Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 18 Big 16.06.2022, Ha siki 6ynn OTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBNEHMiI NPOTOKON KiiHiuHOTrO gocnimkeHHA CLI-06001AA1-04, Bepcisa 4.0 Big 18 6epesHs 2022
poky; OHoBneHe focbe gocnigpkysaHoro npenapaty CHF 6001 (NEXThaler®) (kog nokymeHTy CCD-
IMPD-6001-003-FAP-0075), Bepcia 7.0 Big 09 niotoro 2022 p. aHrniiicbkolo MoBOw; OHOBJeHa
Bpolwypa gocnigHuka 3 npenapary CHF6001 DPI (kog aokymeHTy CLI-CHF6001-1B-00545), Bepcia 5.0
Big 29 KkBiTHA 2022 p., aHrilicbkolo MoBOO; IHchopmauiiiHuii NMCTOK ydyacHuka Ta dPopma
iHhbopMauUiliHOT 3rogn Ha y4yacTb y KjliHIYHOMY gocnigmkeHHi 3 kogom CLI-06001AA1-04, pocnigKeHHs
PILASTER, Bepcis 3.0 Big 22 kBiTHA 2022 poKy aHrNificbKoo MOBO10; IHhopMaLiiHNI NMCTOK yYaCcHUKa
Ta Popma iHhopMaLiAHOT 3rogn Ha ydacTb y K/iHiYHOMY pgocnigkeHHi 3 kogom CLI-06001AA1-04,
pocnipkeHHa PILASTER, Bepcisa 3.0 Big 22 kBiTHA 2022 poKy yKpaiHCbKOK MOBOLO; IHhopmauliiHuii
JINCTOK yyacHuKa Ta ®opma iH(hopMoBaHOI 3roagn Ha yvyacTb Y HEOGOB’A3KOBOMY B3ATTi 3pa3kiB gns
[O0AAaTKOBOI OLLiIHKM GioMapKepiB y KiiHIYHOMY gocnigkeHHi 3 kogom CLI-06001AA1-04, gocnipgxeHHsA
PILASTER, Bepcis 2.0 Big, 22 KBiTHA 2022 poKy aHINilicbKo MOBOIO; IHhopmauiliHMiA TINCTOK y4acHUKa
Ta ®opma iHhopMOBaHOI 3roau Ha y4acTb Y HEOGOB’A3KOBOMY B3ATTi 3paskiB A5 40AaTKOBOT OLiHKU
GiomapkepiB y KniHiYHOMY pocnigkeHHi 3 kogom CLI-06001AA1-04, pgocnigpkeHHA PILASTER, Bepcis
2.0 Big 22 KkBiTHA 2022 poKy yKpaiHCbKOl MoBOK; CLI-06001AA1-04_Jiuct o nikapa 3arasibHOl
npakTukn_B2.0_octaTouHa MaiicTep-Bepcia Big 21 nwoTtoro 2022 poKy aHrniicbko MOBOIO;
CLI-06001AA1-04 Jinct po nikapAa 3araibHOI npakTuku_B2.0_octaTtouHa malictep-Bepcia Big 21
nmortoro 2022 poKy YKpPaiHCbKOK MOBOK [0 MPOTOKOMY KIHIYHOrO AOCnimKeHHs «52-TuxkHese,
paHgoMi3oBaHe, noAgiiHe cnine, naauebo KOHTPOSIbOBaHE AOCAIMKEHHS Y napasiefibHUX rpynax 3 MeTo
OLiHKN eheKTUBHOCTI Ta 6e3ne4HOCTi ABOoX 403 npenapaty CHF6001 y hopMmi Cyxoro nopoLuky A5 iHransuiin,
LLIO AoAaoTbCs A0 NiATPMMYHYOT NOTRIAHOIT Tepanii y NaujieHTIB i3 XPOHIYHMM OBCTPYKTMBHUM 3aXBOPHBAHHSIM
nereHb (XO3J/1) Ta XPOHIYHMM BPOHXITOM», Kog, gocnimpkeHHs CLI-06001AA1-04, sepcis 2.0 Big 03 TpaBHs
2021 poky; crnoHcop - «K’e3i PapmauesTidi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOBAPMCTBO 3 06MEXEHOI0 BiAnoBiaanbHICTIO «/TABKOP KNIHIKAT AEBE/TIONMMEHT YKPAIHA»

2. OHOBNEeHWii NPOTOKON KiiHiYHOro pgocnimxkeHHa MS200662_0001, sepcis 12.0 Big 14 rpygHsa 2021
pPOKy, aHrniiicbkoro moBoto; MNMonpaska ana YkpaiHn 11.1 (Jopartok) Big 13 KBiTHA 2022 poky Ao
NPoOTOKOJ/ly KAiHIYHOro pocnigpkeHHa MS200662_0001, Bepcis 12.0 Big 14 rpyaHsa 2021 poky,
aHrNiNCbKOK MOBOI; 3MiHa Ha3BM KJiHIYHOro BUNPOOGYBaHHsA; MemopaHAyM LOAO OHOBJIEHUX
KpuUTepiiB BignoBigi, Big 07 kBiTHA 2022 poKy, ocTaHHii nignuc 08 KBiTHA 2022 poOKy, aHrNiliCbKOIO
MmoBoto; IHcopmauis gna naudieHta i dopma iHopmoBaHoi 3rogu: MS2006622_0001 DI3 pgnsa
OCHOBHOTIO AOCANIMKEHHSA, YacTUHA 2, AnA YKpaiHu, pegakuis 2.0 Big, 11 kBiTHA 2022p. (MS200662_0001
Wa6noH ®I3, pepakuia 7.0 Big 20 rpyaHAa 2021p.), YKPAIHCbKOIO, POCIACHLKOIO, aHINiliCbKOKD MOBaMu;
IHcbopmauia gna BariTHOI napTHepKu | dopma 3roam Ha HagaHHA iHchopmauil: MS200662_0001, @13 gnsa
BariTHOI NapTHepKu, YKpaiHa, Bepcisa 2.0, Aata: 29 rpygHa 2021 p. (MS200662_0001, Bepcia ®I3 ana
BariTHOi naptHepku 5.0, Aara: 09 nuctonaga 2020 p.), YKpPAiHCbKOI, POCIACHKOK, aHIMiACbKOK
MoBamu; ®PopMa iH(POpMOBaHOI 3roAu y4yacHUKa AOCNIMKEHHs Ha HafaHHA MOCAyr 3 opraHisauii
noisgoK Ta BiAwWwKogyBaHHA BUTpaT Komnadiclo «['pincpaiip» [Greenphire] B xogi npoBefeHHs
KniHiYyHoro sBunpo6ysBaHHA MS200662_ 0001: MS200662_ 0001 I3 Greenphire_YkpaiHa_Bepcis 2.0 Big,
17 nwoTtoro 2022 poky Ha ocHoBi Greenphire ICF ROW, Bepcia 2.0 Big 16 XoBTHA 2019 poky,
YKpaiHCbKOL0, POCiliCbKOIO, aHINilicbKolo moBamMu; Bpowypa «4u 6yno y Bac giarHoctoBaHo X/1/1 aGo
ANn?», Bepcia 3, 15 nwTtoro 2022 p., YKPaiHCbKOI, POCIiICbKOI, aHIiACbKOI MOBaMW;
IHcbopmauiiiHuiA GloneTeHb NPO AOCAIMKEHHA ONA MeAUYHUX NpauiBHUKIB: Bepcisa 3, 15 notoro 2022
P, YKPAiHCbKOK, POCIiCbKOI, aHrniicbkoww moBamu; IHopMauiiiHMi nucT p[ns  yyacHUKIiB
[ocnipKeHHA: YKpaiHa Bepcisa 2 Big 16 ntotoro 2022p. Ha ocHoBi Maiictep Bepcii 2 Big, 15 ntotoro 2022
p., YKpaiHCbKOI, POCINCLKO, aHrMilicbkolo MoBamMu; KapTka nauieHTa, Ha ocHoBi MonpaBku 11, 13
CiuHA 2022 p., YKpaiHCbKOK, pPOCIAACbKOIO, aHrnificbkoro mMoBamu; KOHTponbHWIA nepenik pns
BMKOpPUCTaHHA nepen CkKpuHiHrom: Bepcia 3, 15 nwoTtoro 2022 p., yKpaiHCbKOIO, POCIliCbKOIO,
aHrnificbkoo MoBamu; KapTka onsa AocnigHuKIiB i3 nepesliikoMm KpUTepiiB BKIIOYEHHSA/HEBK/HOUEHHS
srigHo MpoTokony KniHiuHoro gocnimpxkeHHs MS200662_0001, sepcis 12.0 Big 14 rpyaHa 2021 poky,
AHINMIACbKOKD MOBOK [0 MPOTOKOMY K/IHIYHOrO gocnigpkeHHs «®asa /Il pocnigpkeHHs neplioro
3acTocyBaHHA y nogeii npenapaty TL-895 3 eckanavieto 403K y NALEHTIB 3 peumanBHUMU/peddpakTepHumMm
B-kMITUHHMMK  3/109KICHUMY  3aXBOPIOBAHHAMM Ta i3 NOfasiblUMM  3aCTOCYyBaHHAM Yy MaLi€eHTiB 3
peunamBHUM/pedpakTepHM  XPOHIYHMM  fliMcbouuTapHUM  feiiko3oM abo  peunamnsBHo/pedpakTepHoO
[OPIGHOKNITUHHOW fimdounTapHoo nimcomMoto», koa gochipkeHHs MS200662_0001, sepcia 11.0 Big 27
TpaBHsi 2021 poky; cnoHcop - «Tenioc ®apma, IHK» [Telios Pharma, Inc.], CLLA



