Jopatok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 34 Big 12.10.2023, Ha siKi 6y/iM oTpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB.»

1. 3pa30oK MapKyBaHHA AOCiAKyBaHOro nikapcbKkoro 3aco6y faponytamig (BAY 1841788), tabneTku
no 300 Mr gns nepopasibHOro 3actocyBaHHs, Bepcis 1 Big 20 notoro 2023 poky; JIuCT A0 NauieHTa,
pea. 1.0 Big 24 ciuHA 2023 poOKy aHrNifiCbKO MOBOIO, NepPeKafeHo YKPAiHCbKOK MOBOIO 16 s1l0TOro
2023 p, nepeknageHo pociiicbkolo moBol 16 ntotoro 2023 p.; 3miHa HalimeHyBaHHA 3asiBHUKa B
YKpaiHi 3 TOB «/TABKOPIN K/IHIKANT AEBE/IONMEHT YKPAIHA» Ha TOB «®OPTPIA AEBE/TONMEHT
YKPAIHA» [0 npoToKoMy KAHIYHOTO [OCNiMKEHHs «PaHgomizoBaHe, nofsiliHe cnine, nnaue6o-
KOHTPO/IbOBaHe JOC/iMKeHHA dra3n 3 npenaparty AaponyTamif, B 4OMNOBHEHHA [0 aHAporeHaenpusaLiiHol
Tepanii (A4T) y nopiBHAHHI 3 nnauebo naoc AT y 4OMOBIKIB i3 MeTacTaTUYHUM FOPMOH-YYT/IBUM PakoMm
nepegmixyposoi 3an103u (MFYPM3)», koa gocnimkeHHa 21140, sepcia 2.0 3 r1ob6ansbHOW nonpaskoto 1 Big 28
yepBHsa 2022 poky; cnoHcop - Bayer Consumer Care AG, LUBeiiuapis

3asBHuK - TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»

BYNO CTANO
TOB «JIABKOPM K/IHIKANT AEBENOMMEHT | TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»
YKPAIHA»

2. OHOBNEHUIA NPOTOKON KhiHiYHOro BMNpooyBaHHA NN7415-4307 (Explorer 8) «Ed)eKTUBHICTL Ta
Ge3neka npodpinaktMyHoro 3actocyBaHHA KoHuu3ymaly y nauieHTiB 3 remocdpinieio A un B, He
YCKnagHeHoH iHriéitTopamn», chiHanbHa Bepcia 6.0 Big 22 YepBHa 2023; OHoBNeHuii gogatok | go
NPOTOKOY AOCigKeHHs, cpiHanbHa Bepcis 13.0 Big 13 CiuHsa 2023, aHrnilicbKoto moBoto; IHchopmauin
ANA yyacHuKa i Popma 3rogMm Ha ydactb Ans pgopocnux, piHanbHa Bepcia 6.0-UA(UK) Big 26-
InnHA-2023, ykpaiHCbKO MOBOLO; IHhopmauis ana ydacHuka i Popma 3rogm Ha yyacTb Ans
popocnux, ciHanbHa Bepcia 6.0-UA(RU) Big 26-/lunHA-2023, pocilicbkolo MoBoto; IHchopmauisa ans
ydyacHuka i dopma 3rogu Ha yyactb AnA 6aTtbkiB, piHanbHa Bepcia 7.0-UA(UK) Big 26-/lunHna-2023,
YKpaiHCbKOI0 MOBOIO; IH(hopMaLis ana yyacHuka i Popma 3rogm Ha yyacTb A1l 6aTbKiB, hiHanbHa
Bepcia 7.0-UA(RU) Big 26-/lunHa-2023, pociiicbkolo MoBOt0; IHhopmauia ansa yyacHuka ta ®Popma
3rogyM Ha yyacTb y gocnifjKeHHi ansa nignitkis (14-17 pokiB), (piHanbHa Bepcia 6.0-UA(UK) Big 26-
NnnHa-2023, ykpaiHCcbKOlo MoOBOlO; IHhopmauia ansa yyacHuka ta Popma 3rogu Ha y4yactb Y
pocnipkeHHi ana nignitkie (14-17 pokiB), tpiHanbHa Bepcia 6.0-UA(RU) Big 26-/lunHa-2023,
pocilicbkolo MOBO1O; IHchopmauia Ansa yvyacHUMKa AOCNigKeHHA Ta Popma 3rogM Ha BUKOPUCTAHHA
3pa3KiB KpoBi AnA MaiiOoyTHiX pocnigkeHb, piHanbHa Bepcia 6.0-UA(UK) Big 26-/lunHA-2023,
YKpaiHCbKOIO MOBOIO; IHchopmauis ans ydyacHuka AocnigjxeHHA Ta dopma 3roaum Ha BUKOPUCTaHHA
3pas3KiB KpoBi pnA MallbyTHiX pocnigkeHb, piHasbHa Bepcia 6.0-UA(RU) Big 26-/lunHsA-2023,
poCificbKOK0 MOBOIO [0 NMPOTOKO/TY KANiHIYHOTO A0CAimpKeHHS «EQEKTUBHICTL Ta 6e3neka nNpodinakTMYyHoro
3acTocyBaHHA KoHUuM3ymaly y nauieHTiB 3 remodpinielo A un b, He ycknagHeHow iHribitopamu», Kop
pocnipkeHHa NN7415-4307, cpivasibHa Bepcia 5.0 Big 25 6epesHsa 2021 p.; cnoHcop - Novo Nordisk A/S
(Oanis)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

