Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne17 Big 01.09.2022,
HTP Ne28 Big 01.09.2022, Ha siki 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «Cy4yacHe nikyBaHHS MaLieHTiB 3 iHriGiTOpHOW popmoto remodpinii A - MiXHapogHe crnocTepexHe
JocnimpkeHHs», kof pocnimkenHHs MOTIVATE, sepcisa 2.0 Big 19 motoro 2019 poky, crnoHcop - HZRM
Hamophilie-Zentrum Rhein Main GmbH, Germany (Hime4yunHa)

daza - IV

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.6. BignoBigansHoOro gocnigHuka
n/ Ha3sa micus npoBefeHHs K1iHIYHOro BUNPOBYBaHHA
n

K.M.H. BinbueBcbka K.B.
1. | HauioHanbHa gutAva cneuianizoBaHa nikapHa «OXMATAUT» MO3 YkpaiHu, UeHTp nartonorii
remocrtasy, M. Kuis

2. OHoBneHwui MpoTokon KniHiuHOro BunpoGysaHHs TP0004 3 nonpaBkoto 4 Big, 04 KBiTHA 2022 poKy;
Martepianu gnsa nauieHTiB: IHopmauisa gna yyacHuka gocnigkeHHs i ®opma iHpopmoBaHOI 3roan Ha
yyactb y gocnigxkeHHi TP0004 (myOpportuniTy 3), mogenb ansa YkpaiHu, Bepcia 5.0 Big 17 uepBHA
2022 poKy, YKpPAIHCbKOKO Ta pociicbkoo MoBamMu; IHOpmauiiHi NUCTKM ANA  caMOCTIiAHOro
niagWKipHOro BBeAEHHA pPO3aHONIKCi3ymaldy B AoMaluHiX ymoBax, Bepcia 1 Big KBiTHA 2022 poky,
YKpaiHCbKOI Ta pociificbkolo moBaMu; 3MiHa BignoBigabHOro gocnigHWKa 40 MPOTOKOMY KAiHIYHOro
BUNPOOYBaHHA «BigkpuTe [OCNILKEHHA NOAOBXEHHA Tepanii 418 BUBYEHHA OOBroTpvBasioi 6e3neyHocCTi,
nepeHocMMocCTi Ta eheKkTMBHOCTI npenapaTy po3aHoniKcidymadé Yy MauieHTiB 3 nepcuctylovolo abo
XPOHIYHOIO MEPBUHHOK IMyHHOIO TpoMbouuToneHieto (ITM)», kog gocnigxeHHa TP0004, 3 nonpaskolo 3 Bif
09 rpyaHsa 2021 poky; cnoHcop - KOCibi biodhapma ECApER, Benbrisa / UCB Biopharma SRL, Belgium
3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

BYJIO CTAJIO

A.M.H. NepexpecTteHko T.I1. K.M.H. KapHaGega O.A.

MeguuHnii  UeHTp ToBapucTBa 3 0OMEXeHOH | MeguyHuii  LeHTp ToBapucTBa 3 OOMEXEeHO
BiANOBIfANBLHICTIO «[@pMOHIA  Kpacw», BigAiNeHHS | BiANOBiAa/IbHICTIO «[apMOHIA Kpacu», BiffineHHs
KNiHIYHUX BUMPOOYBaHb, M. Ku1iB KNiHIYHNX BUNPOGYyBaHb, M. KniB

3. Bpouwypa gocnigHuka AnA [ocnigkKyBaHOro fikapcbkoro 3aco6y PicaHkizyma6, Bepcia 8 Big 31
TpaBHA 2022 poky; KopoTka xapaktepuctuka nikapcbkoro saco6y Stelara (Ustekinumab) 130 wr,
KOHLEHTpAaT AJ1s NPUrotyBaHHA po3unHy Ana iHdys3iin, Bepcia Big 04 kBiTHA 2022 poKy [0 NPOTOKO/Y
KNIHIYHOrO JocnigkeHHsA «baraTtoueHTpoBe paHAoMi3oBaHe [AOCNipKeHHA 3 hasu, WO NpoBOAUTLCA Y
cninoMy Ana ouiHoBaya eqEKTUBHOCTI PeXMMi 3 METOH BUBYEHHSA PpicaHKisymady Yy MNOPIBHAHHI 3
yCTeKiHymMaboM npu JliikyBaHHi OOPOCAUX NaUieHTiB i3 XBOPO60 KpoHa cepefHbOBaXKKOIo 4YM BaXKKOro
CTYMEHIO TSXKKOCTI, AN SKUX Tepanisa npenaparamu, Lo NPUrHivyloTh akTUBHICTb hakTopy HEKPO3Y MyX/IMHU,
BUSIBUNACb HeeDeKTUBHOW», Kof, focnimpkeHHA M20-259, Bepcia 2.0 Big 28 BepecHsa 2021 poky; CnoHcop -
«E66BI IHk», CLUA / AbbVie Inc., USA

