Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 35 Big 03.11.2022, Ha siki 6y OTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. 3miHa Ha3Bu Ta agpecu CnoHcopa; Bpowypa gocnigHuka AOCAIAKYBAHOIO JliKapCbKOro 3acooy
MK-3475, BuaaHHA 22 Big 13 TpaBHA 2022p., aHrnilicbKkoto moBoto; MK-3475-811, YkpaiHa, Bepcis 10 Big,
14 nunHa 2022 p., yKpalHCbKOK MOBOO, iH(popMmauia Ta AOKYMEHT npo iHhopmoBaHy 3rogy Ans
nauieHTa; 3miHa HasBuM MicusA NpoBefeHHA KNIHIYHOro BUNpoGyBaHHA; 3MiHa BignoBiAa/IbHOroO
JocnigHuKa Ta Ha3BU MicLiAl NPOBeAEHHSA K/iHIYHOro BUNPOGYBaHHA; 3pa3oK MapKyBaHHS J1iKapCbKOro
3aco06y Fluorouracil Benda Vial, Bepcia 2.0 Big 05 nunHa 2022 p., aHrNifiCbKOO Ta YKPaiHCbKOK
MoBamu; 3pa3oK MapKyBaHHA Jlikapcbkoro 3aco6y Fluorouracil Benda Kit, Bepcia 2.0 Big 05 nunHsa
2022 p., aHI1IiACbKOIO Ta YKPATHCbKOKO MOBaMu; 3pa3oK CMpPOLEeHOro MapKyBaHHSA 3apeecTPpoOBaHOro B
YKpaiHi nikapcbKOro 3acob6y, AKuii 3acCTOCOBYETbLCA B K/liHiUuHOMY BUnpo6yBaHHi MK-3475-811, Bepcis
2.0 Big 09 cepnHA 2022 poOKYy, YKPAiHCbKOKD MOBOK [0 MPOTOKO/Y KAIHIYHOTO AO0CAIAKEHHS
«PaHgomizoBaHe, Il ¢hasu, noggiiHe cnine AocnimKeHHs KOMmOGiHauil TpacTysymaby, ximioTepanii Ta
nemoponisymady y nopiBHAHHI 3 KOMGiHaLjielo TpacTy3dyMmaby, XimioTepanii Ta nnauebo sk Tepanii nepLuot
NiHiT 'y nauieHTiB 3 HER2-NO3MTUBHOK MeTacTaTUYHOK afeHOKapUMHOMOK LWAYHKY abo  LW/1yHKOBO-
cTpasoxigHoro 3'egHaHHsa (KEYNOTE 811)», kog, gocnigxeHHs MK-3475-811, 3 iHKOpNopoBaHOK NONpaBKoo
08 Big 07 kBiTHA 2022 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», AodipHe nianpnemctso «Mepk EHA Ko.,
IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

BYNO CTA/IO
«Mepk LWapn eHa Jdoym Kopn.», podipHe | TOB Mepk Llapn eng Aoym (Merck Sharp &
nignpnemcteo «Mepk eHp Ko., IHk.», CLUA, | Dohme LLC)

(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA),
Appeca: Mepk [paiiB, 1, nowtoBa CKpMHbKa 100,

Appeca: 126 Ict JliHkonbH aBeHlo, n/ic 2000,
PaBeii, Hblo [xepci, 07065, CLUA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,

M. Baiitxayc-CreliwH, wrtat Horo-Mxepci, 08889- | USA)
0100, CLUA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,

USA)

BYJ10 CTAJIO

K.M.H. TpyxiH [.B.

KomyHanbHe HekoMepuiliHe NigNPUeEMCTBO
«OpecbKuin perioHanbHWii KNiHIYHNA
NPOTUNYX/IMHHUIA UeHTpP» OpfecbKoi 06GnacHOoi
paaum, BigaineHHs ximiotepanii, M. Ofeca

K.M.H. TpyxiH [.B.

KomMmyHanbHa yctaHoBa «OpecbKuii oGnacHwii
OHKOJIOTiYHMI AucnaHcep», cTalioHap AeHHOro
nepe6yBaHHA ANcnaHcepHO-NoNiIKNiHIYHOro
BiggineHHs, M. Ofgeca

BYNO CTA/O

3aB. BigaineHHs InbiH €.0.

A.M.H. Ckopuii A.l.

KomyHasibHe HeKoMepLUiiHe nignpuemcTBo | KomyHasnbHe HekomepLinHe nignpUeEMCTBO
«O6nacHUA  LEeHTP OHKOJOriT», OHKOXipypriyHe | «O6nacHWiA LEHTpP OHKO/Orii», OHKOXipypriyHe
BiAQiNEeHHA LWAYHKOBO - KULIKOBOrO TPaKTy, | BiaAineHHA opraHiB 4YepeBHOI MOPOXHUHMU,
M. XapkiB M. XapkiB

2. bpowypa pocnigHuka JNJ-61186372 (AmiBaHTamMa0), BuaaHHa 8 Big 08.07.2022 p.; Bpouwypa
pocnigHuka JNJ-73841937 (Na3epTiHi6), BuAaHHA 11 Big 07.07.2022 p.; 3a51y4eHHs1 HOBUX BUPOOGHUYNX
pinsHok ana ON3 AmiBaHTama6, po3uuH, 50 mr/imn: Janssen Biotech Inc, CLUA; Biogen Inc, CLUA;
Bioreliance corporation, CLLUA; Janssen Biologics B.V., Higepnangu; Eurofins Biopharma Product
Testing Ireland Limited, IpnaHpgif; 3anyyeHHsAs HOBMX BUPOOHMUMX AiNAHOK ana AN13 Jla3epTiHio,
TabneTkn, 80 mr, Ta BignosigHoro naaue6o: Yuhan Chemical Inc., Kopeiicbka pecny6nika; Johnson &
Johnson Private Limited, IHgif; Eurofins Pharma Quality Control — Les Ulis, ®paHuif; Eurofins PHAST
GmbH, HimeuunHa; 3anyuyeHHAA HOBUX BUPOGHUUUX AinsHOK ana A/13 OcumepTuHI6, kancynu, 80 mr ta
40 mr, Ta BignosigHoro nnaue6o: Johnson&Johnson Private Limited, IHgifa; Eurofins Pharma Quality
Control - Les Ulis, ®paHuia; Eurofins PHAST GmbH, HimeuunHa 0 npoToKoNy KAIHIYHOIo AOCAiAKEHHS
«PaHaomi3oBaHe K/iHiuYHe gocnimpkeHHs Pa3n 3 koMbiHoBaHOT Tepanii AMiBaHTamaoom Ta JlazepTiHiGom y
NOPIBHAHHI 3 OCMMepPTUHIOOM Ta Yy NOPIBHAHHI 3 Jla3epTiHiGoM AK NepLuoT NiHil Tepanii y naujieHTiB 3 MicLeBo-
nowmnpeHnm abo metactaTUYHMM HePiIGHOKNITUHHUM PaKoM fiereHb 3 MyTallielo peuenTopiB enigepMasibHOro



thaktopa pocty (EGFR-MmyTauieto)», kog gocnigpkeHHs 73841937NSC3003, 3 [Nonpaskoto 2 Big, 23.09.2021 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris
3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

