO-AiarHOCTUYHWIA Nigpo3ain, M. Kuis

6 nikap NorpaHigi T.1.

KomyHasibHe HekomMepujliHe nignpuemMcTBo KniBCcbKkoi 061acHOi pagu «KniBcbka o6/1acHa nikapHs»,
TepaneBTMYHe BigfineHHs, M. KuiB

7 A.M.H. Focnogapcbkuii |.A.

KomyHasibHe  HekomepuiiHe  NigNPUEMCTBO  «TEpHOMI/IbCbKa  YHIBEPCUTETCbKA  JliKapHSa»
TepHONINbCLKOI  06NacHoOi  pagn, o06nacHWiA  UEeHTp racTpoeHTeposiorii 3 renatosorieto,
racTPOEHTEPO/IOriYHe BigaineHHs, M. TepHoninb

8 nikap bapaHeHko B.M.

MeamnuHunii LeHTp «YHiBepcanbHa KiHika «O6epir» ToBapncTBa 3 0OMEXEHOI BignoBiAA/IbHICTHO
«Kanutan», KniHiKo-KOHCY/IbTaTUBHE BigaineHHsi, M. Knis

14. BKIOUYEHHA [0AATKOBUX Micub NPOBeAEeHHA K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y KAiHIYHOMO
pocnigxeHHa «PaHgomizoBaHe, MoggiiHe cnine, nnaue6o-KOHTPosibOBaHe, B NapanesfibHuX rpynax,
GaraToLEeHTpOBE KNiHIYHE BUMNPOOYBaHHA /1 OLHKM edIeKTUBHOCTI, 6e3neYyHoCcTi Ta nepeHOCUMOCTI
JNJ-40411813, Ak [04ATKOBOrO JlikyBaHHSA y NauieHTiB 3 CYAOMHMMM Hanagamu 3 (pokasibHUM novyaTkoMm 3
HeJOoCTaTHLOK BIAMOBIAAI HA NeBeTupaueTam», Ko gocnimkeHHs 40411813EPY2001, 3 nonpaskoto INT-1
Big 18.01.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

Ne M.l.6. BignoBigabHOro AocnigHMka

n/n Ha3Ba MicL NPoBeAEHHS KAIHIYHOro BUNPOOYBaHHS

1 O.M.H., npodp. LWkpo6oT C.I.

KomyHanbHe HekoMepLiiiHe nianpueEMCTBO «TepHOoNiNIbCbka o6/1acHa K/iHiYHa NCUXOHEeBPOsIoriyHa
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nikapHa»  TepHoninbCcbkoi o06nacHoi pagu, 1 HeBposoriyHe BiAAiNeHHs, TepHOMINbCbKUIA
HaLioOHa/IbHUIA MeguuHKiA yHiBepcuTeT imeHi |.A. FopbayeBcbkoro MiHicTepcTBa OXOPOHM 340P0B'A
YKpainu, kacpeapa HeBponorii, M. TepHonisib

2 O.M.H., npod. JlitoBueHko T.A.

MeanyHWii LeHTp MpuBaTHOroO nignpuemctea «HempoH», NikyBasibHO-NMPOMINaKTUYHWIA Nigpo3ain,
M. XapkiB

15. Bk/1IOUEHHA A404aTKOBOro MicLil MPOBeAEeHHS KiliHiuHOro Bunpo6yBaHHA; MK-3475-B68_00_6a3oBa
Bepcifa 6powypun Wwoa0 3paskiB TKAHMH_YKPAIHCbKOKO Ta POCIiiCbKOI0 MoBamu_ansa YKpaiHv_09 rpyaHs
2020 p.; MK-3475-B68_00_Bpoliypa nauieHTa_yKpaiHCbKOIO Ta POCiiCbKOIO MoBaMu_Ana YKpaiHu_09
rpygHa 2020 p.; MK-3475-B68_00_KepiBHMLTBO 3 NpOBeAEHHS Bi3UTIB ANA Nali€eHTa_yKpaiHCbKOKO Ta
pocilicbkolo MoBamu_pana YKpaiHun_09 rpygHa 2020 p. A0 NPOTOKOAY KHIMHOTO  AOC/iAKEHHS
«focnimpkeHHs |l cda3nm nemoponisymady (MK-3475) KOXHIi 6 TWXHIB Yy NaujieHTIB 3 peunamnByoyoo abo
pedpakTePHOID K1acuyHOo NiMdhomoro XoMkKiHa abo y nauieHTiB 3 peunamBylovold abo pedhpakTepHoto
NepBYHHOK MefiaCTUHA/IbHOK B- KPYMHOKNITUHHOW SliMcboMoto», kog aocnimpkeHHs MK-3475-B68, sepcis 00
Big 26 ciuHa 2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», godipHe nignpuemctso «Mepk eHg Ko.,
IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba Micusl MPOBeAEHHS KNiHIYHOIo BUNPO6yBaHHS

1 O.M.H. Macnsk 3.B.

[JepxaBHa ycTaHoBa «IHCTUTYT NaToorii KPOBi Ta TpaHCy3inHOT MegnunHy HauioHanibHOT akagemil
MeAMYHUX HayK YKpaiHW», BiA4iI/IEHHA remartonorii, M. /IbBiB

16. 3anyuyeHHA [,O[ATKOBOro MicUsl NPOBEAEHHSA K/iHIYHOro BUNPO6GOBYBAaHHA [0 NPOTOKO/Y K/iHIYHOrO
pocnimpkeHHs1 «MpocnekTMBHE paHAOMI30BaHe 6araToLeHTPOBE BiAKpUTE MOPIBHANbHE AOCAIAKEHHS ha3m 3,
LLIO MPOBOAMTLCSA B NapanenibH1x rpynax i3 3acninfieHnM LeHTPasIbHAM OLHIOBaHHAM 3 METOH BU3HAYEHHS
edheKTMBHOCTI, 6e3neyHoCTi Ta NepeHoCMMOCTi KOMGiHaLiT a3TpeoHam-aBi6aktam (ATM-AVI) tmeTpoHigason
(MT2Z) y nopiBHsAHHI 3 MeponeHemtkonicTuH (MER+COL) ans nikyBaHHS cepiio3HNX iHPEKL, 3yMOBIEHNX
rpaMHeraTMBHMMM GakTepisiMK, BK/IHOYHO 3i CTiiKUMW A0 6GaraTOKOMMNOHEHTHUX NiKapCbkuX 3acobiB
36yHUKaMK, Lo NpoaykyTb MeTano-6eta-naktamasy (MBL), ana akux BapiaHTu slikyBaHHA 06MexeHi abo
BiACYTHi», Kog gocnimkeHHs €3601002, 3 nonpaskoto 1 Big 05 nvnHa 2018 poky; cnoHcop - «®daiizep [HK.»,
CLLUA / Pfizer Inc., USA

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusl npoBeAeHHS K/iHIYHOrO BUNPO6YBaHHS

1. | A-M.H., npod. MigripHnii A.M.

KomyHasibHe HekomepLiiHe nignpremcTBo JIbBIBCLKOT 06/1aCHOT paan «/IbBiBCbka 06/1acHa KiHiYHa
niKkapHa», BigAiNeHHsa aHecTesiosnorii Ta iHTeHcuBHOT Tepanii Nol, M. J1bBiB

17. Incdhopmauina gnsa nauieHta Ta Popma iHopmoBaHOI 3roau Ana YkpaiHum, Bepcis 10.0 Big 31 TpaBHA
2021 poKy YKpaiHCbKOIO Ta POCiliCbKOKO MOBaMU A0 NPOTOKO/Y K/iHIYHOro AocnimkeHHs «baraToyeHTpoBe
BigKpWTE AOBrOCTPOKOBE NOAOBXEHE KrliHIYHE gocnimkeHHs 3b hasm npenapaty PCI-32765 (I6pyTUHI6)», kopg,
pocnipkeHHss PCI-32765CAN3001, 3 nonpaskoto INT-5 Big 19.12.2019 p.; cnoHcop - «AHCCEH
SAPMALIEBTUKA HB», benbris

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

18. OHoBneHe [locbe AoCNiAKyBaHOro NiKapcbKOro 3acooby JlapoTpekTiHio (BAY 2757556) Bepcis 011
Bif 15 6epesHAa 2021; 3anyuyeHHs1 afibTepHATUBHUX BUPOOGHUKIB Ana ON13 JlapoTpekTiHié cynbgar —
BAY2757556 - kancynu, 25 mr ta 100 mr: Capsugel Ploermel SAS, Ploermel (Mnoepmens), ZI de
Camagnon, 56800 Ploermel, ®paHuif, Orion Pharma Salo (Cano) ta Orion Pharma Espoo (Ecno),
®DiHNAHAIA WOoA0 BUPOGHULITBA Kancyn, NepBUHOIo NakyBaHHA, BUNPOOYBaHHSA roToBOI NpoAyKuii Ta
ctabinbHocTi; MNMopfoBXeHHA TepMiHy 36epiraHHA [OJ13 JlapoTpekTiHio cynbdatr — BAY2757556 -
Kancynu, 25 mr 1a 100 mr 3 24 micauiB go 36 wmicsaui; MoaoBxeHHA TepmiHy 36epiraHHa O/13
NapoTpekTiHio cynbgar - BAY2757556 — po3uunH, 2 % 50 mn 3 12 micauiB go 18 micAuiB 4o npoTokony
KNiHIYHOrO  JocnimkeHHa  «JocnimpkeHHa 1/2  pa3n  3actocyBaHHA nepopasibHoro iHriGitopy TRK
NapoTPEKTIHIOY Yy nauieHTIB AUTAYOro BiKY 3 NPOrPECYHUMU COMAHUMWU MyX/IMHAMKM abo MepBUHHUMM
NyXMHaMu LLEeHTPaUTbHOT HEPBOBOI CcUCTEMUY, KoA aochimkeHHs No. BAY 2757556 | 20290, sepcia 12.0 Big