3asBHMK - TOBAPUCTBO 3 0BMEXEHOI BiANoBigabHICTIO «<MEAMEVC YKPAIHA»

BYNO

CTAJIO

«Pa3za I/ll, gocnigpkeHHs NepLloro 3acTocyBaHHSA Y
nogeli npenapaty TL-895 3 eckanaujeto gosm y
nauieHTiB 3 peungmBHumu/pedpakTepHumn  B-
KNITUHHAMW  3105IKICHAMW  3aXBOPIOBaAHHAMU Ta i3

«®aza I/ll, pocnimKeHHA NepLoro 3acTocyBaHHA y
nogeli npenaparty TL-895 3 eckanauieto gosu y
nauieHTis 3 peuuguBHumu/pedpakTepHummn  B-
KNITUHHAMW  3M105KICH/AMW  3aXBOpPIOBaHHAMU Ta i3
nofasiblUMM  3aCTOCYyBaHHAM Yy  MauieHTiB 3
XPOHIUHUM  fliMPOUMTAPHUM neliko3om a6o
APIGHOKNITUHHOIO NniMcpoyuTapHoto nimcpomoto,

nogasiblUMM  3aCTOCYBaHHAM Yy  MauieHTiB 3
peunansHUM/pedpakTepHUM XPOHIYHUM
nimdoumTapHuM  neiiko3om  abo  peuunanBHOR/

petpakTepHo0 APIOGHOKAITUHHOK MIMAIOUUTAPHOK | AKI  paHille He OTpMMyBa/u JiKyBaHHA, Ta
nimcomoro» nawujieHTiB 3 peunaMBHUM/pedpakTepHUM
XPOHIYHMM  nimMdbouMTapHUM  fieiiko3oM  abo

peunanBHoto/pedpakTepHoo
niMdouMTapHOK NiMEOMO0»

[OPiIGHOKNITUHHOO

3. OHOB/EHWIA NPOTOKON KNiHiYHOro Bunpo6yBaHHsa MK-3475-B15 3 iHkoprnopoBaHOI nonpaBkoto 02
Big 04 kBiTHA 2022 poky; bpowypa pocnigHuka eHcdopTymaé BegoTuH (Enfortumab Vedotin;
ASG-22CE), BupaHHa 11.1 Bia 28 6epe3Ha 2022 [0 NPOTOKO/Y KMIHIYHOTO JocnifkeHHA «PaHaomMizoBaHe,
BigKpuTe pocnimkeHHs Il dhasm gna ouiHKM nepionepauiiiHoro 3actocyBaHHSA eHdopTymaby BeAoTUHY Yy
koMb6iHaLii 3 nem6ponisymaéom (MK-3475) MOpiBHAHO 3 HEOAZ'OBAHTHOK Tepaniew remuntabiHoMm Ta
UMCNIATUHOM Y YYaCHWKIB 3 M'A30BO-iHBA3VMBHUM pPakOM CEY0BOro Mixypa, npuaatHux 408 NikyBaHHA
uucnnatuHom (KEYNOTE-B15 / EV-304)», kog gocnigxeHHs MK-3475-B15, 3 iHKoprnopoBaHOK NonpaBKoko
01 Big 14 TpaBHa 2021 poky; cnoHcop - «Mepk Wapn EHg doym Kopn.», go4ipHe nignpuemctBo «Mepk EHA,
Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBigasbHICTIO «MC/ YkpaiHa»

4. YkpaiHa, MK-3475-826, IHhopmauis Ta JOKYMEHT npo iHhopMoBaHy 3roay ANns nauieHTa, sepcis 3.01
Big 20 KBiTHA 2022 p., yKpaiHCbKOIO MOBOLO; YKpaiHa, MK-3475-826, IHhopmauia Ta AOKYMEHT npo
iHdhopMoBaHy 3roay Anis nauieHTa, Bepcis 3.01 Big 20 kBiTHA 2022 p., pOCiiCbKOIO MOBOIO 10 MPOTOKO/Y
KMIHIYHOTO JOoCnimKeHHs1 «PaHgomizoBaHe, NnoAgiliHe chine, nnauebo-KoOHTPoiboBaHe gochigpkeHHs Il dasn
MOpPIBHSIHHSA Nnemoponisymady (MK-3475) 3 ximioTepanieto Ta ximioTepanieto 3 nnauebo 418 Tepanii nepoi
NiHIT NPy NepcUCTyYoMy, peumamBHOMy abo metacTaTMyHOMY paky wuiiku matkn (KEYNOTE-826)», koa
pocnipkeHHs MK-3475-826, 3 iHkopnopoBaHoto nonpaskoto 07 Big 05 ciuHa 2022 poky; cnoHcop - «Mepk
LWapn EHA Aoym Kopn.», govipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOH0 BignoBigasbHICTIO «MC/ YkpaiHa»

5. OHOBEeHWii NPOTOKON KNiHIYHOTO BUNpPoGyBaHHA nonpaBka 6, Bepcia 7.0 Big 10 6epe3HA 2022 poKy
aHrniicbKo MoBOHO;IHchopMaLif Npo gocnigkeHHA Ta hopma 3roam As A0POC/INX NIoKaslbHa Bepcis
Homep 3.0 Ana YKpaiHu yKpaiHCbKOK MOBO, AaTta Bepcii 04 TpaBHA 2022 poKy Ha OCHOBI MacTep
Bepcii Homep 9.0 Big 26 KBiTHA 2022 pokKy; IH(hopmauia Ta popma 3roam Ha HafaHHA faHUX BariTHOI
napTHepKU AOPOC/IOro yyacHUKa AocnifpKeHHA foKkanbHa Bepcis Homep 3.0 Ans YKpaiHu YKpaiHCbKOIO
MOBOIO, Aata Bepcii 04 TpaBHA 2022 poKy Ha ocHOBi MacTtep Bepcii Homep 3.0 Big 16 6epe3Hsa 2022
poky;Byknet «MociGHUK anA nauieHTiB», NoKasbHa Bepcia 2.0 Big 31.03.2022p. yKkpaiHCbKOO MOBOIO
Ha OCcHOBI 6a30Boi Bepcii 2.0 Big 03.03.2022p.; IHTepakTUBHUIA «[MOCIGHUK ANA NaLiEHTIB», IOKa/IbHA
Bepcia 2.0 Big 31.03.2022p. yKpaiHCbKOIO MOBOK Ha OCHOBi 6a30Boi Bepcii 2.0 Big 03.03.2022p.;
YactuHa 2.1.P [locbe pocnigxyBaHoro nikapcbkoro saco6y. MeguuHuii npenapat (Bpa3vkymao),
Bepcia 10.0 Big 21 Gepe3HAa 2022p.; YactuHa 2.1.S [Jocbe A[OCNiIfKYBaHOro iKapCbKOro 3acooy.
Nikapcbka peuoBuHa (Bpasukyma6), Bepcia 7.0 Big 21 OGepesHsa 2022p.; YactuHa 2.1.P [ocbe
pocnipkyBaHOro siikapcbkoro 3aco6y. Mpenapar nnaye6o (bpasukymao), Bepcis 9.0 Big 21 6epesHa
2022p.; 3any4vyeHHA HOBOI hopMU BUNYCKY Naue6o y dhnakoHax 6M1 [0 AOCNiAKyBaHOro NiKapCcbKoro
3acoby Bpasnkymal, po3unH g8 BHYTPILUHbOBEHHUX iH’EKLiA, 720 Mr y conakoHi 6 Ms1, BAPOGHUKU:
Vetter Pharma-Fertigung GmbH & Co. KG, Eisenbahnstr. 2-4, Langenargen, Baden-Wuerttemberg,
88085 Germany; FISHER CLINICAL SERVICES UK LIMITED, LANGHURSTWOOD ROAD, HORSHAM,
RH12 4QD, UNITED KINGDOM; Fisher Clinical Services GmbH, Steinbuhlweg 69, Allschwil, 4123,
Switzerland; Fisher Clinical Services Inc., 7554 Schantz Rd, Allentown, Pennsylvania (PA) 18106-9032,
United States (USA); Fisher Clinical Services PTE LTD, 10 Toh Guan Road #03-11/12, Singapore
608838; Medimmune Ltd (Part of the ASTRAZENECA GROUP), Aaron Klug Building, Granta Park, Great
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Abington, Cambridge, CB21 6ET, United Kingdom; AstraZeneca, Charter Way, Silk Road Business
Park, Macclesfield, SK10 2NA, United Kingdom g0 npoTokony KNiHiIYHOro AocnimkeHHs «54-TuxHeBe,
baraToLeHTpoBe, paHOoOMi30BaHe, MoABiiHe cnine, nnaueb0-KOHTPO/bOBaHe [AOCNifKeHHA dasn 2 B
napanensHUX rpynax a8 ouiHkv epekTMBHOCTI Ta 6e3nekn bpasnkymaoy y nauieHTiB 3 BUPasKoBUM KONITOM
Bif, CepeliHbOro [0 BaXKOro CTyneHs aktuBHOCTI (Expedition Lead-in)», ko gocnigxeHHs D5272C00001
(MonepepgHiii kog 3151-201-008), nonpaska 5, Bepcis 6.0 Big 26 6epesHa 2021 poky; cnoHcop - AstraZeneca
AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