3. OHOB/EeHWI MNPOTOKO/ K/iHIYHOTO BUNPOGYyBaHHA, Bepcia 8.0 Big 08 nuctonaga 2021 poky,
BK/IlOYaloun nonpaBku 1-7.2 aHrNiicbKO MOBOIO; OHOBJ/IEHWIA KOZOBaHU HOMEpP MNpPOTOKOMY
KMiHiuyHOro Bunpo6yBaHHA -Debio 1143- SCCHN-301 MS202359_0006; 3miHa CnoHcopa KniHiyHOro
BUNpoOyBaHHA 3 komnaHii Debiopharm International S.A., Switzerland (LLUBeiiyapiss) Ha KOMMaHiO
Merck Healthcare KGaA («Mepk Xenckea KraA»), HimeuunHa; OHOBneHa Gpolwiypa gocnigHuka gns
npenapary Xevinapant, Bepcia 14 Big 14 xoBTHA 2021 poKy aHrniiicbkoo MoBOIO; OHOB/IEHEe AOChE
[ocnigkyBaHoro iikapcbkoro 3aco6y Xevinapant, Bepcisi 2.0, xoBTeHb 2021 aHrilicbKolo MOBOWO;
OHOB/EeHe chnpolleHe A[O0CbE ANs npenapary Kap6éonnaTuH, Bepcia 2.0, xoBTeHb 2021 poky
aHrniricbkoo MoBol; OHOBNEHe cnpoLeHe AOCbE A/ Npenapaty uucnaaTuH, Bepcis 2.0, )XOBTEHb
2021 poKy aHrnificbkoo MoBoLo; OHOBIeHWIi iHhopmauiiiHuii TNCTOK | hopma 3roau ANA OCHOBHOIO
JocnimpkeHHA, Bepcia 4.1.0 ana YkpaiHu Big 16 nuctonaga 2021 poky aHrNificbKo, POCiiicbKo Ta
YKpaiHCbKOI0 MoBaMu; OHOoBNeHwuii iHhopmaLifiHWA NMCTOK Ta hopMa 3rogu ANns BariTHOI NapTHEPKK,
Bepcia 2.1.0 gna YkpaiHu Big 16 nuctonaga 2021 poKy aHrnilicbKOK, POCIACHKOIO Ta YKPAiHCbKOIO
MoBamu; OHoBneHu Mangemia COVID-19 iHchopmauniiiHnii nucTok i coopma 3roau, Bepcia 4.1.0 gns
YKpaiHu Big 16 nuctonaga 2021 poKy aHIMilicbKOL0, POCIICHLKOIO Ta YKPaiHCbKOI MoBaMu; OHOBeHWA
iHchopmauiiiHuin NnucToK | hopma 3rogun Ha NpoBefEeHHA HEOGOB’AI3KOBOIO MPOrHOCTUYHOIO aHasli3y Ha
Giomapkepu, gogatok A, Bepcia 2.1.0 gna YkpaiHu Big 16 nuctonaga 2021 poKy aHrAiiCbKoLo,
POCIlicbKOIO Ta YKpaiHCbKO MoBamMu; OHoOBieHuMi iHchopmauiiHuiA nucTok i cdopma 3roam Ha
npoBefeHHss HEOGOB’A3KOBOro hapMaKkoreHeTMYHOro aHanisy, noaarok b, Bepcia 3.1.0 agna YkpaiHu
Bif 16 nuctonaga 2021 poKy aHriliCbKOI, POCIICbKOIO Ta YKpaiHCbKOKO MoBamu; OHOBJ/IEHa KapTka
yuyacHuka Komnadii TrilynX, Bepcia 2 ana YkpaiHu Big 27 XoBTHA 2021 poky pocilicbkol Ta
yKpalHCbKOlo MoBaMu; OHOB/leHa 6poliypa ansa nauieHTa komnadii TrilynX, Bepcia 2 gna YkpaiHu Bipg,
11 xoBTHA 2021 poKy poOCiiiCbKOK Ta YKpaiHCbKOl MoBamu; OHOBJ/IEHWI NOCTep A/1A nauieHTa
komnadii TrilynX, Bepcia 2 gna YkpaiHu Big 11 »xoBTHA 2021 poOKy pOCIfiCbKOIO Ta YKpaiHCbKOIO
MoBamMu; OHOBJIeHe BiTaJibHe KepiBHULTBO Ta rpadik Bi3WUTIB 3i WOAEHHUKOM yyacCHUKa KOMMaHil
TrilynX, Bepcia 3 gna YkpaiHu Big 11 xoBTHA 2021 poOKy POCIACLKOIO Ta YKpaiHCbKOI MOBamu;
OHOB/EHi 3pa3ku MapKyBaHHA npenapaTiB AOCNiMKEHHS YKpaiHCbKOK MoOBOIO, Bepcia 1.0 Big 16
Gepe3HAa 2021 p.; 3anyvyeHHsA HOBUX BUPOGHUKIB [OC/iAKYyBaHOro snikapcbKoro 3aco6y - Merck
Healthcare KGaA, Germany (HimeuuuHa) Tta Fisher Clinical Services, Germany (HimeuyuunHa);
3anyueHHA [OAATKOBOI Ha3BU AOCAiAKYBaHOro sliKapcbKoro 3aco6y - Xevinapant (Debio 1143) go
NPOTOKONY  KMiHIYHOrO  AocnipkeHHs «PaHgomizoBaHe, nofgiiHe cnine, nnaue60-KoOHTpPosiboBaHe
pocnimpkeHHs casn 3 Ana BUBYEHHs npenapaty Debio 1143 B komb6iHauii 3 ximioTepani€eld Ha OCHOBI
npenapaTis NaTMHW Ta NPOMEHEBOID Tepanieln 3 MOAY/NIbOBAaHUM 3@ IHTEHCUBHICTIO MYYKOM i CTaH4APTHUM
hpakuioHyBaHHAM Y NauieHTIB i3 MiCLLeBO PO3NOBCHOIKEHOI MOCKOKAITUHHOK KapLMHOMOK FO/10BM Ta LUKT,
Lo BigMNoBigaloTb KpUTEpiaM ANna pajvkanbHoi xiMionpomeHesoi Tepanii (TrilynX)», kog [OCNIOXKEHHS
Debio1143-SCCHN-301, Bepcia 7.0 Big 28 yepsHa 2021 poky; cnoHcop - Debiopharm International S.A.,
Switzerland (LUseiiyapis)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