21 kBiTHA 2020; JlokanibHa nonpaska fo MNpoTtokony, Bepcia 1.0 Big 18 ciuHa 2021; cnoHcop - Baliep
KoHcetomep Kep AT, LLBeliyapis
3anBHuK - TOB «baiiep», YkpaiHa

19. Martepianu AnA y4vyacHuUKIiB gocnimkeHHA: 3HIMKM eKpaHy efIeKTPOHHOI Bepcil «LUkana ouiHKu
TAXKKOCTIi cyiumay Konymo6iicbKoro yHiBepcutety (C-SSRS)», BuxigHi gaHHi/Bepcia gns ouiHOBaHHSA,
Bepcif Big 14 ciuHAa 2009p., ANA BUKOPUCTaHHA Ha NiaHLWeTi, YKPaiHCbKOI Ta pocilicbkolo MoBaMu;
3HIMKM eKpaHy eneKTPOHHOI Bepcil «LLKana ouiHKu TSXKOCTI cyiumay KonymoGiicbKoro yHiBepcuteTty
(C-SSRS)», 3 MOMEHTY OCTaHHbLOro Bi3UTY, Bepcia Big 14 ciyHa 2009p., ANl BUKOPUCTaHHA Ha
nnaHwWeTi, YKPaiHCbKOIO Ta POCilicbKolo MoBaMu; 3HIMKU eKpaHy eJIeKTPOHHOI Bepcii «AHKeTa o0
TpuBoru ta genpecii B KniHiyHnx ymosax (HADS)», AN BUKOPUCTaHHA HA NOPTATUBHOMY MPUCTPOI,
YKPaiHCbKOIO Ta POCIiACbKOI0 MOBaMu; 3HIMKU eKpaHy eNeKTPOHHOI Bepcii «AHKeTa WoA0 TPpUBOru 1a
penpecii B kniHiuHnx ymoBax (HADS)», Ans BUKOPUCTaHHA Ha NMaHLLeTi, YKPaiHCbKOIO Ta POCiliCbKOI0
MoBaMu; 3HIMKU eKpaHy efieKTPOHHOI Bepcii «OnMUTyBaJIbHUK CTOCOBHO CUMNTOMIB i BMAUBY
nereHeBoi aprepianbHoi rinepteHsii (PAH-SYMPACT™)», AeHb 1, AeHb 2-6, ANA BUKOPUCTAHHA Ha
NOPTATMBHOMY NPUCTPOI, YKPAIHCbKOI Ta POCIACbKOI MOBamu; 3HIMKU eKpaHy efIeKTPOHHOI Bepcii
«OnNUTYyBa/IbHUK CTOCOBHO CUMNTOMIB i BMN/IMBY JiereHeBOi apTtepianbHOi rineprteHsii (PAH-
SYMPACT™)», oeHb 7, oNsl BAKOPUCTAHHSA HA NOPTATMBHOMY NPUCTPOI, YKPAIHCbKOIO Ta POCIICbLKOIO
MoBamMK; 3HIMKM eKpaHy eneKkTpoHHOI Bepcii «OuiHKa Jflikapem: eKcnpec-onuTyBaHHS LWOAO0
penpecnBHoi cumntTomaTuku (QIDS-C)», AN BUKOPUCTAHHA Ha NJ1aHLWeTi, YKPaiHCbKOI Ta POCIiliCbKOLo
MOBamMMu [0 MPOTOKOMY KAIHIYHOrO gocnimpkeHHs «dasa 2b, paHgomizoBaHe, noAgiliHe cnine, nnaue6o-
KOHTPO/IbOBaHe, 6araTtoueHTpoBe BUNPOOYBaHHA 3 METOI BU3HAYEHHS Aiana3oHy 003 PogaTpucrary etuny
y nauieHTiB 3 JIereHeBo apTepiasibHOK rinepTeHsieo», Koa gocnimkeHHs RVT-1201-2002, sepcia 2.0 3
nonpaskot 1 Big 19 nuctonaga 2020 poky; cnoHcop - «AnTaBaHT CaeHciz TM6X», LUBeiiyapia/ Altavant
Sciences GmbH, Switzerland

3aasHuK - TOB «MAPEKCE/T YkpaiHa»

20. 3miHa micua nNpoBefeHHA K/iHIYHOrO BUNPOGOBYBAaHHA [0 NPOTOKO/Y KAIHIYHOTO AOCAILKEHHS
«PaHpgomisoBaHe, noggiiiHe-cnine, nnaueb0-KOHTPONbOBaHe, GaraTOLEHTPOBE AOCNimkKeHHsa 3 dasu y
napanesibHux rpynax i3 nocnigoBHUM TUTPYyBaHHAM [O03U A1 OUIHKM edIeKTUBHOCTI, 6e3neyvHocTi Ta
thapmakokiHeTukn MipaGerpoHy y naujieHTiB guTA40ro Biky Big 5 Ao < 18 pokiB 3 rinepakTUBHICTIO CEYOBOIr0
Mixypa», kog, gocnigpkeHHs 178-CL-204, sepcis 1.1 Big 13 nuctonaga 2019 poky.; cnoHcop - Actennac ®apma
rnoban fesenonmeHT, IHK., CLUA / Astellas Pharma Global Development Inc., USA

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

BYJIO

CTANO

4.M.H. CrHoBepcbka O.b.
KomyHanbHe HekomepuiiiHe nignpuemcTBo «lBaHo-
®paHkiBCbka 06n1acHa AuTaAYa KNiHiYHA NikapHS

4.M.H. CnHoBepcbka O.b.
KomyHanbHe HekomepuiiiHe nignpuemcTBo «lBaHo-
®paHkiBCbka o06nacHa AuTada KniHiYHa  NikapHs

IBaHO-PpaHKiBCbKOI 06/1acHOi paau», XipypridyHe | IBaHO-®paHKIBCbKOT 06/1acHOT paaun», XipypriuHe
BiOAINEHHA 3 YPONOriYHUMWU nikkamu, M. IBaHO- | BiA4INIEHHA 3 yponoriyHuMu  fibkkamu,  IBaHoO-
dpaHkKiBCbK ®PpaHKiBCbKUii HaLiOHaJIbHUIA MeAVUYHUIA

yHiBepcuTeT, Kadegpa AUTAYUX  XBOpPOOG

nicNAANNJIOMHOI OCBITU, M. IBaHO-PpaHKiBCbK

21. Bpouwypa gocnigHuka gna pocnigxyBaHoOro nikapcbkoro 3acooy Bl 1015550, Bepcia 7 Big 15
yepBHA 2021 p. 40 NPOTOKO/Y K/IHIYHOrO BUMPOOYBaHHA «PaHAoMi3oBaHe, noggiiHe cnine, nnauyebo-
KOHTPO/IbOBaHe AOCMIMKEHHS B NapasiesibHUX rpynax, TPUBanicTio 12 TWXKHIB Y NaujieHTIB 3 ignonaTtuyHmum
nereHesum pibposom (I/1P) ansa ouiHkM edreKTUBHOCTI, 6e3neYHOoCTi | nepeHocumocTi npenapaty Bl 1015550
npu NepopasibHOMY Npuiiomi», Kog gocnigpkeHHs 1305-0013, sepcis 4.0 Big 09 BepecHs 2020 poky; CNoHCop -
«BepiHrep IHrenbxaiim PLIB T'm6X eHg Ko KIM», Aectpia / Boehringer Ingelheim RCV GmbH & Co KG, Austria
3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

22. OHOB/IEHUI NPOTOKO KNiHiYHOro Bunpo6ysaHHA MK-7902-012 3 iHkopnopoBaHoo nonpaskoto 03
BiA 28 TpaBHA 2021 pOKy, aHIIACHLKOK MOBOIO [0 NPOTOKO/Y K/TiHIYHOrO AOC/iMKEHHS «baraTtoueHTpoBe,
paH4oMi30BaHe, noAgiliHe cnine, KOHTPO/IbOBaHE 3a AOMNOMOrol aKTMBHOMO Npenapary KiiHiYHe J4OoCigKEHHS
Il chasnm ans ouiHkM 6e3nekn Ta edqueKTUBHOCTI JieHBaTuHioy (E7080/MK-7902) 3 nem6posniszymabom
(MK-3475) y noegHaHHi 3 TpaHcapTepiasibHO Ximioembonisauieto (TACE) nopiBHAHO 3 NpOBeAEHHAM TiNlbKn
TACE y y4yacHUKIB 3 HEBWU/IKOBHOK / HEMETacTaTUYHOK renatouentonsapHoro kapumHomotro (LEAP-012)», kopg,
pocnipkeHHs MK-7902-012, 3 iHkopnopoBaHot nonpaBkoto 02 Big 02 nvnHa 2020 poky; cnoHcop - «Mepk
Wapn EHg Joym Kopn.», godipHe nignpuemctso «Mepk EHZ Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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