6. Bpowypa pocnigHuka: IHxektadep® (iH'eKuis KapO6oKcMManbTO3U 3asi3a), BUgaHHa 1 Big 12
nuctonaga 2021 poky; OHoBneHa IHdopmauia i dopma iHopmoBaHOI 3rogn ANs YYaCHUKIB
KniHiYHOro gocnimxeHHs, sepcis 4.0 Big 05 KBiTHA 2022 p. ANA YKpaiHM YKPATHCbKOIO MOBOIO, HA OCHOBI
aHrniicbkoi Mmainctep-Bepcii 3.0 Big 29 6Gepe3Ha 2022p.; OHoBneHa IHdopmayia i copma
iHhopMoOBaHOI 3roau A8 y4aCHUKIB KNiHiYHOro gocnimkeHHs, Bepcia 4.0 Big 05 kBiTHA 2022 p. anAa
YkpaiHu pociificbKolo MOBOIO, Ha OCHOBI aHriicbKoi MmalicTep-Bepcii 3.0 Big 29 6epe3Hs 2022p.; 3miHa
HasBM Micusi nMNpoBefEeHHs K/iHIYHOrO AOCNIfKEHHA [0 [MPOTOKO/Y K/IHIYHOrO  AOC/iAKEHHS
«PaHgomizoBaHe, nogsiliHe cnine, naaueb0-KOHTPOIbOBaHE AOCNIMKEHHS A/ BUBYEHHS €(DEKTUBHOCTI Ta
6e3neyHocTi npenaparty Ihxektadep® (KapbokcumanbTosa 3ani3a) 415 /iKyBaHHS CepLeBOi HeAOCTATHOCTI
npv 3anisofediunTHMX CTaHax», KoA gocnimkeHHa 1VIT15043, dpiHanbHa Bepcia 3 Big 11 ciuna 2021 poky;
CrnoHcop - «AmepikaH PemkeHT, IHK.», CLUA (American Regent, Inc., USA)

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

BYNO CTANO

3aB. Big. PyaeHko /1.B. 3aB. Big. PyaeHko /1.B.

KniBcbka MicbKa KiiHiuHa nikapHA wBuakoi | KomyHasibHe  HeKomepuiiHe  nignpuemcTBoO
MeAWYHOI J,oNOMOru, KapgionoriuyHe BigaineHHs, | «kKuiBcbka MicbKa KiHiUHA JfliKapHA LWBUAKOT
M. KniB MeANYHOI AOoMNoMorM» BUKOHABYOroO OpraHy
KuiBcbkol micbkoi pagu (KuiBCbKOi MicbKOT
AepxxaBHol agMiHicTpauil), KapaionoriyHe
BigAineHHsa (oNa XBopux Ha iHhapKT miokapay),
M. KuiB

7. bpowypa [focnigHuka Bepcia 7.0 Big 04 Oepe3Hs 2022 [0 NPOTOKO/Y KNiHIYHOrO AOCAIIKEHHSA
«Bigkpute, ogHorpynose, [JojaTkoBe AOOCAIMKEHHA ANA  3abe3neyeHHs NPOAOBXEHHSA  MiKyBaHHSA
paposiyTamigom MauieHTiB, Aki Oy/nM BKIOYEHI Yy nonepegHi [OCNiMKEeHHS komnadii baliep.», kopg
pocnipxeHHa BAY 1841788/ 20321, sig, 02 ciuna 2020; cnoHcop - baiiep KoHcbiomep Kep AT, Leliuapis
3anBHuK - TOB «baliep», YkpaiHa

8. OHOBEeHUA NPOTOKOJ KNiHiuHOro BunpooyBaHHs MK-7684A-003 3 iHKOpnopoBaHOIo nonpaekoto 03
Bif, 21 6Gepe3HA 2022 poKy, aHrNiiCbKOI0 MOBOI; 3a/ly4eHHSI CKOPOUY€EHOT Ha3BU NPOTOKOJ1Y K/iHIYHOrO
pocnipkeHHa - KEYVIBE-003; YkpaiHa, MK-7684A-003, IHchopmaLia Ta AOKYMEHT npo iHhpopmoBaHy
3roay Ans nauieHTa, Bepcia 1.00 Big 18 kBiTHA 2022 p. yKpaiHCLKOIO MOBOO; YKpaiHa, MK-7684A-003,
IHhopMaUiiHMi TNCTOK | fOKYMEHT NPo iHthopmoBaHy 3roay Ha MaiioyTHE 6iomegnyHe JocNigKeHHs,
Bepcia 01 Big 18 kBiTHA 2022 p. yKpaiHCbKOlO MoBoKw; MK-7684A-003_6powypa Ans
nauieHTa_yKpaiHCbKOO MOBOWO_Ans  YKpaiHu_12 cepnHAa 2020 p._v2; OHOB/NIeEHe [0OCbE
pocnipkyBaHoro nikapcbkoro 3acooy MK-7684A, ID 0804BN, Big 05 KBiTHA 2022 poKy, aHI/iNCbKOKO
MoOBOIO; 3MiHa Ha3BU MicuA MNPOBEAEHHA KNiHIYHOrO BUMNPOOYBaHHA [0 MPOTOKO/Y KAIHIYHOrO
AocnimpkeHHs1 «baraToueHTpoBe, paHAoMi3oBaHe, noAagiHe cnine gocnimkeHHs Il dpasu kombGiHauii MK-7684
3 nembponizymabom (MK-7684A) nopiBHAHO 3 MOHOTEpanieto NeMoposiisymaboM B SIKOCTi MepLUoi AiHiT Tepanii
ANs yyacHukiB 3 PD-L1-no3nTUBHUM MeTacTaTUYHUM HeApiOHOKMITUHHUM PakoM fereHiB», Kog A0CAIAKEHHS
MK-7684A-003, 3 iHkopnopoBaHoto nonpaskoto 01 Big 28 ntotoro 2021 poky; cnoHcop - «Mepk LWapn eHpg,
Joywm Kopn.», godipHe nignpmemctso «Mepk eHp Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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

BYJNIO CTA/O
O.M.H., npodh. AyaHivyeHko O. C. O.M.H., npod. AyaHiyeHko O. C.
JepxaBHa ycTaHoBa «IHCTUTYT 3arasibHOi Ta | JepxaBHa ycTaHoBa «IHCTUTYT 3aranbHoOi Ta
HeBigknagHoi  xipyprii  imeHi B.T. 3aiiueBa | HeBigknagHoi  Xipyprii  imeHi B.T. 3aliyesa
HauioHanbHOT akagemii MegnyHUX HayK YKpaiHu», | HauioHasibHOT akafemii MeanvyHuxX Hayk YKpaiHu»,




BiAAiNneHHs rHiiHol Xipyprii Ha 25 nixok 3 nanartoto | BigaineHHsA XipypriuHumx iHcheKuin Ta
IHTEHCMBHOI Tepanii Ha 6 NkoK, XapkiBCbka | yCKNaAHEHOI OHKOMOriYHOT NaTonorii Ha 25 niok
MeaMuHa — akagemis  nicnagunaoMHOT  OCBITM, | 3 MaslaTol  IHTEHCMBHOT Tepanii Ha 6 NKOK,
kadhepa OHKONOriT Ta AMTAYOT OHKOAOTIi, M. XapkiB | XapkiBCbka MeauyHa akajemis nicnaamniomHol
OCBiTW, Katbeapa OHKONOrT Ta AMTAYOI OHKOAOTii,
M. XapkKis