4. Bpowypa gnsa gocnigHuka 3 npenapaty Hipanapu6, pegakuia Nel4 Big 21 uepBHs 2022 p.; CnpoujeHe
Aocbe pocnigxKyBaHOro nikapcbkoro 3acooy (sIMPD) Hipanapu6, kancynm 100 mr: Mopgynb
«HAkicTb/Quality», pepakuyia 1 (RPS-QUAL-215019 v1.0) g0 npOTOKONY KAIHIYHOMO  AO0CAIAKEHHS
«PaHpomizoBaHe noagiiiHO cnine nnaueb0-kOHTPO/IbOBaHe GaraToLEeHTPoBe AOCMIMKEHHSA 3 ddasmn 3 OLiHKK
nigTpMMytoyoi Tepanii HipanapuoomM y NauieHTOK i3 MOLWMPEHNM PAKOM SEYHUKIB, Y SIKMX BY/10 3apeecTpoBaHo
BiAMNOBIAb Ha Tepanito NepLuoi MiHiT i3 3acTOCyBaHHAM XiMioTepaneBTUYHWUX NpenapartiB Ha OCHOBI M1aTUHUY,
kog, pocnimxkeHHs PR-30-5017-C, pegakuisa 7.0 3 Monpaskoto Ne06 Big, 28 ciuHA 2022 p.; cnoHcop - «TECAPO
IHkopnopeliTea», CLUA

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO "Ml EC AN-YKPAIHA"

5. Bpowypa pocnigHuka pns AocnigpKyBaHOro nikapcbkoro 3aco6y CNTO1959 (rycenbKymao),
BuaaHHA 14 Big 29 cepnHA 2022 poky; Jiuct-nepenik marepianis, siki 6yayTb HagaHi nauieHTam ansa
BuKopuctaHHa Bpoma (CNTO1959PSA3004 Material provided to patients for at home IP
administration), Bepcia 2.0 Big 01 BepecHs 2022 poKy, aHrNiliCbKOKO MOBOK [0 MPOTOKOJY KiHIYHOrO
pocnigxeHHsa «PaHgomizoBaHe, noggiiHe cnine, nnauebo-KoHTposiboBaHe, 6araToLeHTpoBe focnimkeHHs 3b
hasmn 3 METO0 OLHKM eheKTUBHOCTI Ta 6e3nNeYHOCTi NiALWKIPHOro BBEAEHHS Tyce/lbKyMaoy A1 3MEHLLEHHS
O3HaK i CUMNTOMIB Ta CMOBI/IBHEHHA PEHTIEHOMNOMNYHOT NPOrpecii y nauieHTiB 3 akTUBHUM MCOpiaTUYHUM

2



apTpuTom», KoZ focnifxeHHs CNTO1959PSA3004, nonpaska 2 Bif 04 TpaBHs 2022 poky; CnoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH ®apmalesTuka HB, Besnbris
3asBHuK - TOB «MAPEKCEJ YkpaiHa»

6. 3miHa micusa npoBegeHHA BUNPOOYBaHHA 40 NPOTOKOJTY KAIHIYHOIO AOC/iMKEHHS «BigkpnTe po3wmpeHe
JocCnipKeHHs eTpaciMoAy B NauieHTIB i3 aKTUBHUM BUPA3KOBUM KOJITOM Bif, NOMIPHOIO [10 BaXKOrO CTyNneHs
TSDKKOCTIi», koA pocnimkeHHs APD334-303, 3 iHkoprnoposaHow nonpaskoto 3.0 Big 07 TpaBHA 2021 poky;
crnoHcop - «ApeHa PapmachkioTikans, IHK.» (Arena Pharmaceuticals, Inc.), United States

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

BYJIO CTAJIO

nikap Ckubano C.A. nikap Ckubasno C.A.

KomyHanbHe HekomepLiiHe nignpuemcTeo | KomyHasibHe HekomepLiiHe nigNpUeEMCTBO
«KuiBcbka  Micbka  KniHiyHa  nikapHs  Nel» | «KuiBcbka  Micbka — KniHiYHA — nikapHa — Nel»
BMKOHaBYOro opraHy KuWiBCbKOI MiCbKOI pagn | BUKOHaBYOro opraHy KuiBCbkOi  MiCbKOi  pagn
(KviiBcbkoi  MicbKoi  gepxaBHOI  agMmiHicTpauir), | (KUiBCbKOI  MiCbKOI  AepxaBHoi  agMiHicTpal,ii),
TepaneBTUYHe BigaineHHA Ne2, m. Kuis BiAgfiNneHHs KNiHiYHNX pocnipkeHb Ha
cneuydoHai, M. Kuis

7. OHOBNEHUiI NPOTOKO KiiHiUHOro BUNpo6yBaHHA MK-3475-426, 3 iHkopnopoBaHOIO nonpaskoto 21
Big 30 cepnHA 2022 poKy, aHrIiicbKo MOBOLO; IH(hopmauis Ta JOKYMEHT nNpo iHhpopmMoBaHy 3rogy
nauieHTa, Bepcia 13.0 ansa Ykpainu Big, 19 cepnHsa 2022 p., yKpaiHCbKOK MOBOIO [10 MPOTOKOS1Y K/iHIYHOIo
pocnipkeHHs «PaHgomisoBaHe, BigkpuTe pocnimkeHHs |l dasm gna ouiHkM edekTMBHOCTI Ta 6e3neku
nem6ponisymaby (MK-3475) B koMOGiHaLii 3 akCiTiHIGOM B MOPIBHAHHI 3 MOHOTEpani€l CYHITIHIBOM Sk
NiKyBaHHsS1 MepLUoi AiHii y NaujieHTIB 3 NOKa/IbHO NPOrpecyrydod abo MeTacTaslytuow CBIT/IOKNITUHHOK
KapumHomoto Hupkn (KEYNOTE-426)» , kog gocnigpkeHHs MK-3475-426, 3 iHKOpnopoBaHOK nonpaskot 20
Big 13 nunHs 2021 poky; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asiBHUK - TOBaApUCTBO 3 06MEXEHOH0 BignoBigasbHICTIO «MC/, YkpaiHa»

