JopaTtok

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 15 Big 29.04.2021, Ha siKi 6y oTpUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTiB.»

1. OHoBnNEHI ceKuil locbe JOCNifKYBaHOIO NikapcbKoro 3aco6y: Cekuia «Bctyn» (approved on 08-
Jan-2021); Cekuii gna Jlikapcbkoro 3aco6y Drug Product (Aztreonam 2 g powder for concentrate for
solution for infusion) (approved on 04-Aug-2020): P.1 «Onuc Ta cknag npogykry» Tta P.3
«BupoGHuyreo»: P.3.1 «BupoGHuK(MN)»; 3anyyeHHs [0[aTKOBOroO BUPOOGHMKA A0CAILKYBaHOro
nikapcbkoro 3aco6y AstrpeoHam (ASAKTAM; Aztreonam), NOPOLIOK A1l MPUrOTYBaHHSA KOHLEHTpaTy
ANna po3unHy ansa iHdysiii, 2 r: Fresenius Kabi USA, LLC, CLUA g0 npoToKosy KNiHIYHOro AO0CNiAXEHHS
«[pocnekTMBHE paHAoMi3oBaHe OaraTOLEeHTPOBE BiAKPUTE MOPIBHAMbHE AOCAiMKEHHA a3 3, LWo
NPOBOANTLCA B MapasielbHUX rpynax i3 3acainieHuM LEeHTPa/IbHUM OUiHIOBaHHAM 3 METOH BW3HAYEHHS
epekTMBHOCTI, 6e3MeyHocTi Ta nepeHocumocTi  koMmbiHauii  asTpeoHam-aBi6akram (ATM-AVI)
*MeTpoHigason (MTZ) y nopiBHaHHI 3 MeponeHemzkonicTuH (MER+COL) ana nikyBaHHS CepRo3HMX
iH(pekLili, 3yMOBMEHMX [PaMHEraTVBHUMU OGakTepisamMu, BKIYHO 3i CTiKUMW [0 6araTOKOMMOHEHTHMX
nikapcbknx 3acobiB 30yaHMKamK, WO NpoAyKyrTb MeTasio-6eta-naktamasy (MBL), AN Skux BapiaHTu
NiKyBaHHA 0b6MmeXeHi abo BifACyTHI», ko4 gocrimkeHHa C3601002, 3 nonpaskoto 1 Big 05 nunHa 2018 poky;
cnoHcop - «®aiizep IHK.», CLUA / Pfizer Inc., USA

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

2. 36inbleHHA TepMiHY NpuaaTHOCTI Npenaparty caBoniTiHi6 (AZD6094) 3 48 fo 60 micauiB; OHOBNEeHa
yactuHa S.2.3 Jocbe AOCNiIAKYBaAHOro JikapcbKoro zacody CaBoniTiHiI6. KOHTponb martepianis;
OHoBneHa yacTuHa P.5.4 flocbe aocnigxyBaHoro nikapcbkoro 3acoody CaBoiTiHIG, TaGNeTKU, BKPUTI
nniBkow. AHani3 cepii nikapcbkoro 3aco6y; OHoBfieHa uvacTuHa P.8.1.A [locbe AocnigKyBaHOro
nikapcbKoro 3acod6y CaBoniTiHIO, TaGneTku, BKPUTI NANiBKow. Ornag ta BUCHOBOK 3i CTaGisIbHOCTI
nikapcbkoro 3aco6y; OHoBneHa u4actuHa P.8.1.B Jocbe AocnimKyBaHOro JsikapCbKoro 3acooy
CaBoiTiHi6, TaGNneTKkn, BKpUTi NiBKOKO. BUCHOBOK 3i CTaGifIbHOCTI NikapcbKoro 3acody; OHoBNeHa
yacTtuHa P.8.1.C locbe aocnimKyBaHOro JlikapcbKkoro 3aco6y CaBoniTiHi6, Ta6neTku, BKpUTI NNiBKOLO.
MnaH 36iNblIEHHA TEPMiHY NPUAATHOCTI NMIKAPCbLKOro 3aco6y; MoaoBXeHHA TPMBaJIOCTI JOCNIMKEHHSA
B YKpaiHi 3 cepnHsa 2021 poky Ao cidyHa 2022 poKy [0 NPOTOKO/Y KNiHIYHOrO AOCNiMKEeHHA «Bigkpute,
paHAomi3oBaHe, NOpiBHIOBa/IbHE, 6araToLeHTPOBE K/iHIYHE O0CAIMKEHHSA (ha3n 3 OLiHKM e(peKTUBHOCTI Ta
6e3nekn CaBoOnNiTiHIGY B NOPiBHSAHHI 3 CyHITIHIGOM Yy naujieHTiB 3 MET-N03MTUBHOM, HeonepabesibHOW Ta
JNIOKa/TbHO-MOLUMPEHOID, ab0 MeTacTaTMYHOK NanifISpPHOK HUPKOBO-KAITUHHOK KapuuHomow (MHKP)», kog
pocnipkeHHss D5082C00003, Bepcis 6.0 Big 19 rpyaHs 2018 poky; cnoHcop - AstraZeneca AB, Sweden
3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

3. OHOBAEeHuI po3gin «AKicTb» CKOpoueHOoro [locke niaue6o A0 JOoCNigKYyBaHOTO NiKapCbKOro 3acody
PicaHkisyma0, Bepcia 5.0 B Big 26 ciuHa 2021 poKy; MNofoBXeHHA TepMiHy nNpuaaTHOCTI naaue6o Ao
[ocCnifKyBaHOro nikapcbkoro 3aco6y PicaHkisyma0, po3unMH ansa iH’ekuin 90 mr/imn y ogHopa3oBux
nonepegHbLO 3aMOBHEHUX LWNpuuax Ao 48 wmicAuiB [0 NPOTOKOMIB  KMiHIYHWMX BUMPOOYBaHb:
«baraToueHTpoBe, paHAOMI30BaHe, NoABiHE chine, naaue60-KOHTPOSIbOBaHE AOCAIMKEHHS iHAYKUiAHOT
Tepanii gns BUBYEHHS1 e(pekTUBHOCTI Ta 6e3neYHOCTI picaHKi3ymaly y nalieHTiB 3 BUpa3KoBMM KOJiTOM Bif,
cepeiHbOBaXKOT A0 BaXKKOT DOPMU akTUBHOCTI», Kof, ocnimpkeHHs M16-067, iHkopnopoBaHuii nonpaskamu 1,
2 Ta 3 Big 01 xoBTHA 2020 poky; «baratoueHTpoBe, paHAOMi30BaHe, MoABiliHe cnine, nnaue6o-
KOHTpO/IbOBaHe 52-TWXHEBe BIAKpUTE NPOLOBXEHE AOCMIMKEHHSA NiATPUMYUOoT Tepanii AN BUBYEHHS
edheKkTMBHOCTI Ta 6e3neyHocTi PicaHKisymaly y nauieHTiB 3 BUPa3KOBUM KOMITOM, Y SIKMX criocTepiranacs
BiANOBIAb Ha IHAYKUiHY Tepanito y gochimkeHHi M16-067 a6o M16-065», kog gocnimxkeHHss M16-066,
iHkopnopoBaHwuii nonpaskamu 1, 2 Ta 3 Big 20 kBiTHA 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapisa

4. OHoBneHunii NMpotokon kniHiuHoro gocnipkeHHa ARGX-113-1905, Bepcisa 2.0 Big 05 ntotoro 2021
POKy, aHrnificbkolo MoOBOW; bBpowypa pgocnigHuka [OCAIAKYBAHOIO JliKApCbKOro 3acoly
Efgartigimod/ARGX-113, Bepcia 9.0 Big 27 nuctonaga 2020 poKy, aHrniicbkol MoOBoOI; Bpowypa
[ocnigHuKa AocnigKyBaHOro JliKapCbKOro 3acoby peKkoMOGiHaHTHa /ioAcCbKa rianypoHigasa PH20
(rHuPH20), Bepcia 9.0 Big 08 ciuHa 2021 pokKy, aHrNilicbkolo MOBOIO; IHhopmauia AnA nauieHTa Ta
thopma iHpopmoBaHOi 3roau, Bepcis 2.0 gns YkpaiHyu aHrniicbKoo MoBoto Big, 21 ntoToro 2021 poky;
IHbopMmauia ana nauieHta Ta chopma iHpopMoBaHoOI 3rogun, Bepcia 2.0 anAa YKpaiHM YKpaiHCbKO
MoBolo Big 21 ntotoro 2021 poky; IHopMmauia ansa nauyieHTa Ta oopma iHhopMoBaHoOT 3roau, Bepcis
2.0 ansa YKpaiHu pociiicbkoro MoBOIO Big 21 ntoToro 2021 poky; IHchopmauis Ta popma iHhpopmoBaHOi
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3roau Ha 36ip paHUX NPO BariTHY NapTHEPKY yyacHUKA Ta HOBOHapo[kKeHy AUTUHY, Bepcia 2.0 ana
YKpaiHu aHrnificbkoro MoBoto Big 21 notoro 2021 poky; IHchopmauis Ta popma iHhopmoBaHoi 3rogmn
Ha 36ip AaHMX NPO BariTHY NapTHEPKY Y4YaCHUKa Ta HOBOHapoMKeHY AUTUHY, Bepcia 2.0 Ans YKpaiHu
yKpaiHCbKO MOBOIO Bif, 21 ntotoro 2021 poky; IHchopmauia Ta hopma iHpopmoBaHoOi 3rogm Ha 36ip
[aHUX Mpo BariTHYy NapTHEpPKY y4yacHUKA Ta HOBOHAPOMKEHY AUTUHY, Bepcia 2.0 ana YkpaiHu
pociiicbkolo MmoBoto Big 21 ntotoro 2021 poky; Aopatok wopo COVID-19 go IHopmauii ans naudieHTa
Ta popmu iHchopmoBaHoi 3rogu, Bepcia C2.1 gna YKpaiHu aHrnificbkoto moBowo Big 21 notoro 2021
poky; Jopatok woao COVID-19 ao IHchopmauii anAa nauieHTa Ta dpopmu iHpopmoBaHoOiI 3roaun, Bepcisa
C2.1 pna YKpaiHu yKpaiHCbKO MOBOM Big 21 ntwoTtoro 2021 poky; AopaTtok woao COVID-19 po
IHchopmauii gna naugieHta Ta ¢popmu iHhopMmoBaHOi 3rogu, Bepcia C2.1 gna YKpaiHM POCIfiCbKO
MoBoOI0 Big 21 ntotoro 2021 poky; [locbe AgocnigKyBaHOro sikapcbkoro 3sacooy ARGX-113 with
rHuPH20, po3uunH gns nigkipHux iH’ekuiii, Bepcia 3.1 Big 22 ciuHA 2021 poKy, aHINilicbKOD MOBOIO;
Aocbe pocnipkyBaHOro nikapcbkoro 3zacody ARGX-113 with rHuPH20, po3uuH ana nigwkipHux
iH’eKuin, po3gin «foaatku», Bepcia 3.1 Big 22 ciuHA 2021 poOKy, aHIiiICbKOIO MOBOI; 3aslyyeHHs
[0[aTKOBOro AocnigkyBaHoOro sikapcbkoro saco6y ARGX-113 PH20 (ARGX-113 with rHuPH20,
Efgartigimod PH20 SC, EdprapTirivog PH20 gnsa nigwkipHoro BBegeHHA, Edyraptirimog PH20 SC,
ARGX-113/rHuPH20) 1 conakoH i3 6,5 mn ARGX-113 PH20, 180 mr/Mn po3uunHy ANA NiAWKIPHUX iH’EKLNA.
Bupo6Huku: Patheon Italia S.p.A, Italy; Lonza DPS AG, Switzerland; Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services GmbH, Switzerland; Eurofins Lancaster Laboratories Inc., USA;
Quality Assistance SA, Belgium; 3pa3ok MapKyBaHHS [OC/IifKYBaHOrO JlikapcbKoro 3aco6y ARGX-113
PH20, po3unH pnA nigwkipHux in’ekuiin, 180mrimn, pna c¢nakoHy, Big 23 BepecHA 2020 poky,
YKpPAiHCbKOIO MOBOIO; 3pa3oK MapKyBaHHA AOCAiQKYBaHOro nikapcbkoro 3acooy ARGX-113 PH20,
pPO3uUMH ANA NigWwKipHUX iH’eKuii, 180mr/mn, ana KOpooku, Big, 23 BepecHs 2020 poKy, YKpPaiHCbKOLO
MOBOIO; 3aslyyeHHs1 [0AATKOBOI BUPOOHMYOI AINAHKM AOCNIMKYBaHOro JikapcbKoro 3acooy
ARGX-113/rHuUPH20, 165 mr/imn po3uvHy AnA NigwKipHUX iH’€KUiiA Ta AOCNigpKyBaHOro nikapcbKoro
3aco6y ARGX-113/rHuPH20, 180 mr/mn po3uuHy ana nigwkipHux iH’ekuyin Fisher Clinical Services,
USA; NMogoBxeHHA TepMiHY NPUAATHOCTI AOCNifKyBaHOro nikapcbkoro sacooy Efgartigimod PH20 SC,
Edrapririmog PH20 ana nigwkipHoro BBefeHHsA, Ecprapririvog PH20 SC, ARGX-113 PH20, ARGX-113
with rHuPH20, ARGX-113/rHuPH20 (Efgartigimod alfa), po3uvHy ans nigwkipHux iH’ekuin 165 mrimn, y
ctonakoHi, Ao 24 wmicsauiB; argenx BV_ARGX-113-1905_ADDRESS+ wa6noH iHcopmauiiiHoro
GloneteHA_Bep. 2_R1 15 nwtoro 2021 p., YyKpaiHCbKOW MoBow; argenx BV_ARGX-113-
1905_ADDRESS+_wa610H iH(hopmauiiiHoro GroneteHsa_Bep. 2_R1_15 ntwoToro 2021 p., pociliicbKoto
MmoBoto; ARGX-113-1905, 3pasoK nucta nikapeBi 3arasibHoro npocdinto, Bepcia 2.0 Big 04 nioToro
2021p., aHrniiicbkoto moBoto; ARGX-113-1905, 3pa3ok nucTa sikapeBi 3arasibHoro npodinto, Bepcis
2.0 Big 04 notoro 2021p., yKkpaiHCbKOIO MOBOIO; BmicT nporpamu gns cmapTtgoHa nauieHTa, Bepcis 1.1
Big 04 notoro 2021 p., yKpaiHCbKOIO MOBOIO; BMicT goaatky ana cmaptdoHa nayieHTa, Bepcia 1.1 Big,
04 motoro 2021 p., pociiicbkolo MOBOK; 3pa3ku HaragyBaHb nauieHTy y poaatky TG Reminder
Content, Bepcisa 1.1 Big 04 notoro 2021 p., yKpalHCLKOIO MOBOIO; 3pasKu HaragyBaHb NaLiE€HTY Yy
popatky_TG Reminder Content, Bepcia 1.1 Big 04 niotoro 2021 p., pociicbKOKO MOBOLO; 3pasKku
KOPOTKUX TEKCTOBUX NoBigomsieHb (SMS) HaragyBaHb nauieHTy_ TG Reminder Content, Bepcis 1.1 Bipg,
04 moTtoro 2021 p., YKpAiHCLKOIO MOBOIO; 3pas3ku KOPOTKUX TEKCTOBUX NoBigomneHb (SMS)
HaragyBaHb nauieHTy_TG Reminder Content, Bepcis 1.1 Big 04 ntotoro 2021 p., pociiicbkolo MOBOIO;
JomallHii NociGHMK 3 TpPaHCNOPTYBaHHA, 36epiraHHA, NiAroTOBKA Ta BBEAEHHSA AOC/iAKYyBaHOro
npenaparty edrapririvony PH20 ans n/w BBegeHHsA, Bepcia 3.0 Big 23 ntoToro 2021 p., yKpaiHCbKOKO
MOBOI0; [lOMalLHE KepiBHULTBO 3 TPaAHCNOPTYBaHHA, 30epiraHHs, MiAroToBKM Ta BBeAEHHA
pocnipxysaHoro npenaparty edraptirimogy PH20 ans n/w BBegeHHs, Bepcia 3.0 Big 23 niotoro 2021
p., pociiicbkoto moBoo; ARGX-113-1905_)xypHan peecTpauii BBe4eHHSA AOCiAKYyBaHOro JliKapCbKoro
3aco6y_Bepcisa 1.0 Big 05 ntotoro 2021 p., ykpaiHCbKOO MoBOK; ARGX-113-1905_)XypHan peecTtpauil
BBeZleHHSl AOCNiMpKyBaHOro nikapcbkoro 3aco6y_epcifa 1.0 Big 05 niotoro 2021 p., pociiicbkoto
MOBOIO 10 MPOTOKOJY K/IHIYHOrO AOCNiMKeHHA «BigkpuTte GaraTtoueHTpoBe MPOLOBXEHHS OOCNILKEHHS
ARGX-113-1904 pgn1a BMBYEHHA 6e3neyvYHOCTi, nepeHocMMocTi Ta edpekTMBHOCTI npenapaty Edprapririmog,
PH20 g1 niglwkipHoro BBeAeHHA y nauieHTiB 3 nyxupyatkol (ADDRESS+)», ko gocnigpkeHHa ARGX-113-
1905, Bepcia 1.0 Big 12 cepriHA 2020 poky; cnoHcop - apakeHKe BB, benbria / argenx BV, Belgium

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

5. Bpouwypa gocnigHuka Durvalumab (MEDI4736), BugaHHsa 16 Big 08 »koBTHA 2020 poKy, aHI1iiCbLKOIO
MOBOI0; [logaTtoK A0 NPOTOKoNy PekomMeHAauii WoAo KOHTPOI0 ToKkcuuHocTi (TMGSs), Bepcisa Big 14
)XOBTHS1 2020 poOKy, aHrnilicbkoto MoBot; IHhopMauiliHMi nucToK i hopma iHthopmoBaHOi 3rogu Ha
yyacTb Yy AOCAiMmKeHHI ANA nauieHTiB, AKi He OTPUMMYIOTb NiKyBaHHA ab0 nepedyBaloTb y nepiogi
noganblUOro crnocrepexeHHs, sepcis V7.0UKR(uk)1.0 Big 25 ciuHa 2021 poKy, nepeknapg, yKpaiHCbKoto
MoBoOl10 Bif, 03 6epe3Hs 2021 poky; IHchopmauiiiHnii nucToK | hopma iHhopmMoBaHOI 3rogn Ha yyacTb Y
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pocnipkeHHi aNA nauieHTIB, siKi He OTPUMYIOTb NliKyBaHHSA ab0 nepedyBaloTb y nepioAi noganbLUIOro
cnocTepexeHHs, Bepcia V7.0UKR(ru)1.0 Big 25 ciuHa 2021 poky, nepeknag pociiicbkoro moBoto Big 03
Gepe3Hs 2021 poky; OcHOBHMIA iHhopMaLiiiHuii NMCTOK | hopma 3roan Ans [OPOCAUX NALEHTIB, AKi
OTPMMYIOTb NliKyBaHHA ab0 NOBTOPHe NikyBaHHA, Bepcia V6.0UKR(uk)1.0 Big 25 ciuHa 2021 poky,
nepeknag, ykpaiHCbKoo MOBOIO Big 04 6epe3Hs 2021poky; OcHOBHUI iHhbopmauiiHMiA NUCTOK | popma
3rogn Ans QOpPOC/NX NauieHTIB, AAKi OTPUMYKOTb JliKyBaHHA ab0 MOBTOpPHE JliKyBaHHA, Bepcis
V6.0UKR(ru)1.0 Big 25 ciuHsa 2021 poKy, nepeknag pocilicbkoio moBoto Big 04 6epe3Hsa 2021poKy 1o
NMPOTOKOMY KAIHIYHOTO [OCHIMKEHHSA «Bigkpute, H6araToLeHTPoBEe, MiKHApOAHE AOCNIMKEHHS LN OUiHKM
[0BroCTPOKOBOI 6€3MeYHOCTi Ta e(PekTUBHOCTI Y MaLEHTIB, sIKi 3aCTOCOBYIOTb ab0 paHille 3acToCOoBYyBas/In
aypBanyma6 3a iHwumu npotokonamu (WAVE)», kog gocnigkeHHs D910FC00001, sepcia 3.0 Big 25
BepecHsi 2019 poky; cnoHcop - AstraZeneca AB, Sweden