23. OHoBnEeHHsA MpPOTOKO/ KAiHIYHOro BUNpPo6yBaHHA, Bepcia 10 Big 17 yepBHsa 2021 p. (aHrnificbKoto
MOBO10); CUHONCUC OHOBJIEHOTO NMPOTOKOJ1Y KJ1iHIYHOro BUNPOGyBaHHs, Bepcisa 10 Big 17 uepBHA 2021
p.- (ykpaiHcbKkolo MoOBOI); OHoBneHHs Bpouwypa [ocnigHuka, Bepcia 5 Big 28 TtpaBHA 2021 p.
(aHrniicbKOK MOBOIO) 40 MPOTOKO/Y K/IHIYHOrO AOCNimKEHHsT «Bigkpute, 36anaHcoBaHe, paHA0OMi30BaHe,
OAHOLEHTPOBE AOCNIMKEHHA Y TPbOX NapanesibHUX rpynax 3 MeTOK OUiHKM npodisito dhapMakoKiHETHKM,
ebekTMBHOCTI Ta 06e3neku nepopasibHOr0 PO3YMHY TPAHEeKCaMOBOI KUCNOTWM MpU HOPMaslbHUX Ta
MaKCUMa/IbHUX YMOBaX 3aCTOCYBaHHA Yy MaLUi€HTIB, BM3HaHWX 340POBMMU MiCASA Npouesypu BUAASIEHHA
TPEeTbOro Mosnspa», kog, pocnimpkeHHs HYL-P004-001, sepcisa 09 Big 07 TpaBHa 2020; cnoHcop - «Xinopic
JesenonmeHTc CA» (Hyloris Developments SA), Belgium

3asBHuK - «biopaci, En-En-Ci», CLUA

24. MopoBXeHHs1 TPUBANOCTI KNiHIYHOro BUNPOOYBaHHA B YKpaiHi Ao 30 4yepBHA 2022 poky [0
MPOTOKO/Y KAiHIYHOTO AOCNiMKeHHsS «PaHgomizoBaHe noAgiliHe cnine JOCNIMKEHHS B MapasniefisHnX rpynax 3
METOH MOPIBHAHHA edieKTMBHOCTI Ta 6e3neyHocTi npenapaty FKB238 ta ABacTuHy® npu 3acTOCyBaHHI y
AKOCTI Tepanii nepLuoi AiHiT y KoMGiHauil 3 nakniTakcesioM Ta Kap6onaaTMHOM y nauieHTiB i3 nowmnpeHnv abo
peunanByOvYMM HEMNMOCKOKNITUHHUM HEeAPIOHOKAITUHHM pakoM fiereHiBs», kog gocnimpkeHHs FKB238-002,
thiHanbHa Bepcisa 6 Big 24 nunHsa 2020 poky; cnoHcop - LleHTyc BioTepanbtoTike JlimiTen, Bennkobputanis /
Centus Biotherapeutics Limited, United Kingdom

3asaBHuK - TOB «IMAPEKCE/ YkpaiHa»

25. OHOB/EHWII NPOTOKON KJiHIYHOTrO BUNpoGyBaHHA C4221016, ocTtaTouHa BepciA NPOTOKOJY,
MonpaBka 1 Big 31 6epe3Hsa 2021 poky, aHrilicbKOo MOBOIO; CTOpiHKa nignucy npotokosny C4221016 3
nonpaekoro 1, nignucaHa cnoHcopom Big 31 6epe3HAa 2021 poKy; CMHONCUC NPOTOKOJY KAiHiUHOro
pocnimpkeHHA C4221016 3 iHKOpNopoBaHOIO NonpaBKoo 1 aHrnificbkolo MmoBoto Big 31 Gepe3Ha 2021
poKy; CuHOMNCUC NPOTOKOJ/Y KNiHIYHOro pocnimxkeHHss C4221016 3 iHKopnopoBaHOWO nonpaskor 1
yKpaiHCbKOlo MoBow Big 31 Gepe3Hs 2021 poky; BklOUeHHA AOAATKOBOro Micus NpPOBeAEHHSA
KNiHiYHOro BMNpoGyBaHHA; Bpowtopa (nem6ponisymad), Bepcia 20 Big 08.03.2021; 3BiT NOTOYHOro
KNiHIYHOTO AochnigKeHHA 3 eHKopacheHiGom Ta GiHimeTiHiooMm Big 11.05.2021; Popma iHhopmoBaHoOI
3rogM Ha yyacTb y AOC/iAKeHHi, Bepcia 2.0 Big 26 TpaBHA 2021 p. ANnA YKpPaAiHW aHINiliCbKOK0 MOBOIO;
dopma iHhopMoBaHOT 3rogn Ha yyacTb Yy AochnigkeHHi, Bepcia 2.0 Big 26 TpaBHA 2021 p. ana YKpaiHu
pociiicbkolo MoBoLo; dopma iHopMOBaHOI 3roaun Ha yyacTb Y AOoCNigKeHHi, Bepcifa 2.0 Big 26 TpaBHA
2021 p. ana YKpaiHu yKpaiHCbKOI MOBOIO; AHKeTa LLoA0 cTaHy 340poB’s, Bepcis 1.0 Bif, 22 kBiTHA 2021
p., ANA YKpaiHM pociiicbKolo MOBOLO; dyHKLiOHa/IbHA OLjiHKa NPOTUNYX/IMHHOI Tepanii, Bepcia 1.0 Big
22 kBiTHA 2021 p., pociiicbKol0 MOBOIO; 3arasibHe BpaXeHHs1 nauieHTa Npo 3mMiHy nepeéiry XxBopoou
(PGIC), Bepcisa 1.0 Big 22 kBiTHA 2021 p., pOCilicbKOI0 MOBOI0; 3arasibHa OLjiHKa NALi€EHTOM CTyneHsA
TsDkKocTi (PGIS), Bepcisa 1.0 Big 22 kBiTHA 2021 p., poCiiCbKOI MOBOI; ONUTYBa/IbHUK OL{iHKM SIKOCTI
XuTTA, Bepcia 1.0 Big 22 kBiTHA 2021 p., pOCIICLKOIO MOBOIO; IHCTPYKLiA ANnA 36epiraHHA BBeAEHNX
[aHnX y nnaHwerti, Bepcisa 1.0 Big 22 kBiTHA 2021 p., pocilicbKkoio MoBOt0; HaBuaHHs, Bepcis 1.0 Big 22
KBiTHA 2021 p., pocCilicbKOl0 MOBOIO; AHKeTa LoA0 CTaHy 340poB’s, Bepcis 1.0 Big, 2 kBiTHA 2021 p., ansa
YKpaiHu yKpaiHCbKOK MOBOI; PyHKUiOHa/NbHA OUiHKA NPOTUNYX/IMHHOI Tepanii, Bepcia 1.0 Big 2
KBIiTHA 2021 p., YKpPAIHCbKOIO MOBOIO; 3arajsibHe BpPaXXeHHsl nauieHTa Npo 3MiHy nepediry xBopoou
(PGIC), Bepcisa 1.0 Big 2 kBiTHA 2021 p., YKPAiHCbKOIO MOBOIO; 3arasibHa OLjiHKa NaLi€HTOM CTyneHsA
TAXKOCTi (PGIS), Bepcisa 1.0 Big 2 KBiTHA 2021 p., yKpaiHCbKOIO MOBOIO; ONUTYBa/IbHUK OLLiIHKN AAKOCTi
XUTTA, Bepcia 1.0 Big 2 KBiTHA 2021 p., yKpaiHCbKOKO MOBOIO; IHCTPYKLIA ANnA 36epiraHHA BBeAeHUX
[aHuUX y nnaHwerTi, Bepcis 1.0 Bif, 2 kBiTHA 2021 p., yKpaiHCbKOIO MOBOIO; HaBUYaHHA, Bepcia 1.0 Big 2
KBiTHA 2021 p., yKpaiHCbKOIO MOBOIO [0 MPOTOKONY KAIHIYHOrO AOCAimKeHHs «PaHAoMi3oBaHe noasiiHe
cnine gocnimpkeHHsA pasu 3 eHKkopadpeHidy Ta 6iHIMeTIHIGY B NoeaHaHHI 3 NeMOpos1izyMadoM y NOPIBHAHHI 4,0
nnauebo B NOEAHaHHI 3 NeMO6pPONiI3ymMadboM y NauieHTiB i3 MeTactatuyHo abo HeonepabenbHOK MicLeBOo
MOLUMPEHO MENAHOMOH, NO3UTUBHO A0 MyTauii BRAF V600E/K», kog gocnigxkeHHss C4221016, octatovHa
Bepcis NpoTokosy Big 13 )oBTHA 2020 p.; cnoHcop - Mdpaiizep IHk., CLUA
3asnBHuK - Mdoansep IHk., CLUA