8. OHoBneHHA TMpoTokony KhiHiuHoro aocnimkeHHs J2G-MC-JZJX, Bepcia 3 nonpaBkoto (e) Big 8
6epe3Ha 2022 poky; OHoBneHHs [poTokony KhiHIYHOro AocnimkeHHa J2G-MC-JZJX, Bepcisa 3
nonpaskoto (f) Big 03 cepnHa 2022 poky; OHOBNeHHA Bpowypu agocnigHuka [OCAIAKYBAHOro
nikapcbKoro 3aco6y Big 08 cepnHAa 2022 poky; OHoBMeHHA IHopMauil ANA nauieHTa JOoCnifKeHHsA Ta
®dopmu IHchopMoBaHOi 3roau ANA yyacTi y AOCNiMKEHHI 411 BUKOPUCTaHHA B YKpaiHi YKpalHCbKOIO
MoBolto, Bepcis 3.0 Big 05 BepecHs 2022 poky; OHOoBNeHHA IHpopmauiil Ansa nauieHTa gocnigpKeHHa Ta
®dopmun IHhopmoBaHoi 3rogn gns y4vacTti y AOCNimKEHHI A1 BUKOPUCTAHHA B YKpaiHi pocCilicbKolo
MoBolto, Bepcisa 3.0 Big 05 BepecHA 2022 poky; OHoBeHHA IHhopmauiil ona nayieHTa gocnigKeHHA Ta
®dopma IHhopmoBaHoi 3rogun Ana yyacTi y npoueaypi nonepeaHbLoro Bigoopy Ao gocnigkeHHA ans
BUKOPUCTAHHA B YKpaiHi yKpaiHCbKO MoBO0, Bepcia 3.0 Big 09 BepecHs 2022 poky; OHOBJ/IEHHA
IHcbopmauil gna naudieHTa gocnimkeHHs Ta ®opma IHchopmoBaHOi 3rogu gnsa ydacti y npouenypi
nonepeaHbLOro BiA60PY A0 [OCNIAKEHHA A1 BUKOPUCTAHHA B YKpaiHi pociiicbkolo MoBoOto, Bepcis 3.0
Big 09 BepecHAa 2022 poky; OHoBneHHA IHdopmayii ana nauieHTa AocCnNifKeHHA Ta dopma
IHbopMoBaHoI 3roan AN nepexoay Ha iHWe NiKkyBaHHA B paMKax AocnifKeHHs 411 BUKOPUCTaHHA B
YKpaiHi ykpaiHCcbKol0 MOBOW, Bepcis 3.0 Big 05 BepecHA 2022 poky; OHOBneHHA IHhopmauii ana
nauieHTa gocnigpkeHHsa Ta Popma IHcpopmoBaHoOi 3rogu oA nepexogy Ha iHwWe JlikyBaHHA B paMKax
[OcCnipKeHHsA AN BUKOPUCTaHHA B YKpaiHi pociiicbkolo moBoto, Bepcif 3.0 Big 05 BepecHA 2022 poKy
00 NpPOTOKOMY KIHIYHOrO pgocnipkeHHs «LIBRETTO 432: lMnauebo-kOHTPOsibOBaHe MOABiiHe criine
paHAoMmi3oBaHe AoCAiMKeHHS 3 hasu A1 OLiHKM aa’'loBaHTHOT Tepanii cennepkaTUHIGOM Micas pagankasibHOT
JIOKOperioHapHoi Tepanii y nauieHTiB 3 HeApiOHOKMITMHHMM pakoMm nereHi ctagii IB—IIIA 3 HasBHICTIO
riGpuagHoro reHa RET», kog gocnimkeHHs J2G-MC-JZJX, Bepcis 3 nonpaskoto (d) Big 21 TpasHsi 2021 poky;
cnoHcop - Eni Ninni eng Komnari, CLUA / Eli Lilly and Company, USA

3aaBHuK - «Eni Ninni Boctok CA», LUBeliyapis

9. IHchopmaunia ansa nauieHTa Ta Popma iHhopmoBaHoi 3roam — MpoTokon 42756493BLC3001, Bepcisa
8.0 ykpalHCbKOIO MOBOKW AnA YKpaiHu Big 15.09.2022; IHdopmauis gns nauieHta ta dopma
iHhopmoBaHoi 3rogu — MNpoTokon 42756493BLC3001, Bepcis 8.0 pociiicbkol MOBOIO A/lA YKpaiHu Big,
15.09.2022; Bpowypa pocnigHuka EppadciTiHio (IJNJ-42756493), BugaHHa 11 Big 26.05.2022p. go
NPOTOKOMY K/TIHIYHOrO AOCAIMKEHHA «[JocnimKkeHHs 3 ha3n Aaa ouiHkM eppaddiTiHiGy y NOPIBHAHHI 3
BiH(p/IyHIHOM ab60 JoueTakcesioM UM NemoposnisymaboM Yy MauieHTiB 3 MOLWUPEHOK ypoTesiasibHOK
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KapuuHOMOIO Ta OKpeMUMU reHeTUYHUMKU abepauismu peuenTopiB pakTopy pocty ibpobnacTiB», KoA,
pocnipkeHHn 42756493BLC3001, 3 nonpaskoto 5 Big 25.03.2021 p.; cnoHcop - AHcceH PapmaueBTuka HB,
Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

10. MaTtepianu ansa nauieHTiB: EQ-5D-5], AHKeTa WoA[0 cTaHy 300pOB’s, Nepeknaa Ha yKpaiHCbKY MOBY
Ans YkpaiHu Big 2010 poky, yKpaiHCbKOio MOBOO; EQ-5D-5I, ONpoCHUK O COCTOSIHUU 340pPOBbS,
Bepcus Ha pycCKOM fi3blKe aisl YKpavHbl Big 2010 pokKy, pOCiiCbKOK MOBOK [0 NPOTOKO/TY KAiHIYHOro
AocnimpkeHHs «PaHaomizoBaHe, noAgiliHe cnine, nnaye60o-KOHTPOIbOBaHE KNiHiuHe gochimpkeHHs dasu Il gns
OLiHKN eheKTUBHOCTI Ta 6e3Ne4YHOCTi KoGiToniMoAy SK iHAYKUINHOT Ta NigTpMMytodoi Tepanii B y4acHUKIB 3
aKTVBHUM NiBOGIYHMM BMPA3KOBMM KOMITOM MOMIPHOrO abo TSXKOro nepebiry», kod AOCNiAKEHHS
CSUC-01/21, Bepcia 2.1 Big 09 uepsHA 2021 poky; cnoHcop - IHOekc ®apmactoTikan3 Ab, LUBeuisa / InDex
Pharmaceuticals, Sweden