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

6. MoxnuBicTb nepexoay [0 rpynu NiKyBaHHA AOCAiMKYBaHUM nikapcbkum 3aco6om Tebentafusp
(IMCgp100) nauieHTaM KOHTPO/LHOI rpynu y aocnigxeHHi; JoaaTtkosi chopmu iHopMOBaHUX 3roa:
«IHchopmauiiHuii nuctok i popma iHhopmMoBaHOI 3rogu: AoAATKOBA 3rofa Ha nepexig, Ao iHWoro Tuny
nikyBaHHA «IMCgp100-202, Im’roHOKOp, JITA., YKp, JoaaTtkoBa 3roga Ha nepexig Ao iHWOro tuny
nikyBaHHA, ®PI3 1.1, diHanbHa, Big 08 JlioToro 2021p.» » yKpaiHCbKO MOBOIO; «IHhopMauiiHniA
nuctok i dpopma iHpopmoBaHOI 3rogu: AofaTKoOBa 3roga Ha nepexig [0 iHWOro TuUny NiKyBaHHA
«IMCgp100-202, Im’toHOKOp, JITA., YKp, JoaaTkoBa 3roga Ha nepexig Ao iHWOro Tuny nikyBaHHsa, ®I3
1.1, chiHanbHa, Big 08 JTiotoro 2021p.» » PociiicbKoto MoBoo; floaatkoBi hopmu iHhopmoBaHuUX 3roa;:
«lHcpopmauniiiHuin nucTok i hopma iHhopmoBaHOI 3rogu: foaaTkoBa 3roga Ha nepexig oo iHworo Tuny
NiKyBaHHA AN nauieHTiB, AKi B AaHMI 4yac He OTPMMYIOTb npenapaTr nopiBHAHHA «IMCgpl00-202,
IM’toHOKOPp, NTTA., YKP, JoaaTkoBa 3roga ANnA NauieHTiB, WO He OTPUMYIOTb Npenapart NopiBHAHHA, PI3
1.1, ciHanbHa, Big 08 /lloToro 2021p.» », yKpaiHCbKOKO MOBO; «IHthopmauiiiHuii nncToK i hopma
iHhopMoOBaHoOI 3roau: fofaTKkoBa 3roga Ha nepexig A0 iHWOro TMNY NiKyBaHHA A1 NALEHTIB, AKi B
AaHU yac He OTPUMYIOTb Npenapat nopiBHAHHA «IMCgp100-202, Im’toHOKOp, NlTA., YKP, QogaTkoBa
3roga ANns nauieHTiB, WO He OTPMMYIOTb npenapaT NopiBHAHHA, ®PI3 1.1, ciHanbHa, Big 08 JlloToro
2021p.» », pOCI/ACbKOIO MOBOIO [0 MPOTOKOJY KAiHIYHOrO BMNpoOyBaHHS «PaHaomi3oBaHe, BigkpuTe,
6aratoueHTpoBe hasu Il gocnimkeHHs 6e3nekn Ta edekTnBHOCTI npenapaty IMCgpl00 B noOpiBHSAHHI 3
NiKyBaHHAM, BuMbpaHum gocnigHnkom y HLA-A*0201 nO3WTMBHMX NAUEHTIB 3 MOLUMPEHOK YBEasIbHOK
MeNaHoMOl0, SKi paHille He OTpMMyBasn JliKkyBaHHS», kog, gocnimkeHHs IMCgp100-202, sepcisa 5.0 Big 31
6epesHs 2020p.; cnoHcop - Immunocore Ltd, United Kingdom

3asaBHUK - CiHTepakT 'mM6X, HimeuunHa

7. OHOB/EHe A0CbE AO0CNIMKYBAHOIO NMiKapCbKOro 3acooy Liuknocunikar LMPKOHIIO HATPilo, NOPOLUOK
ANs nepopasibHOI cycneHsii y cawe Ta Luknocunikat LMPKOHIO HaTPilo, MOPOLIOK ANSA nepopasibHOT
cycneHsii B Kancynax, wo poskpuBalwTbcsa (Dossier Doc 1D-004448209), Bepcis 2.0 aHraiiicbkoro
MOBOI0; 3a/lyuyeHHs1 A0[ATKOBOI BUPOOGHUUOT AINAHKU ANA AOCNigKYBaHUX NiKapCbKUX 3acob6iB -
Luknocunikat UMpKoHito HaTpito 5 rirpam(a), NopoLLoK AN nepopanbHOI cycneHsii y cawe Ta Mnaue6o
[o LUuknocunikaT UMUPKOHIO HaTpilo, ANA MNOPOLWKY AN nepopanbHOi cycneHsii y cauwe: -
AndersonBrecon Incorporated, CLUA; 3anydyeHHA [0[aTKOBOI BUPOGHUYOI AiNAHKWM  AnsA
[ocnipkyBaHuX JliKapCcbkuX 3aco6iB - Liuknocunikat LMpKOHito HaTpito 2.5 rlrpam(a), nopowok ans
nepopasibHOi cycneHsii y cawe, Luknocunikatr UUpPKOHito HaTpito 5 rirpam(a), nopowok Ans
nepopasibHOI cycneHsii y cawe Ta MNnaye6o go LUuknocunikat UMPKOHIO HATPIlO, ANIA NOPOLUKY ANA
nepopasibHOI cycneHsii y cawe: ASTRAZENECA UK LIMITED, Benuka BputaHia; 3miHa Micus
npoBefeHHs KiHIYHOro BUNPOGYBaHHSA [0 NPOTOKO/Y KNIHIYHOro AOCNimKeHHA «JocnimkeHHsa dasun 3 i3
NiABULLEHHAM [03M B AiTei i3 rinepkaniemielo BIKOM Bif, HapokeHHA A0 18 pokiB Af18 OUiHKW BM/IMBY
NiABULLEHHSA 003 LWKNOCU/iKaTy LMPKOHito HaTpito (LILIH) i3 npuiiomom Tpudi Ha fo6y ANs KOpUryBaHHs
rinepkaniemii, a TakoX A5 OUiHKM ed)eKTMBHOCTI Takol X fo3u LILIH i3 npuitiomom oguH pa3 Ha goby ans
NiATPUMAaHHA HOPMaJsIbHOrO PIBHIO Kaslito B OpraHiaMi NauieHTiB, ki NOTPeObyoTb TPUBASIOrO NiKyBaHHSA», KO,
pocnigpkeHHs D9481C00001, sepcis 4.0 Big 24 cepnHa 2020 poky; cnoHcop - AcTpa3eHeka AB, LLseuis
3asnBHUK - TOB «KOBAHC K/TIHIKAN AEBE/IONMEHT YKPAIHA»

BYJIO

CTAJIO

K.M.H. 3aiiues I.E.

KomyHanbHa yctaHoBa Cymcbka oOGsiacHa
AuTava  KAiHivHa  nikapH{, BigAineHHs
Hedpponorii, CymCbKkuii AepXaBHUlA yHIBEpCUTET,
MeauyHwuii iIHCTUTYT, Kaddeapa negiatpii, M. Cymu

K.M.H. 3aiiues |.E.

KomyHanbHe HeKomepuiliHe RnigNnpueMcTBO
CyMcCbKOi oGnacHOi pagu «OGnacHa putAda
KNiHiYHA nikapHa», coMaTu4yHe BigAiNneHHs,
CyMCbKWil  fepXaBHUIA yHiBepcuTeT, MeaunuHuii
iHCTUTYT, Kacheapa neaiatpii, M. Cymu




8. IHchopmauisa gna nauyieHta Ta popma iHhopmoBaHOi 3roau (BupaskoBui Kosit) Bepcisa 9.1.0 ansa
YKpaiHu aHrnificbkoto moBoto Big 18 niotoro 2021 p.; IHcopmauis gnAa nauyieHta Ta dopma
iHbopMmoBaHoi 3roau (BupaskoBuii konit) Bepcia 9.1.0 gnA YKpaiHu yKpaiHCbKO MOBOI Big 18
moToro 2021 p.; IHcbopmauis gns naugieHTa Ta popma iHpopmoBaHOi 3rogu (BUpa3KoBUiA KOJIiT) Bepcis
9.1.0 gna YKpaiHu pocificbKoo MoBOIO Big 18 ntotoro 2021 p.; IHchopmauia gna nauieHta ta cpopma
iHcbopmoBaHoOi 3rogn (xBopob6a KpoHa) Bepcis 9.1.0 gnsa YKpaiHu aHr1iicbKo MOBOLO Big, 18 ntoToro
2021 p.; Inchopmaunia ana naugieHta ta popma iHchopmoBaHoi 3rogu (xBopo6a KpoHa) Bepcis 9.1.0 ana
YKpaiHu yKpaiHCbKoo MoBor Big 18 nwoTtoro 2021 p.; IHopmauia gna nauieHta Ta dopma
iHpopmoBaHoi 3rogu (xBopo6a KpoHa) Bepcis 9.1.0 gna YkpaiHu pociiicbkoio MoBolo Big 18 ntoTtoro
2021 p.; 304 XK _Maw’atka_Bepcia 3.0_17 nwTt0oro 2021 p., aHMiliCbKOIO  MOBOIO;
304_XK_Nam’atka_Bepcia 3.0_17 nwotoro 2021 p., ykpaiHCbKolo MoBoto; 304_XK_MNam’aTka_Bepcia
3.0_17 moToro 2021 p., pociiicbkoto moBoto; 304 _BK Mam’atka _ Bepcia 3.0_25 nwTtoro 2021 p.,
aHrniicbkoro mosoto; 304_BK Mam’aTka _ Bepcisa 3.0_25 notoro 2021 p., ykpaiHCcbKoto MoBoto; 304_BK
Nam’aTka _ Bepcia 3.0_25 noToro 2021 p., pociiicbKo0 MOBOIO [0 NPOTOKOJY K/iHIYHOTO BUNPOBOYBaHHS
«JJOBrocTpOoKoBe po3LmMpeHe AoCNimKeHHs dhasn 3 4ns ouiHku 6e3nedHocTi npenapaty SHP647 y naujieHTiB i3
BMPa3KoBMM KOMITOM abo XxBOpo60l KpoHa cepefHbOro Ta BaKKOrO CTyneHs TshkkocTi (AIDA)», kopg
pocnipkeHHss SHP647-304, Bepcia 3 nonpaskoto 4 Big 21 BepecHs 2020 poky; cnoHcop - «Laliep XblomaH
bxeHeTik Tepanis, IHK.» (Shire Human Genetic Therapies, Inc.), USA