9. OHOBEHUIA MPOTOKO/ KMIHIYHOTO AocnigKeHHA 3 nonpaBkoto 07, Bepcia 1 Big 21 rpyaHsa 2021p.,
aHrnincbKo MoBOK; OCHOBHA iH(hopmaLis Npo gocnigkeHHs i hopma iHpopMmoBaHoi 3rogu, Bepcis 7
BiA 12 ciuHA 2022p., aHrnificbkoo MoBOIO; IHhopmauisa ana nauyieHTa Ta oopma iHchopmoBaHoOi 3rogu,
Bepcia ana YkpaiHu Ne7 Big 19 ciuHa 2022 p. (Ha ocHoBi OCHOBHOI iHhopmauii Npo AocnimKeHHs i
cthopmum iHchopmoBaHoi 3rogu Bepcii 7 Big 12 ciuHa 2022 p.) aHrniiicbkolo MoBOLO; IH(hopmauia ana
nauieHTa Ta dpopma iHchopmoBaHOi 3roau, Bepcia Ne 7 gna YkpaiHu Big 19 ciuHa 2022 p. (Ha OCHOBI
OcHOBHOI iHchopMauii npo gocnigkeHHs i oopmu iHchopmoBaHoOi 3rogu, Bepcii 7 Big 12 ciuHa 2022p.)
YKpaiHCbKOIO MOBOIO; IHhopmauis ana nauieHTa Ta chopma iHpopMoBaHoOI 3roan, Bepcis Ne 7 ansa
YkpaiHu Big 19 ciuHA 2022p. (Ha ocHoBi OCHOBHOI iH(hopMauii npo pocnipkeHHA i dopmu
iHbopmoBaHoi 3rogn, Bepcia 7 Big 12 ciuHA 2022p.) pociiicbkolo MOBOK; CKpiHIWOTU AopaTtky
pocnipkeHHa EFC16035 Ha moGinbHuiA npucTpiii (IRB Screens), Bepcia Big 27 nunHa 2021 poky,
YKpaiHCbKOI0 MOBOIO; CKpiHWOTN Aoaatky gocnimkeHHA EFC16035 Ha MoGinbHuii npuctpiii (IRB
Screens), Bepcif Big 24 notoro 2022 poKy, pociiicbkolo MOBOIO; 3HIMKU eKpaHy 3 nnaHweTta (eCOA)
EFC16033/16034/16035/16645: 9HPT eCOA Tablet Screenshots_ 9-HPT Scores, Bepcis 1.00 Big 29
KBiTHA 2022, aHrNiiCbKOIO MOBOIO; 3HIMKM eKpaHy 3 nnaHweTta (eCOA) EFC16033/16034/16035/16645:
CVLTIlI eCOA Tablet Screenshots_ CVLT-ll Scores, Bepcia 1.00 Big 29 kBiTHA 2022, aHrniNnCbKOO
MoBOI0; 3HIMKM ekpaHy 3 nnaHweta (eCOA) EFC16033/16034/16035/16645: SDMT eCOA Tablet
Screenshots_ SDMT Scores, Bepcia 1.00 Big, 29 kBiTHA 2022, aHrNiliCbKOKO MOBOIO; 3HIMKA €KpaHy 3
nnaHweTa (eCOA) EFC16033/16034/16035/16645: T25FW eCOA Tablet Screenshots_ T25FW Scores,
Bepcia 1.00 Big 29 kBiTHA 2022, aHrNificbkol MOBOK; 3MiHa BignoBiga/ibHOroO AocnigHuKa y Mmicui
npoBefieHHs1 KJ/iHIYHOro BUNPOGYBaHHA [0 MNPOTOKO/Y K/IIHIYHOTO [OCNiLKEHHSA «PaHfomisoBaHe,
noAgiiHe cnine gocnimkeHHa 3 dhasun Ana BMBYEHHS edDeKTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y
MOPIBHAHHI 3 nnauebo B YY4aCHWKIB 3 MEPBUHHO-NPOrpecyroumMM po3scisHuM ckiepo3oMm (PERSEUS)», kog
pocnigpkeHHa EFC16035, 3 nonpaskoto 06, Bepcia 1 Big 04 »oBTHA 2021p.; cnoHcop - Genzyme Corporation,
USA (IxeH3aiim KopnopeiiwH, CLUA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BY/N1O CTANIO

| A.M.H., npodp. JloraHoBCcbKuii K.M. | K.M.H. Mepuyk I.B.

JepxasHa ycTaHoBa «HaujoHaslbHWIi Haykoswii | [AepxaBHa ycTaHoBa «HaujioHa/IbHWIA  HayKOBWiA
LUeHTp  pagjauiiiHoi  MeauumHn  HaujoHanbHoi | UEHTP  pagiauiiidoi  meanuuHy  HaujoHasibHOT
akagemii  MeAuuHMX  HayK  YKpaiHu», Bigain | akagemii - MeAuuHUX  Hayk  Ykpaihu»,  Biagin
pagiaLiiiHoi NCMXOHEeBPONOrii  IHCTUTYTY KMiHiuHOI | PadiauiiHoi NCUXOHEBPOOTii IHCTUTYTY  KNiHIYHOT
pagionorii Ha 6asi  BigaineHHs  pagiauiiiHoi | pagionorii  Ha  6asi  BigAineHHs  pagiauiiHoi
ncUxoHeBponorii, M. Kuis ncuxoHesponorii, M. Kuis

10. CkpiHWwoOTK AopaTKy pocnigkeHHA EFC16033 Ha moGinbHMiA npuctpiii (IRB Screens), Bepcis Big 27
nuvnHa 2021 poky, yKpaiHCbKOI0 MOBOIO; CKpiHWOTK fopatky gocnipkeHHs EFC16033 Ha MoGinbHwMii
npucTpiii (IRB Screens), Bepcia Big 24 notoro 2022 poky, poCiiCbKO MOBOI; 3HIMKU eKpaHy 3
nnaHweTta (eCOA) EFC16033/16034/16035/16645: 9HPT eCOA Tablet Screenshots_ 9-HPT Scores,
Bepcia 1.00 Big 29 kBiTHA 2022, aHrniiicbkold MOBOI; 3HIMKM €eKpaHy 3 nnaHweTta (eCOA)
EFC16033/16034/16035/16645: CVLTIl eCOA Tablet Screenshots_ CVLT-Il Scores, Bepcia 1.00 Big 29
KBiTHA 2022, aHrNiiCbKOIO MOBOIO; 3HIMKM eKpaHy 3 nnaHweTta (eCOA) EFC16033/16034/16035/16645:
SDMT eCOA Tablet Screenshots_ SDMT Scores, Bepcis 1.00 Big 29 KBiTHA 2022, aHrNifiCbKOO MOBOIO;
3HiMKkKM ekpaHy 3 nnaHweTta (eCOA) EFC16033/16034/16035/16645: T25FW eCOA Tablet Screenshots_
T25FW Scores, Bepcia 1.00 Big 29 kBiTHA 2022, aHrnificbkold MOBOI; 3MiHa BignoBigabLHOro
AocnigHuKa y micui npoBefeHHA KAiHIYHOro BMNPOGYBAHHA [0 MPOTOKO/Y KAiHIYHOrO BMNPO6YBaHHS
«PaHgomizoBaHe, noABiiHe cnine AgocnigpkeHHs 3 a3y AN BMBYEHHS eDEKTUBHOCTI Ta 6e3ne4yHocCTi
npenapaty SAR442168 y nopiBHAHHI 3 TepudinyHomigoMm (O6amkio®) B yyacHWKIB 3 peunavByrOHMMM
thopmamm poscisHoro ckneposy (GEMINI 1)», kog gocnigxeHHs EFC16033, 3 nonpaskoto 05, Bepcis 1 Big 18
nuctonaga 2021p.; cnoHcop - Genzyme Corporation, USA ([xeH3aiim KopnopeiiwH, CLLIA)

3aaBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»



BYNO CTANO

| A.M.H., npodb. NloraHoBCbKMii K.M. | K.M.H. Mepuyk I.B.