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

11. InchopmauiiiHniAi nuctok naudieHta i ®opma iHopmoBaHoi 3rogu (/TN PI3), aganToBaHa ANA
YkpaiHu Bepcia 3.3 Big 24 oBTHsA 2022 p., wo ocHoBaHa Ha /TN ®I3 ana Bcix kpaiH okpim CLUA,
Maiictep Bepcii 3 Big 06 nunHa 2021 p., aHrniiicbkoi MOBOO; IHhopmauifiHnii TMCTOK NalieHTa i Popma
iHcbopmoBaHoi 3rogu (/1M ®I3), aganToBaHa AnAa YkpaiHu Bepcia 3.3 Big 24 xoBTHA 2022 p., wo
ocHoBaHa Ha /TN ®I3 gna Bcix kpaiH okpim CLUA, maiictep Bepcii 3 Big 06 nunHAa 2021 p. Nepeknag, 3
AHrNINCbKOTI Ha YKpaiHCbKYy MOBY 26 XOBTHA 2022p.; IHchopmauiiHuiA NUCTOK nauieHTa i dopma
iHcbopmoBaHoi 3rogu (/1M ®I3), aganTtoBaHa AnAa YKpaiHu Bepcia 3.3 Big 24 xoBTHA 2022 p., wo
ocHoBaHa Ha /TN ®I3 gna Bcix kpaiH okpim CLUA, maiictep Bepcii 3 Big 06 nunusa 2021 p. Mepeknag 3
aHrNifcbKoi Ha pocilicbkky MoBY 26 XOBTHA 2022p. [0 MpOTOKO/lY KAIHIYHOTO  AOC/iAKEHHS
«PaHpomizoBaHe, nopgiliHe cnine, 6araToHauioHanbHe, 6araToueHTPOBe AOCNIMKEHHS ANS MOPIBHAHHSA
edpekTMBHOCTI, 6e3nekn Ta iMmyHoreHHocTi TVB-009P Ta pgeHocymaby (MPOJIIA®) y nauieHTiB 3
NMoCcTMeHomnay3anbHUM OCTEOMNOPO30M», KoZ focnimkeHHs TVB009-IMB-30085, nonpaska npoTtokony 02 Bif
29 yepBHA 2021 p.; cnoHcop - Teva Branded Pharmaceutical Products R&D, Inc., USA

3aaBHUK - TOB «CaHaKnic», YkpaiHa

12. fJopatoK Ao npoTokony - KepiBHULTBO LWWOAO NMPOBeAEHHA AOCMIMKEHHA nig vac Cepiio3HUX
nopyuweHb Big 01.07.2022 p.; IHhopmauisa ana nagieHta Ta Popma iHhopmoBaHoi 3rogu - MpoTokon
CNTO1959PSA4002, Bepcia 2.0 yKpaiHCbKOIO MOBOIO AnA YKpaiHu Big, 20.09.2022; IHchopmauia ana
nauyieHta Ta Popma iHchopmoBaHoi 3rogn - MpoTokon CNTO1959PSA4002, Bepcis 2.0 pocilicbKoto
MOBOIO A1a YKpaiHu Big 20.09.2022; IHhopmauia ana ocoou, Wo aornagae 3a naulieHTom, Ta dopma
iHcbopmoBaHoi 3rogu - NMpoTtokon CNTO1959PSA4002, Bepcis 2.0 yKpalHCbKOKO MOBOIO AJ1I1 YKpaiHu
BiA 20.09.2022; IHdhopmaduisa ansa ocoodu, Wo aornagae 3a nawieHTrom, tTa ®opma iHhopmoBaHoi 3roau -
Mpotokon CNTO1959PSA4002, Bepcia 2.0 pocilicbkolo MOBOKW gans YKpaiHm Big 20.09.2022 po
MPOTOKO/Y  KMIHIYHOTO JOCNimKeHHS «baraTtoueHTpoBe, paHAOMi3oBaHe, MoABiiHE chnine, nayebo
KOHTPO/IbOBaHE K/IiHIYHE [OCNiMKEeHHS 4 a3y AN OuiHKM eheKTMBHOCTI Ta 6e3neyHOCTi NprU3HaYeHoro
NigWKIPHO TycesibKyMaly Yy nNaui€eHTiB 3 akTMBHUM akCias/lbHMM McopiaTUdHMM apTpUTOM, SIKI HIKOMIN He
oTpumyBanun GionoriyHy Tepanito», kog pocnimkeHHss CNTO1959PSA4002, Big 14.04.2021 p.; cnoHcop -
«AHCCEH ®APMALIEBTUKA HB>», benbris

3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris

13. Inchopmaunia ana naugieHta Ta dopma iHchopmoBaHOi 3roan — NMpoTokon 64091742PCR3001, Bepcisa
12.0 ykpaiHCbKOIO MOBOI AN YKpaiHu Big 22.09.2022 p.; IHchopmauia ana naudieHta ta dopma
iHdbopMmoBaHoi 3rogu — MpoTokon 64091742PCR3001, Bepcifa 12.0 pociiicbkolo MOBOIO ANA YKpaiHu Bipg,
22.09.2022 p.; IHdopmaunis pna naugieHta Ta Popma iHdopmoBaHoi 3roau - [portokon
64091742PCR3001, Bepcia 3.0 yKkpaiHCbKOI0 MOBOIO A/1s1 YKpaiHu Bif, 22.09.2022 p.; IHdopmauisa ans
nagieHTa Ta ®Popma iHcpopmoBaHoi 3roau — MNMpotokon 64091742PCR3001, Bepcia 3.0 pociiicbkoro
MOBOIO ANA YKpaiHu Big 22.09.2022 p.; IHchopmauia ana nauieHta Ta Popma iHpopMoBaHOi 3rogn —
MpoTtokon 64091742PCR3001, Bepcia 2.0 yKpaiHCbKOKO MOBOK AnA YKpaiHu Big 23.08.2022 p.;
IHchopmauia gna nagieHta Ta ®opma iHchopmoBaHoi 3rogu — MNMpoTokon 64091742PCR3001, Bepcin 2.0
pocilicbkolo MOBOK AnAa YKpaiHu Big 23.08.2022 p.; IHcdopmauis ana naudieHta Ta Popma
iHcbopmoBaHoi 3rogu — NMpoTtokon 64091742PCR3001, Bepcis 2.0 yKkpaiHCbKOI0 MOBOLO ANA YKpaiHu Big,
22.08.2022 p.; IHdopmauina pana naudieHta Ta Popma iHdopmoBaHoi 3rogu - [poTtokon
64091742PCR3001, Bepcia 2.0 pociiicbkolo MOBOK AnA YKpaiHu Big 22.08.2022 p. go npoToKony
KiHIYHOrO AocnimxeHH:a «PaHagomizoBaHe, nnaue60-KOHTPONbOBaHe, NOABIHE chine KAiHIYHe AOC/iMKEeHHS 3
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hasn npenapaty Hipanapué y kom6iHaLii 3 AbipaTepoHa AuetaTtom Ta lpegHi30HOM Y MOPIBHAHHI 3
AbipatepoHa Auetartom Ta MNpegHi30HOM 4718 NiKyBaHHA NauieHTiB 3 MeTacTaTUYHNUM pakom nepeamixypoBoi
3a103u», KoA gocnimkeHHs 64091742PCR3001, 3 nonpaskoto 6 Big 30.09.2021 p. ; cnoHcop - «AHCCEH
®APMALIEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