3asaBHUK - ToBapncTBO 3 O6MEXeHO0H BignosiganbHICTIO «KoOHTpakTHO-ocnigHnubka OpraHisauis IHHothapM-
YKkpaiHa»

9. IHcdhopmMaLis ana ydyacHuUKiB gocnimkeHHA i cdopmMa 3rogM y4yacHUKIB AOCNiMKEHHA, Bepcia
nepeknagy 01 Big 17 Gepe3Hsa 2021 poKy, Ha OCHOBi ApantoBaHol Ansl YkpaiHu IHdopmauii ans
YYacHUKIB focnimKeHHA | Popmu 3roam yyacHUKIB gocnipkeHHs, Bepcil Big 02 6epesHs 2021 poky
[BICTMS Version: M_04_UKRO03] (ykpaiHCbKOIO Ta pocCilicbkoo MoBamu); dopMa NOBTOPHOI 3roau
yyacHukKa pgocnigxeHHs, sepcisa 01 Big 17 6epe3HAa 2021 poKy, Ha OCHOBiI ApanToBaHOI A1 YKpaiHu
®DopMu NOBTOPHOI 3roAun y4acHuKa fociigKeHHs, Bepcii Big 02 6epe3sHa 2021 poky [BITCMS version:
RM_04_UKR_01] (yKpalHCbKOI Ta pPOCIACbLKOW MOBaMu) [0 MPOTOKO/MY KAIHIYHOrO AO0CAIMKEHHS
«PaHpgomizoBaHe, noagiiHe cnine, naauebo-KOHTPOMIbOBaHe AOCAIMKEHHA B nNapasiefibHuX rpynax,
TPMBANICTIO 12 TWMXHIB Y MaUieHTiB 3 ignonaTtnyHum nereHesum dhioposom (I/1d) ansa ouiHKM edeKTUBHOCTI,
6e3neyHocTi i nepeHocumocTi npenapaTy Bl 1015550 npu nepopasibHOMY Npuinomix», kog, gocnigpkeHHsa 1305-
0013, Bepcis 4.0 Big 09 BepecHs 2020 poky; crnoHcop - «bepiHrep IHrenbxanm PLIB Tm6X eHp Ko KI»,
AscTpis / Boehringer Ingelheim RCV GmbH & Co KG, Austria

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

10. OHoBneHu npoTtokon aocnigpkeHHA NuTide:121, Bepcis 4.0 Big 18 rpyaHa 2020 poky; Bpowypa
pocnigHuka NUC-1031, BugaHHsa 9.0 Big 14 cepnHAa 2020 poKy, aHr/1iicbKOO MOBOIO; IHhopMaLiiHniA
nncTok i hopma iHchpopmoBaHoi 3rogu, Bepcia V4.1UKR(uk)1.0 Big 11 6epe3Ha 2021 poKy, nepeknap,
YKpaiHCbKOIO MOBOIO Big 17 Gepe3HAa 2021 poky; IHchopmauiviHnia nucTtok i coopma iHhopmoBaHoiT
srogn, Bepcia V4.1UKR(ru)1.0 Big 11 Gepe3Ha 2021 poKy, nepeknag pPociicbkow MOBOK Big 17
GepesHA 2021 pokKy; BaritHa napTHepka: IHthopmauiiiHui nucTok Ta hopma iHhopmoBaHOI 3rogn Ha
npoBefeHHs aHaNi3y Ha BariTHICTb i BignoBigHe noganblue crnocrepexeHHs, Bepcia V3.0UKR(uk)1.0
Big 11 nroToro 2021 poky, nepeknag yKpaiHCbKOO MOBOK Bif 09 6epesHA 2021 poky; BariTHa
napTHepka: IHcopmauiiiHnii nuctok Ta dpopma iH(hopMOBaHOI 3rogy Ha NMPOBEAEHHs aHani3y Ha
BariTHICTb i BignoBigHe noganble cnocrepexeHHs, Bepcia V3.0UKR(ru)1.0 Big 11 ntoTtoro 2021 poky,
nepeknapg, pociiicbkolo MoBoto Big 09 6epesHs 2021 poky; IHopmauiliHuiA nucTok i hopma 3roau gna
HeoO6OB’sA3K0BOro pgocnipkeHHa EKI, Bepcia V2.0UKR(uk)1.0 Big 18 ntotoro 2021 poky, nepeknag,
yKpaiHCbKOolo mMoBow Big 10 Gepe3Hs 2021 poky; IHcdopmauiiiHuii nucTok i dpopma 3rogu AnAa
HeoGoB’sAA3koBoro pocnigkeHHa EKI, Bepcia V2.0UKR(ru)1.0 Big 18 ntotoro 2021 poky, nepeknag
pociiicbkolo MoBOIO Big 10 Gepe3Hs 2021 poKy; Pak >xoBuoBuBigHux wnaxis — HEOBOB’A3SKOBE
AOCNIAKXEHHA EKI, Bepcisa VO1UKR(uk)01 Big 15 ntotoro 2021 pokKy, nepeknaj yKpaiHCbKO MOBOIO
Big 17 Gepe3HAa 2021 poky; Pak xoBuoBuBigHMX wnaxis — HEOBOB’A3KOBE AOC/IAKEHHA EK,
Bepcia VO1LUKR(ru)01 Big 15 ntotoro 2021 poky, nepeknag pociicbKoo MOBOIO Big, 17 6epe3Ha 2021
poky; NuTide 121 3a6opoHeHi nikapcbkKi 3acoou, Bepcia V1.0 Big 15 notoro 2021 poky, nepeknag,
YKpaiHCbKOIO MOBOIO Bif, 17 6epe3Hsa 2021 poky; NuTide 121 3a6opoHeHi nikapcbKi 3acoou, Bepcia V1.0
Big 15 niotoro 2021 poKy, nepeknag pociiicbKoio MOBOIO Big 17 Gepe3Hsa 2021 poky; NOAOBXEHHS
TPMBaNoOCTi KNiHIYHOro BMNPoGyBaHHA B YKpaiHi Ao 30 BepecHs 2022 poKy [0 MPOTOKOY K/iHIYHOro
JocnipkeHHa «Bigkpute, 6araToueHTpoBe, paHAoMi3oBaHe AO0CNifXeHHA ha3n I, B AKOMY MOPIBHIOETHCA
npenapat NUC-1031 y noefHaHHi 3 LMCNNATUHOM i reMunTadiH y NoeAHaHHI 3 LMcniaTMHOM Y nauieHTiB i3
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paHille He NiKoBaHNM MiCLLeBO-NOWNPEHNM abo MeTacTaTUYHUM PaKOM XXOBUYHUX LUMAXIBY», KO, AOCNILKEHHS
NuTide:121, Bepcisi 3.0 Big 15 0BTHs 2019 poky; cnoHcop - NuCana plc, Benvka bputaHis
3aaBHuK - Mignpnemctso 3 100% iHo3eMHoto iHBecTuuieo «ANK'FOBIA PAC YkpaiHa»