3. OHOB/IEHUI NPOTOKOJ 3 NnonpaBKkoto 8, Bepcia 10.0 Big 06 xoBTHA 2022 p.; Bpowypa gocnigHuka
GEN1046 (DuoBody®- PD-L1x4-1BB), Bepcia 5.0 Big 25 tpaBHAa 2023 p.; Jocbe AocnifgKyBaHOro
nikapcbkoro 3acooy GEN1046, Bepcis 8.0 Big 16 cepnHa 2023 p.; 3aly4eHHHA 404AaTKOBUX BUPOGHUKIB
ANA pocnipkyBaHOro nikapcbkoro 3aco6y GEN1046 (DuoBody®-PD-L1x4-1BB), 20 mr/mn, Vetter
Pharma Fertigung GmbH & Co. KG, HimeuuuHa, Klifo A\S, AaHis, Almac Clinical Services Limited,
Benuko6puTtaHis; MoaoBXeHHs TepMiHy NPUAATHOCTI AOCiAKyBaHOro nikapcbkoro saco6y GEN1046,
KOHLIEHTpAT A/11 PO3UuHy AnA iHdys3iii 100 mr y chnakoHi 5 mn, go 42 micauiB; 3aslyueHHA 404aTKOBOro
pocnipxysaHoro nikapcbkoro 3aco6y MNem6ponisyma6 (KITPYAA®), KOHUEHTpaT A/l PO3YuUHY Ans
iHdy3iiAi 25 mr\mn, 4 mn, Merck Sharp & Dohme B.V., HigepnaHgu; 3any4dyeHHA [04aTKOBOro
[OCANiAKYyBaHOro NikapcbKoro 3aco0y LiucnnatuH, KOHUEHTpAT A1 po3uuHy Ans iHdysiin 1 mrimn, 50
M1, BUpo6HuK, Accord Healthcare Ireland Ltd. Ireland; 3anyueHHA gopaTrkoBOro [OC/ifKyBaHOro
nikapcbKoro 3aco6y Kap6onnaTuH, KOHLEHTpAT A1 POo34unHy Ans iHdysin 10 mrimn, 45 Mn, BUPOGHUK,
Hikma Pharma GmbH, HimeuunHa; 3anyuyeHHA [0AaTKOBOro AOCAIgKYBaHOroO /iKapCbKOro 3acooy
MemeTpekcepn, KOHUEHTpPAT A PO3UMHY ANnsa iHQy3iid 25 mrimn, 20 mn, BUpo6HUK, Fresenius Kabi
Deutschland GmbH Germany; 3anyuyeHHA [04aTKOBOro AOCAIAKYBaAHOroO JliKapCbKOro 3acooy
Maknitakcesn, KOHUEHTpAT ANA Po3UnHy AN iHdys3in 6 mr/mn 1 dpnakoH Ha 50 mn, 300 Mr y chs1aKoHi,
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Hikma Pharma GmbH, HimeuunHa; 3anyueHHA foAaTKoBOro AoOCAigXyBaHOro NikapcbKoro 3acooy
Hao-Maknitakcen (Maknitakcen AnbOGywmiH, Pazenir), NnOpowWOK ANA NpUrotyBaHHA pgucnepcii gnsa
iHpysiin 100 mr, BUpo6HuK, Pharmachemie B.V., HigepnaHgu; 3pa3sok MapKyBaHHs AJiS YNaKOBKU
pocnipxysaHoro nikapcbkoro 3aco6y MNemo6ponisyma6 (KITPYAA®), KOHUEHTpaT A/l pO3yYuHY Ans
iHdpy3iin 25 mrimn, 4 mn, Bepcin 2.0 Big 15 cepnHs 2022 poKy, YKPaiHCbKOIO MOBOO; 3pa3oK MapKyBaHHA
ANnA cyakoHa AocnigpKyBaHOro nikapcbkoro 3aco6y MNMemoponizymad (KITPYOA®), KOHUeHTpaT Ans
po3unHy ansa iHdysiin 25 mrimn, 4 mn, Bepcia 2.0 Big 15 cepnHAa 2022 poky, YKPAiHCbKOIO MOBOIO;
3pa3ok MapKyBaHHA A1 YNaKOBKU [0CAIAKYBaHOrO /likapCbKOro 3aco6y LiucnnatuH, KOHUeHTpar Ans
po3uuHy ans indysin 1 mrimn, 50 mn, Bepcia 1.0 Big 29 nuctonaga 2022 poKy, yKpaiHCbKOKO MOBOIO;
3pa3oK MmapKyBaHHSA ansa hylakoHa A0CNigKyBaHOro flikapcbKoro 3aco6y LiucnaaTtuH, KOHUEHTpaT gns
po3unHy ans iHdysiv 1 mrimn, 50 mn, Bepcia 1.0 Big 29 nuctonaga 2022 poKy, YKpaiHCbKOIO MOBOIO;
3pa3oK MapKyBaHHA 4151 YNAKOBKN AOCAifKYBaHOro JliKapCcbKoro saco6y Kap6onnaTuH, KOHLEHTpaT
ANA po3uvHy ansa iHdysiii 10 mrimn, 45 mn, Bepcia 1.0 Big 28 nuctonaga 2022 poky, YKpaiHCbKOLO
MOBOI0; 3pa3oK MapKyBaHHA AN dpnakoHa [OCAifKyBaHOro nikapcbkoro 3aco6y Kapo6onnartuH,
KOHLUEHTpAaT ANs po3unHy ansa iHdysin 10 mrimn, 45 mn, Bepcia 1.0 Big 28 nuctonaga 2022 poky,
YKpalHCLKOI0 MOBOI; 3pa3oK MapKyBaHHA ANA YNaKOBKU AOCAIAKYBAHOro J/iKapCbKoro 3acooy
MemeTpekcen, KOHUEHTPAT ANA PO3UMHY AN iHdysii 25 mrimn, 20 mn, Bepcia 1.0 Big 30 nuctonaga
2022 poky, YKpaiHCbKOI MOBOIO; 3pa3oK MapKyBaHHA Ans pyiakoHa AoCNigKyBaHOro iKapcbKoro
3aco0y lMemeTpekcen, KOHUEHTpaT ANA PO3uUvMHy AnA iHdysiid 25 mrimn, 20 mn, Bepcia 1.0 Big 30
nucrtonaga 2022 poKy, YKpaiHCbKOKO MOBOIO; 3pa30oK MapKyBaHHSl A1 YNAaKOBKU AOCAifXYyBaHOro
nikapcbKoro 3aco6y MakniTakcesn, KOHUEHTPAT AMA PO3UuHy Ansa iHdysin 6 mrimn 1 conakoH Ha 50 mn,
300 mr y chnakoHi, Bepcis 1.0 Big 30 nuctonaga 2022 poKy, yKpaiHCbKOK MOBOIO; 3pa3oK MapKyBaHHA
Ana cnakoHa AocnimKyBaHOro nikapcbKoro 3aco6y [Maknitakcesn, KOHUEHTpaT AJIA PO3UMHY ANnA
iHdpy3iii 6 mrimn 1 conakoH Ha 50 mn, 300 mr y chnakoHi Bepcia 1.0 Big 30 nuctonaga 2022 poky,
YKpaiHCbKOI0 MOBOIO; 3pa3oK MapKyBaHHA NS yNaKOBKU A0CiAKYBaHOro nikapcbkoro 3aco6y Hao-
Naknitakcen (Maknitakcen AnbGyMmiH, Pazenir), NOpoOLOK AN NPUroTyBaHHA gucnepcii ana iHdysii
100 mr, Bepcia 1.0 Big 29 nuctonaga 2022 poKy, yKpaiHCbLKOIO MOBOIO; 3pa3oK MapKyBaHHA ANs
thnakoHa gocnigxyBaHoOro nikapcbkoro sacooy Ha6-Maknitakcen (Maknitakcen Anbo6ymiH, Pazenir),
NOpPOLLOK A1 NPUroTyBaHHA gucnepcii ans iHdysiii 100 mr, Bepcia 1.0 Big 29 nuctonaga 2022 poky,
YKpalHCbKOl0 MOBOI0; OCHOBHa PI3 - BariTHICTb NapTHEPKX yYacHUKa AocnipkeHHs, sepcisa 3.1 Big, 20
nunHa 2023 poky, YyKpaiHCbKo MoBOK; [opatok po IHcdopmauii ana naudieHta Ta Popmu
iHbopMOBaHOi 3roau - YaCTUHA PO3LUNPEHHS: KOTOPTU po3wWKnpeHHs 11a, 11b, 12 ta 13 - Bepcis 1.0 Big,
17 nunHAa 2023 poKy, YKpaiHCbKOK MOBOIO; IHhopmauifa gnsa nauieHta Ta @opma iHthopMmoBaHoOi 3rogu
— YyacTUHa PO3LIMPEHHA: KOropTu poswupeHHs l1la ta 11b - Bepcia 1.0 Big 17 nunHa 2023 poky,
YKpaiHCbKOIO MOBOWO; IH(hopmauis pna nauieHta ta dopma iH(hOopmMOBaHOI 3rogM — 4acTuMHa
PO3LIMPEHHA: KOoropTa po3wunpeHHsa 12 — Bepcia 1.0 Big 17 nunHAa 2023 pokKy, YKpPaAiHCbKOKO MOBOLO;
IHbopMmauia ana nadieHta Ta dopma iHopmMOBaHOI 3rogn — 4YacTuHa PO3LIUPEHHA: Koropra
poswupeHHa 13 - Bepcia 1.0 Big 17 nunHa 2023 poKy, YKpaiHCbKOI MOBOK; KapTka y4dacHuka
(poswupeHa koropta EC11b, rpyna nikyBaHHA B), Bepcisa 2.0 Big 21 nunHa 2023 p.; KapTka yyacHuka
(poswmnpeHa koropTta 12), Bepcisa 1 Big 21 nunHAa 2023 p.; KapTka yyacHuka (poswmpeHa koropta 13),
Bepcisa 1,0 Big 21 nunHa 2023 p.; KapTka yyacHuka (poswmpeHa koropta EClla, rpyna nikyBaHHA A),
Bepcia 2.0 Big 21 nunHa 2023 p.; 3anydyeHHs [O[ATKOBUX Miclb NMPOBEAEeHHS1 BUNPOOYBaHHA [0
NPOTOKONY K/IHIYHOIO AOCNIMKEHHA «Bigkpute AocnigKeHHs neplioro 3actocyBaHHsA npenapaty GEN1046 y
NOANHW 3 NIABULLEHHAM [03Y Ta 3 PO3LUMPEHMMN KOTrOpTamu, WO NPOBOAUTLCA 3 METOH OLHKM 6e3neYHOCTi
GEN1046 y xBOpUX i3 3/105IKICHUMW CONIAHUMW NyXNIMHAMW», koA, aocriakeHHss GCT1046-01, sepcis 7.0 Big 06
XOBTHSA 2021 poky; cnoHcop - Genmab US, Inc., CLLA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.6. BignoBigabHOro AocnigHuka
n/n Ha3Ba Micus NpoBeAEeHHSA K/iHIYHOro BUNPOOGYBaHHS