[epxaBHa ycTaHoBa «HaujoHanbHUii Haykosuii | [lepkaBHa ycTaHoBa «HaujoHanbHUIA  HaykoBuiA
LUeHTp pagiauiiiHoi  mMeguumHu  HaujoHanbHoi | UEHTP  pajiauiiHoi  meanuuHu  HauioHabHOT
akagemii  MeAMuHMX HayK  YKpaiHu», Biggin | akagemii - MeanuHux - Hayk - Ykpaidu»,  Bia4in
pafiauiiiHoi NCUXOHEBPONOrii IHCTUTYTY KAiHiuHOT | PadiauiiiHoi  NCUXOHEBPOSIONii IHCTUTYTY  K/IiHIYHOT
pagionorii  Ha 6asi  BiggineHHs  pagiauiiiHoi | pagionorii  Ha  6asi  BiAAiNEHHA  pagiauiiHol
ncuxoHesposiorii, M. Knis ncuxoHesposorii, M. Kuis

11. YkpaiHa, MK-7339-003, IHchopmauis Ta 4OKYMEHT npo iHhopmoBaHy 3rogy ANA nauieHTa, Bepcis
1.01 Big 06 TpaBHA 2022 p. yKpAIHCLKOIO MOBOIO; YKpaiHa, MK-7339-003, IHhopMaLiisi Ta SOKYMEHT Npo
iHhopmoBaHy 3roay AnsA nauieHTta, Bepcia 1.01 Big 06 TpaBHA 2022 p. poCiificbKOI MOBOIO 10 NPOTOKO/Y
KMIHIYHOTO BMNPO6yBaHHA «PaHgomizoBaHe, Bigkpute ocnimkeHHs 3 ha3u ANs OuiHKM edhekTUBHOCTI Ta
6e3ney4yHoCTi MoHOoTepanii onanapméom abo y kombiHauii 3 6eBaun3ymadoM, y NOPIBHAHHI i3 3aCTOCYBaHHAM
6eBaLm3ymaby i3 oTopnipumigMHamu y nauieHTiB 3 HeonepabesibHUM abo MeTacTaTUYHUM KOSIOPeKTasTbHUM
pakoMm 6e3 03HaK NporpecyBaHHsi XBOPOOW Micns iHAyKUinHOT Tepanii nepwoi niHii (LYNK-003)», koa
pocnipkeHHss MK-7339-003, 3 iHkopnopoBaHoto nonpaskoto 04 Big 29 nuctonaga 2021 poky; cnoHcop - «Mepk
LWapn EHA Joym Kopn.», godipHe nignpuemctBo «Mepk EHA, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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

12. 3any4yeHHs AO0AATKOBOro Micusi NnpoBefeHHs1 KNiHIUHOro BUNPOGYBaHHA [0 NPOTOKO/Y KMiHIYHOrO
JocnipkeHHs «PaHgomizoBaHe, noAgiliHe-chine, 3 niauebo Ta akTMBHMM KOHTPOJIEM JliKyBaHHS AOCIIKEHHS
2b (pa3n edpektnBHOCTI Ta 6e3neyHocTi MK-8189 y nauieHTiB 3 rocTpym enisofoM LUM30peHii», Koz
pocnipkeHHs MK-8189-008, 3 iHkopnopoBaHoto nornpaskoto 03 Big 17 rpyaHs 2021 poky; cnoHcop - «Mepk
LWapn EHg Joym Kopn.», fgovipHe nignpuemctso «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/J, YKpaiHa»

Ne M.l.6. BignoBigaIbHOro AocnigHMKa

n/n HasBa micLl NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1 | g.M.H. Mopo3 C.M.

KomyHasibHe nignpuemcTBo «[HinponeTpoBcbka GaratonpodiiibHa KAiHiYHA NikapHA 3 HagaHHs
ncuxiaTpuyHoT Jonomorv» [HINponeTpoBCLKOI 06M1acHOT pagu», MCUXOHEBPOJIONiYHE BiAAiNEHHSA
(ncuxocoMaTUyHUIA LeHTp), M. [IHinpo

13. OHOBJIEHWIA NPOTOKO/ KJliHiYHOro BuNpo6yBaHHA MK-3475-671 3 iHKopnopoBaHoto nonpaskoto 10
Bif, 24 Gepe3HA 2022 poky, aHrNilicbkoo MOBOIO; MPoAOBXKEHHSA TPMBANOCTI KNiHIYHOTO [OC/iAKEHHSA
Ao 8,5 pokiB; YkpaiHa, MK-3475-671, IHdhopmaLiis Ta SOKYMEHT Npo iHthopmoBaHy 3roay ANA NauieHTa,
Bepcia 2.00 Big 05 TpaBHA 2022 p. yKpaiHCbKOIO MOBOW; YKpaiHa, MK-3475-671, LopaTok Ao
iHcpbopMmaLil Ta LOKYMEHTY npo iHhopMoBaHy 3roay — HafaHHSA PEHTreHONOriYHUX 3HIMKIB, OTPMMaHUX
B paMKax CTaHZApPTHOro Meau4yHoro oGcsiyroByBaHHs, Bepcia 00 Big 05 TpaBHA 2022 p., yKpaiHCbKOIO
MOBOI0; YKpaiHa, MK-3475-671, logaToK Ao iHhopmauii Ta JOKYMEHTY Npo iHopmoBaHy 3rogy —
[O0AAaTKOBi PEHTIeHOJOriUHI AiarHOCTUYHI gocnigkeHHA, Bepcisa 00 Big 05 TpaBHA 2022 p., yKPATHCLKOIO
MOBOIO [0 NPOTOKO/Y KNIHIYHOTO AOCAiMKEHHA «PaHaoMi3oBaHe, nofgiiHe-cnine gocnimkeHHs 1l casm
[BOXKOMMOHEHTHOI xiMioTepanii npenapatamn naatnuHW B KOMGiHaUil 3 nemoponisymad6om (MK-3475) a6o
6e3 HbOro, B SAKOCTIi Heoad'toBaHTHOI / af’toBaHTHOI Tepanil An1a nauieHTiB 3 onepabenbHUM
HeApiGHOKNITUHHMM pakom fniereHs |1, 1A Ta 1B (T3-4N2) ctagin (HAP/) (KEYNOTE-671)», Kog AOCAiIAXEHHSA
MK-3475-671, 3 inkopnopoBaHoto nonpaskoto 09 Bif 23 yepBHsa 2021 poky; cnoHcop - «Mepk WWapn EHg Joym
Kopn.», pgoyipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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

14. Bpowypa pocnigHuka (BAl) pna npenapary PF-06700841 (uuctoBa Bepcisl), Bepcia 8.0 Big 1
Gepe3HA 2022 poOKy, aHIMINCbKOK MOBOK A0 MPOTOKO/Y K/IHIYHOrO AOCNimKeHHs1 «PaHaomizoBaHe,
noAgiiHe cnine, nnauebo-kOHTPOIbOBaHe, baraToLeHTpoBE AOCNiAXEHHA dhasu 2B 3 nigbopy AianasoHy Ao3
AN ouiHKM npodointo edhekTUBHOCTI Ta 6e3neyvHocTi npenapaty PF-06700841 B y4yacCHWKIB 3 aKTUBHUM



CUCTEMHUM 4YepBOHUM BoBYakoM (CUB)», koa gocnimkeHHs B7931028, (hiHasibHa Bepcis 3 iHKOPNopoBaHoHo
nonpaskoto 4, Big 2 6epesHsa 2021 p.; cnoHcop - Mdaiizep IHk., CLUA
3anABHuK - Mdpainzep IHk., CLUA

15. OHoBneHa 6Gpouwypa pgocnigHuka Bepcia 16.0 Big 04 nwToro 2022 [0 NPOTOKONY KAiHIYHOMO
JocnimpkeHHs «loaaTtkoBe OOCMIMKEHHA 019 OLiHKW AOBrOCTPOKOBUX pe3ysibTaTiB NiKyBaHHA MaLieHTiB, ki
OTpUMYyBaIN NiKyBaHHSA Bif, peTuHonarii HeoHOLWeHWX Y gocnimxkeHHi 20090x», kog aocnigxeHHs No. BAY 86-
5321 | 20275, Bepcis 2.0 Big 27 nuctonaga 2019 poky 3 iHTerposaHoto Monpaskoto 1 Big 27 nuctonaga 2019
POKy; cnoHcop - baitep Al', HimeuyunHa

3anBHuK - TOB «baliep», YkpaiHa

16. focbe pocnimKyBaHoro nikapcbkoro 3acooy ARGX-113 with rHuPH20, po3uuH gna nigwkipHux
iH’ekuin, Bepcia 5.0 Big 19 nuctonaga 2021p., aHrniicbkoro MOBOM; [locbe AOCNimKyBaHOro
nikapcbkoro 3aco6y ARGX-113 with rHuPH20, po3uuH ansa nigwkipHux iH’ekuiii, posgin «Appendices
rHuPH20», Bepcis 5.0 Big 04 >xoBTHA 2021p., aHrNificbkoo MoBO1o; MoAOBXeHHS1 TEPMiHY NPUAATHOCTI
pocnimpkyBaHoro nikapcbkoro 3aco6y ARGX-113/rHuPH20, po3uuH ans nigwkipHux id’ekuiii, 180
Mrimn pgo 24 micauiB [0 NPOTOKO/Y K/IHIYHOMO AOC/IMKEHHS «BigkpuTe MpPOAOBXEHHSA AOCNIIKEHHSA
ARGX-113-1802 gnsi BUBYEHHS AOBrOCTPOKOBOI 6€3NeYHOCTI, NEPEHOCUMOCTI Ta ePeKkTUBHOCTI npenapaty
EdrapTtirimog PH20 ans niglwkipHoro BBeAEHHS Yy MAUEHTIB i3 XPOHIYHOK 3anasibHOK AEMIENiIHI3YUO0
noniHenponarieto (X34M)», koa aocnigxeHHs ARGX-113-1902, sepcis 4.0 Big 07 ciuHs 2021 p.; cnoHcop -
argenx BVBA, Belgium/ apgpxeHkc BBBA, benbris