14. bpouwypa gocnigHuka, RO5541267, Tecentriq (Ate3onisyma6/Atezolizumab), Bepcis 19 Big cepnHa
2022 poKy aHrIiACbKOK MOBOL; 3MiHa BiAgNOBIJA/ILHOIO [AOC/AigHUKA B Micui npoBeaeHHs
BUNPOOYBaHHSA; 3MiHA Ha3BM MiCLA NPoOBeAEeHHSA K/iHIUHOro BUNPOGYBaHHA [0 NMPOTOKOAY KAiHIYHOro
OocnimKeHHs1 «Bigkpute 6araToueHTpoBe A0AaTKoBE [AOC/IMKEHHsI B NaLEHTIB, paHille BKIYEHUX A0
JocnimpkeHHs npenapaty Ate3onisymad, cnoHcopoM sikoro € Genentech ta/a6o F. Hoffmann-La Roche Ltd
(IMBRELLA B)», kog, pocnimxeHHs BO40729, sepcia 5 Big 27 ciuHa 2022 poky; cnoHcop - F. Hoffmann-La
Roche Ltd. /®. XochdmaHH-/1sa Pow N14., LBeliyapis

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

BYNO CTAO
3aB.Bifg. Ko63eB O.l. nikap leoHoBa B.B.
KomyHasbHe HekomepLjiiHe nignpuemcTso | KomyHasibHe HekomepLiiHe nignpMeEMCTBO
«O6NacHUiA LEHTP OHKOJMOriT», OHKOXipypriuHe | «O6/1acHWin  LEHTP  OHKOJMOrii»,  OHKOXIpypriyHe
BifiiIEHHA OpraHiB rpyAHOl NOPOXHUHW, M. XapkiB | BiaAineHHs opraHiB rpyaHol MOPOXHUHKU, M. XapkKiB

BY/NIO CTANNO
K.M.H. Agamuyk I".A. K.M.H. Agamuyk ".A.
KomyHanbHwuii 3aknap, «KpuBopisbkuii | KomyHanbHe  nignpuemctBo  «KpuBOpi3bKuii
OHKOJIOTiYHMIA AucnaHcep» | oHKonoriyHuii pgucnaHcep» [HiNPONeTpPOBCLKOI
AHinponeTpoBCbKOi o6nacHoi paaw, | o6nacHoi pagu», XimioTepaneBTUYHE BIiAAITEHHS,
XiMioTepaneBTUYHE BigaineHHs, M. Kpusuia Pir M. Kpuuia Pir

15. OHOBIEHNIT NPOTOKON KNiHiYHOro Bunpo6yBaHHA MK-3475-204 3 iHkopnopoBaHoOto nonpaskoto 06
Bif, 24 uepBHA 2022, aHINMiICbKOIO MOBOIO; 3MiHA Ha3BU MiCLiA NPOBeAEHHS K/iHIYHOro BUNPOGYBaHHA
[0 NPOTOKO/Y KANiHIYHOro AoCnimKeHHs «PaHgomi3oBaHe, BigKpuTe KiHiuHe gocnigpkeHHs |l dpasm nopiBHAHHS
nemoponisymady Ta OpeHTyKCumaby BeAOTVMHY Y NaLUieHTIB 3 peuuanByouvold abo pesncTEHTHOK A0
NiKyBaHHSs Knacn4Ho NiMdomMor XomkkKiHax», kog aocnimpkeHHss MK-3475-204, 3 iHKOpnopoBaHO0 NonpaBKoo
05 Big 18 ntotoro 2020 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNo CTA/1O
K.M.H. TpyxiH [.B. K.M.H. TpyxiH [.B.
KomyHanbHa yctaHoBa «Opgecbkuii o6GnacHuii | KomyHanbHe HeKkomepuiiiHe nigNpPUEMCTBO
OHKOJIOTiYHUII gucnaHcep», cTauioHap AeHHoro | «Opecbkuii perioHanbHUii KNiHIUHWIA
nepeGyBaHHsA AVcnaHCepHO-MOJIIKMIHIYHOIO | MPOTUNYX/IMHHUIT LeHTp» OpecbKoi 06s1acHOI
BigaineHHs, v. Oneca paau, BigaineHHsa ximiotepanii, M. Oneca

16. 3miHa MicLsl NpoBeAeHHA KNiHIYHOro BUNPoG6yBaHHA; 3anyuyeHHsa TOB «M/1» AIJ1A» Ao KiHiYHOro
BUNPOGYBaHHA [0 MPOTOKONY KAIHIYHOTO AOCNifKeHHs «baraToueHTpoBe paHgoMi3oBaHe nnaue6o-
KOHTPO/IbOBaHe MOABiHE cnine JOocnimpKeHHs ha3n 2a, WO MpOBOAMTLCA B MapanenibHux rpynax Aans
BMBYEHHSA €(DEKTMBHOCTI Ta 6e3MeyYHOCTi NepopasibHOro 3actocyBaHHA npenapaty AMT-101 y nauieHTiB i3
BMPA3KOBMM KONITOM CepeiHboro abo TSHKKOro CTyneHs», koa gocnimpkeHHss AMT-101-202, sepcis 4.0 Big, 12
KBiTHA 2022 p.; cnoHcop - «Ennnalig Monekbtonap TpaHcnopT IHK.»/ Applied Molecular Transport Inc, CLLUA
3asBHUK - TOB «biomanac», YkpaiHa

BYNO CTAJIO

A.M.H., npod. 3axapaw HO.M. O.M.H., npod. 3axapaw HO.M.