11. 3pa3ok Tekcty wKanu CGI-1 NS, Bepcia 1.0 Big 03 niotoro 2021 poKy, yKpaiHCbKOI0 MOBOI0; 3pa3okK
TeKcTy wKanu CGI-I NS, Bepcia 1.0 Big 03 ntotoro 2021 poky, poCiliCbKOl0 MOBOIO; 3Pa3oK TEKCTY
wkanu CGI-S NS, Bepcis 1.0 Big 03 ntotoro 2021 poKy, YKpaiHCbKOIO MOBOI0; 3pa3okK TeKCTy wkanu CGl-
S NS, Bepcis 1.0 Big 03 ntoToro 2021 pokKy, pocificbKolo MOBOI0; 3pa3oK TeKCTy wkanm DPAS-15, Bepcis
1.0 Big 03 ntotoro 2021 poKy, YKpaiHCbKOIO MOBOIO; 3pa3okK TeKcTy wkanu DPAS-15, Bepcis 1.0 Big 03
nTtoro 2021 poky, pociicbKoro MOBOIO; 3pa3ok TeKcTy wkanu WASI-II, Bepcisa 1.1 Big 22 6epe3Hsa 2021
POKY, YKpAiIHCbKOIO MOBOIO; 3pa3ok TeKcTy wkanu WASI-Il Supplemental Pages, Bepcisa 1.0 Big 30
rpyaHs 2020 poky, yKpaiHCbKOI MOBOIO; 3pa3oK TeKcTy Wwkanu WASI-II, Bepcis 1.1 Big 22 6epesHa 2021
POKy, pociiicbkolo MoBOH; 3pa3ok TekcTy wkanu WASI-II Supplemental Pages, Bepcis 1.1 Big 23
Gepe3Hsa 2021 poKy, pOCiiCbKO MOBOIO; 3pa3oK 300paKeHHA Ha eKpaHi eNleKTPOHHOro NPUCTPoIo
TeKCTy onuTyBanbHUKa AnAa nauieHta EMA-Wellness_BP40283_ScreenShots, Bepcisi 6, ykpaiHCbKOO
MOBO10; 3pa30K 306paXeHHs1 HA eKpaHi eNIeKTPOHHOro MPUCTPOIO TEKCTY ONUTYBa/IbHUKA ANA NaylieHTa
EMA-Wellness_BP40283_ScreenShots, Bepcia 6, pocCiiicbkolo MOBOI [0 MPOTOKO/Y K/IiHIYHOIO
JocnipkeHHs «PaHgomisoBaHe, noAgiliHe cnine, naauebo- KOHTPOIbOBaHe [OCAIMKEHHS doasu |l As1s OuiHKK
echekTiB npenapaty RO6889450 (PanMiTapoHT) y MaLieHTIB i3 WKN30gIpeHielo abo 3 Wwn3oaekTBHUM
po3nagom Ta HeraTMBHMMK CUMNTOMamn» , koa gocnigxkeHHs BP40283, sepcis 5 Big 15 BepecHs 2020 p.;
crnoHcop - ®. XothdmaHH-/1s Pow /114, Weeiyapia (F. Hoffmann-La Roche Ltd, Switzerland)

3asaBHUK - ToBapncTBO 3 O6MEXeHO BignosiganbHICTIO «KOHTpakTHO-ocnigHnubka OpraHisauis IHHothapm-
YKkpaiHa»

12. OHOBNEHMIA NPOTOKON K/iHIUHOTO BMNpoGyBaHHA 3 MonpaBkoto 1 Big 21.12.2020 p.; Jopatok 1 Big,
04.02.2021 p. ao bpowypu pocnigHuka CJINJ-67652000 (niraparib/abiraterone acetate fixed-dose
combination), BuaaHHa 1 Big 23.09.2020 p.; AopaTok 01 Big 16.12.2020 p. go Bpowypu gocnigHuka
Niraparib (Zejula), BugaHHsa 11 Big 18.06.2020 p.; IHpopmauis ans nadieHTa Ta Popma iHhopMoBaHOT
srogun - Mpotokon 67652000PCR3002, Bepcia yKpaiHCbKOIO MOBOIO AnA YKpaiHu Big 18.03.2021 p.,
Bepcia 4.0; Inchopmauia ansa nauieHTa Ta ®opma iHpopmoBaHoi 3roaun — NpoTokon 67652000PCR3002,
Bepcifi pocificbKolo MOBOIO AN YKpaiHu Big 18.03.2021 p., Bepcia 4.0; IHopmaunia gna naudieHta 1a
dopma iHhopMOBaHOI 3roguM Ha ydacTb Y NpeckpuHiHry — MpoTtokon 67652000PCR3002, Bepcis
YKpaiHCbKOI0 MOBOIO A5 YKpaiHu Big, 18.03.2021 p., Bepcisa 2.0; IHchopmauis gna nauyieHta ta dopma
iHdhopMOBaHOT 3rogn Ha yyacTb Y NpecKkpuHiHry — MpoTtokon 67652000PCR3002, Bepcifa pocilicbKoto
MoBolo AnAa YkpaiHu Big 18.03.2021 p., Bepcia 2.0; Popma BigKIMKaHHA iH(pOpMOBaHOI 3roan —
MpoTtokon 67652000PCR3002, Bepcis yKpaiHCbLKO0 MOBOIO ANA YKpaiHu Big 18.03.2021 p., Bepcis 2.0;
®dopma BigKknuKaHHA iHchopmoBaHoi 3roau — MpoTokon 67652000PCR3002, Bepcisi pociicbKkolo MOBOHO
Ansa Ykpainu Big 18.03.2021 p., Bepcis 2.0; GTC oHnaiiH npe3eHTauis UKR09, Bepcis 1.1 ykpaiHCbLKOO
MoBoto Big 12.01.2021 p.; GTC oHnaiiH npe3eHTauia RUS09, Bepcia 1.1 pocilicbkolo MOBOIO Bif,
12.01.2021 p. gO NPOTOKOJTY K/IiHIYHOrO JoCNimpKeHHS «PaHgomizoBaHe, nnaueb0o-koHTpoboBaHe, NoABiliHe
cnine KkiiHiYHe gocnigpkeHHs 3 pasu npenapaty Hipanapué B komb6iHauii 3 abipatepoHa auetatoMm Ta
NPeAHI30HOM y TMOpPIBHAHHI 3 abiparepoHa aueTaTtoM Ta MPeAHI30HOM AN fliKkyBaHHA NalieHTiB 3
MeTacTaTUYHMM KacTpaT-4yT/IMBMM pPakoM nepeamixypoBoi 3as103n (MCSPC) 3i WKignMBoK repMiHasibHO
abo coMaTM4YHOK MyTali€l reHiB, WO BiAnoBigalTb 3a penapaLio LISXOM roOMOOriYHOT pekoMbGiHauil
(HRR)», koa gocnipkeHHs 67652000PCR3002, Big 10.06.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA
HB», Benbris

3asBHuK - « AHCCEH ®APMALEBTVKA HB», benbris

13. Boga gnsa iH’eKuiid, wo 6yae BMKOPUCTOBYBATUCb K PO3UMHHUK ana A/13 MarzAA: Boga gnsa
in’ekuiii KABI (water for injections KABI), 1r/mn, 20 mn amnyna, pO34UHHUK A1 NapeHTepasibHOroO
BBeAeHHs1 (BUpPOOHUK: Fresenius Kabi Espana S.A.U., IcnaHis); 3pa3ok MapKyBaHHA AN BOAU ANA
iH’ekuin KABI (water for injections KABI), 1r/mn, 20 mn amnyna, po3uMHHUK A1 NapeHTepa/ibHOro
BBEAEHHSA: 417 aMNyJ/IM Ta KAPTOHHOrO NakyBaHHSA, Bepcis AnA KpaiHu Big 10 6epesHa 2021 poky, ans
YKpaiHn yKpaiHCbKOK MOBOIO [0 NMPOTOKOY KAIHIYHOTO focAimKeHHs «JocnimkeHHsa dpasm I ans ouiHkm
edheKTMBHOCTI Ta 6e3ne4yHOCTi Map3enTtakory asnbia (akTMBOBaHOro) ANsi MiAWKIPHOrO BBEAEHHS Mpu
NiKyBaHHI Ha BMMOrYy Ta KOHTPO/IO €ni3oAiB KpPoBOTeY y MauieHTiB 3 remocpinieto A abo remodoiniero B, 3
iHriiTopamun: gocnigxeHHs KpimcoH 1 [Crimson 1]», kog, gocnimkeHHss MAA-304, Monpaska 1.0, 02 yepBHs
2020, NokanbHa nonpaska MAA-304, Bepcia 1.1 Big 04 ciyHa 2021 poky (nuwe ans YKpaiHu); CroHcop -
«KeTenicT BaliocaiieHcus, IHkopnopeiiTea» [Catalyst Biosciences, Inc.], CLUA

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI BiANoBigaIbHICTIO «<MEAMEVC YKPAIHA»



14. OHoBneHa 6powypa gocnigHuka ansa Tpactysymaocy (RO0452317), Bepcis 21 Bif, oBTHA 2020 p. 10
NMPOTOKONIB KNiHIYHMX AOcnifpKeHb «PaHAoMi30BaHe MyNbTULEHTPOBE BigkpuTe docnimkeHHs 1l dasun ana
NOPIBHAHHA PEeXMMIB JiKyBaHHA TpacTy3dymadé nac neprtysymabd naoc TakcaHW nicns 3acToCyBaHHSA
aHTpauUMK/iHIB Ta TpacTysymaby emMTaH3VHY M/IC nepTy3ymab nicnia 3acToCyBaHHA aHTPAUMK/IIHIB B AKOCTI
af, loBaHTHOI Tepanii y naujieHTiB 3 onepabensHum HER2-N03MTUBHUM NEPBUHHUM PakOM MOJIOYHOT 3a/1031»,
Kog, pocnimkeHHs BO28407, sepcia 3 Big 30 imnua 2015 p.; «PaHgomizoBaHe, 6araToueHTpoBe, BigkpuTe,
pocnigpkeHHs |l dpasm 3 gBoma rpynamu fikyBaHHS ANs1 OUIHKM hapMaKkoKiHETUKM, eDEKTUBHOCTI Ta 6e3nekn
niAgLWKipHOro BBeAEHHS DikCOBaHOI 4031 KOMGIHOBAHOT NikapcbKoi hopmMu NepTyymady 3 Tpactysymaéom B
noefHaHHi 3 XimioTepanield y nauieHTiB 3 HER2-MO3WTMBHMM paHHIM pakom MO/IOYHOT 3as03u», Kopg,
pocnipkeHHss WO40324, sepcis 2.0 Big 12 x0BTHS 2018 p.; «baratoueHTpoBe, B OAHil rpyni CXemu NiKyBaHHs,
BiAKpUTE NPOAOBXEHE [OCMIMKEHHA NepTy3ymaby B pexumi MoHoTepanii abo y koM6iHauii 3 iHWMMK
NPOTUNYX/IMHHUMKM 3acobamMu y MaLUieHTIB, WO paHille nNpuiiMann ydyacTb Y BUNPOOYBaHHSX NepTy3ymady,
CMNOHCOPOM SIKUX BUCTynana komnaHia XoddmaH-la Poww», ko gocnimpkeHHa M0O29406, sepcia 3.0 Big 14
nuctonaga 2019 p.; cnoHcop - «®. XoddpmanH-/15a Pow Jita.» LWeeiiuapisa (F. Hoffmann- La Roche LTD)
3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