1. nikap JopoHiHa M.B.
MeauyHuii LeHTP TOBapMCTBa 3 0OMEXEHO BiAMOBIAa/LHICTIO «ApeHcis EkcnnopaTopi MegiciH»,
BiA4iN KNiHIYHMX JochigpKeHb, M. KuiB

2. K.M.H. lLnapuk A.B.
KomyHanbHe HekomepuiiiHe nignpuemcTBo JIbBiBCbKOi 061acHOT paan «J/1bBIBCbKUA OHKOMOTiIYHWIA
perioHanIbHWIA NiKyBa/TbHO-AiarHOCTUYHWIA LEeHTP», BigdifieHHs xiMioTepanii, M. J1bBiB

3. K.M.H. TpyxiH O.B.
MeanyHuii LeHTp ToBapucTBa 3 06MexeHOow BignosiganbHicTio «K/IHIKA BEPYM EKCIEPT»,
M. Knis

4. O.M.H. [oTbkO €.C.
KomyHasnibHe HekomepujiiHe nignpuemMcTBo «LleHTpasibHa Micbka K/iHIYHA JliKapHA» Y>XropoAChKOi
MiCbKOT paau, TepaneBTUYHe BigaiNeHHs, M. YXXropog,




4. OHoBneHa bpouwypa gocnigHuka aocnigKyBaHOro nikapcbKoro sacody A6emauiknio (LY2835219),
Bepcis Big 19 uepBHA 2023 poKy aHrNificbKOI MOBOIO [0 NPOTOKO/Y KIHIYHOIO gochimkeHHs «MonarchE:
PaHoomizoBaHe, Bigkpute pocnimxeHHs Il dha3u Tepanii a6emMauikni6om B koM6GiHaUji 3i cTaHAApPTHOO
a/'toBaHTHOI ropMOHOTEeparnieto B NOPIBHAHHI 3i CTaHAAPTHOI af'loBAHTHOK FOPMOHA/ILHOK MOHOTEpAanie y
NauieHTIB i3 NMOYATKOBOK CTaAIE FOPMOH-PELENTOP-NO3UTUBHOIO, 3 HEraTUBHUM PeLenToOpHMM CTaTyCcoM
NI0ACLKOro enigepMasibHOro gpaktopa pocTy 2-ro Tuny, naxBoBUX NiMAIATUYHMX BY3/1iB NMO3UTMBHOIO paky
MOJIOUHOI 3a/1031 BUCOKOIo PU3uKy», Kog, fgocnimkerHHs 13Y-MC-JPCF, 3 iHkoprnioposaHoto nornpaskoto (f) Big
07 6epe3Ha 2023 poKy, aHriNCbKO MOBOHO; cnoHcop - Eni Ninni eng Komnai, CLUA