3anBHuK - E66BI BiodhapmachkioTikans TM6X, LUseiuapis

4. 3miHa Ha3Bu Ta agpecu CnoHcopa: TOB Mepk LWapn eHg Aoym (Merck Sharp & Dohme LLC),
Appeca: 126 IcT JliHkonbH aBeHto, n/c 2000, PaBeii, Hblo Mhxepci, 07065, CLUA (126 East Lincoln Ave.,
P.O. Box 2000, Rahway, NJ 07065, USA); Bpouwypa gocnigHuka MK-3475, BugaHHa 22 Big 13 TpaBHA
2022p., aHrniicbkoro MOBOIO; YkKpaiHa, MK-7339-001/ENGOT-ov43/GOG-3036, IHchopmauia Ta
OOKYMeHT npo iHchopmoBaHy 3roay ANA nauieHTa, Bepcia 2.02 Big 21 nunHAa 2022 p. yKpaiHCbKOO
MOBOI0; 3pa3oK MapKyBaHHA AOcChigKyBaHOro sikapcbkoro 3acody MK-3475_Kit, Bepcia 2.0 Big 23
uepBHA 2022 pOKy, aHrNIiCbKOI Ta YKpPaiHCLKOI MoOBaMu; 3pa3oK MapKyBaHHS AOC/ifKyBaHOro
nikapcbkoro 3aco6y MK-3475 Vial, Bepcia 2.0 Big 23 uepBHa 2022 poKy, aHIMIACbKOK Ta
YKpaiHCbKOI0 MoOBamMu; 3pa3oK MapKyBaHHA [OCHifKyBaHOro nikapcbkoro 3acoGy Olaparib or
Placebo_Bottle, Bepcia 2.0 Big 13 TpaBHA 2022 poOKy, aHINIiICbKOK Ta YKPAiHCbKOK MOBamMu [0
NPOTOKONY KAIHIYHOrO [OCNiLKEHHS «PaHfomizoBaHe, noAgiviHe cnine gocnimkeHHs 1l dhasm npoBefeHHs



ximioTepanii 3 abo 6e3 nmemMoGponisymady 3 nojanbluvm NigTPUMYKOUUM NiKyBaHHAM onanapnboMm abo
nnaue6o 418 Tepanii Neplwoi MiHil y NayieHTiB 3 po3MNoBCIOMHKEHUM eniTeNiasibHUM pakoM feuHukis (EPH)
6e3 myTauiii y reHi BRCA (KEYLYNK-001 / ENGOT-ov43/GOG-3036)», koa pocnimpkeHHs MK-7339-
001/ENGOT-0v43/GOG-3036, 3 iHkopnopoBaHoto nonpaskoto 03 Big 12 6epesHa 2021 poky; CnoOHCOp -
«Mepk Wapn Exg oym Kopn.», godipHe nignpmemctso «Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

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

BYNO CTANO
«Mepk LWapn eHg Jdoym Kopn.», pouipHe | TOB Mepk Lapn eHg Aoym (Merck Sharp
nianpnemctBo «Mepk eHp Ko., IHK.», CLUA, (Merck | & Dohme LLC).
Sharp & Dohme Corp., a subsidiary of Merck & Co., | Agpeca: 126 Ict JliHKONbH aBeHI0, nlc
Inc., USA). 2000, PaBeii, Hoto Mxepci, 07065, CLUA
Appeca: Mepk [QpaiiB, 1, nowTtoBa ckpuHbka 100, M. | (126 East Lincoln Ave., P.O. Box 2000,
Baiitxayc-CteiiwH, wtat Hblo-Mkepci, CLUA (One | Rahway, NJ 07065, USA)
Merck Drive, P.O. Box 100, Whitehouse Station, New
Jersey, 08889-0100, USA)

5. 3anyueHHsa gocnigpkyBaHoro nikapcbKkoro sacod6y beHgamyctuH, 100 Mr niocpinisoBaHOro NOpoLUKy
ANA po3unHy anA iHysiii anbTepHaTMBHOrO BUpo6Huka Thymoorgan Pharmazie GmbH, HimeuunHa
[0 NpOTOKONY K/iHIYHOro AocnifxeHHs «PaHaoMi3oBaHe, Bigkpute, 6araToueHTpoBe JOoCNiMKeHHA dhasn 3
ONS BUBYEHHSA KOMOIiHaUii 3aHyOGpyTiHiGy (BGB-3111) 3 puTykcMmMaboMm Yy MOPIBHAHHI 3 KOMOGIHaLiE
6eHAaMyCTVHY 3 PUTYKCMMAOOM Y MauieHTIB 3 paHille He NiKOBAHOK MAaHTINHOKNITUHHOK NiMJIOMOK0, SKUM
He mokasaHa TpaHcnaHTaLis CTOBOYPOBUX KNITUH», KOA, AocnigpkeHHs BGB-3111-306, Bepcis 3 NONPaBKoo
2.0 Big 16 rpygHs 2020 poky; cnoHcop - beiilxeH /ITa [BeiGene Ltd], CLLA

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANoBigasibHICTIO «/TABKOPI K/IHIKA AEBENOMMEHT YKPAIHA»