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

17. 3miHa BignoBigasibHOro AocligHMKa B MicLi NpoBeAeHHs K/iHIYHOro BUNPOGYBaHHSA [0 NMPOTOKONY
KMIHIYHOTO  JocnimkeHHs «[poCcnekTMBHE, paHAoMi30BaHe, Miaueb0-KOHTPObOBaHe, MNOABiiHE chine,
GaraTtoueHTpoBe, peecTpauiiHe KiiHiyHe gocnimkeHHs dpasm Il s nopiBHSAHHA Topunanimady (JS001) y
NOEAHAaHHI 3 NieHBaTMHIOOM Ta nnauebo y NoedHaHHi 3 neHBaTMHIGoM Sk Tepanii 1-1 AiHiT Npy NowunpeHil
renarouesntonapHii kapuuHomi (FLUK)», kog gocnigpkeHHs JS001-027-11I-HCC, Bepcis 1.2 Big 02 BepecHs 2020
POKy; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTuLje «AK'IOBIA PAC YkpaiHa»

BYNO CTANNO
O.M.H., TeH. Aupektop Ckopuii A.l. K.M.H., 3aB. Big. Miceuybka M.E.
KomyHasibHe HekomepLiiHe nignpuemcTBo | KomyHanbHe HeKoMepLUiiHe nigNnpUeEMCTBO

«O6nacHUin  LEHTP OHKosorii», OHKOXipypriyHe | «O6nacHWiA  LEHTP  OHKOJOrii»,  OHKOXipypriyHe
BiAAINEHHS ne4viHkM Ta nNigWwayHKOBOT 3a7103K, | BigAiNeHHs nedviHkM Ta  nigwayHKOBOT  3a/103M,
M. XapkiB M. XapKiB

18. Martepianim p[Nns nNauwieHTiB, WO CTOCYIOTbCA [ONOMDKHOIO iHCTPYMEHTY pANA KAiHiYHOro
pocnipkeHHa STABILIZE-CKD - moGinbHoro goaartky nig Hassoto Unify 3.0 Bepcis 1.0 Big 01 6epesHA
2022 poky Ana YKpaiHu YyKpalHCbKOO MoOBOK; OHoBneHa bpouypa pgocnigHuka no npenapary
LOKELMA™ (uuknocunikar LUUPKOHil0 HaTpito), Bepcia 11 Big 05 TpaBHA 2022 poky [0 NPOTOKONY
KMIHIYHOTO  JoCnimkeHHs «MixHapogHe, paHgoMi3oBaHe, MoABiiHe cnine, niaueb0-KOHTPO/IboBaHe
aocnimpkeHHs ®asn 3 3 METOH OLHKM BN/IMBY LMKAOCUIIIKATY LUPKOHIIO HATPilO Ha NPOrpecyroyy XpoHidHy
HUpKOBY HepocTaTHiCTb (XHH) y yuyacHukiB 3 XHH Ta rinepkaniemieto abo i3 pusnkom rinepkaniemii», kog
pocnigpkeHHss D9488C00001, Bepcis 1.0 Big 24 uepBHA 2021 poky; cnoHcop - AstraZeneca, AB, Sweden
3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

19. OHoBneHuii npotokon MS200527_0080, Bepcis 4.0 Big 03 KBiTHA 2022 poky; IHopmaLLiViHWIA TNCTOK
nauieHTa i oopma 3rogun, Bepcia V4.1UKR(uk)1.0 Big 17 TpaBHA 2022 poky, nepeknaj yKpaiHCbKO
MOBOIO Big 24 TtpaBHA 2022 poky; IHcopmauiiiHuii nuctok nauieHTa i dopma 3rogu, Bepcis
V4.1UKR(ru)1.0 Big 17 TpaBHA 2022 poKy, Nepeknag pociicbKko MOBOIO Bifg 24 TpaBHA 2022 poky [0
MPOTOKOMY KAIHIYHOTO AOChifpkeHHs «baraToueHTpoBe, paHOOMi30BaHe, NOABIHE cine, 3 MOABINHOK
iMiTaLli€elo, KOHTPO/IbOBaHE aKTUBHMM NpenapaToM, focnimkeHHsa 11l dpasn, Wwo npoBoANTLCA B NapasiesibHUX
rpynax 3 ouiHkn eekTUBHOCTI Ta 6e3neYHOCTi eBOOPYTUHIOA Y NOPIBHAHHI 3 TEPUGI/TYHOMIAOM B YHACHMKIB i3
peunanByovMM PO3CISSHUM CKIepo30oM», kog, AocnimkeHHs MS200527_0080, sepcis 3.0 Big 19 TpasHs 2021
pokKy; cnoHcop - Merck Healthcare KGaA, HimevunHa



3asBHUK - NignpremcTso 3 100% iHo3eMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

20. OHoBneHwuii npoTokon MS200527_0082, Bepcis 4.0 Big 03 kBiTHA 2022 poky; IHchopmaviiiHnii nMcTok
nauieHTa i oopma 3rogun, Bepcia V4.1UKR(uk)1.0 Big 17 TpaBHA 2022 poky, nepeknaj yKpaiHCbKO
MoBOIO Big 19 TpaBHA 2022 poky; IHcopmauiiiHuii nucTok nauieHTa i dopma 3rogu, Bepcis
V4.1UKR(ru)1.0 Big 17 TpaBHsA 2022 poky, nepeknag pociiicbkolo MoBolo Big, 19 TpaBHsA 2022 poKy 10
MPOTOKOMY KAIHIYHOTO AOChifpkeHHs «baraToueHTpoBe, paHOoOMi30BaHe, NOABiHE cine, 3 MOABINHOK
iMiTaLli€lo, KOHTPO/IbOBaHE aKTUBHMM NpenapaToM, focnimkeHHsa 11l dpasn, Wwo npoBoANTLCA B NapasiesibHUX
rpynax 3 ouiHkn eoeKkTUBHOCTI Ta 6e3neYHOCTi eBOOPYTUHIOA Y NOPIBHAHHI 3 TEpUI/TYHOMIAOM B YHACHMKIB i3
peunanByovMM PO3CISSHUM CKIepo30oM», kog, AocnimkeHHs MS200527_0082, sepcis 3.0 Big 19 TpasHs 2021
poky; cnoHcop - Merck Healthcare KGaA, HimevunHa