No MN.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS
1 K.M.H. Wnapuk A.B.
KoMyHanibHe HeKoMepLUiiHe NignprueMcTBO JIbBIBCbKOT 06/1aCHOT paan «/IbBIBCbKUI OHKOOTIYHWIA
perioHaNIbHWiA NiKyBa/lbHO-AIarHOCTUYHWUIA LEHTP», BiaAdiNeHHs ximioTepanii, M. JIbBiB

26. Bpowypa gocnigHuka: Oneorenb-S10 renb, Bepcisa 6 Big 21 kBiTHA 2021 p.; NoaoBXeHHA TePMiHY
npoBefeHHs KAiHIYHOro BUNPOGYBaHHA B YKpaiHi o 31 cepnHAa 2021 p. A0 NPOTOKOAY KAiHIYHOro
pocnigxeHHs MNoagiiiHe cnine, paH4OMI30oBaHe, KOHTPO/IbOBaHE HaMoOBHIOBaYeM AocnimkeHHs chasum I ans
OLiHKN edheKTMBHOCTI i 6e3neyYHoCTi 3acTocyBaHHS Oneorento-S10 3 BigKpUTUM 24-MiCAYHUM MO4ATbLUNM
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CMNOCTEPEXEHHAM Y NaLieHTIB i3 BpooKeHUM O6yNb03HUM enigepmMorisoM, kog gocrigpkeHHs BEB-13, diHasibHa
Bepcisa 6.0 Big 18 kBiTHA 2019 p.; cnoHcop - AMpuT Pecepu Jlimites, IpnaHaia (Amryt Research Limited, Ireland)
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

27. Matepianu gna nauieHTiB: JINCT cnocTepeXeHHs 3a NoOBeAiHKOK ANTUHMU Bikom 6-18 pokis (CBCL),
6-1-01 Bunyck 201, Bepcis Big 12 KBiTHA 2021 poKy YKpailHCbKOKO MOBOIO, Ta Bepcis Bifg 28 notoro 2019
POKY pOCiiiCbKOI0 MOBOIO [0 MPOTOKOY KAiHIYHOro AOCAIMKEHHST «BigKpuTe, 4OBroCTPOKOBE A0CNIMKEHHS
6e3neYyHocCTi, nepeHocMMOocCTi Ta edpeKkTMBHOCTI npenapaty TEV-50717 (peyteTtpabeHasuHy) ans nikyBaHHS
AncKiHesii Ha hoHi LepebpasibHOro Nnapanivy y Aitei Ta nignitkis (Biakpute gocnigpkeHHs RECLAIM-DCP)»,
koA pocnimpkeHHs TV50717-CNS-30081, nonpaBka Ao npotokony 03 Big 23 vepsHs 2020 p.; crnoHcop - TeBa
BpeHain ®apmaceioTikan MNMpogaktc Ap eHg Ai, IHk / Teva Branded Pharmaceutical Products R&D, Inc, USA
3asBHUK - TOB «KniHiuHi gocnigkeHHs1 AKOH», YKpaiHa

28. OHoBneHuii MpoTokon kniHiYHOro pgocnimkeHusa CT-P41 3.1, Bepcia 2.0 Big 08 kBiTHA 2021 p.,
aHrnincbKo MOBOIO; Bpolwypa gocnigHrka AocnigKyBaHOro slikapcbkoro 3aco6y CT-P41, Bepcis 4.0
BiAg 25 TpaBHA 2021 p., aHrnilicbkoro MoBOW; IHhopMauiliHMii NUCTOK nauieHTa Ta ¢opma
iHcbopmoBaHoOi 3roau, Bepcia 4.0 aHrNINCbLKOWO MOBOK Ans YKpaiHu Big 09 uepBHA 2021 p.;
IHcbopmauiiiHuih NMCTOK NauieHTa Ta popma iHchopmoBaHOiI 3rogu, Bepcis 4.0 yKpaiHCbKOKO MOBOIO A1
YkpaiHu Big 09 uepBHsa 2021 p.; IHchopmauiiiHnii nMcTOK nauieHTa Ta chopma iHpopMoOBaHOiI 3rogu,
Bepcis 4.0 pocilicbKolo MOBOIO Anisl YKpaiHu Big 09 uepBHa 2021 p.; Mam'atka nauieHTy, Bepcia 1.0 Big
05 6epesHsa 2021 p., yKpaiHCbKOO MOBOIO; Mam'ATKa nauieHTy, Bepcia 1.0 Big 05 6epesHsa 2021 p.,
pociiicbKol0 MOBOIO. [0 MPOTOKO/Y KAiHIYHOro AochigpkeHHs «lloagiliHe cnine, paHAoMi3oBaHe, aKTMBHO
KOHTPO/IbOBaHe AocnimpkeHHA dhasu 3 415 NOPIBHAHHA e(pekTUBHOCTI, hapMakoKiHETUKN, hapMakoMHaMIK/
Ta 6e3neuyHocTti npenapaty CT-P41 Ta niueH3osaHoro y CLUA nikapcbkoro 3acoby Prolia y >iHOK Yy
MoCTMeHomnay3i 3 0CTeornopo3om», Ko gocnimkeHHs CT-P41 3.1, sepcia 1.0 Big 22 rpyaHa 2020 p.; cnoHcop -
CELLTRION, Inc., Republic of Korea/ CENTTPIOH, IHk, Pecny6nika Kopes

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

29. OHOBNEHNIA NPOTOKOJ KNiHIYHOro gocnigkeHHA 3 nonpaBkoto 01, Bepcia 1 Big 20 TpaBHA 2021
POKy, aHrfilicbkolo MoBOlo. OCHOBHa iH(hopmauifa Npo gocnigkeHHs i hopma iHpopMoBaHOT 3roaum,
Bepcia 2 Big 24 TpaBHA 2021 p., aHrnilicbkoro MoBol0. IHhopmauis gna nauieHta i dopma
iHdbopMoBaHoI 3roau, Bepcia ansa YkpaiHu Ne 2 Big 03 uepBHs 2021 p. (Ha ocHOBi OCHOBHOI iHthopmauii
npo pgocnimxeHHa i hopmu iHhopMoBaHOi 3roau, Bepcia 2 Big 24 TpaBHA 2021 p.), yKpaiHCbKOIO
MoBoto. IHhopmaLis ana nauieHTa i opma iHchopmoBaHOi 3roau, Bepcia ana YkpaiHn Ne 2 Big 03
yepBHA 2021 p. (Ha ocHOBi OCHOBHOI iHchopmaLil Nnpo aocnimkeHHs i popmu iHhopmMmoBaHOT 3roan,
Bepcisa 2 Big 24 TpaBHA 2021 p.) pocilicbkolo MOBOM. IHCTPYKLIi i3 3acTOoCcyBaHHA ANA NauieHTa:
SAR441344 (ACT16877) pnsa nigwkKipHOro BBeAeHHs, Bepcis 2.0 Big 7 yepBHsa 2021p., yKpaiHCbKOIO
MOBOI0. IHCTPYKUIT ANs nauieHTa i3 3acTocyBaHHA npenapaty SAR441344 (ACT16877) gns nigWwKipHUX
iH’ekuiid, Bepcia 2.0 Big 7 yepBHA 2021p., POCINCLKOIO MOBOIO [0 MPOTOKOY KMIHIYHOrO AOCAIAKEHHS
«PaHpgomizoBaHe, noagiiHe cnine, nnauebo-KOHTPOIbOBaHE A0CiMKEHHST doasn 2 A1 OLiHKN ePeKTUBHOCTI
Ta 6e3nekn SAR441344, MOHOK/NOHA/IbHOTO aHTUTINa A0 aHTaroHicta CD40L, y nauieHTiB 3 peuuanByrovmm
PO3CiSiHUM CKNepo3om», kog, gocnimpkeHHs ACT16877, Bepcia 1 Big 26 nuctonaga 2020 poky; CNOHCOP -
sanofi-aventis recherche & developpement, France (CaHoci-ABeHTIC pellepLl e gesenonmaH, dpaHuis)
3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

30. bpouypa gocnigHuka ansa npenaparty RO5333787 (EHcnpuHr [Enspryng]®, catpanisymab), Bepcis
12 Big 15 kBiTHA 2021 poKy [0 NPOTOKO/Y KAiHIYHOTO AOCNiMKEeHHA «baratoueHTpoBe paHAoMi3oBaHe
noZgiiiHe criine nnaueb60-KOHTPO/IbOBaHe AOCNiMKEHHS 3 ha3u Ana OuiHKM e(PeKTMBHOCTI Ta 6e3neyvHOCTi
npenapaty caTtpanisymab (SA237) Sk [OMNOBHEHHA A0 OCHOBHOTO JliKyBaHHSI Yy Maui€HTIB 3
onTmkoHeBpomMienitom (OHM) Ta 3 xBopobamu cnekTpy OonTUKOHEBpPOMIENTY (XCOHM)», koA, [OCNiLKEHHS
BN40898 (SA-307JG), Bepcia 11 Big 10 kBiTHA 2020 poky; crnoHcop - «®. XodhdmaHH-1a Pow JIT4.»,
LWseiiyapis [F. Hoffmann-La Roche Ltd., Switzerland]

3asaBHuK - TOB «MAPEKCE/T YkpaiHa»