6. CP-4-006 IHchopmauiiiHnii nuctok i chopma 3rogum ana nignitkie (14-18 pokiB) B YKpaiHi gns
TPUBAJIOTO BiAKPMTOrO PO3LIUPEHOro AOC/iMKEHHA YKpPaiHCLKOI MOBOK Bepcis 2.0 Big 11 cepnHsa
2022p. (MOD-4023 | CP-4-006 | CP-4-006_ICF UKR_PIC For Juveniles (14-18) 20220810_UKR_Ukr VV-
TMF-212662 | Version 2.0 dated 11 Aug 2022); CP-4-006 IHchopMmauiliHuii nncToK i popma 3roau ans
nignitkiB (14-18 pokiB) B YKpaiHi 4NA TPMBa/IOro BiAKPMTOro po3LWNpPeHOro AOC/iAKEeHHSA POCiliCbKO
MoBoilo Bepcia 2.0 Big 11 cepnHa 2022p. (MOD-4023 | CP-4-006 | CP-4-006_ICF UKR_PIC For
Juveniles (14-18) 20220810_UKR_Rus VV-TMF-212661 | Version 2.0 dated 11 Aug 2022) no npoTokony
KNIHIYHOTO JOCnimpKeHHS «Bigkpute paHAoMi3oBaHe GaraTtoueHTpoBe AO0C/iMKEHHS dpasn 3, TpuBanicTio 12
MicsLiB, 3 OLIHKM eddeKTUBHOCTI Ta 6e3neYHOCTi 3acTocyBaHHS npenapaty MOD-4023 oavH pa3 Ha TVXKOEHb,
Y NOPIBHSHHI 3 LWOAEHHO Tepanieo FeHoTponiHOM®, y AiTel y npenybepTaTHOMY BiLj 3 AediLUTOM rOPMOHY
pocTy», koA gocnigxkeHHs CP-4-006, MonpaBka 2 Big 06 TpaBHs 2018; cnoHcop - OMNKO baitonogxikc /114,
(OPKO Biologics Ltd.), I3painb

3asBHUK - TOB «KL|P YkpaiHa»

7. BukopuctaHHA npenapaTty cynyTHbOI Tepanii B iHo3eMHili ynakosui Tenofovir Disoproxil Fumarate
(TENOF), tabnetkm 300 mr, Hetero Healthcare Limited, IHgisi; 3pa3ok crnpoleHoro mMapKkyBaHHSA
npenapary cynyTHboi Tepanii Tenofovir Disoproxil Fumarate (TENOF), Ta6netku 300 mr, Bepcia 1.0
Bif, 29 uepBHsA 2022 p.; IHCTPYKLUiA 3i 3acTOCyBaHHA npenapaTy TeHodhoBip gusonpokcun dymapar
(TEHO®), Ta6bnetku IP 300 mr. MNepeknag yKkpaiHCbKOO MOBOIO Big 04 nunHa 2022 p.; IHCTpyKuUin i3
3actocyBaHHA npenapaTty TeHodoBip ausonpokcun cymapar (TEHO®), tabnetkm I 300 wmr.
Mepeknag pociiicbkoo MoBoOK Big 04 nunHA 2022 p. A0 NPOTOKOMY K/IHIYHOMO AOCAIMKEHHS
«PaHfomizoBaHe, 4aCcTKOBO noAgiiiHe cnine, maTpuyHe gocnigpkeHHs Il pasu 3 BUBUYEHHS edheKTUBHOCTI Ta
6e3nekn 50 mr noHacpapHioy/100 mr puTOHaBIipYy [BiMi Ha [00y B MOEAHAHHI 3 NeEriiboBaHUM
iHTepdepoHom anbha-2a y fo3i 180 mkr abo 6e3 Hboro NPoTArom 48 TWXHIB Yy NOPIBHAHHI i3 MOHOTEpaniero
nerinboBaHUM iHTEpdIepPOHOM asibha-2a Ta flikyBaHHAM nnaue6o y nauieHTiB 3 XPOHIYHOL iH(heKuielo Bipycy
renatuty gesnbTa, CTaH AKMX NiATPUMYETLCA 3a A0NOMOrol0 HyKNeo3naHoi (HykneotnaHoi) aHtu-HBY tepanii
(D-LIVR)», kog pocnimpkeHHs EIG-LNF-011, nonpaska 03 Big 29 oBTHA 2021 p.; cnoHcop - «Eiirep
bio®apmachkloTikans, IHk.» (Eiger BioPharmaceuticals, Inc.), USA