15. 3miHa KOHTpakTHOI fOoCNiAHMLbLKOT OpraHisauii, kil AesieroBaHo 060B’sA3KM Ta PYHKLiT, NOB’A3aHi 3
MOHITOPUHIOM B Micusax npoBegeHHs KB; 3MiHa Ha3BM MicLs NPOBeAEHHSA KNiHIYHOIro BUNPOGYyBaHHA
[0 MpOTOKO/Y KiHIYHOro gocnimxeHHs «Bigkpute gocnigkeHHa ¢asm Ib 3 nigbopy ago3m Bl 836880 y
KombOiHauii 3 Bl 754091 pans xapakTepucTvku 6es3neqHOCTi, MNepeHOCMMOCTi, hapMaKkoKIHETUKM,
thapmakognHamikm  Ta edIeKTMBHOCTI Yy NauieHTiB 3  MicLueBOMOWUpeHM abo MeTacTaTUdHUM
HENIOCKOKNITUHHUM HEAPIOHOKNITUHHUM PakoM NereHi Ta iHWUMKU CONIgHUMU NyXSIMHaMW>», KO AOCIIKEHHS
1336-0011, Bepcis 6.0 Big 18 nuctonaga 2020; cnoHcop - Boehringer Ingelheim RCV GmbH & Co KG, ABcTpist
3asBHUK - TOB «JOKYMEAC» («CIA LOKYME/AC»), NlaTBis

byno: Crasio:

.4. OpraHisauii, AkMM cnoHcop a6o i#ioro .4. OpraHisauii, AKUM cnoHcop a6o iioro
odhiniiiHuii  npeacTaBHUK  AenerysaB  CBOi | odpidiiiHWii  npeAcTaBHUK — feneryBaB  CBOI
060B'A3KN Ta OYHKLIii, NOB’A3aHi 3 NPOBeAEHHAM | 060B'A3KM Ta OYHKLi, NOB’A3aHi 3 NpoBefeHHAM
KMiHiYHOrO BUNPOGYBaHHA (AKWO oOpradisauiii | KNiHIYHOro BUNPOGYBaHHA (AKLWO OpraHisauii

OeKiNbKa, TO MOBTOPHO 3aNOBHITL A/1s1 BCiX) OeKinbKa, TO MOBTOPHO 3aNOBHITL A1 BCiX).
HalimeHyBaHHA  OpuguyHoi oco6u: DOCS | HalimeHyBaHHSA OpUAUYHOT Oco6u:

Resourcing Limited IQVIA Ltd

M. I. B. KOHTAKTHOT 0co6u: Jeremy Mazuc M. I. B. KOHTaKTHOT oco6u: Kelly Little
MicuesHaxomxeHHs: South County Business Park | MicLe3HaxomKeHHs:

Leopardstown, Dublin 18, IpnaHgis 3 Forbury Place, 23 Forbury Road, Reading RGI
KoHTakTHuii TenecoH: +1 5147585661 3JH, OG’epgHaHe KoponiBcTBO
O6oB'A3KN/pYHKLIT, WO  BUKOHYLOTbCA  3a | KOHTaKTHUI TenedioH:

cyonigpsgom: TpoBeaeHHA BcCix HeoOXigHUX | +65 9030 2803, kelly.little@iqvia.com

BUAIB AifANbHOCTI Ta pfiid, nepepb6aueHux pna | O60B'A3KM/PYHKLUIT, WO BUKOHYHOTbCA  3a

MOHITOPMHIY Ha Micui AOCNIAHMUBLKUX LEeHTpiB, | cyonigpsagom: lMpoBefeHHA BCiX HeOOGXigHMX
wo npuiimaroTb y4yacTb y KNiHiYHOMY | BUAIB AisnbHOCTI Ta Aiii, nepea6adeHux pgns

BUNPOGYBaHHi. MOHITOPUHIY Ha Micli AOoCNiAHULBKUX LEHTPIB,
Wo npuiAiMalTb y4dyacTb Yy  K/iHIYHOMY
BUNPOGYBaHHi.

BYNo CTANO

K.M.H. lNoHomapboBa O.B. K.M.H. lNoHomapboBa O.B.

KUiBCbKNIA MICBLKMIA  KMiHIYHWIA OHKONOTiYHWIA | KOMyHanlbHEe  HeKoMmepujiiiHe  NignPUMEMCTBO
LeHTp, _CTaU.iOHaP AEHHOTO  nepeGyBaHHA | "KWIBCbKWUIA MiCbKMii KNiHIYHWIA OHKONOriuHWMiA
OHKOOTiuHMX, M. Knis LeHTP" BUKOHaBUYOro opraHy KuiBcbKoi MicbKoT
pagun (KniBcbkoi MiCbKOi AepxxaBHol
aamiHicTpauii), BigaineHHAa Xximiotepanii Nel,
M. KniB




16. 3miHa Ha3BU MicuA NpoBeAEeHHs K/iHIYHOro BMNPOOYBaHHA Ta BignoBiga/ibHOro AochigHUKa [0
NPOTOKONY K/IHIYHOrO AOChifkeHHA «Bigkpute, GaraToLeHTPOBe, po3LMpeHe AO0CiMKEHHSA ha3n 3 ans
BMBYEHHSA NepopasibHoro 3acrocyBaHHA RPC1063 B AKOCTi Tepanii y nauieHTiB 3 NOMIpHUM abo TAXKUM
BMPa3KoOBMM KOJITOM», Kog fdocnimkeHHsa RPCO01-3102, pepakuia 8.0 Big 12 uepsBHA 2020p.; crnioHcop -
«CenmxeH InTepHewHn I, Capn» (Celgene International Il, Sarl) («CIC II»), LLiBeliuapis

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

BYNO CTANO

nikap Mapkesuy L.J1. nikap LlapuHua H.M.

ToBapuCcTBO 3 OGMEXEHOK BignosiganbHicTio | MeanuHnii ueHTp «Ok!KniHik+» ToBapucTsa 3

«MixHapopgHwii iHCTUTYT KNiHiYUHNMX | OGMeXeHolo BignoBiganbHICTIO «MiXXHapoaHWiA
JocnimpkeHb», MeanuHuii UeHTp «OK!KniHik+», | IHCTUTYT  KNiHIYHMX  AochimpkeHb»,  BipAin
M. KuniB racTpoeHTeposorii Ta renaTonorii

cTalioHapHOro BigaineHHs, v. Knis

17. Bpowypa gocnigHuka JeHocymad (AMG 162), BugaHHsa 8.2 Big 05 xoBTHA 2020 p., aHrNilcbKOLO
MOBOIO [0 NPOTOKOJTY K/1iHIYHOro AocnigpkeHHs «PaHgoMizoBaHe, noAgiliHe cnine, nnaueb60-KOHTPO/IboBaHe
JocnipkeHHa asn 3, Wo NpoBoAUTLCA B NapasnenibHUX rpynax A1 OuiHKM 6e3nekn Ta edeKTUBHOCTI
[eHocymaby y AiTei i3 0cTeonopo3oM, CIPUYMHEHUM [/THOKOKOPTUKOIAHUMM 3aco6amu», Kog, AOCiIAKEHHS
20140444, iHkopriopoBaHuii nonpaskoto 2 Bif 25 TpasHa 2018 poky; cnoHcop - «AMxeH IHK.» (Amgen Inc.),
CWA

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

18. 36inbLIEeHHSA KIILKOCTI gocnigpkyBaHux B YKpaiHi 3 50 go 80 4o NpoTOKONy K/iHIYHOro BUNPOOYBaHHS
«PaHgomizoBaHe, noAgiliHe cnine, nnauebo-KoHTposiboBaHe AoCimKeHHs |l ha3n 3 OLjiHKM 3acTOCYBaHHS
npenapaty LY3471851 (NKTR-358) y pgopocnux naujeHTiB i3 CMCTEMHMM YEpPBOHMM BOBYaKOM», KO,
pocnipkeHHs J1IP-MC-KFAJ, 3 nonpaskoto (a) Big 19 cepnHsa 2020 poky; cnoHcop - Eni Ninni eHg Komnani,
CLWA / Eli Lilly and Company, USA

3aaBHuK - «Eni Ninni Boctok CA», LUBeliyapis

19. BknwoueHHs [o0AaTKOBUX MiCLb MpoOBeAeHHs1 KNiHIYUHOro pocnigkeHHA; 3miHa HasBu Micus
NpoBeAEHHA KJ/IHIYHOTO AOCMIMHKEHHA [0 MPOTOKONY K/IHIYHOrO BUNpPO6yBaHHA «baraToueHTpoBe
paHgoMi3oBaHe, MOABIMHO cnine, nnauebo-kKOHTposiboBaHe pocnimkeHHs Il a3m 3 MeTow  OuiHKK
ehekTMBHOCTI Ta 6e3neyHoCTi NikyBaHHA TadpacuTamabom y MOEAHAHHI 3 sleHanigomigoM 404AaTKOBO [0
ximioTepanii 3a cxemoo R-CHOP y nopiBHSHHI 3 ximioTepanieto 3a cxemoto R-CHOP y nauieHTiB 3 ynepuie
BMSIBNEHOI ANGPY3HOK B-KpynHOKAITUHHO Aimdiomoto (ABKJ), siki paHille He Npoxoannn NikyBaHHS 3a UMM
nokasaHHsAM | BXO4ATb [0 [PYNyM BUCOKOTO MPOMDKHOIO abo BMCOKOrO pU3MKY», KO OOCNILKEHHS
MOR208C310, octatouHa pegakuis 2.0, nonpaska 1, Big 09 nuctonaga 2020 p.; cnoHcop - «MopdoCuc Alr»
[MorphoSys AG], HimeuunHa