31. OHoBneHa bpowypa gocnigHuka S 95005 (TAS-102, Lonsurf®), Bepcia 8 Big 11 TpaBHA 2021 p.;
MonpaBka Ne7 Ao IHcdopmauii Ana ydyacHuka gocnigpxeHHA i coopmu iHcpopmoBaHoi 3roau (Ans
NPOAOBXYHUUX YUaCTb B AOCAIMKEHHI), WO AofaeTbCcA A0 NPoToKony NeCL3-95005-006 — chiHanbHa
Bepcia Big 04 TpaBHsA 2021 p., yKpaiHCbKOO MoBoOI0; MonpaBka Ne7 Ao IHdopmauii Ana yyacHuka
pocnipkeHHa i cpopmn iHhopmoBaHOI 3roau (ONs NMPOJOBXYHOUUMX YyyacTb B AOCAIAXEHHI), wWo
poaaetbcA go npotokony NeCL3-95005-006 — diHanbHa Bepcia Big 04 TpaBHA 2021 p., pocilicbKoro
MOBOIO [10 MPOTOKO/Y KNiHIYHOIO A0C/imKeHHS «PaHaoMizoBaHe, BigkpuTe kiiHiuHe pocnigpkeHHs 1l dhasu
Tpuchnypuaunyltunipauyuny (S 95005) y kombiHauil 3 6eBaun3ymMabomM y NOpPIBHAHHI 40 kaneuutabiHy y
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KoMGiHaL,ii 3 6eBaLM3yMaboM y NepLUiil NiHii TikyBaHHA NaLi€eHTIB 3 MeTacTaTUYHUM KOJIOPEKTa/TbHMM PakoM,
AKi He € KaHaupatamu Ana  iHTeHcuBHOI Tepanil  (gocnigxeHHsa SOLSTICE)», koA  AocnigpkKeHHs
CL3-95005-006, piHanbHa Bepcia Bif 25 ciuHa 2021 poky, 3 iHKOPNOpPOBaHOK CYTTEBOI Nonpaskow Ne 3,
thiHanbHa Bepcis Bif 25 ciuHa 2021 poky; CnoHcop - IHCTUTYT MXHapoAHUX gochigxeHb «CEPB’E» (Institut de
Recherches Internationales Servier (1.R.1.S.)), ®paHuis

3asBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BianoBigabHICTIO «KLP YkpaiHa»

32. bpouypa gocnigHuka ansa npenaparty RO5333787 (EHcnpuHr [Enspryng]®, carpanisyma6), Bepcisa
12 Big 15 kBiTHA 2021 poky; IHdopmauis ana nauieHta i hopma iHpopmoBaHoi 3roan, MogenbHa
Bepcis 6.0 ansa YkpaiHu Big 26 TpaBHa 2021 poKy (yKpaiHCbKOIO Ta pociiicbkoto moBamu); IHchopmauis
AnA nauieHTta i opmu iHhopMoBaHoI 3rogu, CTBOPEHI 4151 NeBHUX MicLb NPoBeAeHHS BUNPOOYBaHHS,
a cawme: IHdopmauia ana nauieHta i chopma iHcpopmoBaHOi 3rogu, MogenbHa Bepcia 5.0 ansa
JocnigHuubKoro ueHTpy 7501 Big 08 uepBHA 2021 poky (YKpaiHCLKOKO Ta POCIiCbKOI MOBaMwu);
IHcbopmauia ana nadieHTa i poopma iHpopmoBaHoi 3rogun, MogenbHa Bepcia 5.0 ons AocnigHNLbKOro
LeHTpy 7508 Big 08 uepBHA 2021 poKy (YKPAIHCHLKOIO Ta POCiliCbKOKO MOBaMu) A0 NPOTOKOJTY KiHIYHOIO
JocnipkeHHs «baraTtoueHTpoBe paH4oMiI30BaHe MoAgiHe cnine niaueb0-KOHTPO/IboBaHe AOC/IMKEHHSA 3
chasn ans ouiHkM echekTMBHOCTI Ta 6e3neuHocTi npenapaty CATPANI3YMAB (SA237) B AKOCTi MOHOTepanii y
nauieHTiB 3 onTukoHeBpomienitom (OHM) Ta 3 xBopoGamu CnekTpy onTukoHeBpomienity (XCOHM)», kopg,
pocnipkeHHss BN40900 (SA-309JG), sBepcia 10 Big 03 kBiTHSA 2020 poky; cnoHcop - ®.XotdhdMmaHH-/15 Pow
Nta, Weeiuapis

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

33. BK/oYEeHHA A,0[AaTKOBUX MicLb NPoBeAEHHS BUNPOOYBaHHA [0 NPOTOKONY K/iHIYHOMO AOCNigKEeHHA
«PaHgomizoBaHe, MoABiiHE crine  AOCAIMKEHHA  ANS  OUiHKM  6e3neyHoCcTi, NepeHoCMMOCTi Ta
thapmakokiHeTkm npenapaty NX-13 npu nepopasibHOMY 3aCTOCyBaHHI NPy BUPa3KOBOMY KOMITi B aKTUBHIl
thasi», kog gocnimpkeHHA NX-13-1B, Bepcis 1.1 3 iHkopnopoBaHot nonpaskoto 1 Big 14 kBiTHA 2021 poky;
crnoHcop - Landos Biopharma, Inc., USA

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

Ne M.1.6. BignoBiganLHOro gocnigHuka
n/n Ha3Ba MicL NpoBeleHHs KNiHIYHOIro BUNpo6byBaHHSA
1 K.M.H. [loporasuesa I".A.

KniniyHa nikapHa «®eodhaHis» [epxaBHOro ynpasniHHA cripaBamMu, LleHTp ractpoeHTeposorii Ta
eHaoKpuHonorii, M. Kuis

2 nikap Norganigi T.1.

KomyHanbHe HekomepuiiHe nignprueMcTBo KniBCcbkoi 061acHoi paamn «Kuiscbka obnacHa nikapHa»,
TepaneBTUYHE BifAi/IeHHA, M. K1iB

34. BkIOYEHHA AOAATKOBUX MiCLb NMPOBEAEHHA K/IiHIYHOrO BUNPOGYBaHHA [0 MPOTOKOY KAIHIYHOrOo
JocnigpkeHHs «baraToueHTpoBe, paHAoMi30BaHe, NnoAgiiHe crine, nnauebo KOHTPOSIbOBaHe, B NapanesibHuX
rpynax KiiHiYHe [OC/iMKEeHHS HinokaniMady y [AOpOC/MX MauieHTIB 3 akTMBHUM CUCTEMHUM YEPBOHUM
BOBYAKOM», Kog AocnimkeHHs 80202135SLE2001, Big 23.03.2021 p.; cnoHcop - «HAHCCEH
SAPMALEBTUKA HB», benbrisi

3asBHuK - «AHCCEH ®APMALEBTWKA HB», bBenbris

No M.1.6. BignoBigabHOro AocnigHuka

n/n Ha3Ba MicLa NpoBeeHHSA K/iHIYHOro BUNPOOYBaHHA

1 K.M.H. MaTigawyk I.I".

MeguuHnii LeHTp ToBapucTBa 3 OOMEXEHOK BiAMNOBIAAIbHICTIO «MeanyHuiA LeHTp «KoHcuiym
Megikan», KNiHiko-KOHCY/IbTaTUBHE BiafifieHHA, M. Kuis

2 nikap PomaHtok B.IM.

KomyHasibHe HekomMepuiliHe nignpremcTBo «YepHiriscbka ob1acHa nikapHsa» YepHiriBCbKoi 061acHOi
pagu, peEBMATo/OorivyHe BigaineHHsi, M. YepHiris

3 O.M.H., npodp. CtaHicnaBuyk M.A.

KoMyHaslbHE HekomepujiliHe nignpueMcTBO «BiHHMUbKA 061acHa KNiHIiYHA  AikapHs  iMeHi
M.I. MunporoBa BiHHMLLKOT 061acHOT Pagus», BUCOKOCNELiai30BaHUM KAiHIYHUIA LLEHTP peBMaTosoriT,
ocTeonopo3y Ta 6GionoriyHoi Tepanii, BIiHHWUBbKWMA HauiOHa/IbHUA  MeAMYHWUIA  yHiBepcuTeT
iMm. M.l. Mnporoea, kageapa BHYTPiLHLOT MegnunHn Nel, M. BiHHMUS

4 K.M.H. TkaueHko M.B.

KomyHanbHe nignpuemctBo «lontaBcbka obnacHa kiiHiYHa nikapHa iM. M.B. CknidhocoBCbKOro
MontaBcbkoi 06nacHOi pagu», O6NaCHWIA NiKyBasIbHO-AiarHOCTUYHWI PEeBMATO/ONYHUIA LEeHTP,
MonTaBCbKMil AepXaBHWI MeauuHWl yHiBepcuTeT, kadpegpa ciMeiHol meavumHu i Tepanii,
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M. MNontasa

5 nikap YymayeHko I".A.