3aaBHuUK - «biopaci, En-En-Ci», CLLUA

8. OHOBEHUI I NPOTOKON KNiHIYHOTO gocnimkeHHA 1245-0202, Bepcia 2.0 Big 20 KBiTHA 2022 poKy;
OcHoBHa hopma iHchopmoBaHoi 3rogu (IHchopmauiliHuiA NUCTOK i chopma 3rogn ANA y4YacCHUKIB
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BOCNiIKEeHHA) aHINiicbKolo MOBOK ANnA YKpaiHu, Bepcis 6.0 Big 06 uepBHA 2022 p. nepeknageHo
YKpaiHCbKOIO MOBOIO AnA YKpaiHu 15 yepBHa 2022p.; OcHoBHa dopma iHpopMOBaHOI 3roau
(IHcbopmauiiiHunii nucToK i chopma 3rogn ANA yyacHUKIB AOC/iMKEHHA) aHrNiliCbKO MOBOKO A4S
YKpaiHu, Bepcis 6.0 Big 06 uepBHA 2022 p. nepeKknafeHo PociicbKolo MOBOIO A/st YKpaiHu 15 uepBHA
2022p.; ®opma NOBTOPHOI iHPOPMOBAHOI 3roan yyacHUKa LOC/I[KEHHA aHrNifiCbKOIO MOBOI AJS
YkpaiHu, Bepcis 1.0 Big 29 uepBHA 2022 p., nepeknafeHO YKPAIHCbKOIO MOBOIO A1 YKpaiHM 6 nunHa
2022 p.; Popma NOBTOPHOI IHPOPMOBAHOI 3rogM yyacHUKa AOC/iAHKEHHA aHINilAICbKOIO MOBOIO AJis
YKpaiHu, Bepcia 1.0 Big 29 uepBHA 2022 p., nepeksiafieHo POCIiiCbKOI MOBOLO A/ YKpaiHu 6 NunHA
2022 p.; EMPACT-MI_KepiBHULTBO OnsA yyacHukiB, Bepcia 2.0 Big 28 kBiTHA 2022 p., aHIMiNCbKOO
MOBOIO, MNepeknag Ha YKpalHCbKy MOBY AN YKpaiHu Big 22 uepBHa 2022 p.; EMPACT-
MI_KepiBHMLTBO ANna y4YacHUKIB, Bepcisa 2.0 Big 28 KBiTHA 2022 p., aHrNiiCbKOKD MOBOIO, Nepekniag Ha
pociiicbKy MOBY Ans YKpaiHu Big 22 uepBHa 2022 p.; EMPACT-MI_BigomocTi npo nikaps, Bepcia 2.0
Bif 28 KBiTHA 2022 p. yKpaiHCbLKOIO MOBOIO A1A YKpaiHu Bif 22 yepBHA 2022 p.; KuweHbKoBa KapTKa,
Bepcisa 2.0 Big 28 kBiTHA 2020 p. aHrNIcbKOO MOBOIO, Nepeknaj yKpaiHCbKOI MOBO ANA YKpaiHu
Bif 24 uepBHA 2022 p.; KnweHbKkoBa KapTka, Bepcis 2.0 Big 28 kBiTHA 2020 p. aHrNiiCbKOIO MOBOIO,
nepeknajg pociicbkoro MOBOK AnA YKpaiHu Big 24 uepBHa 2022 p.; EMPACT-MI_®naep pns
nauieHTa, Bepcia 2.0 Big 16 TpaBHA 2022 p. aHrNiliCbKOIO MOBOIO, NEPEKIAAEHO0 YKPATHCbKOKO MOBOIO
Ans YkpaiHu 24 yepBHs 2022 p.; EMPACT-MI_dnaep ana nauieHTta, Bepcia 2.0 Big 16 TpaBHAa 2022 p.
AHINIACbKOIO MOBOIO, MEPEKSIafeHO POCICLKOID MOBOK AN YKpaiHuM 24 uepBHA 2022 p.; Jluct
noasikv nauieHTy, sepcia 1.0 Big 27 TpaBHA 2022 p. yKpaiHCLKOIO MOBOIO ANs1 YKpaiHu; JIUCT noasaku
nauieHTy, Bepcisa 1.0 Big 27 TpaBHsA 2022 p. pocCiicbKOIO MOBOIO A1 YKpaiHu; JoaaTok ANnA nayieHta
Medidata patient cloud app ctaHAapTHI eKpaHu peXum nauieHTa, Bepcis 2.2 yKpaiHCbKO0 MOBOIO [10
NPOTOKONY K/iHIYHOro BMNPOOYyBaHHA «OnTMMi3oBaHe, 6araToueHTpoBe, paHA4OMi30BaHe, NOoABiHE chine,
nnauebo-KOHTPOIbOBaHE AOCIMKEHHA Y NapasieNlbHUX rpynax i3 BUBYEHHA BM/IMBY eMnarfidh/io3uHy Ha
YyacToTy rocniTanisauii 3 npMBoAy cepLeBoi HeAOCTaTHOCTI Ta BM/IMBY Ha PiBEHb CMEPTHOCTI Y NauieHTiB i3
rocTpuM iHhapKTOM Miokapgax, kog aocnimxkeHHs 1245-0202, sepcisa 1.0 Big 03 nunHa 2020 poky; cnoHcop -
Boehringer Ingelheim International GmbH, HimeuyunHa

3asBHUK - TOBAPWUCTBO 3 0GMEXEHOI0 BiANoBiAasbHICTIO «/JABKOPT K/IHIKA/T AEBE/IONMEHT YKPAIHA»