MeguuHuiA UeHTpP ToBapucTBa 3 oOO6OMeXeHow | MeguMyHWIA LIEHTP TOBapucTBa 3 OOMEXEHOI
BignoBiganbHicTio «FapMOHifl Kpacu», BigAineHHA | BignoBiganbHIicTIO  «ApeHcia  Ekcnnoparopi
KNiHIYHUX BUNpoo6yBaHb, M. K1iB MegaiciH», Bigain kniHivHUX gocnigkeHb, M. Knig




17. Bpowypa gocnigHuka MEDI8897 (HipceBima6), BuaaHHA 6.0 Big 27 TpaBHA 2022 poKy, aHrMiiCbKOIO
MOBOIO [0 NPOTOKOAMIB KAIHIYHOrO JAOcChifgxeHHs: «PaHgomizoBaHe, MoABiliHe crine, KOHTPO/bOBaHe
npenapaTom nanisisymatb pocnigxeHHsa dasnm 2/3 pgna ouiHkym 6esneyHocti npenapaty MEDI8897,
MOHOK/MIOH&/TbHOTO ~ @HTUTiNa A0  pecnipatopHO-CUHUMTIANIbHOrO  Bipycy 3 MOAOBXEHUM nepiofomM
HaniBBMBEAEHHS, y AiTeli i3 BUCOKMM cTyneHem pusnky (MEDLEY)», kog pocnimxkeHHs D5290C00005,
iHKopnopoBaHuii nonpaekot 1 Big 31 6epesHs 2021 poky; «PaHgomizoBaHe, MoAgiiiHe cnine, nnaueb6o-
KOHTpO/IbOBaHe AocniMkKeHHs a3 3 Ansa ouiHkum 6e3neyHocTi Ta edekTMBHOCTI npenapaty MEDI8897,
MOHOK/IOH&/IbHOTO ~ aHTWUTINa [0 pecnipaTopHO-CUHUMTIANIbHOTO  Bipycy 3 MNOAOBXEHUMM Mepiogom
HaniBBUBEAEHHS, Y 340POBMX Mi3HIX HEAOHOLUEHUX Ta AOHOLLIEHMX HemoBAST (MELODY)», kog, AOCNiAXEHHS
D5290C00004, iHkopnopoBaHuii nonpaskoto 1 Big 1 ntoToro 2021 p.; cnoHcop - Medimmune, LLC, CLLA
3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

18. OHoBneHuit npoTokon APD334-210 3 nonpaBkoto 2.0 Big 04 cepnHa 2022 poky; IHhopmauiiiHuii
nnctok i ®opma 3roam, Bepcia V4.0UKR(uk)1.0 Big 20 BepecHs 2022 poky, nepeknaj yKpaiHCbKO
MOBOIO Bif, 28 BepecHsi 2022 poky; IHdpopmaLiiiHMii nucTokK | Popma 3rogu, Bepcia V4.0UKR(ru)1.0 Big,
20 BepecHs 2022 poKy, nepeknapg, pocilicbKolo MOBOIO Bif, 28 BepecHs 2022 poky; BariTHa napTHepka:
3roga Ha npoBefeHHs1 aHanisy Ha BariTHICTb i BignoBigHe nopgasnblle CNOCTEPEXEeHHs, Bepcia
V2.0UKR(uk)1.0 Big 12 BepecHs 2022 poky, nepeknag yKkpaiHCbKOI0 MOBOIO Bif 23 BepecHs1 2022 poky;
BariTHa napTHepka: 3roga Ha MNpPOBeAEHHSI aHa/ily Ha BariTHICTb | BignoBigHe noganblue
cnocTepexeHHs, Bepcia V2.0UKR(ru)1.0 Big 12 BepecHs 2022 poKy, nepeknag, pocCiiicbKolo MOBOIO Bij,
23 BepecHs 2022 poky; Aocbe pocnigxyBaHOro nikapcbkoro 3acooy Etpacimopg, Bepcia 15 Big 29
KBiTHA 2022 pOKy, aHrMiiCbKOK MOBOLD; 3MiHA MicusA npoBeAeHHs BUNPOOGYBaHHA [0 MNPOTOKOMY
KNiHIYHOrO  gocnimpkeHHa «PaHgomizoBaHe, noAgiiHe cnine, naauebo-KOHTpPosiboBaHe 52-TMXHEBE
OOCNiHKeHHA ANS OUIHIOBaHHA eeKTUBHOCTI Ta 6e3MeYHOCTi 3aCTOCyBaHHA eTpaciMogy B MauieHTiB i3
aKTVBHUM BUPa3KOBUM KOMITOM MOMIPHOrO CTYNeHs TSHXKKOCTi», kog, AocnimkeHHs APD334-210, 3 nonpasKoto
1.0 Big 02 yepsHA 2021 poky; cnoHcop - «ApeHa PapmMacbioTikans, IHK.» (Arena Pharmaceuticals, Inc.), United
States

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

BYNO CTAJ/O
nikap Ckubano C.A. nikap Ckubano C.A.
KomyHasbHe HekomepLjiHe nignpuemcTso | KomyHasibHe HekomepLiiHe nignpUeEMCTBO
«KniBcbka  Micbka  K/iHiYHA  nikapHA  Nel» | «KuiBcbka  Micbka — KAiHiYHa  fiikapHs  Nelxs
BMKOHABYOro opraHy KuWiBCbKOI MICbKOI paju | BUKOHABYOro opraHy KuiBCbKOI MICbKOT paau
(KuviBCcbKOT ~ MicbkOi  aepxaBHOT  agmiHicTpauii), | (KuiBcbkoi MiCbKOT — AepXaBHOT  aamiHicTpauii),
TepaneBTUUHe BigaineHHs Ne2, m. Knis BigAineHHs KNiHIYHNX [ocnipKeHb Ha
cneudoHai, m. Kuis