3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I1I EC A-YKPAIHA»

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNpPo6yBaHHSA

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

[JepxaBHa ycTaHoBa «HauioHanbHWI HaykoBWI LEHTP pagiauiiHol mMeguuvHu HauioHasnbHOoT
akagemil MeguyHuUX Hayk YkpaiHuw», BiAAiIEHHS pagiauiiHol OHKoremartosiorii Ta TpaHcnaaHTau,l
CTOBOYPOBUX K/ITWUH BigAisly remaTonorii i TpaHcnaaHTonorii IHCTUTYTY KNiHiYHOT pagionorii Ha 6asi
BiO4ITEHHS pagjauiiiHoi remaTonorii KniHikn [lepXxaBHoi yCcTaHOBW «HauioHa/IbHW HayKOBWiA LEHTP
pagiauiinHoi MeanmunHy HauioHasibHOT akagemii MeanyHmx HayK YKpaiHu», M. Kuis

2. O.M.H., npod. Kpsadok .A.

HauioHasnbHWil IHCTUTYT paky, HaykoBO-AoOCAigHe BigAineHHs XimioTepanii remobnacTosiB Ta
afl'toBaHTHUX METOAIB NiKyBaHHS, BiAAIIEHHS OHKOreMaTtosiorii 3 CEKTOpOM af'toBaHTHUX MeToAiB
nikyBaHHs1, M. KniB

BYNO CTA/NO
K.M.H. [apToBCbKa I.P. K.M.H. [apToBCbKa I.P.
KomyHasibHe HekomepLiiHe nignpnemcteo | KomyHasnbHe HekomepuiiHe nignpruemcTso KniBcbKoi
KviBcbkoi obnacHoi paan «KuiBCbkuii obnacHuin | obnacHoi pagn «KWiBCbKMin 061acHNMA OHKONOTYHWIA
OHKOJ10TiYHWI AncnaHcep», remarosioriyHe | avcrnaHcep», LeHTp remaronorii Ta




| BiagAineHHa, M. Kuis | TpaHcnaaHTauyii KICTKOBOro Mo3Ky, M. Kuis |

20. Bpowypa pgocnigHuka gocnigkyBaHoro nikapcbkoro saco6y CT-P13, Bepcia 18.0 Big 28 rpygHa
2020 p., aHrniicbKkolo MoBoto; IHchopmauia ans nauieHTa Ta hopma iHchopmoBaHOiI 3roau, Bepcis 6.0
ANA YKpaiHu aHrnificbkoto MoBoto Big 10 6epesHs 2021 p.; IHopmauia gna nauieHta Ta dpopma
iHcbopMmoBaHOi 3rogu, Bepcia 6.0 AnAa YKpaiHM yKpaiHCbKOl MoBOK Big 10 GepesHa 2021 p.;
IHchbopmauisa gna nauieHta Ta dopma iHchopmoBaHoi 3rogm, Bepcia 6.0 gnsa YkpaiHM pocificbKoro
MoBoto Big 10 G6epe3Ha 2021 p. 40 NPOTOKO/Y KNIHIYHOIO AOCNifKeHHA «PaHaomizoBaHe, nnauebo-
KOHTPO/IbOBaHe, MOABINHE cnine focnimxeHHs dhasn 3 415 OUiHKM edpekTMBHOCTI | 6e3neyHocTi npenapaty CT-
P13 (CT-P13 SC) a4 nigLwKipHOro BBelEHHSA, B AKOCTI NiATPUMYHOUOT Tepanii NaLieHTiB i3 BUPa3KOBUM KOJTITOM
cepefiHbOoro Ta BaXXKOro CTyNeHs TSHKKOCTI», koA gocnigpkeHHss CT-P13 3.7, Bepcisa 5.0 Big 04 cepnHsa 2020 p.;
crnoHcop - LIEINTPIOH, IHk, Pecny6nika Kopes (MiegeHHa Kopes)/CELLTRION, Inc., Republic of Korea
(South Korea)

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

21. GO29431 OcHoBHa IHhopmaLia ansa naudieHta Ta oopma iHchopmoBaHOi 3roau Ans YKpaiHu, sepcis
12.0 aHrniicbKOK MOBOIO Bifg, 26 Gepe3Hsa 2021 p; GO29431 OcHoBHa IHchopmauisa Ana nauyieHTa Ta
thopma iHthopMmoBaHOT 3roan AnAa YKpaiHu, Bepcis 12.0 ykpaiHCbKOI0 MOBOIO Bifi 26 6epe3Hsa 2021 p;
G029431 OcHoBHa IHdopmauia ana naudieHta Ta ¢popma iHopmoBaHOI 3roau Ans YKpaiHu, Bepcis
12.0 pocilicbkolo MOBOIO Bip, 26 6epe3Hs 2021 p. [0 NMPOTOKONY KAiHIYHOIO BUNpo6yBaHHA «BIAKPUTE,
PAHAOMI3OBAHE AOCIMKEHHA 3-1 A3V MPEMNAPATY ATE3OJII3YMAB (ANTI-PD-L1 AHTUTINIO) Y
MOPIBHAHHI 31 CXEMOIO NIKYBAHHA HA OCHOBI MPEMAPATIB NMAATUHW (UWMCNAATUH ABO
KAPBOM/IATVH) ¥ KOMBIHALYI I3 MEMETPEKCEAOM ABO FEMUWTABIHOM Y PD-L1 BIAIBPAHUX
MALIEHTIB 13 HENJOCKOKNITUHHAM ABO MAOCKOKMTUHHUAM HEAPIBHOKNTUHHUM PAKOM
NETEHb IV CTALJI, WO PAHIWE HE OTPUMYBAN XIMIOTEPAMMIKO», kog aocnigpkeHHs GO29431, Bepcist
10 Big 08 ntotoro 2020 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland/®. XocdhdmaHH-/1a Pow /114/®.
rodpcpmanH-Na Pow St , LWBeiuapis

3anBHUK - ToBapucTeo 3 O6MexeHo BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

22, 36inbLlUEeHHS KiZIbKOCTi AocnigmKyBaHuX B YKpaiHi 3 100 5o 160 oci6 (60 oci6) 40 NpOTOKO/Y KAiHIYHOTO
nocnimpkeHHs1 «PaHgomizoBaHe, nnaueb0o-KoOHTPOIboOBaHe, NOABIMHE cine AOCAIMKEHHSA dhasn 3 A1 OLiHKM
edheKkTMBHOCTI i 6e3neyHocTi npenapaty CT-P13 (CT-P13 SC) ana nigwkipHOro BBEAEHHS, B SIKOCTI
nigTpUMyo4oT Tepanii nauieHTiB i3 BUPa3KoBMM KOMITOM CepefHbOro Ta BaXKKOro CTYMEHS TSHXKKOCTi», Kopf,
pocnipkeHHs CT-P13 3.7, Bepcida 5.0 Big 04 cepnHsa 2020 p.; cnoHcop - LEANTPIOH, IHK, Pecny6nika Kopes
(NiBpeHHa Kopesa)/CELLTRION, Inc., Republic of Korea (South Korea)

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

23. WN42349, bpowypa AoCNifpKeHHA A/A yYaCcHUKIB, Bepcia 2.0, 7 ciyHa 2021 p., UA yKp. MOBOIO;
WN42349, bpowypa gocnigpkeHHA ANns yyacHuUKiB, Bepcia 2.0, 7 ciuHa 2021 p., UA poc. MOBOIO [10
NPOTOKONY KNiHIYHOrO AOCnifXeHHs «baraToueHTpoBe, HENopiBHAMNbHE, BIOKPUTE OOC/IIKEHHA 3 METOH
OLHWTK OOBroCTPOKOBY Oe3MneYHiCTb Ta e(peKTUBHICTb NpenapaTty caTpasiisymad y nauieHTiB 3 po3/1aaom
cnekTpy onTukoHeipomienity (PCOHM)», koa gocnipkeHH WN42349, sepcis 1 Big 28 nunHa 2020 poky;
crnoHcop - «®. XochdmaHH-/1a Pow Jita» (F. Hoffmann-La Roche Ltd), LLseiyapis