MeanyHuii LUEeHTp ToBapucTBa 3 0OMEXEHOK BignNoBiAabHICTIO «Meabya-KniHik», nikyBasibHO-
npodifiakTMYHWA Nigpo3ain, M. Kvis

35. HaragyBaHHs Npo npusHaveHwii Yac Ta igeHTudikauiiiHa kapTka nauieHTa, Bepcisa [V02 UKR(uk)]
Bif 16 Gepe3Ha 2021 p., yKpaiHCbKOIO MOBOLO; laeHTUpiKaLiliHa KapTa nauieHTa 3 HaragyBaHHAM NPo
Bi3uTK, Bepcia [V02 UKR(ru)] Big 16 6epe3Ha 2021 p., pocilicbkolo moBOHO; KapTta go3yBaHHsA 34 wr,
Bepcifa [V02 UKR(uk)] Big, 16 6epe3Ha 2021 p., yKpaiHCbKOIO MOBOLO; KapTta go3yBaHHsA 34 mr, Bepcif
[VO2 UKR(ru)] Big 16 G6epe3Hsa 2021 p., pociicbKoo MOBOI; Bpolwypa gna nauieHta, Bepcia [V02
UKR(uk)01] Big 26 tpaBHA 2021 p., YKpaiHCbKOI MOBOI; Bpouwypa ana nauieHta, Bepcia [V02
UKR(ru)01] Big, 26 TpaBHsa 2021 p., pocilicbkoio MOBOL0; Cxema A4 nauieHTta, Bepcia [V03 UKR(uk)] Big,
16 6epe3Hs 2021 p, yKpalHCbKOIO MOBOIO; CxeMa focnifKeHHs Ans nauieHTa, Bepcisa [V03 UKR(ru)] Big,
16 Gepe3HA 2021 p, pociiicbkolo MOBOIO; OnNuc NpeameTy 471 yYacHUKIB focnigkeHHs, Bepcisa 1 Big 15
KBiTHA 2021 p., nepeknag YKpaiHCbKOIO MoBoOW Big 14 depBHA 2021 p. (HagaHHA nauieHTam
opraHaiizepy 4711 NoAOPOXeiA) A0 NPOTOKONY KAIHIYHOrO AOCAIMKEHHS «52-TXHEBE BiAKpPUTE pPO3LLMPEHE
JocnipKeHHs niMaBaHCepPUHY B AKOCTI A0AATKOBOroO NikyBaHHA WM30IPEHii», koh aocnigxeHHs ACP-103-
035, nonpaska 3 Big 11 cepriHa 2020 poky; cnoHcop - Acadia Pharmaceuticals Inc. (AKALIA ®apmacbioTikan3
IHK), CLLUA

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

36. BK/lOUEHHA [0AATKOBOro Micusi nNpoBefeHHS K/IHIYHOro BUMNPOGYBaHHA; OHOBMEHI 3pa3sku
MapKyBaHHA  OOC/iAKYyBaHOro nikapcbkoro 3aco6y [INMem6ponizyma6é (MK-3475): MK-3475-
B21_Pembrolizumab_Kit”, Bepcis 2.0 Big 07 nunHa 2021 p., aHINiNCbKOK Ta YKPAIHCbKOK MOBaMu;
MK-3475-B21_Pembrolizumab_Vial”, Bepcis 2.0 Big 07 nunHsa 2021 p., aHrNificbKOK Ta YKPAIHCbKOIO
MOBamMM [0 NPOTOKO/Y KAIHIYHOTo focnigpkeHHs «PaHaomizoBaHe, noagiviHe chine gocnigxeHHs 1l chasm gns
OUiHKM nemMO6posisymady nopiBHAHO 3 niauebo y kombiHauii 3 aj'toBaHTHOK XiMioTepanielo 3 abo 6e3
npomeHeBOi Tepanii A7a AiKyBaHHA MauieHTOK 3 He4aBHO AiarHOCTOBaHMM pakoM €HAOMETPIS 3 BUCOKUM
pu3MKoM nicnsa onepauii 3 nikysasibHoo MeTow (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», Kopg
pocnipkeHHa MK-3475-B21 | ENGOT-enl1l | GOG-3053, sepcia 00 Big 09 BepecHs 2020 poky; CMOHCOP -
«Mepk Wapn Exg Joym Kopn.», godipHe nignpmemctao «Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

Ne MN.1.6. BigNOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa micL NpoBeAEHHs KNiHIYHOTO BUNPOBYBaHHS
1 O.M.H., npody. Bonogbko H.A.
KomyHasibHe HekomepuiiHe nignpuemMcTBO JIbBIBCbKOI 06/1aCHOT paan «J/IbBIiBCbKWI OHKOAOTIYHWIA
perioHanbHWIn  NiKyBaNlbHO-AiarHOCTUYHWUIA LEHTP», OHKOJIONYHEe TFiHeKosoriyHe BigaineHHs Nel,
JIbBIBCbKMI1 HaLiOHaUTbHUIA MeauYHKIA yHiIBepeUTeT iMeHi JaHnna Manuubkoro, kadeapa OHKOMOTIi i
pagionorii hakynbTeTy NicngaunIOMHOI OCBITU, M. JIbBIiB

37. BKIOYEHHA A,0[AaTKOBUX MicLb NMpoBeAeHHS BUMNPOOYBaHHA [0 NPOTOKONY K/iHIYHOrO AO0CNiIKEHHA
«PaHpomizoBaHe, noAgiliHe cnine, niauebo-KOHTPoONbOBaHe JocnimkeHHs dhasm |l B napanenbHux rpynax
[ONA OLUiHIOBaHHA e(peKTUBHOCTI Ta 6e3ne4HOCTi onikanoHy Ak AojdaTtka Ao cTabinbHoT Tepanii nesogonoto (L-
Jornok) B KOMOGiHauii 3 iHribiTopoMm pona-gekap6okcunasn (144K) y nauieHTiB i3 noyaTkoBoOw cTafieto
ifionaTtnyHoi XxBopo6ou MNapkiHCOHa; 3 BIAKPUTMM A0AATKOBUM AOCNIAKEHHAM», Ko, AocnimpkeHHs BIA-91067-
303, Bepcia 2.0 3 iHkopnopoBaHoo nonpaskoto 1 Big 16 notoro 2021 poky; crnoHcop - BIAL — Portela & Ca,
S.A., Portugal

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

Ne MN.1.6. BigNoBiga/IbHOrO AOCNiAHMKA

n/n HasBa micus NpoBeAEeHHs KNiHIYHOTO BUNPOOYBaHHS

1. O.M.H., npody. Byyakuniicbka H.M.

KomyHanibHe HekomepuiliHe NignpueMcTBO «3arnopisbka o06nacHa KriHiYHa NikapHs» 3anopisbkoi
obnacHoi pagw, BiagineHHs Hesponorii Nel, lepxaBHuii 3aknag «3anopisbka MeanyHa akagemis
nicnagunaoMHoT ocBitn MO3 YkpaiHuy», kadpeapa HEPBOBMX XBOPO6, M. 3anopixoks

2. K.M.H. Nactopa |.M.

XapkiBcbka KniHiYHa NikapHA Ha 3anisHUYHOMy TpaHcnopTi Nel dinii «LleHTp OXOpoHW 340p0oB’'sa»
aKLiOHEPHOro ToBapucTBa «YKpaiHCbka 3aU1i3HUUA», 3-€ HEBPOJIOTiYHE BiAi/IeHHS, M. XapKiB
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38. MK-3475-A86_00_KapTka-kepiBHULTBO Wwofo rpadiky PK_ykpaiHCbKolo MoBoto_13 xoBTHA 2020
p.; MK-3475-A86_00_KapTka-kepiBHULTBO Wwopao rpaciky ®K_pociiicbkoio moBoo_13 xoBTHA 2020 p.
[0 NPOTOKONY K/HIYHOro AOCNifXeHHsA «BigkpuTe, paHAomizoBaHe pocrimkeHHs Il a3 ansa BMBUEHHA
hapmakokiHeTVKM Ta 6e3nevyHoCcTi nemoponisymaby A1 NifWKIpHOrO BBEAEHHS MOPIBHAHO 3
nemoéponisymabom Assi BHYTPIiLLHbOBEHHOTO BBEAEHHS, B KOMOIHALil 3 JABOXKOMMNOHEHTHOK XiMioTepaniet
npenapaTtamu nNaaTMHW, B AKOCTI NepLUoi AiHii Tepanii As1s y4acHUKIB 3 MeTacTaTUUYHUM NI0CKOKTITUHHMM abo
HENIOCKOKNITUHHUM HeApiOHOKNITUHHUM pakoM flereHiB», koA aocnimkeHHss MK-3475-A86, Bepcis 00 Big, 26
6epesHsa 2021 poky; cnoHcop - «Mepk LWapn eHg Joym Kopn.», godipHe nianpuemctso «Mepk eHg Ko., [HK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BianoBiganbHicTio «MC/L YkpaiHa»

39.36inblUeHHA 3an/aHOBaHOI KiIbKOCTI AocnimkyBaHUX B YKpaiHi 3 105 pgo 150 nauieHTiB [0
MPOTOKOMY K/IHIYHOrO BMNpoOyBaHHA «PaHAomizoBaHe, MOABiiHE criine, GaraTOUEHTPOBE AOCNILKEHHS
ekBiBasiIeHTHOCTI hasu Il y napanensHux rpynax an1sa nopiBHAHHA epekTMBHOCTI, 6e3nekn, hapMakoKiHETUKM
Ta imyHoreHHocTi HD204 Ta ABacTMHY® y nauieHTiB 3 MeTactatuyHuM abo peLngnBHUM HEMTOCKOKTITUHHAM
HeAPIGHOKNITMHHUM pakoM fiereHb», kog gocnigpxkeHHs SAMSON-II, Bepcis 4.0 Big 26 ntoToro 2021; cnoHcop -
Prestige BioPharma Limited, CiHranyp