3anBHuUK - «Eni Ninni Boctok CA», LLBeliLapis

5. CLI-06001AA1-04 flopaToK Bepcis 2.0 go IHopmauiliHoro nucta nauieHTa — YKpaiHa Big 24 nunHsa
2023p, aHrniicbkoro mMoBok; CLI-06001AA1-04 JopaTtok Bepcia 2.0 po IHcdopmauyiiiHoro nucra
nauieHTa - YKpaiHa Big 24 nunHa 2023p, yKpaiHCbKOI MOBOI; 3aJ/lydyeHHS A0[aTKOBOro Micus
npoBefieHHs1 KNiHIYHOro AOCAIMKEeHHA [0 [MPOTOKO/lY  KNiHIYHOTO  [OCNIMKEHHA  «52-TuXHeBe,
paHgoMi3oBaHe, noAgiiHe cnine, naauyebo KOHTPONbOBaHE AOCAIMKEHHS Y NapasiefibHMX rpynax 3 MeTo
OLjiHKM echbeKTMBHOCTI Ta 6e3neyHocCTi ABoxX A03 npenapaTy CHF6001 y chopmi Cyx0oro NopoLuKy Ans iHransuii,
LLIO AOAa0TbCA [0 NIATPUMYHOYOT MOTPINHOT Tepanii y NawlieHTIB i3 XPOHIYHMM 06CTPYKTUBHUM 3aXBOPHOBAHHAM
nereHb (XO3J1) Ta XpOHIYHMM BPOHXITOM», KoA gocigpkeHHs CLI-06001AA1-04, sepcis 5.0 Big 03 6epe3Hs
2023 poky; cnoHcop - «K’e3i PapmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»

Ne M.1.6. BignoBigasibHOro gocnigHvka
n/n HasBa MicLs NpoBeAeHHS KiHIYHOTO BUNPOOGYBaHHS
1. nikap Murosuy B.B.

KomyHanbHe HekoMmepuiiHe nignpuemcTBo «LleHTpasibHa Micbka K/iHiYHa flikapHA  IBaHo-
PpaHKiBCbKOI MICbKOT pafin», TepaneBTUyHe BigaineHHs Nel, M. IBaHO-PpaHKiBCbK

6. Bpowypa gocnigHuka gocnigkyBaHOro siikapcbKoro 3aco6y Mipikisyma6 (LY3074828) Big 08 uepBHA
2023 poKy aHrniiicbkolo MOBOO; BigganeHunii woaeHHUK npuiioMmy npenapary, sepcis 1 Big 03 cepnHs
2023 poKy yKpalHCbKOI0 MOBOIO Ha niagcTtasi Bepcii 1 Big 02 nunHa 2021 poky (I6T-MC-AMAP_Remote
Dosing Diary_v1_Trans_Paper_ Ukrainian-UA_03Aug2023 #EI402033-ukUA) 00 NpOTOKOY KNiHIYHOrO
pocnipkeHHs «baraToueHTpoBe, Bigkpute, MNMogoexeHe JocnimpkeHHA 1l ®a3n ana OuiHky [oBrotpusanoi
EdbekTmBHOCTI Ta beaneyHocTi 3acTtocyBaHHsA Mipikisymaoy y lNaujieHTiB i3 BupaskoBum Konitom MNMomipHoro
Ta Tshkkoro Mepebiry (LUCENT 3)», kog gocnigkeHHs 16T-MC-AMAP, 3 iHkoprniopoBaHoto nonpaskoto (b) Big,
21 nunHa 2022 poky; cnoHcop - Eni Nlinni eng Komnani, CLWA / Eli Lilly and Company, USA

3aaBHUK - «Eni Nlinni Boctok CA», LLBsenuapis

7. OHoBneHa bpouwypa aocnigHuka Empagliflozin (Bl 10773), Bepcia 25 Big 30 uepBHa 2023 p.,
aHrnificbkoro MoOBOI; 3MiHa HaliMeHyBaHHA 3asBHUKa B YKpaiHi 3 TOB «/IABKOPM K/IHIKAN
DEBENOMMEHT YKPAIHA» Ha TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»; MOAOBXEHHSI TEPMiHY
npoBeAeHHA KNiHIYHOro BMNpoGyBaHHA B YKpaiHi Ao 31 rpygHa 2023 p. A0 NPOTOKO/Y K/IiHIYHOIO
pocnipkeHHs «OnTumisoBaHe, 6araToueHTpoBe, paHA4oMi30BaHe, NnoAgiliHe cnine, nnauebo-kOHTPoboBaHe
JOCNiMKeHHs y napanesibHUX rpynax i3 BMBYEHHA BM/MBY eMnarnidpnosuHy Ha 4acToTy rocnitanisauyii 3
npuBoAy CepLeBOl HeAOCTaTHOCTI Ta BMAMBY Ha PiBEHb CMEPTHOCTI Y MaLieHTIB i3 roCTpMM iHhapKToMm
Miokapaa», ko gocnimkeHHsa 1245-0202, sepcis 2.0 Big 20 kBiTHS 2022 poky; cnoHcop - Boehringer Ingelheim
International GmbH, HimeuunHa

3asBHVK - TOB «®OPTPIA AEBENOMMEHT YKPAIHA»

BYNO CTANO
TOB «J/TABKOPM KNIHIKAN AEBENOMMEHT | TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»
YKPAIHA»