19. OHOBEHMIA NPOTOKOA KNiHIYHOTO BUNpoo6yBaHHA MK-6482-012, 3 iHKOpnoOpoBaHOO nonpasKoto 04
Bif 12 BepecHs 2022 poKy, aHIMilicbKOK MOBOK; Bpowypa gocnigHuka MK-1308A, BugaHHA 3 Big, 29
cepnHA 2022 poKy, aHINiliCbKOO MOBOIO; 3pa3ky MapKyBaHHSA [OC/iAKYBaHOro NikapcbKoro 3acooy
MK-3475 (Kit, Vial), Bepcis 2.0 Big 13 nunHA 2022 poKy, aHr/iliCbKOK Ta YKPaiHCbKOI MoBamMu; 3pasKku
MapKyBaHHA focnifKyBaHoro sikapcbkoro sacooy MK-1308A (Kit, Vial), Bepcis 2.0 Big 09 BepecHs
2022 poKy, aHrNifiCbKOIO Ta YKpPaiHCbKOIK MoBamMu; 3pa3oK MapKyBaHHA AOCAILKYBAaHOIO NMiKapCbKoOro
3aco6y Lenvatinib Bottle, Bepcis 2.0 Big 13 nunHa 2022 poky, aHrNiliCbKOIO Ta YKPaiHCbKOK MOBaMu;
3pa3ok MapKyBaHHSl AOCiAKyBaHOro slikapcbkoro 3aco6y MK-6482 Bottle, Bepcisa 2.0 Bif 26 KBiTHA
2022 poKy, aHrNifiCbKOIO Ta YKPAIHCbKOK MOBamMun; 3pa3oK MapKyBaHHA AOCIfKYBaHOIO NiKapCbKOro
3aco6y MK-3475 (nem6ponizymas) gns JIOKaJibHOro BUKOPUCTaHHSA B AOCMIAHNLBKUX LIeHTpax, Bepcis
2.0 gna YKpaiHu Big, 22 BepecHs 2022p., YKPAIHCbKOIO MOBOLO; 3pa30oK MapKyBaHHA AOCNiA4KyBaHOIo
nikapcbkoro 3aco6y MK-1308A (MK-1308/MK-3475) ans NoKa/ibHOro BUKOPUCTAHHA B AOCAiAHULbKUX
LeHTpax, Bepcia 2.0 gna YkpaiHu Big 22 BepecHA 2022p., yKpPaiHCbKOK MOBOID; 3pa30oK CNPOLLEHOro
MapKyBaHHS 3apeecTpPoBaHOro B YKpaiHi /likapCcbKOro 3acoby, iKWl 3aCTOCOBYETLCA B KNiHiUHOMY
BUNpoGyBaHHi MK-6482-012, Bepcisa 2.0 Big 22 BepecHAa 2022p., yKpalHCbKOIO MOBOIO; 3MiHa Ha3BU
MicUsA NpoBefeHHA KiHIYHOro BUNPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOrO AOCNiMKeHHs «Bigkpute,
paHgomizoBaHe pochimpkeHHa I dasn ansa ouiHkM edhekTMBHOCTI Ta 6e3neyHocTi nemMoposnisymadcy
(MK-3475) y kombiHauii 3 6ensytucpaHom (MK-6482) Ta nensatuHibom (MK-7902), a6o MK-1308A y
KOMOiHaL,i 3 NeHBaTMHIOOM NOPIBHAHO 3 NeMOPOizymaboMm i NeHBaTMHIOOM B AKOCTI NepLUoi AiHiT Tepanil ans
YYacCHVKIB 3 PO3MOBCIOKEHOK CBIT/IOKNITUHHOK HUPKOBO-KNITUHHOKD KapLMHOMOK», KO AOCNIIKEHHSA
MK-6482-012, 3 iHkopnoposaHot nonpaskot 03 Big 10 rpyaHa 2021 poky; cnoHcop - TOB Mepk LWapn eHp,
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBApUCTBO 3 0OMEXEHOH BiAnoBigasbHICTIO «MC/, YkpaiHa»



BY/O

CTA/O

K.M.H. Cakasno A.B.
KomyHasnbHe HekomepLiiHe nigNpPUEMCTBO
«KUTBCbKMIA MICbKUIA KIHIYHWIA OHKOMOTIYHWIA LEeHTP>»

BMKOHABYOrO opraHy KuWiBCbKOi  MiCbkOT  paam
(KviiBcbkol  MiCbKOT — AepxaBHOT  agMmiHicTpadi),
yponoriuHe  BigdineHHs, JepxaBHa YycTaHOBa
«lHcTUTYT yposorii  HauioHanbHOT  akagemil

MeAWYHUX HayK YKpaiHu», BigAin OHKOYpOsorii,
M. Knis

A-M.H. Cakasio A.B.

KoMyHaslbHe  HekoMepuiiHe  NiANpPUEMCTBO
«KWTBCbKWIA  MICbKWIA  KMIHIYHWIA  OHKO/OTIYHWIA
LEHTP» BWKOHaBYOro opraHy KuiBCbKOT MiCbKOT

paan (KniBCcbKOT MiCbKOI [epXXaBHol
agMmiHicTpau,i), yporsoriyHe Big4iNTeHHs,
OepxaBHa ycTaHoBa «IHCTUTYT Yyponorii

im. akagemika O.®. BosiaHoBa HauioHanbHOT
akagemii MegUUHUX HayK YKpaiHw», Bigain

oHKoyponorii, M. Kuis

20. OHOBJ/IEHUI NPOTOKOJ KAiHiYHOro BunpooysaHHa MK-7339-013, 3 iHKOpnopoBaHoo nonpaskoto 04
Big, 12 BepecHs 2022 poKy, aHrNiliCbKOKD MOBOIO; 3pa30K CMPOLLEHOro MapKyBaHHA 3apeeCcTPOBaHOIoO
B YKpaiHi nikapcbKOro 3aco0by, sikuii 3aCTOCOBYETbLCA B KNiHiUHOMY BunpoGyBaHHi MK-7339-013,
Bepcia 2.0 AnAa YKpaiHu Big 29 BepecHs 2022 p., YKpalHCbKOKW MOBOI; 3pa3oK MapKyBaHHS
pocnipKyBaHoOro sikapcbkoro 3acody MK-3475 (nemGponizymad)innaue6o Ansa NOKaJIbHOro
BUKOPUCTAHHSA B AOC/IAHNLBLKUX LLIeHTpax, Bepcia 2.0 onsa YKpaiHu Big 12 nunHsa 2022 p., yKpaTHCbLKOLO
MOBOIO [10 NPOTOKO/1Y KAIHIYHOro BUNpobyBaHHA «PaHaomizoBaHe, noAagiviHe cnine, nnaueb0-KOHTPO/IbOBaHe
pocnipkeHHs 11l dhasn ana ouiHky nemoponisymady (MK-3475) y noeiHaHHi 3 CynyTHbOK XiMiONpOMEHeBOK
Tepanieto 3 nogasiblUMM BBEAEHHSM Nembponizymaby 3 onanapnéom (MK-7339) a6o 6€3 HbOro y NOpIiBHSAHHI
nuwe 3 cynyTHbOK XiMiONPOMEHEBOK Teparielo B y4aCHUKIB 3 HeLWo0AaBHO AiarHOCTOBAHUM N10KanizoBaHUM
OPIGHOKNITUHHMM pakom niereHiB (J1I4P1)», ko gocnigpkeHHsa MK-7339-013, 3 iHkopnopoBaHOoH nonpaskoto 03
Big 16 nunHs 2021 poky; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»