3asaBHUK - TOB «Kpomocdapma YkpaiHa»

40. MoAaoBXeHHA TPUBAJIOCTI NPOBeAEHHSA KNiHIUHOro BUNpoGyBaHHA B YKpaiHi Ao 30 BepecHsa 2022 p.;
36iNnbLeHHs 3annaHoBaHOI KiJIbKOCTi AOCNifKyBaHUX AN151 BK/IIOYEHHS Y BUNPOOGYyBaHHSA B YKpaiHi 3 60
[0 100 oci6 [0 NpoTOKO/Y KAiHIYHOrO BUNPobyBaHHA «baraToueHTpoBe paHAoMi30BaHe, NoABIHO chine,
nnauebo-KoOHTpoNboBaHe pocnigxkeHHa |l dasun, Wwo npoBoAUTLCA 3 METOK OLHKM eqIEKTUBHOCTI Ta
6e3neyHOCTi aHaMopesiHy rigpoxiopuay, Skunii 3acTOCOBYETLCA AJ/18 NONOBHEHHA AediunTy Macu Tina Ta
NiKyBaHHA aHOPEKCIi, WO PO3BMHYUCA Ha (DOHI MOLIMPEHOro HeApPiGHOKNITUHHOIO paky JiereHi B 4OPOCInX
nauieHTiB», ko pocnigpkeHHs ANAM-17-21, octaTouHa pegakuisa 4.0, Big 22 6epesHs 2021 p.; cnoHcop -
«XencunH Xenckea CA» [Helsinn Healthcare SA], LBeliyapis

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

41. 30inblUeHHA 3an/laHOBaHOI KiNbKOCTI gocnimkyBaHux B YKpaiHi go 700 oci6é (3 600 go 700
nauieHTiB) A0 NpOTOKONY KAiHIYHOrO BUNPOOyBaHHA «PaHgomizoBaHe, nofgiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe AOCAIMKEHHSA ONS BMBYEHHA e(EeKTUMBHOCTI Ta 6e3nedHocTi npenapaty IHxektadep®
(KapbokcmanbTo3a 3aniza) Ansa nAikyBaHHA cepueBoi HefoCTaTHOCTI nNpu 3ani3ofediunTHMX CTaHax», Kopg,
pocnimpkeHHa 1VIT15043, ciHanbHa Bepcisa 3 Big 11 ciyHa 2021 poky; CnoHcop - «AMepikaH PempkeHT, [HK.»,
CLWA (American Regent, Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTIO «KLP YkpaiHa»

42. 36inblIeHHS 3an/IaHOBAHOI Ki/TbKOCTi [OCifAKYBaHNX 415 BK/TIOYEHHA Y BUNIPOGYBaHHSA B YKpaiHi 3
53 po 83 nauieHTiB; NMoAOBXEHHA TPUBAIOCTi NPOBEAEHHA KNiHIYHOrO BUNPOoGyBaHHA B YKpaiHi go 15
yepBHSA 2025 p. 40 NPOTOKO/TY KAIHIYHOIO AOCAIMKEHHS «[JofaTkoBe baraToLEeHTPOBE BiAKPUTE SOCNILKEHHS
[l pasm 3 METOLO OLHKM 03aHiMoAy A1 NepopasibHOro NPUnoMy Npw flikyBaHHI NaUIEHTIB i3 CepeAHbOTSXKAM
abo TAXKKMM nepebiroM XBopobu KpoHa B akTUBHIN dhopmi», koa aocnigpkeHHss RPC01-3204, pepakuisi 5.0 Bif
03 BepecHs 2020 p.; cnoHcop - «CengxkeH IHTepHewHn Il Capn» (Celgene International 1l Sarl), LUeliuapis
3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

43. bpolwypa gocnigHuKa Ha gocnigxyBaHuii nikapcbkuii 3acié AVT04, BupgaHHsa 5.0 Big 06 nunua 2021
p., aHMNiNcbKoo MOBOLO; IHhopMauiviHMii TMCTOK NauieHTa Ta oopma iHchopmoBaHoOiI 3roau, Bepcis 3.1
ANA YKpaiHn Big 25 uepBHA 2021 pokKy, aHrNificbKOO MOBOLO, NepeK/iaf YKPAiHCbKOIO Ta POCiiicbKoto
MoBamu; IHhopmaLiiiHuiA nucTok i hopma iHhopmoBaHOi 3roan Ans BaritTHOi NapTHepku, Bepcisa 3.1
ANA YKpaiHn Big 25 uepBHA 2021 poky, aHrNifiCbKOO MOBOIO, NepeKsiaf YKPAiHCbKOIO Ta POCiliCbKOIo
MOBamMMK A0 NPOTOKOJ/y KMiHIYHOro BUNpobyBaHHA «PaHgomizoBaHe, noggiiiHe cnine, 6araTtoLeHTpoBe
LOCNIMKEHHS, L0 NPOBOANTLCA 3 METOK AeMOHCTpaL|il eKkBiBaNIeHTHOT eDEKTUBHOCTI Ta MNOPIBHAHHS 6e3neku
Ta iIMyHOreHHOCTI 6ionoaibHoro nikapcbkoro 3acoby YctekiHymao (AVTO04) ta npenapaty Ctenapa® y
NauieHTiB 3 XPOHIYHMM OMIALLKOBAUM NCOpPia3oOM Bif, CepeaHbOoro A0 BaXKOr0 CTyNeHs TSHKKOCTI», Kopg
pocnipkeHHs AVT04-GL-301, sepcis 3.0 Big 29 kBiTHA 2021 poky; cnoHcop - «AnBoTek Csicc Al» (Alvotech
Swiss AG), LLeliLapist

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

44, 36inblIeHHs 3an/1aHOBaHOI KiTlbKOCTI [OCAiMKYBaHUX A/151 BK/TIOYEHHS Y BUNIPOOYBaHHSA B YKpPaiHi 3
53 ao 70 nauieHTiB; NOAOBXEHHA TPUBAIOCTI NPOBEAEHHS K/IHIYHOro BUNPoGyBaHHA B YKpaiHi Ao 08
BepecHsi 2024 p. 0O MPOTOKO/Y KNiHIYHOrO BMNpobyBaHHA «baratoueHTpoBe paHAOMi3oBaHe, MOABINHO
cnine, nnauebo-KoHTPoibOBaHe AochimpkeHHs |l dpasu 3 MeToW OuiHKM O3aHimogy [A/151 NMepopasibHOro
npuitomMy Npu NPOBEAEHHI MiATPMMYKOYOT Tepanii nauieHTam i3 cepefHbOTSKKMM abo TSHKKMM nepebirom
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XBOpO6Y KpoHa B akTuBHiil chopmi», koa pocnimxkeHHs RPC01-3203, pepakuia 5.0 Big 28 cepnha 2020 p.;
crnoHcop - «CengpkeH IHTeprewHn Il Capnx» (Celgene International Il Sarl), Lseiivapis
3asBHUK - TOBAPVCTBO 3 OBMEXXEHOR BIAMOBIAAIBHICTIO «MI EC AU-YKPAIHA»

45. 36iNblEeHHA 3an/1IaHOBaHOI KiJIbKOCTI AOCAiAKyBaHUX 4151 BK/TIOUEHHA Y BUNPOGYyBaHHA B YKpaiHi 3
126 po 140 ckpuHOBaHMX NauieHTIB. MOAO0BXEHHA TPUBAIOCTIi NPOBEAEHHS KNiHIYHOro BUNPOGYBaHHA
B YKpaiHi A0 29 uepBHA 2023 p. 40 NPOTOKO/Y KAiHIYHOro AoCnigXeHHs «baratoueHTpoBe paHAoMi3oBaHe,
no/BiiiHO cnine, Nnauebo-KoOHTPoIboBaHe AochimkeHHs 1l dpasn 3 MeTO OLiHKM O3aHiMoagy A/1s Npuiiomy
nepopasibHO MpW MPOBE/EHHI IHAYKLUiMHOI Tepanii naujeHTam i3 cepeAHbOTSXKKMM abo TSHKKUM nepebirom
XBOpo6y KpoHa B akTuBHIN dhopmi (ocnimkeHHa Nel 3 ouiHKv iHAYKUIAHOT Tepanii)», ko4 AOCAiMKEHHS
RPC01-3201, pegakuia 5.0 Big 03 BepecHA 2020 p.; cnoHcop - «CengxeH IHTepHewHn 1l Capn» (Celgene
International Il Sarl), LLiseliyapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOHO BIAMOBIAA/BHICTIO «MIl EC AN-YKPAIHA»