8. Dopatok ao chopmu iHchopMoBaHOI 3rogn Nig Yac KPU3oBOI cUTyalii B YKpalHi ANnA AocnigKeHHSA
GN41791, Bepcis 2.0 ana YKpaiHu yKpaiHCbKOI MOBOIO Bif 31 nunHsa 2023 p. Ha ocHoBI maiicTep-Bepcii
popartka 1 ao ®I3 nig yac KpusoBoi cuTyaulii B YKpaiHi, Bepcia 3.0 Big 14 nunHa 2023 p.; 3miHa Ha3BU
MiCUA NpPOBEAEHHA  KMIHIYHOrO BUMPOGYBaHHA 40 NPOTOKO/Y  K/IIHIYHOrO  JOC/iAKEHHS
«BATATOLIEHTPOBE PAHAOMI3OBAHE MO/BIVHE CNINE AOCNIIKEHHA ®A3U 1Y MAPANENBHUX
rPYMNAX 3 NOABIVIHAM KOHTPONEM MAALEBO ANA OLIHKW E®EKTUBHOCTI TA BE3MNEUHOCTI
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®EHEBPYTUHIBY TMOPIBHAHO 3 OKPENISYMABOM Y [OOPOC/NX MAUIEHTIB 3 MEPBUHHWM
MPOrPECYHOUMM PO3CIAHVM CKNEPO3OM», kog gocnimkeHHs GN41791, sepcia 6 Big 08 ntoToro
2023 p.; cnoHcop - ®.XodhdmaHH-N1a Pow iTa, LWseliyapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Poww YkpaiHa»

BYJO CTAJIO
K.M.H. KocTioueHko A.B. K.M.H. KocTioueHko A.B.
MepuyHUiA LEHTP ToBapucTBa 3 OOMeXeHow | ToBapMCTBO 3 OGMEXEHOI BiANOBIAANLHICTIO
BignoBiganbHicTio «Xenc KniHik», MegnuHnii | «MeguuHnii ueHTp Xenc KniHik», MegnyHwii
KNIHIYHWIA JOCAIOHUUBKWIA LEeHTP, Bigain 3arasibHOi | KAIHIYHUIA JOCAIAHVLbLKWIA LeHTP, Big4i 3arasibHol
Tepanii, M. BiHHMUS Tepanii, M. BiHHMUS

9. YKkpaiHa, MK-8189-008, IHchopmau,is Ta JOKYMEHT npo iHhopmoBaHy 3roay A4 nauieHTa, sepcisa 2.01
Big 04 BepecHsa 2023 poKy, YyKpaiHCbKOl moBow; MK-8189-008_IHchopmaunia ana pornsagadva
nauieHTa_epcia 1_16 nuctonaga 2022_ ykpaiHCbKOI MOBOIO Ana YkpaiHu; MK-8189-008_JoBigHuK i3
npouepyp nig yac BisuTiB_Bepcia 1_16 nuctonaga 2022 yKpaiHCbKO MOBOK AnsA YKpaiHuM [0
NPOTOKO/Y KAiHIYHOrO AocnifpkeHHs «PaHAomizoBaHe, NoAgiliHe-chine, 3 nNiayebo Ta akTMBHUM KOHTPOJIEM
NiKyBaHHA gocnimxeHHs 2b a3 edpekTMBHOCTI Ta 6e3neyHocTi MK-8189 y nauieHTiB 3 rocTpum enizofomM
Lwm3odpeHii», ko gocnigxkeHHs MK-8189-008, 3 iHKkoprioposaHoto nonpaskoto 04 Big 16 nuctonaga 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

10. OHoBneHa Bpowypa gocnigHuka 3 npenapaty CHF6001 DPI (kog pgokymeHty CLI-CHF6001-
IB-00545), Bepcia 6.0 Big 05 nunHa 2023 p. A0 NPOTOKONY KAIHIMHOTO AOCAIAXEHHS «52-TWXHeBe,
paHAomi3oBaHe, NoAgiiHe cnine, niauebo KOHTPONbOBaHE AOCNIMKEHHS Yy MapanenlbHUX rpynax 3 MeTo
OL|iHKM echeKTMBHOCTI Ta 6e3neyHocTi ABox A03 npenapaTy CHF6001 y chopMi Cyx0oro NopoLuKy Ans iHransuii,
LLIO AoAa0TbCA A0 NiATPUMYHYOT NOTPINHOT Tepanil y NalieHTIB i3 XPOHIYHMM 06CTPYKTUBHUM 3aXBOPHOBAHHSAM
nereHb (XO3/1) Ta XpOHiYHUM GPOHXITOM», Ko gocnigpkeHHA CLI-06001AA1-04, sepcisa 5.0 Big 03 6epesHs
2023 poky; cnoHcop - «K’e3i PapmauesTidi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3anBHUK - TOB «®OPTPIA IEBENNOMMEHT YKPAIHA»

11. OHoBneHa bpowypa aocnigHuka 3 npenapaty CHF6001 DPI (kog pokymeHty CLI-CHF6001-
IB-00545), Bepcis 6.0 Big 05 nunHsa 2023 p., aHrniicbkoro moBoto; CLI-06001AA1-05 flogaTtok Bepcis 2.0
Ao IHdopmauiiitHoro nucta nauieHta — YKpaiHa Big 08 BepecHA 2023p, aHrNiiCbKOK MOBOIO;
CLI-06001AA1-05 flopaTokK Bepcia 2.0 no IHhopmauiiiHoro nucTa nauieHta — YKpaiHa Big, 08 BepecHs
2023p, yKpaiHCbKOK MOBOLO; 3MiHA HaliMeHyBaHHs 3aABHUKA B YKpaiHi 3 TOB «/IABKOPIN KNIHIKAN
DEBENNONMMEHT YKPAIHA» Ha TOB «®OPTPIA AEBE/MOMNMEHT YKPAIHA» [0 NpOTOKO/Y KAiHIYHOTO
JocnigxeHHa «52-TxHeBe, paHAoOMi3oBaHe, NoAgiiHe chine, 3 NOABIMHMM MaCKyBaHHSIM, 3 KOHTPOJIEM
nnauebo Ta akTMBHUM KOHTPOseM pocnimxeHHs (Podnyminact, Oanipecn® 500 Mkr), W0 NpoBOAUTLCA B
napanenbHUX rpynax 3 MeTo OLiHKM etheKTUBHOCTI Ta 6e3neyHocTi ABoX A03 npenapaty CHF6001 y chopmi
CYXOro NOpPOLLKY ANS iHrasIALiR, Wo 4oAATbCA 40 NiATPMMYOUOT NOTPIHOI Tepanii y NauieHTIB i3 XPOHIYHUM
OOCTPYKTMBHMM  3aXBOpHOBaHHAM siereHb (XO3J/1) Ta XPOHIYHMM OPOHXITOM», KO  [AOCHIOKEHHS
CLI-06001AA1-05, Bepcis 5.0 Big 03 6epesHs 2023 poky; cnoHcop - «K'e3i ®apmavesTivi C.n.A.» [Chiesi
Farmaceutici S.p.A.], ITanisa