9. 3miHa Ha3Bu Ta agpecu CnoHcopa; Bpowypa gocnigHuka AOCNiAKyBaHOro NiKapCbKoro 3acooy
MK-3475, BupgaHHa 22 Big 13 TpaBHA 2022p., aHMIiACbKOI MOBOI; YkKpaiHa, MK-3475-992,
IHchopmauia Ta AOKYyMeHT npo iHhopMoBaHy 3roay A/is nauieHta, Bepcis 05 Big 29 uepBHA 2022 p.,
YKpaiHCbKOIO MOBOI; YKpaiHa, MK-3475-992, Bepcia 02 Big 29 uepBHA 2022 poKy, YKpPaiHCbKOLO
MOBO}0, iH(hopMaLiiiHUI NIUCTOK i AOKYMEHT npo iH(popMoBaHy 3rogy Ha MaliGyTHE GiomeguuHe
pocnipkeHHA; 3pa3oK MapKyBaHHA [OCAiAKyBaHOro nikapcbkoro 3acody MK-3475_Vial, Bepcia 2.0
BiAg 31 TpaBHA 2022 p., aHIMINCLKOIO Ta YKPAIHCbKOK MOBaMW; 3pa3oK MapKyBaHHS 4OC/if4KyBaHOro
nikapcbkoro 3acody MK-3475_Kit, Bepcia 2.0 Big 31 TpaBHA 2022 p., aHrNiNCbKOK Ta YKPAiHCbKOIO
MoBamMu; 3pa3oK CMPOLLEHOro MapKyBaHHA 3apeecTpPoBaHOro B YKpaiHi JliKapCbKOro 3acoly, AKui
3aCTOCOBYETLCA B KNiHIYHOMY Bunpo6yBaHHi MK-3475-992, Bepcia 2.0 Big 08 nunHa 2022 poky,
YKpPaiHCbKOIO MOBOIO [10 MPOTOKOJY K/IHIYHOrO fochimkeHHs «PaHaomi3oBaHe, noAgiliHe cnine, nnaue6o-
KOHTpPO/IbOBaHe K/iHiYHe pocnigpkeHHsa 1l da3n  [na  BUBYEHHA edeKTMBHOCTI Ta 6e3MneyvHoCTi
nem6ponisymady (MK-3475) y kombiHauii 3 XximionpomeHeBow Tepanietd (XMT) y nopiBHAHHI nuwe 3
ximionpomeHeBot Tepanieto (XMT) B y4acHWUKIB 3 M’A30BO-iHBa3MBHUM pakoM ce4dyoBoro mixypa (MIPCM)
(KEYNOTE-992)», kog gocnimpkeHHs MK-3475-992, 3 iHkoprnopoBaHot nonpaskoto 03 Big 23 nuctonaga
2021 poky; cnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

byno: Crasio:

«Mepk Lapn eHg [Aoym Kopn.», pouipHe | TOB Mepk Llapn eHg Aoym (Merck Sharp &
nianpnemcteo «Mepk eHg Ko., IHk.», CLUA, | Dohme LLC)

(Merck Sharp & Dohme Corp., a subsidiary of | Agpeca: 126 Ict JliHKonbH aBeHio, ni/c 2000,
Merck & Co., Inc., USA), PaBeii, Hblo [xepci, 07065, CLUA (126 East
Appeca: Mepk [paiiB, 1, nowToBa cKpuHbKa 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Baiitxayc-CteiliH, wtat Hbto-Iyxepci, 08889- | USA)

0100, CLLUA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

10. OHoBNeHa Opolwypa pocnigHuKa Ha [ocnigxyBaHuii nikapcbkui 3acio Onanapié (Olaparib),
BMAAHHA 21 Big 31 ciuHAa 2022 poky; OHoBneHui po3gin 2.3 «Clinical Study and Previous Human
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Experience Data» [locbe npenapaty nopisHAHHA (IMPD) Olaparib, BugaHHa 20 Big 11 ntotoro 2022
poky; IHhopmauisa npo gocnipkeHHa Ta Popma iHhopmMoBaHOi 3roan Ansa gopocnux, sepcia 9.0 Big
15 uepBHA 2022 poky aHrniicbKolo MoBoOto; IHchopMauis npo gocnigkeHHA Ta Popma iHhopMmoBaHOI
3roau ana gopocnux, sepcis 9.0 Big 15 yepBHA 2022 poky. MNepeknageHo YKpPAIHCLKOIO MOBOIO A/1s
YkpaiHu 11 nunHa 2022 p.; IHdopmauia npo aocnimkeHHs Ta Popma iHpopmoBaHOI 3rogn Ans
popocnux, Bepcis 9.0 Big 15 uepBHA 2022 poky. MepeknageHo Ha pociiicbky MOBY A YKpaiHu 11
nnnHsa 2022 p. 0 NPOTOKO/Y KAiHIYHOro JocnigpkeHHs «PaHgomizoBaHe, 6aratoleHTpoBe, NOABIHO chine,
MiXHapogHe pocrimkeHHs |l cdasn gns BuBYEHHA edqEeKTMBHOCTI Ta 6e3MeYyHOCTi KoMbGiHOBaHOI Tepanii
AypBanyMma6oMm i3 onanapioomM y MOpIBHSHHI 3 MOHOTepanielo aypBasiyMmaboM y SIKOCTi NigTpuMyBasibHOT
Tepanii y nauieHTiB 3 HegPIOHOKNITUHHUM pakoM fereHis IV ctagji, ki oTpuMyBann Tepanito NepLuoi AiHii, B
SKMX XBOPObOa He nmporpecyBana Micns cTaH4apTHOI ximioTepanii npenaparoMm naatuHu 3 aypBasiymabom
(oocnigpkeHHs ORION)», ko gocnigxeHHs D9102C00001, sepcis 5.0 Big 09 rpyaHa 2021 poky; CNOHCop -
AstraZeneca AB, LLiBeujs