46. MEDIDATA PATIENT CLOUD - Moci6Huk kopuctyBaya Samsung Galaxy S7, Bepcia 1.0 Big 30
G6epe3HA 2020 poky, nepeknag YKpaiHCbKo MOBOIO Bif, 11 BepecHs 2020 poky; MEDIDATA PATIENT
CLOUD - KepiBHMUTBO KOpucTyBaya Samsung Galaxy S7, Bepcia 1.0 Big 30 6epe3Ha 2020 poky,
nepeknag pociiicbkoiro MoBow Big 11 BepecHA 2020 poKy; 3pa3oK 300paXeHHA Ha eKpaHi
€/1eKTPOHHOro npuctpoto onutyBasibHMKa UCPRO_O3Haku i cumntomu, Bepcis 2.0 Big 18 cepnHa 2006
POKY, YKPaiHCbKOI0 MOBOI0; 3pa3oK 306paXeHHs1 Ha eKpaHi eN1eKTPOHHOro NPUCTPOIO ONUTYBasIbHUKA
UCPRO_O3Haku i cumntomu, Bepcia e7.0 Big 21 TpaBHA 2020 poKy, pOCiiCbKOI0 MOBOIO 0 NPOTOKO/Y
KIiHiYHOrO  BMNpobyBaHHA «PaHgomizoBaHe, noAgiliHe cnine, nnauebo-kOHTPOsIbOBaHe, 12-TuxHese
pocnimpkeHHs casn 3 405 OuiHKM edpeKTMBHOCTI Ta 6e3neyHocTi eTpaciMogy B MaLieHTIB 3 aKTUBHUM
BMPAa3KOBMM KOJITOM Bif, MOMIPHOrO [0 BA&XKOro CTYMEHSA TSXKKOCT», Koh gocnigpkeHHsa APD334-302, 3
iHKopnoposaHoto nonpaskoto 3.0 Big 22 moToro 2021 poky; CnoHcop - «ApeHa ®apmacbloTikans, IHK.» (Arena
Pharmaceuticals, Inc.), United States

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

47. 36iNblIEeHHA 3an/1aHOBAHOI KiJIbKOCTI AOCAiAKYBaHUX 4151 BK/TIOYEHHA Y BUNPOGYyBaHHA B YKpaiHi 3
120 o 135 ckpuHOBaHUX Naui€eHTiB; MoAOBXEHHA TPMBAIOCTIi NPOBeAEHHSA K/iIHIYHOro BUNPoGyBaHHA
B YKpaiHi A0 29 uepBHA 2023 p. 40 NPOTOKO/Y KAIHIYHOro AoCNigXkeHHs «baratoueHTpoBe paHAOMi3oBaHe,
no/BiiiHO cnine, Nnauebo-KoOHTPoIboBaHe AochimkeHHs 1l dpasn 3 MeTO OLiHKM O3aHiMoagy A/1s Npuiiomy
nepopasibHO MpW MPOBE/EHHI IHAYKLUiAHOI Tepanii naujeHTam i3 cepeAHbOTSXXKMM abo TSHKKUM nepebirom
XBOpo6y KpoHa B akTuBHIN dhopmi (ocnimkeHHa Ne2 3 ouiHKv iHAYKUIAHOT Tepanii)», ko4 AOCAiMKEHHS
RPC01-3202, pegakuia 5.0 Big 03 BepecHA 2020 p.; cnoHcop - «CengxeH IHTepHewHn Il Capn» (Celgene
International Il Sarl), LLiseliyapis

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

48. OHoBneHu [fopatok wopo cneyudiyHOro metoay nikKyBaHHA 3 KOHKPETHUMM mnpenapaTtom,
67864238PACRD2001; dha3za 2a 3 nonpaskoto 5 Big 11.05.2021 p. 40 NPOTOKONY KNIHIYHOIO AOCNILKEHHSA
«baraToueHTpoBe, paHAoMi3oBaHe, NOABiNHE chine, nnauebo-KOHTPOSIbOBAHE K/iHIYHE AOCNiAXEHHS-
nnarchopma 2 asu, Wo BMBYAE €EKTMBHICTL Ta 6€3NeYHICTb MiKyBaHHS MaLlieHTiB 3 akTMBHOK XBOPOOOID
KpoHa Big MNOMIpHOrO [0 BaXKOro CTyneHs TSXKOCTi. PRISM. OCHOBHWIA  KiHIYHWI  NPOTOKON
PLATFORMPACRD2001. JoaaTok wWo[o crneumdivyHoro meTtoay NikyBaHHs 3 KOHKPETHUM npenapaTom Ao
OCHOBHOrO KNiHIYHOTO NPOTOKONY PLATFORMPACRD2001, PRISM-SCARLET. MpoTokon
67864238PACRD2001, 2a pasza», kog gocnigkeHHs PLATFORMPACRD2001, 67864238PACRD2001,
PLATFORMPACRD2001; 2 cha3a 3 nonpaskoto 2 Big 17.09.2020 p.; JogaTok woao cneundivHoro metoay
NiKyBaHHA 3 KOHKpPETHWUM npenapaTomM npotokosy 67864238PACRD2001; dha3za 2a 3 nonpaskot 4 Bif,
14.12.2020 p.; cnoHcop - « AHCCEH ®APMALEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

49. OHOBEHWIA NPOTOKON K/iHIYHOro Bunpo6ysaHHa MK-3475-811, 3 iHkopnopoBaHOo nonpasKkoto 07
Bif, 24 uepBHA 2021 poOKy, aHrNiliCbKOK MOBOIO [0 NPOTOKO/Y KAiHIYHOrO A0C/iAKeHHS1 «PaHaomi3oBaHe,
Il dasn, noggiHe cnine AochifKeHHs KOMOGiHauil TpacTy3ymaoy, ximioTepanii Ta nemoéponisymaby y
NOpPIBHSAHHI 3 KOMGIHaLiE0 TpacTy3yMaby, XimioTepanii Ta niaye6o sk Tepanii nepLuoi AiHiTy nauieHTis 3 HER2-
MO3UTVBHOK MeTacTaTUYHOK afeHOKapUUHOMOK LUAYHKY ab0  LUIYHKOBO-CTPaBOXIAHOMO  3'e4HaHHs
(KEYNOTE 811)», Koa pocnimkeHHs MK-3475-811, 3 iHkoprnioposaHoto nonpaskoto 06 Big 07 nunHa 2020
poKy; crnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BinoBifasbHICTI0O «MC/[, YkpaiHa»

50. OHOB/IEHUIT NPOTOKO1 3 nonpaBKkot 5 Big 25.03.2021 p.; IHpopmauyis gna nayieHta Ta Popma
iHbopMoOBaHOi 3roaM Ha y4yacTb Yy MOMeKynsipHOMYy pgocnimkeHHi — MpoTtokon 42756493BLC3001,
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Bepcis yKpaiHCbLKOIO MOBOIO A5 YKpaiHu Bif 25.06.2021 p., Bepcisa 4.0; IHchopmauia Ana nauieHTa Ta
®dopma iHpopmMOBaHOI 3roAuM Ha Yy4yacTb Y MOJIEKyNsipHOMY AocnigkeHHi - [poTtokon
42756493BLC3001, Bepcis pocificbKO0 MOBOIO A1 YKpaiHu Big 25.06.2021 p., Bepcia 4.0; IHchopmaunis
Ans naudieHta Ta ®opma iHcpopmoBaHOi 3rogn — MNMpoTokon 42756493BLC3001, Bepcisi yKpaiHCbLKOIO
MOBOI0 A5 YKpaiHu Big 25.06.2021 p., Bepcis 7.0; IHchopmauia gna nauieHta Ta Popma iHhpopmoBaHoi
srogn — MpoTtokon 42756493BLC3001, Bepcia pociiicbkolo MOBOK AnsA YKpaiHu Big 25.06.2021 p.,
Bepcia 7.0; BigknukaHHA 3roan - IHcopmauisa ana nauieHta ta dPopma iHpopmMoBaHOI 3rogu —
MpoTtokon 42756493BLC3001, Bepcia yKpaiHCbKOIO MOBOLO A1 YKpaiHu Big 25.06.2021 p., Bepcis 3.0;
BiaknukaHHA 3rogu - IHdopmauia ana nauieHTa Ta Popma iHcpopmoBaHoi 3rogn — [MpoToKon
42756493BLC3001, Bepcii pociiicbkolo MoBOIO AN YKpaiHu Big 25.06.2021 p., Bepcia 3.0; Bpowypa
pocnigHuka EppaddiTiHio (INJ-42756493), BupgaHHa 10 Big 12.05.2021 p.; MNMpoaoBXEHHA TepMiHy
npoBefeHHs1 KiHIYHOro BUNPOOGYBaHHA A0 26.04.2024 [0 nNPOTOKO/Y K/IHIYHOMO  AOC/iIKEHHS
«JocnimxkeHHsa 3 dasn ana ouiHkym eppadpiTiHidy y MOPiBHAHHI 3 BiHQIYHIHOM ab0 AoueTakcesioMm uu
nembponiaymabomM y nauieHTiB 3 MOLIMPEHOK YPOTeniasibHOK KapuMHOMOK Ta OKPEMUMU FEHETUYHUMU
abepauisiMn peLenTopiB hakTopy pocTy pibpobnacTiB», kog gocnigpkeHHs 42756493BLC3001, 3 nonpaBKoto
4 Bif 29.03.2020 p. ; crnoHcop - AHcceH ®apmaueBTtrka HB, benbris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris
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