3asnBHUK - TOB «®OPTPIA AEBENOMMEHT YKPAIHA»

BYJIO CTAJIO
TOB «J/IABKOPI1 K/IIHIKA/1 AEBE/IONMEHT | TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»
YKPAIHA»

12. 3miHa KOHTPaKTHOI AOCNIAHULLKOI opraHisauii, BignoBiganbHOI 3a NpoBeAeHHA AOC/iMKEHHA B
YKpaiHi (3asiBHMKa) 3 ToBapucTBa 3 OOGMexeHoww BignosiganbHicTio «KoHTpakTHO-AocCnigHULbKa
OpraHisauis IHHochapm-YkpaiHa» Ha TOBAPUCTBO 3 OBMEXXEHOKO BIANOBIAANIBHICTIO «MiMiAi
FOKPEMH» [0 NpOTOKOMy KHIYHOrO AOCMiMKEHHS «BaraToLeHTpoBe, BiAKpUTE, paHAOMi30BaHe
JOCNiAXeHHA 3 4OAATKOBMM MNepiofoM, sike NMPOBOAUTLCA B OAHI rpyni 3 METOK OLHKU (hapMaKoKiHETUKM,
6e3MeyYHOCTi Ta ehekTUBHOCTI npenapaty MauuTeHTaH B MOPIBHAHHI 3i CTaHAApPTOM JliKyBaHHA y AiTel 3
NlereHeBOol0 apTepiasibHOK rinepTeHsielo», koA aocnimpkeHHs AC-055-312, sepcis 9 Big 23 nuctonaga
2021 p.; cnoHcop - ACTELION Pharmaceuticals Ltd., Switzerland

3asBHIK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MiMifi KOKPEWH», YkpaiHa



BYNO CTANO
ToBapuctea 3 O6mexeHot BignoeiganbHicTio | TOBAPUCTBO 3 OBME)>XEHOHRO
«KoHTpakTHO-[locnigHULbKa Opranisauia | BIAMNOBIAANBHICTHO «MiMifi FOKPENH»
IHHOhapM-YKpaiHa»

13. OHoBneHHA MpoTokony KniHiYHOro aocnimxeHHa J2G-MC-JZJX, Bepcia 3 nonpaskoto (h) Big 17
cepnHa 2023 poKy aHrniiicbkoro MoBow; OHOB/EHHA bBpowypu pgocnigHuka pocnigkKyBaHOro
nikapcbkoro 3acoly CennepkartiHié, Bepcia Big 09 cepnHa 2023 poKy aHrNiicbKoro MOBOIO;
OHoBneHHA IHhopMmauii ana nauieHTa gocnigpkeHHA Ta ®opmu IHpopmoBaHoi 3roam AnAa ydacTti y
[OCnigpKeHHI ANA BUKOPUCTaHHA B YKpaiHi YKpaiHCbKO MoBoOIO, Bepcis Ne 5.0 Big 14 BepecHA 2023
pokKy; OHoBneHHsA IHopmauii Ana nayieHTa gocnigkeHHa Ta Popmu IHhopmoBaHoi 3roau Ana yyacTi
y AOCNifKeHHi ANA BUKOPUCTaAHHA B YKpaiHi pociicbKoto MoBOLo, Bepcis Ne 5.0 Big 14 BepecHs 2023
poky; OHoBneHHA IHopmauii agna nauieHTa pocnigpkeHHa Ta ®opmu IHopmoBaHoi 3rogn aAnsa
nepexoay Ha iHWwe JliKkyBaHHA B pamMKax AOC/ifKEHHA AN BUMKOPUCTAHHA B YKpaiHi yKpaiHCbLKOIO
MoBolo, Bepcis Ne 5.0 Big 12 BepecHs 2023 poKy; OHoBneHHA IHhopMaLii Ans nawieHTa AocnigKeHHs
Ta Popmu IHpopmoBaHOi 3roan ANA nepexogy Ha iHwWe JliKkyBaHHA B pamMKax AOCMIMKEeHHs AnsA
BMKOPUCTaHHA B YKpaiHi pocilicbkotlo moBoto, Bepcisi Ne 5.0 Big 14 BepecHsi 2023 poKy [0 NPOTOKO/Y
KniHiyHoro pgocnigpkeHHs «LIBRETTO 432: [MNnaueb0o-kOHTPOsibOBaHe MoABiiHe crine paHAoMi3oBaHe
jocnipkeHHs 3 a3y AnA  OUiHKM - af’toBaHTHOT Tepanii  cennepkaTtuHIGoOM nic/is  pafukasbHOT
JIOKOpErioHapHOT Tepanii y nauieHTiB 3 HeApiGHOKNITUHHMM pakoM siereHi ctagii IB-IIIA 3 HasBHiCTIO
ribpugHoro reHa RET», kog gocnimkeHHss J2G-MC-JZJX, Bepcisa 3 nonpaBkok (g) Big 28 kBiTHA 2023 poky;
crnoHcop - Eni Ninni eng Komnari, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis

14. 3miHa micua npoBeAeHHs1 BUNPOOGYBaHHA [0 NPOTOKO/Y KNiHIYHOro AocnimxkeHHs «baraToueHTpose,
paHOoMmi3oBaHe, MoABiliHE chine, 3 MOABINHOI iMiTali€ld, KOHTPO/IbOBaHE aKTUBHWM MpenapaTom,
pocnipkeHHs Il chasun, Wwo nNpoBoauTLCA B napasiesibHUX rpynax 3 OUiHKM edeKTMBHOCTI Ta 6e3neyYHOCTi
€BOOPYTUHIOGA Y NOPIBHAHHI 3 TepUdNYHOMILOM B YYACHUKIB i3 PeLMAMBYIOYMM PO3CIAHAM CK/1IEPO30M», KO,
pocnipkeHHs MS200527_0080, sepcia 6.0 Big 26 kBiTHA 2023 poky; cnoHcop - Merck Healthcare KGaA,
HimeuunHa