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

24. OHoBneHui MpoTtokon KniHiuHoro Bunpo6yBaHHA ARGX-113-1802, Bepcis 4.0 Big 30 nuctonaga
2020 p., aHrniicbKOK MOBOIO; Bpolwypa gocnigHuka gocnigkyBaHoro fikapcbkoro 3acooy ARGX-113
(efgartigimod), Bepcia 9.0 Big 27 nuctonaga 2020 p., aHrAilicbkol MoBoOlo; Bpowypa gocnigHuka
nikapcbKoro 3aco6y PekomGiHaHTHa rianypoHigasa niognium PH20 (rHuPH20), Bepcis 9.0 Big 08 ciuHsa
2021 p., aHrnificbkoto MoBo1o; IHchopmauis ana nauieHTa i popma iHhopmoBaHOi 3roau Ans YKpaiHu,
aHrniiicokolo MoBoOlo, Bepcia 5.0 Big 22 ciuHa 2021 p.; IHopmauis ana nauieHta i dopma
iHcbopmMoBaHOi 3rogun ansa YKpaiHu, yKpaiHCbKOK MOBOLO, Bepcif 5.0 Big 22 ciuHA 2021 p.; IHopmauis
AnsA naudieHTa i popma iHchopmoBaHOi 3roaun Ana YKpaiHu, pociiicbKotlo MOBOLO, Bepcis 5.0 Big 22 ciuHsa
2021 p.; COVID-19 fopatok Bepcia 3.0 Big 22 ciuHA 2021p. pao IHchbopmauii gna nauieHTa i hopmm
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iHbopmoBaHoOi 3rogn AnAa YKpaiHu, aHrnilicbkoo MoBOMO, Bepcia 5.0 Big 22 ciuHa 2021p; COVID-19
Aopatok Bepcisa 3.0 Big 22 ciuHa 2021p. go IHdopmauii ana nauieHTa i dpopmu iHchopmoBaHoi 3rogu
AnNA YKpaiHu, yKpaiHCbKOK MOBOIO, Bepcisa 5.0 Big 22 ciuHsa 2021p; COVID-19 JopaaTok Bepcisa 3.0 Big 22
ciuHA 2021 p. go IHdopmauii anA naudieHTa i popmu iHPopmoOBaHOI 3roan Ans YKpaiHu, pociiicbKoro
MOBOI0, Bepcia 5.0 Big 22 ciuHa 2021p.; 3roga Ha npoBefeHHA TeneBisnTy_MoromKeHHs1 3aABKU Ha
npoBeneHHss Tenesisuty Big 26 TpaBHA 2020p., yKpaiHCLKOO MOBOK; CnoBilleHHS nauieHTa npo
TeneBi3nT eNNeKTPOHHOIO NOLITOIO Ta 3a gonomMororo goaatky Televisit, Bepcisa 1 Big 11 TpaBHsa 2020p.,
AHINIACBKOKO | YKpalHCbKOK MoBamMu; 3pa3oK 300pPaXeHHA Ha eKpaHi eNeKTPOHHOro MpPUCTPOLO
Jopatky ans npoBeaeHHA TeneBisuTiB gns nauieHta_TeleVisit Patient App Screenshots, Bepcis 1 Big,
14 BepecHa 2020p., YyKpaiHCbKOK MOBOL; TlOCIOHMK AnA nauieHTiB WoAo MNPOXOKEHHSA
Tenesi3uTiB_Televisit Patient Guide, Big 08 TpaBHA 2020p., yKpaiHCbKOW MOBOLO; 3roga Ha
npoBefeHHA Tenesi3uTy loromxkeHHA 3asABKU Ha npoBefeHHA Tenesi3nty Big 26 TpaBHA 2020p.,
pocilicbkolo MOBOIO; CnoBilleHHs nauieHTa npo TeneBi3UT eN1eKTPOHHOIO NOLWTO Ta 3a J0NOMOro
popatky Televisit, Bepcia 1 Big 11 TpaBHA 2020p., aHrNiACbKOIO i poOCilicbKkol MOBamu; 3pas3ok
3006paXeHHs1 Ha eKpaHi efIeKTPOHHOro npuctpor JopaTtky Ans nposBefeHHs TenesisutiB Ans
nauieHTa_TeleVisit Patient App Screenshots, Bepcisa 1 Big 12 ntotoro 2021p., pociiicbkol0 MOBOIO;
MociGHUK Ana nauieHTiB Woao npoxomkeHHs TenesisuTiB_Televisit Patient Guide, Big 08 TpaBHA
2020., pociiicbkolo MOBOIO; PekomeHAauii ANA NayieHTiB WOAO0 TPAHCMNOPTYBaHHA AOCAIAKYBaHOIo
npenapary, ioro 36GepiraHHA B AOMAaLLHIX YMOBaxX i MOHITOPUHIY Temnepatypu, [OCAigKeHHS
ARGX-113-1802, sBepcis 5.0 Big 08 rpygHa 2020p., nepeknapg ykpaiHCbKoo MoBoto 08 niotoro 2021p.;
PekomeHgauii g1 nauieHTiB Wo40 TPAHCNOPTYBaHHA AOCNi4KYBaHOro npenapary, oro 3éepiraHHsi B
AOMalLLHIX ymMmoBax i MOHITOpPUHIYy Temnepartypu, gocnigpxkeHHa ARGX-113-1802, sepcisa 5.0 Big 08
rpygHa 2020p., nepeknag pociiicbkolo Mool 08 nrwToro 2021p.; 3anyyeHHA A0[ATKOBOro
pocnigkyBaHoro nikapcbkoro 3acody ARGX-113/rHUPH20, po3uuH gns nigwkipHUX in’ekuiii, 1 conakoH
i3 6 mn ARGX-113/rHUPH20, 180 mr/mn (BupoGHuku: Patheon Italia S.p.A, Italy; Lonza Drug Product
Services AG, Switzerland; Eurofins Lancaster Laboratories Inc., USA; Fisher Clinical Services GmbH,
Switzerland; Fisher Clinical Services GmbH, Germany); 3asyyeHHA AozaTKOBOro mnaaue6o Ao
JocnifmKyBaHoro nikapcbkoro 3acooy ARGX-113/rHuPH20, po3unH gns nigwkipHux iH’exuiid, 1 ¢pnakoH
i3 6 mn nnaue6o (Bupo6Huku: Patheon Italia S.p.A, Italy; Lonza Drug Product Services AG, Switzerland;
Eurofins Lancaster Laboratories Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical
Services GmbH, Germany); [locbe gocnigxKyBaHoro nikapcbkoro sacooy ARGX-113 with rHuPH20,
PO3UMH [NA NigWKipHUX iH’eKUin, Bepcia 3.1 Big 22 ciuHa 2021p., aHrnilicbkoro MOBOM; Jlocbe€
[OCNiopKyBaHOro flikapcbkoro 3aco6y ARGX-113 with rHuPH20, nnawe60o Ao po3unHy Ana NigwKipHux
iH’ekuiid, po3gin 2.1.P «Drug Product», Bepcia 3.1 Big 22 ciuHa 2021p., aHrNiNicbKOKO MOBOIO; [locbe
[ocnipKyBaHOro sikapcbkoro 3aco6y ARGX-113 with rHUPH20 po3uuH gns nigwkipHuX iH’ekuin,
po3gin Appendices rHuPH20, Bepcis 3.1 Big 22 ciuHa 2021p., aHrnilicbkoro MOBOW; JoOCb€E
JocnimKyBaHoro nikapcbkoro 3aco6y ARGX-113, po3uuH gns in’ekuyivi 180 mr/mn_Nonclinical and
Clinical Information, Bepcisa 4.0 Big 05 ciuHa 2021p., aHrNiACbKOK MOBOIO; 3pa30K MapKyBaHHA AN
thnakoHy gocnigxyBaHoro nikapcbkoro 3acooy ARGX-113/rHUPH20, po3uuH gns nigKipHUX iH eKuiid,
180 mr/mn, ana yactuHM A 3a nportokosiom ARGX-113-1802, Big 23 rpyaHs 2020 p., YKpaiHCbKOHO
MOBOI0; 3pa3oK MapKyBaHHA AJ11 KOPOOKN gocnigXyBaHOro nikapcbkoro 3acooy ARGX-113/rHuPH20,
PO3UuH AnA NigWKIpHMUX iH’ekyiid, 180 mr/mn, gna yactuHu A 3a npotokosiom ARGX-113-1802, Big 23
rpygHsa 2020 p., yKpaiHCLKOIO MOBOIO; 3pa3oK MapKyBaHHSAl (p/lakoOHY AO0CAIoKYBaHOro JliKapCbKOro
3aco6y ARGX-113/rHuPH20, po3uuH gns nigwkipHux iH’ekuiii, 180 mr/mn, a6o nnaue60 gns yactuHn b
3a npotokosiom ARGX-113-1802, Big 23 rpyaHsa 2020 p., YKpaiHCbKOIO MOBOLO; 3pa30K MapKyBaHHs
KOPOOGKU AochimKyBaHOro nikapcbkoro 3aco6y ARGX-113/rHuPH20, po3uuH oA nigwKipHUX iH’eKuin,
180 mr/mn, a6o nnauye6o gnAa yactuHu B 3a npotokoniom ARGX-113-1802, Big 23 rpyaHsa 2020 p.,
YKPAIHCbKOIO MOBOI [0 MPOTOKOJlY KNIHIYHOTO AOCNIMKEHHS «JocnimkeHHA 2-01 ha3n [na OUiHKK
edpekTUBHOCTI, 6e3neYHOCTi Ta nepeHocumocTi npenapaTy Edprapririmog PH20 ans nigwkipHOro BBeAEHHS Y
[0pOC/VX NaLEHTIB i3 XPOHIYHOIO 3anasibHOK AEMIENiHI3y04Ot0 noniHeliponartieto (X34M)», kog A0CNigKEHHS
ARGX-113-1802, Bepcisa 3.0 Big 04 tpasHa 2020 p.; cnoHcop - argenx BVBA, Belgium/ apgaxeHkc BBBA,
Benbris

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

25. OHoBneHwuii MpoToKoN KiiHiuHOro gocnimxkeHHsa OP-109, pegakuin 2.2, MonpaBka 3 Big 10 6epe3HsA
2021 p.; CuHONCUC OHOBJIEHOrO MPOTOKOAMY KAiHiYHOro gocnigpxkeHHa OP-109, pegakuia 2.2 Big 10
Gepe3HA 2021 p., nepeknag 3 aHrNificbKoi MOBUM Ha YKpaiHCbKY MoOBY Big, 01 KBiTHA 2021 p. 40 NpOTOKONY
KNiHiYHOro gocnigxeHHs «PaHaoMizoBaHe nepexpecHe gocnimkeHHs Il hasn, wo NnpoBoaMTLCA Y ABa eTanu 3
METOI0 MOPIBHAHHA (DapMaKOKIHETUUHUX XapakTepuCTMK ¢ OUiHKM 6e3neyHOoCTi Ta MepeHOCUMOCTI
MendynydeHy npu BHYTPILULHLOBEHHOMY BBeAEHHI B nepudepuyHi Ta UEeHTpasibHi BEHW MpU NiKyBaHHi



nauieHTIB i3 peunauBHOO Ta pedhpakTepHO MHOXMHHOK MIENOMOI0», KOA4 AocnimkeHHa OP-109, pegakuis
2.1, Nonpaska 2 Bif 23 rpyaHs 2020 p.; cnoHcop - "OxkonenTaiac AB" [Oncopeptides ABJ, LUiBewjs
3asBHVK - TOBAPVICTBO 3 OBMEXXEHOHO BIAMNOBIAANBHICTHO «IMl EC AU-YKPAIHA»
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