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiAnoBiaanbHICTIO «/TABKOP KNIHIKAT AEBE/IONMMEHT YKPAIHA»

11. Bpouwypa aocnigHuka ansa AocnigxyBaHOro nikapcbkoro 3acooy PicaHkisyma6, Bepcisa 8 Big 31
TpaBHA 2022 poKy [0 MPOTOKOSIB KAIHIYHMX [OCMiKeHb: «baratoueHTpoBe, paHAoMi3oBaHe, NoAgiliHe
cnine, nnauebo-KOHTPOsIbOBaHe 52-TXHEBE AOCMIMKEHHS NiTPMMYOUOT Ta BiAKPUTOI NPOAOBXEHOIT Tepanil
0N OUiHKM  eddeKTMBHOCTI Ta 6e3MeyHOoCTi picaHKisymaby Yy nauieHTiB 3 xBopo6ow KpoHa», kop
pocnigpkeHHss M16-000, 3 iHKopnopoBaHUMK agMiHICTpaTUBHMMMK 3MiHamK 1, 2, 4 Ta nonpaBkamu 1, 2, 3, 4, 5,
6, 7, 8 Ta 9 Big 26 kBiTHA 2021 poky; «baratoueHTpoBe, paHAOMi3OBaHe, MoABiiHe cnine, nnauyebo-
KOHTpPO/IbOBaHe AOCAIMKEHHS IHAYKUIMHOI Tepanii Ans BUBYEHHS e(ekTMBHOCTI Ta 6e3neyvHOoCTi
picaHKizymaly y naujieHTiB 3 BUPa3KOBUM KOJITOM Bif cepefHbOBaXKOT A0 BaXXKOT (DOPMU aKTUBHOCTI», KO,
pocnigxeHHa M16-067, iHkopnopoBaHuii nonpaskamu 1, 2 Ta 3 Big 01 xoBTHS 2020 poky; «baratoueHTpoBe,
paHgoMi3oBaHe, NoABiiiHe cnine, naauebo-koOHTPOsIboBaHe 52-TuxXHEBe BiAKPUTE NPOLOBXEHE AOCAIIKEHHS
nigTpuMytoyoi  Tepanii gna BMBYEHHA edq)eKTMBHOCTI Ta 6e3neyHocTi PicaHkisymaby y nauieHTiB 3
BMPa3KOBMM KOJIITOM», KoA AocnimkeHHs M16-066, iHkopnoposaHuii Monpaskamu 1, 2, 3 Ta 4 Big 01 X0BTHA
2020 poky; «PaHgomizoBaHe noggiiiHe cnine pgocnimkeHHsa I dasn, Ana nopiBHAHHA npenaparty
PicaHkisymab 3 nnaue6o y nauieHTiB 3 akTUBHMM ncopiaTuyHum apTputom (McA), Aki MaTb B aHaMHesi
HeajekBaTHy BIAMOBiAb MpPWMHAVMHI Ha OAWH XBOPOOGOMOAMMIKYHOUMA NPOTUPEBMATMYHWI npenapart
(XMMPIM) a6o i#oro HenepeHocumicTb (KEEPSAKE 1)», kog pocnigpkeHHss M16-011, Bepcis 5.0 Big 01
nuctonaga 2021 poky; cnoHcop - AbbVie Inc., USA

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

12. OHOBMEHWI NPOTOKO/ KJiHIYHOrO BUNpoGyBaHHA C4221016, ocTaTouHa BepciA NPOTOKOJY,
MonpaBka 3 Big 08 uepBHA 2022 poky, aHrNificbKOO MOBO; CTOpiHKa nignucy npotokony C4221016
3 nonpaBkoio 3, mignucaHa cnoHcopom 08 uepBHs 2022 poOKy, aHIMiINCbKOK MOBOI; CuHomncuc
NPOTOKOJY K/liHIYHOro AgocnimxeHHA C4221016 3 iHKopnopoBaHoo nonpaskoto 3 Big 08 uepBHA 2022
POKy, aHrniiicbkoro MOBOK; CHHONCUC MNPOTOKONY KJiHIYHOrO AocnigpkeHHa C4221016 3
iHKoprnopoBaHoto nonpaskolo 3 Bif 08 uyepBHA 2022 poOKy, YKPAIHCLKOIO MOBOI [0 MNPOTOKO/Y
KMIHIYHOTO JocnigpkeHHs «PaHgomizoBaHe noggiiHe crine A[ocnigpkeHHs ¢a3n 3 eHkopadeHiby Ta
GiHIMETiHIOY B NOeAHaHHI 3 NemMbposiisymaboM y MOPIBHAHHI 40 M1auebo B NoegHaHHI 3 nembposiisymabom
y MauieHTiB i3 MeTacTaTU4yHOK abo HeonepabenbHOK MICLUEBO MOLUMPEHOK MESIaHOMOK, MO3UTMBHOW A0
myTauin BRAF V600E/K», ko gocnigxeHHs C4221016, octaTtoyHa Bepcia npoTokony, MNonpaeka 2 Big 02
rpyaHsa 2021 poky; cnoHcop - MNdpansep IHk., CLUA