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

21. OHoBEeHMii NPOTOKOAN KAiHIYHOrO BUNPOGYBaHHA nonpaBka 5, Bepcia 6.0 Big 07 rpygHAa 2021 poky
aHrniicbKo MoBoo; IHchopmauis Npo gocnigkeHHs Ta popma 3roam ANA AOPOC/INX JIOKa/IbHA Bepcisa
Homep 3.0 AnA YKpaiHu yKpaiHCbKOI0 MOBOIO, AaTa Bepcii 12 KBiTHA 2022 poky Ha OCHOBI MacTep Bepcii
Homep 9.0 Big 03 rpypHsa 2021 poky; IHhopmauia Ta chopma 3rogn Ha HajaHHA AAaHUX BariTHoI
napTHepKu AOPOC/IOro yyacHUKa AocnifpKeHHs foKkanbHa Bepcist Homep 3.0 Ans YKpaiHu YKpaiHCbKOIO
MOBOI0, AiaTta Bepcii 12 kBiTHA 2022 poky Ha ocHOoBi MacTtep Bepcii Homep 4.0 Big 03 rpyaHAa 2021 poky;
Byknet «MociOHUK gna nayieHta», Bepcia 2.0 Big 14.03.2022p. yKkpaiHCbKOIO MOBOIO; IHTepakTUBHUIA
«MocCiGHMK anAa nauieHTta», Bepcia 2.0 Big 27.04.2022p. yKpaiHCbKOO MOBOM; YactuHa 2.1.P [locbe
[OCNiopKYyBaHOrO /likapCcbKoro 3aco6y. MeguuHuia npenapart (Bpasnkyma6), Bepcis 10.0 Big 21 6epe3Hs
2022p.; YactmHa 2.1.S [locb€e p[OCNigKyBaHOro JliKapCbKoro 3acoby. Jlikapcbka pevyoBUHA
(Bpasukymab), Bepcis 7.0 Big 21 6epe3Hs 2022p.; YacTuHa 2.1.P Jlocbe fOCNiAKYBaHOro NiKapCbKoro
3aco06y. Mpenapart nnaueoo (bpasukymas), Bepcis 9.0 Big, 21 6epe3Hs 2022p.; 3anyueHHA HOBOI hopmu
BUNYCKy nnaueo6o y chnakoHax 6mn A0 AocNifpKyBaHOro flikapCbKoro 3acooy bpasukyma6, po3uuH gns
BHYTPIlIHbOBEHHUX iH’€KWUiA, 720 Mr y ¢pnakoHi 6 mn, BUpoGHUuKK: Vetter Pharma-Fertigung GmbH &
Co. KG, Eisenbahnstr. 2-4, Langenargen, Baden-Wuerttemberg, 88085 Germany; FISHER CLINICAL
SERVICES UK LIMITED, LANGHURSTWOOD ROAD, HORSHAM, RH12 4QD, UNITED KINGDOM; Fisher
Clinical Services GmbH, Steinbuhlweg 69, Allschwil, 4123, Switzerland; Fisher Clinical Services Inc.,
7554 Schantz Rd, Allentown, Pennsylvania (PA) 18106-9032, United States (USA); Fisher Clinical
Services PTE LTD, 10 Toh Guan Road #03-11/12, Singapore 608838; Medimmune Ltd (Part of the
ASTRAZENECA GROUP), Aaron Klug Building, Granta Park, Great Abington, Cambridge, CB21 6ET,
United Kingdom; AstraZeneca, Charter Way, Silk Road Business Park, Macclesfield, SK10 2NA, United
Kingdom g0 NnpoToKO/y KAiHIYHOrO AoCnimKeHHs «52-TuxHeBe, baraToLueHTpoBe, paHaoMizoBaHe, NoAgiiHe
cnine, nnauebo Ta aKTUBHO-KOHTPO/SIbOBaHE AoChiMkeHHs, a3n 2b/3 B napanenbHux rpynax i3
6e3nepepBHUM NepexoaoMm MK dpazamu, A5 OUiHKM edpekTUBHOCTI Ta 6e3nekn Bpasnkymady y nauieHTiB 3
xBOpo60to KpoHa Bif, cepefHbLOro A0 BaxXKoro ctyneHs aktmBHocTi (INTREPID Lead-In)», kog, AocnimpkeHHs
D5271C00001 (MonepepHiii kog 3150-301-008), nonpaska 4, Bepcis 5.0 Big 24 ntoToro 2021 pokKy; CnoHcop -
AstraZeneca AB, Sweden

3anBHWK - TOB «<ACTPA3EHEKA YKPATHA»

22. OHOBNEHMIA NPOTOKON KJiHIYHOrO AgocnigxeHHs 3 nonpaBkoto 05, Bepcia 1 Big 21 rpygHa 2021p.,
aHrniicbKkoo moBoo; OCHOBHa iHthopmauia Nnpo gocnimkeHHs | opma iHhopmoBaHoi 3roau, Bepcia 7
Big 12 ciuHa 2022p., aHrniiicbKo MoBOLO; IHhopmauia gna naudieHta i popma iHhopmoBaHOI 3rogu,
Bepcia gna YkpaiHm Ne 7 Big 19 ciuHa 2022 p. (Ha ocHoBi OCHOBHOI iHthopmauii NPo AOCNiAKEHHS i
cthopmun iHchopmoBaHoi 3roan Bepcia 7 Big 12 ciuHA 2022p.) aHrniiicbkoo MoBoo; IHpopmauisa ans
nauieHTa i oopma iHcbopmoBaHoOT 3roau, Bepcia Ne 7 ana YkpaiHu Big 19 ciuHa 2022p. (Ha OCHOBI
OcHoBHoI iHhopMaLii npo gocnimkeHHs i hopmu iHopMoBaHoi 3rogu, Bepcil 7 Big 12 ciuHa 2022p.)
yKpalHCbKOlo MOBOIO; IHhopMmauia ana nauieHta i popma iHhopmoBaHol 3roau, Bepcia Ne 7 ana
YkpaiHu Big 19 ciuHAa 2022p. (Ha ocHoBi OCHOBHOI iH(hopMmauii npo pocnimkeHHA | dopmu
iHdbopMmoBaHoOi 3rogu, Bepcia 7 Big 12 ciuHA 2022p.) pociiicbkolo MOBOK; CKpIiHLWIOTU [opatKy
pocnipkeHHsa EFC16645 Ha moGinbHM npuctpiii (IRB Screens), Bepcia Big 27 nunHa 2021 poky,
YKpaiHCbKOI0 MOBOIO; CKpiHWOTN Aoaatky gocnimkeHHA EFC16645 Ha moGinbHuii npuctpiii (IRB
Screens), Bepcisa Big 24 notoro 2022 poky, poCiiCbKOO MOBOIO; 3HiIMKN eKpaHy 3 nnaHweTta (eCOA)
EFC16033/16034/16035/16645: 9HPT eCOA Tablet Screenshots_ 9-HPT Scores, Bepcia 1.00 Big 29
KBIiTHA 2022, aHrNiiCbKOKO MOBOIO; 3HIMKU eKpaHy 3 niaHweTta (eCOA) EFC16033/16034/16035/16645:
CVLTIl eCOA Tablet Screenshots_ CVLT-ll Scores, Bepcia 1.00 Big 29 KkBiTHA 2022, aHrnilicbKoto
MoBolo; 3HIMKM ekpaHy 3 nnaHweta (eCOA) EFC16033/16034/16035/16645: SDMT eCOA Tablet
Screenshots_ SDMT Scores, Bepcis 1.00 Big 29 kBiTHA 2022, aHrNilicbKkol0 MOBOIO; 3HIMKU eKpaHy 3
nnaHweta (eCOA) EFC16033/16034/16035/16645: T25FW eCOA Tablet Screenshots_ T25FW Scores,
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Bepcia 1.00 Big 29 kBiTHA 2022, aHrNificbkol MOBOK; 3MiHa BignoBiga/ibHOro AocnigHMKa y Micui
npoBeAeHHA KNiHIYHOro BUNPoGyBaHHSA [0 NPOTOKONY KNIHIYHOro JOC/iMKeHHS «PaHaoMi30BaHe noagiliHe
cnine gocnigpkeHHs Il hasn 3 BUBYEHHA edpekTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NOpiBHAHHI 3
nnauebo cepep y4acHUKIB 3 BTOPUHHO-NPOrpecyoynm po3ciaHum ckneposom 6e3 peunamsis (HERCULES)»,
koA pocnipkeHHAa EFC16645, 3 nonpaskoto 04, Bepciga 1 Big 26 nunHAa 2021p.; crnoHcop - Genzyme
Corporation, USA (xeH3aiim KopnopeiwH, CLUA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BY/N0 CTAJIO

| O-M.H., npodp. JloraHoBCbKuiA K.M. | K.M.H MNepuyk I.B.

[JepxaBHa ycTaHoBa «HauioHanbHUA HaykoBuii | epxaBHa ycTaHoBa «HauioHa/IbHUIA  HayKOBUiA
LUeHTp  pagiauiliHoi  MeguuuHM  HaujioHanbHOT | UEHTP  pajiauiiHoi  MeauuuHu  HauioHanbHoi
akagemii - MeguuHUX  HayK  YKpaiHw», Biggin | akajemil  MeAMYHMX  Hayk - YkpaiHu», - Bi4in
pafiauiiiHoi NCUMXOHEBPONOrii IHCTUTYTY KAiHIYHOI | PAAIALIAHOI  NCUXOHEBPOIOTii IHCTUTYTY  KAiHIYHOT
pagionorii Ha 6a3i  BiggineHHs  pagiaujiivoi | pagionorii  Ha  6a3i  Big4ineHHs  pagiauiiHoi
ncuxoHeBponorii, M. Kuis ncuxoHesponorii, M. Kuis