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

BYNO CTAJIO
O.M.H., npod. JlitoBueHko T.A. O.M.H., npod. JlitoBueHko T.A.
XapkKiBCbKa KJliHiYHa nikapHA Ha 3anisHUYHomy | MeguuHuii UEeHTP npuBaTHOrO nignpuemMcTBa
TpaHcnoptTi Nel @inii  «LeHTp oxopoHu | «<HeidpoH», M. XapkiB
340poB’sa» aKuioHepHoro TOoBapucTBa
«YKpaiHCbKa 3ani3HuusA», 3-€ HeBpPoONoriyHe
BiafineHHs, XapkiBCbKa MeAu4yHa akaaeMisi
nicnAAMNIOMHOI OCBITU, Kadhenpa HEBPONOTil Ta
AMTAYOI HeBponorii, M. Xapkis

15. OHOBNEHMIT NPOTOKOJ K/iHIYHOTO BUNPOGyBaHHA, Bepcia 2.0 Big 09 cepnHa 2023p. aHrNilicbKoo
MoBolo; IHchopmauis npo gocnimkeHHs Ta dhopma iHchopmoBaHOi 3roau, okasibHa Bepcist Homep 3.0
Ans YKpaiHu yKpaiHCbKOI0 MOBOIO, faTta Bepcii 18 BepecHs 2023 poky Ha ocHoBi MacTep Bepcii Homep
4.0 Big 20 cepnHA 2023 poky; dopma iHOpmMOBaHOI 3roAu A1 NPOBEAEHHA [OCKPUHIHrOBUX
npouenyp, NoKasibHa Bepcis Homep 2.0 Ana YKpaiHu yKpaiHCbKOI0 MOBOIO, gaTta Bepcii 18 BepecHsA
2023 poKy Ha ocHoBi MacTtep Bepcii Homep 3.0 Big 20 cepnHA 2023 poKy A0 NPOTOKOJY KMiHIYHOrO
pocnimpkeHHss «PaHgomizoBaHe, noggiiHe chine, naaueb0-KOHTPOMboBaHe, AocnimkeHHs Il dasm
nigTPUMyOHOT MOHOTepanii onanapnéom y ydacHukis 3 BRCA Wild Type posnosctogxeHum (FIGO ctagis lll-
IV) cepo3Hum abo eHOOMETPIOIAHUM PakoM SEYHUKIB BUCOKOTO CTYMEHK 3/108KICHOCTI nicns Bignosifi Ha
CTaHAapTHY niaTUMHOBMICHY xiMioTepanito nepwoi niHii (MONO-OLAL)», kog gocnimpkeHHs D9319C00001,
Bepcia 1.0 Big 17 rpyaHs 2020; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

16. 3miHa KOHTPaKTHOI AOCNiAHMLbKOI opraHisauii, BiANoBiAaNbLHOI 3a NPoBeAeHHs1 AO0CNIMKEHHS B
YKpaiHi (3asBHMKa) 3 ToBapucTBa 3 OOGMexeHorw BignosiganbHicTio «KoHTpakTHO-JocCnigHuLbKa
OpraHisauis IHHocapm-YkpaiHa» Ha TOBAPUCTBO 3 OBMEXEHORK BIANOBIAANBHICTHO «MiMifi
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FOKPEWMH» [0 npoTOKOMly K/IHIYHOTO  AOCAimpKeHHs «PaHjoMi3oBaHe, 6araToLeHTpoBe, BigkpuTe
pocnipkeHHa dasu Il gna ouiHkn edbektmBHoCTI npenapaty TAK-788 B AkOCTi Tepanii neplioi NiHii y
MOPIBHAHHI 3 XiMiOTepanieto Ha OCHOBI NpenapaTiB NNaTVHU y NaLieHTIB i3 HeAPIGHOKNITUHHUM PakoM fereHi 3
iHCepuiiHMMK MyTauismn y 20-My €K30Hi reHa peuenTopa enigepmasibHoro gaktopa pocty (EGFR)», koa
pocnipkeHHss TAK-788-3001, Bepcis 3 iHKOPNOpoOBaHO nonpaskoto 8 Big 18 XoBTHA 2022 p.; CrnoHcop -
Takeda Development Center Americas, Inc., USA (CLLA)

3asBHNK - TOBAPUCTBO 3 OBMEXXEHOIO BIANOBIAANBHICTIO «MiMifi KOKPENH», Ykpaina

BYNO CTANIO
ToBapuctBo 3 OGMexeHot BignosiganbHicTio | TOBAPUCTBO 3 OBME)XXEHOHRO
«KoHTpakTHO-AocnigHnubKa Opranisauisa | BIAMOBIAANBHICTIO «Minifi FOKPENAH»
IHHOhapm-YKpaiHa»