3asBHuK - MNMdainsep IHK., CLUA

13. OHOB/IEHMIA NPOTOKOJ1 KNiHiYHOro BunpoG6yBaHHA MK-3475-641 3 iHkopnopoBaHoo nonpaskoo 07
Big 02 uepBHA 2022 poKy, aHrNilicbkol MOBOIO; 3MiHa Ha3BU Ta agpecu CnoHcopa: TOB Mepk Lapn
eHa Joym (Merck Sharp & Dohme LLC), Agpeca: 126 Ict JliHkonbH aBeHto, n/c 2000, PaBeii, Hblo
Dxepci, 07065, CLLA (126 East Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065, USA); bpoliypa
[ocnigHuKa pocnigpkyBaHOro nikapcbkoro 3aco6y MK-3475, BupaHHa 22 Big 13 tpaBHa 2022p.,
aHrniincbKko moBoto; Bpowypa gocnigHuka Kectangi (Xtandi, EH3anyTamig, enzalutamide), BugaHHs
13.0 Big 09 kBiTHA 2022 pOKY, aHrNilAICbKOI0 MOBOIO; YKpaiHa, MK-3475-641, IHhopmauisa Ta OKYMEHT
npo iHpopmoBaHy 3rogy nnA nauieHta, Bepcia 3.00 Big 05 nunHa 2022 p., yKpaiHCLKOKO MOBOIO;
36inblUeHHA 3annaHOBaHOI KiNbKOCTI gocnigkyBaHux 3 1524 pno 1575 nauieHTiB B CBiTi; 3pasok
MapKyBaHHA AO0CNigKyBaHOro nikapcbkoro 3acooy MK-3475_Vial, Bepcia 2.0 Big 12 kBiTHA 2022 poKy,
aHINMiNCbKOK Ta YKpPAiHCbKOK MOBamMu; 3pa30K MapKyBaHHA [OCAIgKYBaHOro /iKapcbKOro 3acooy
EHnsanytamig, Enzalutamide_Bottle, Bepcia 2.0 Big 03 kBiTHA 2022 poOKy, aHrNificbKol Ta
YKpalHCbKOI0 MoBamMu; 3pasoK MapKyBaHHSl [OCHifKyBaHOro sikapcbkoro sacodby MK-3475_Kit,
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Bepcia 2.0 Big 12 kBiTHA 2022 poKy, aHMNINCbKOK Ta YKPAiHCbKOIO MOBaMu [0 NMPOTOKOY KAiHIYHOro
pocnigxeHHs «PaHaomizoBaHe, noAgiiHe cnine gocnigpxeHHsa |l a3y nem6ponisymady (MK-3475) y
KOMOiHauji 3 eH3anlyTaMigoM MOPIBHAHO 3 eH3aslyTamigom 3 nnauebo y ydyacHUKIB 3 MeTacTaTUyHUM
KacTpauiiHO- pe3uCTeHTHUM pakoM nepeamixyposoi 3ano3m (MCRPC) (KEYNOTE-641)», kog, AOC/iAKEHHS
MK-3475-641, 3 iHKopnopoBaHoto nonpaskoto 06 Big 12 »oBTHA 2021 poky; cnoHcop - «Mepk LWapn eHg
Joym Kopn.», gouipHe nignpuemctso «Mepk eHf Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary
of Merck & Co., Inc., USA)

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

14. fopatok 1 po copmu iHhopmoBaHOI 3roguM nig 4yac Kpu3oBOi cutyauii B YKpaiHi gns
pocnipkeHHs W041554, Bepcis 1.0 gns YKpaiHM yKpaiHCbKOIO Ta pocilficbkolo MoBamu Big 11 nunHA
2022 p. Ha ocHoBi maiicTtep-Bepcii gogatka 1 go ®I3 nig yac KpM3oBOI cuTyauii B YKpaiHi, Bepcia 2.0
BiA 15 uepBHA 2022 p. 40 NPOTOKONY KNiHIYHOTO AochimpkeHHs «PAHOOMIBOBAHE, NOABIVHE CNIME,
MAALUEBO-KOHTPOJIBOBAHE JOCNIOXEHHA ®A3U 111 3 OLIHKN E®QEKTUBHOCTI TA BE3IMNEYHOCTI
KOMBIHALLII GDC-0077 3 MANBOLMKNIEOM TA ®YNIBECTPAHTOM Y MOPIBHAHHI 3 KOMBIHALLIEIO
MNALEBO 3 MANBOUMKNIBEOM TA ®YIBECTPAHTOM Y MALIEHTIB 3 MYTALIEO TEHA PIK3CA,
FOPMOH-PELEMTOP-MO3UTUBHUM, HER2-HEFATUBHNM MICLIEEBO-MOWNPEHNM ABO
METACTATUYHUM PAKOM MOJIOYHOI 3A/I03W», Kkoa pochnimkeHHss WOA41554, sepcis 4 Big 03
nnctonaga 2020 p.; cnoHcop - d.XoddmaHH-/1a Pow JTg, LWseruapis