23. OHOBNEHUII NPOTOKO/ KIiHIYHOro BUNpPOOYyBaHHsA, Bepcia 9 Big 28 nwTtoro 2022 p.; Popma
iHcbopmoBaHoOi 3roau Bepcia 9.0 aAnA YKpaiHu YKPaiHCbKOIO Ta POCiiCbKoo MmoBaMu Big, 11 KBiTHA 2022
p. Ha ocHoBi mopgenbHoOi chopmu iHhopmoBaHOI 3roan AnAa pocnimpkeHHa G040241 (IMpower030)
Bepcis 9 Big 28 noToro 2022 p. 40 NPOTOKOY KAiHIYHOTrO BUNpPobyBaHHSA «loABiliHe chine, 6araToLeHTpoBe,
paHgomizoBaHe pgocnigpkeHHsa I dasn ans ouiHkM eddeKTMBHOCTI Ta 6e3neku Heoaf'toBaHTHOI Tepanil
aTesonisymabom abo nnauebo B kOMOGIHaLi 3 XiMioTepanielo Ha OCHOBI NpenapariB NAaTuHY y NauieHTiB 3
onepabdensHNUM HegpiGHOKNITUHHMM pakoMm fereHs 1, 111A i Bu6ipkoso IIIB cTagii», kog gocnigpkeHHa GO40241,
Bepcis 8 Big 12 cepnHA 2021 p.; cnoHcop - d.XoddmaHH-/1a Pow /114, LBeliyapis

3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNOBIAa/IbHICTIO «PoL YkpaiHa»

24. OHOBJ/EHUI MNPOTOKON KJiHIYHOrO BUNPOGYBaHHA, Bepcia 8 Big 18 ciuHa 2022 p.; Popma
iHcbopmoBaHoi 3rogu Bepcisa 10.0 gnsa YKpaiHy YKpaiHCbKOIO Ta pOCiiicCbKOl0 MmoBaMu Bifi 29 KBiTHA 2022
p. Ha ocHoBi MmogenbHOI chopmu iHchopmMOBaHOI 3rogu ana gocnimpkeHHs BO28984, Bepcia 12 Big 18
ciuHA 2022 p.; OHoBneHi po3ginu 2.1.S.2.1 «BupoGHuk(un)» (S.2.1_cmc376453), 2.1.5.2.3 «KoHTpOb
MartepianiB» (S.2.3_cmc380348), 2.1.5.4.4 «AHanisau cepii» (S.4.4_cmc379896), 2.1.P.3.1
«Bupo6Huk(n)» (P.3.1_cmc389881) aocbe AocnigxkyBaHOro nikapcbKoro 3aco6y AeKTUHI6 [0
NMPOTOKONY KNIHIYHOTO AOC/iAKeHHA «PaHAoMmizoBaHe, G6araToueHTpoBe, hasu 3, BigKpuUTe AOCNILKEHHS
QNEeKTUHIOY Yy MOPIBHAHHI i3 KPU3OTMHIOOM MNpW JliKyBaHHI NOLIMPEHOTO HeApPiOHOKIITUHHOIO paky JereHsb,
MO3UTUBHOIO A0 KiHa3n aHannacTUYHOI 1iMGIOMM, 3 NPUBOAY SKOrO paHille He NPOBOAUIOCS NiKyBaHHSA», KOL,
pocnimpkeHHa BO28984, sepcisa 6 Big 04 nuctonaga 2019 p.; cnoHcop - «®. XodhdmarH-/1a Pow J11a» (F.
Hoffmann-La Roche Ltd), LBeiiyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISAIBHICTIO «Pow YkpaiHa»

25. OHOBJ/IEHUIA NPOTOKOJ KiiHIYHOro Bunpo6yBaHHA XL184-312, nonpaBka 4.0 Big 28 6epe3Ha 2022
POKy aHrniicbkoro MoBoto; Bpowypa gocnigHuka npenaparty Tecentriq (atezolizumab), Bepcis 18 Big
nunHa 2021 poKy aHrnincbkolo MoBok; flonoBHeHHsi Nel Big cepnHs 2021 poKy go Bpowypu
pocnigHuka npenaparty Tecentriq (atezolizumab), Bepcis 18 Big nvnHA 2021 poKy aHrNilicbKoo MOBOIO;
OCHOBHWMII iHhopMauLiliHMiA NMCTOK NauieHTa Ta popma iHchopMoBaHOI 3roau AnA YKpaiHu, Bepcia 9.0
Bif 07 KBiTHA 2022 poKy YKpPaiHCbKOLO, POCI/iICbKOIO Ta aHrNifiCbKOK MOBaMU A0 NPOTOKOY K/iHIYHOrO
JocnimpkeHHa «PaHgomi3oBaHe, KOHTPOIboBaHe JochigpkeHH:A ha3u 3 Kabo3aHTiHiOy (XL184) y koMbiHau,i 3
ATe3onizymaboMm rnopisHAHO i3 CopadyeHidboM y NauieHTIB i3 NOLMPEHOI renaToLestoNPHO KapLMHOMOLO,
AKi He OTPUMYBa/IN NOoMepesHI0 CUCTEMHY NPOTUNYXIMHHY Tepanito», Ko AocnigxeHHa XL184-312, nonpaska
3.0 Big, 14 TpaBHA 2021 p.; cnoHcop - Exelixis, Inc., CLUA

3aaBHnKk - TOBAPWUCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

26. OHOBJ1IEHMIA MPOTOKON K/liHIUHOrO BUNpo6yBaHHA MK-7339-008, 3 iHkopnopoBaHoto nonpaskoto 05
Big 18 niotoro 2022 poKy, aHrnilicbkolo MoBolo; IHhopmaLis Ta JOKYMEHT nNpo iHhopmoBaHy 3roay
ANna nauieHTa, YkpaiHa, MK-7339-008, Bepcisa 6.00 Big 06 TpaBHA 2022 p., YKpaAiHCLKOKO MOBOIO;
IHhopMauia Ta AOKYMeHT npo iHhopMoBaHy 3rofay ANA nauieHTa, YkpaiHa, MK-7339-008, sepcis 6.00
Big 06 TpaBHsA 2022 p., pOCiiCbKOIO MOBOL0; 36i/IbLUEHHSA 3anN/1IaHOBAHOI Ki/IbKOCTi AOCNigKyBaHNX AN



BCbOro K/iHiYHOro BMnpooGyBaHHsA (y cBiTi) 3 732 po 857 oci6 40 NPOTOKONY KNiHIYHOTO BUNPO6YBaHHSA
«ocnimkeHHs 1l pasn gns neméponisymady y kombiHaLil 3 kapbonnaTnHom / TakcaHoM (naknitakcesn abo
Hab-nakniTakcesn) 3 nojasibliMM BBeAEeHHAM nemo6ponizymady y kombiHauii 3 NigTpUMyro4mMM MikyBaHHAM
onanapnbom abo 6e3 HbOro B AKOCTI Tepanil nepLlol AiHii y nauieHTiB i3 MeTacTaTUYHUM M1I0CKOK/TITUHHUM
HeApiGHOKNITUHHUM pakoM nereHis (HAKPM)», kopg pocnimkeHHs MK-7339-008, 3 iHKOprnopoBaHO
nonpaskoto 04 Big 22 xoBTHA 2021 poky; crnoHcop - «Mepk LWapn EHg Jloym Kopn.», AoYipHE NignpueMcTBo
«Mepk EHZ Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

27. OHoBneHui MpoToKON KhiHiuHOro BUNpoGyBaHHA G0O29527, Bepcia 10 Big 03 ntotoro 2022 p.,
aHrniicbkol MoBoo; IHchopmauia ana nayieHTa i hopma iHhopmoBaHoi 3roau, Bepcisa 14 gns YkpaiHu
aHrnificbKkor MoBOIO Big, 21 KBiTHA 2022 p.; IHchopmauis ansa nauieHTa i popma iHhopMmoBaHoOi 3roaum,
Bepcia 14 ana YkpaiHu yKpaiHCbKOIO MOBOIO Bif, 21 KBiTHA 2022 p.; IHchopMmauis ansa nauieHTa i popma
iHbopmoBaHoi 3rogun, Bepcia 14 ans YkpaiHu pociiicbKoo MOBOIO Bif, 21 KBiTHA 2022 p. f0 NPOTOKO/Y
KMIHIYHOTO JoCnimkeHHA «34 dhasa, BigkpuTe, paH4oMi3oBaHe AOCNIMKEHHA ONA OUiHKM eeKTUBHOCTI Ta
6e3nekn npenapaty ATe3sonisymad (ANTI-PD - L1 aHTUTINO) B NOPIBHAHHI 3 ONTUMa/ILHOK NiATPUMYHYOH0
Tepanieto nicnsa af’toBaHTHOT XiMioTepanil OCHOBaHOT Ha LiucniiaTuHi y nauieHTiB 3 NOBHICTIO pe3ekTabenibHUM
HeapiGHOKNITUHHUM pakoM nereHb IB-1IIA cTapgii», kof pocnimpkeHHs GO029527, sepcia 9 Bif 17 KBITHA
2021 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland («®. XochdmaHH-/15 Pow J1T4», LUBeiiyapis)
3anBHUK - ToBapucTBo 3 O6MexeHo BianosiganbHicTio «KOHTpaKTHO-A0CiAHMLBKA opraHizauis IHHoPapm-
YkpaiHa»