17. InchopmauniiiHunii nucT Jo noTeHuiiiHOro naujieHTa, Bepcis 3 Big 11 nuctonaga 2022 p., yKpaiHCbKOO
MoBol1o; IHchopmauiiiHunii nucT go nauieHTta, Bepcia 3 Big 11 nuctonaga 2022 p., pociiicbKolo MOBOIO;
Bpouwypa Npo KOHKpeTHe pocnigkeHHs, Bepcia 2 Big 21 »OBTHA 2022 p., YKPAIHCbLKOIO MOBOIO;
Bpouypa gocnigpkeHHs, Bepcifa 2 Big 21 »xoBTHsA 2022 p., pociiicbkolo MOBOL0; MOCiGHUK Wo[0 po6oTH
3 chopmoto iHchopmoBaHoOiI 3rogu, Bepcif 2 Bifg 21 )oBTHA 2022 p., yKpalHCbLKOI0 MOBOIO; KepiBHULITBO
Ao cdopmu iHhopMoBaHoOiI 3roau, Bepcia 2 Bif, 21 )XoBTHA 2022 p., pociicbKOK MOBOLO; J/InCTyBaHHA
LoA0 CKepoBYBaHHA nikapsmu, Bepcia 3 Big 11 nuctonaga 2022 p., yKkpaiHCbKOI0 MOBOIO; JTUCT flikaplo
3 NPOXaHHAM MPO HanpasBJ/IEHHA NauieHTiB, Bepcia 3 Big 11 nuctonaga 2022 p., pociicbKO0 MOBOIO;
Bpolwypa gocnigpkeHHsl, Bepcia 2 Big 11 nuctonaga 2022 p., ans YKpaiHW, YKPATHCbKOIO MOBOIO;
Bpolypa, noB’si3aHa 3 AOCiAKEHHAM, Bepcia 2 Big 11 nuctonaga 2022 p., ana YKpaiHu, pocCiiicbKoto
MoBoOt0; MOoCciGHMK 3 yuyacTi y gocnigpkeHHi, Bepcia 2 Big 21 0oBTHA 2022 p., YKPAIHCbKOIO MOBOIO;
KepiBHULTBO 3 NpoBeAeHHA AOCNiIMKEHHA, Bepcisa 2 Bifg 21 OBTHA 2022 p., pOCINCbKOIO MOBOLO;
Aopatok po dPopmm iHchopmoBaHOI 3rogu: 3roga Ha nNpoBeAeHHA BIi3UTIB [OCNigKEeHHA
aNbTepHaTUBHUMU MeToAaMU Mid yYac Kpusn B YKpaiHi ana pocnipkeHHs WA40404, ana YkpaiHu
aHrnificbkor mMoBolo, Bepcia 2.0 Big 06 BepecHs 2023 p.; JopgaTok fo dopmu iHhopmoBaHoi 3roau:
3ropa Ha NnpoBefeHHA BisUTIB AOCAIfXEHHA anbTepHATUBHUMM MeTOoA4aMM Nif Yac Kpu3sun B YKpaiHi gns
pocnipkeHHa WA40404, ana YKpalHU yKpaiHCbKOHO MOBOIO, Bepcis 2.0 Big 06 BepecHs 2023 p.;
Jopatok po dopmu iHcpopmoBaHOI 3rogu: 3roaa Ha nNpoBeAeHHSA BIi3UTIB [OCAiMKEeHHA
anbTepHaTUBHUMU MeTOAAMU Mif yac Kpu3su B YKpaiHi ana pocnigpkeHHs WA40404, ana YkpaiHu
pociiicbkolo mMoBolo, Bepcia 2.0 Big 06 BepecHA 2023 p. 40 MPOTOKONY KAIHIYHOTO AOCHIAKEHHS
«BbaraToueHTpoBe, paH4OMiI30BaHe, NoAgiliHe criine, nnauebo-kOHTpoNboBaHe AocimkeHHs hasm llib gns
OUiHKM edieKTUBHOCTI Ta 6esneyHocTi npenapaty OKpenisymad y [OOpPOCNAUX MAaUi€EHTIB 3 NEepPBUHHO-
NPOrpecytYmMM po3CistHUM CKIepo3om», kod aochimkeHHs WA40404, sepcia 5 Big 13 xoBTHa 2022 p.;
crnoHcop - ®. XothdmaHH-/1s Pow /114, Weenyapisa (F. Hoffmann-La Roche Ltd, Switzerland)

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

18. OHOB/IEHMIA MPOTOKOJ1 KNiHiYHOro BUNpo6yBaHHsa MK-1026-003 3 iHKkopnopoBaHOIo nonpaskoto 06
Big 10 nunHsa 2023 poKy, aHrNilicbKo MOBOIO; NMoA0BXEHHSA TPMBANOCTI KNiHIYHOro BUNPOGOYyBaHHA B
YkpaiHi 3 78 go 86 micsauiB; 3MiHa 3ans1aHOBaHOI Ki/IbKOCTi 3a/1yueHUX NnauieHTiB B CBiTi 3 738 fo 675;
3aslyueHHA Ha3BU KNiHiYHOro BuUNpoobyBaHHA - BELLWAVE-003; Bpowypa AocnigHuka MK-1026,
BuaaHHA 8 Big 12 nunHa 2023 poky, aHriACbKOK MOBOLO; 3a/ly4eHHA Ha3Bu HeMTabpyTuHIO gnsA
[OCnNigpKyBaHOro nikapcbKoro 3acoby MK-1026; YkpaiHa, MK-1026-003, IHchopmauif Ta JOKYMEHT Npo
iHcbopmoBaHy 3rogy Ansa naudieHTa koroptu A-H, Bepcisa 2.00 Big 01 BepecHA 2023 p. yKpaiHCbKOIO
MOBOI0; YKpaiHa, MK-1026-003, IHhopmauniiHnii NUCTOK i AOKYMEHT npo iHhopmMoBaHy 3rogy Ha
MalilGyTHE GiomeguuHe pocnimkeHHs, Bepcis 1.01 Big 01 BepecHA 2023 p. yKpaiHCbKOK MOBOLO;
YkpaiHa, MK-1026-003, IHchopmaLiiiHAiA NNCTOK i AOKYMEHT Mpo iHhopmoBaHy 3rofy Ha B3ATTA
AopaTkoBuX 3paskiB, Bepcif 1.00 Big 01 BepecHs 2023 p. yKpalHCbKOIO MOBOO; YKpaiHa, MK-1026-003,
JonoBHeHHA Ao iHopmauii Ta AOKYMeHTY npo iHhopMoBaHy 3rofy ANA nauieHTa ANnAa nikyBaHHA
nicns nporpecyBaHHs XBopoo6u, Bepcia 00 Big 01 BepecHA 2023 p. yKpaiHCbKOIO MOBOIO; LLlogeHHUK
peecTtpauii npuiiomy npenapaty MK-1026 003-05, Bepcia 022203 UA (Ukrainian) (V1.0_05_1.0),
YKpPaiHCbKOIO MOBOIO; 300paXeHHs1 Ha eNeKTPOHHUX LWoAeHHUKax Ana nauieHta (EORTC QLQ-C30
(version 3), AHKeTa WoOAO0 cTaHy 3g0poB’Aa EQ-5D-5L), Bepcia 2.0 Big 27 TpaBHA 2021 poky,
YKpaiHCbKOI0 MOBOIO 10 NPOTOKO/TY K/IiHIYHOrO BUNPO6yBaHHA «JocnigkeHHs || dpasu ouiHkM edheKTUBHOCTI
Ta 6e3neyHocTi MK-1026 y nauieHTiB 3 remMaTo/10riyHMMm 3/105KICHMMIM 3aXBOPHOBAHHAMM», KOA, AOCIIKEHHS
MK-1026-003, 3 iHkopnopoBaHot nonpaskoto 02 Big 01 rpyaHa 2021 poky; cnoHcop - TOB Mepk LWapn eHg,
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasbHICTI0 «MC/, YkpaiHa»