3asBHUK - TOBApPUCTBO 3 0OMEXEHOLO BiANOBIAa/bHICTIO «PoL YKpaiHa»

15. Bpouypa gocnigHuka S 95005 (TAS-102, Lonsurf®), Bepcia 9 Big 10 TpaBHA 2022 p. A0 NPOTOKOY
KNiHIYHOTO BUNPOBYBaHHSA «PaHaomi3oBaHe, Bigkpute KNiHiYHe  JOCNILKEHHS Il hasu
Tpudnypugunyltunipayuny (S 95005) y kombiHaLii 3 6eBauM3ymadboM y NOPIiBHAHHI A0 KaneuuTabiHy y
KOMbGiHaLii 3 6eBaLM3ymaboM y nepLuili NiHii NikyBaHHA NaUiEHTIB 3 METACTaTUYHMM KOJIOPEKTa/IbHUM PakoM,
AKi He € KaHguparamu onsa iHTeHcuBHOT Tepanii (gocnimpkeHHs SOLSTICE)», kog gocnigpkeHHs CL3-95005-
006, dhiHanbHa Bepcia 4.0 Big 02 rpygHa 2021 poky, 3 iIHKOPNOPOBaHOK CYTTEBOK nonpaskot Ne 4, Big 02
rpygHsa 2021 poky; cnoHcop - IHCTUTYT MikHapogHux pocnigxeHb «CEPB’E» (Institut de Recherches
Internationales Servier (1.R.1.S.)), ®paHuis

3asnBHMK - TOBApMCTBO 3 0OMEXEHOI0 BigNOBIAasIbHICTIO «KLIP YkpaiHa»

16. YkpaiHa, MK-7902-014 (E7080-G000-320), IHchopmaLis Ta JOKYMEHT nNpo iHhopmoBaHy 3roay Ans
nauieHTta, Bepcia 2.01 Big 18 nunHA 2022 p., yKpaiHCbKOK MOBOI; 3MiHa BignoBigasbHOro
pocnigHuKa B Micui npoBeAeHHs KNiHIYHOro BUMPOOYBAHHA [0 MNPOTOKOMY KIIHIYHOTO [OCNIAKEHHS
«PaHgomizoBaHe pocnigpkeHHsa Il dasm gna ouiHku ediekTMBHOCTI Ta 6e3neyHocTi nemoéponisymady
(MK-3475) y kom6iHauji 3 neHsatuHioom (E7080/MK-7902) i ximioTepanietdo NOPIBHAHO 3i CTaHAAPTHUM
NiKyBaHHAM B AIKOCTi NepLUOi NiHii Tepanii 419 yYacHUKIB 3 MeTacTaTUYHOK KapLMHOMOKO CTPaBoxoady», Ko,
pocnipkeHHa MK-7902-014 (E7080-G000-320), 3 iHkopnoposaHoto nonpaskot 05 Big 01 6epesHa 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYJ1I0 CTAJIO

3aB. Big. Ko63eB O.l. nikap /leoHosa B.B.

KomyHasibHe HekomepLiiHe nignpuemcTso | KomyHasnbHe HekomepLiiHe nigNnpUeEMCTBO
«O6nacHUiA  LUEHTP OHKOMOTrii», OHKOXipypriyuHe | «O6GMacHUA  LEHTP  OHKOJIOFii»,  OHKOXipypriyHe
BiAZINEHHSI OpraHiB rpyAHOT MOPOXHMHKU, M. XapKiB | BiAAi/IeHHS OpraHiB rpyAHOT NOPOXHUHW, M. XapkiB

17. bpouypa ans gocnigHuka 3 npenapary Ozanimod (RPC1063), pegakuisa 15 Big 26 TpaBHAa 2022 p.
00 MpOTOKONIB KNiHIYHUX JocnigpkeHb: «baratoueHTpoBe BigkputTe [oAaTKOBe [OCNIMKEHHSA npenaparty
RPC1063 npu nepopasibHOMYy 3aCTOCyBaHHi Yy XBOpPMX Ha pPeuuauBYHOUWA PO3CISHWUI CKIepo3», Kopg
pocnipkeHHs RPC01-3001, pegakuis 10.0 Big 08 xo0BTHA 2021 p.; «Bigkpute, 6aratoLeHTpoBe, po3LnpeHe
JocnimpkeHHa asn 3 oA BUBUEHHA nepopasibHOro 3actocysaHHss RPC1063 B AKOCTi Tepanii y nauieHTis 3
NOMIpHUM ab0 THAXKMM BUPA3KOBUM KONITOM», KOA AocnimkeHHs RPC01-3102, pepakuia 9.0 Big 23 cepnHs
2021 p.; «baraTtoueHTpoBe paHAOMI30BaHe, MOABINHO cnine, nnaue60-KOHTpPosiboBaHe pgocnigkeHHs |l
hasmn 3 METOIO OLLiHKM O3aHiMoAy 4715 NPMIoMy NepopasibHO NPU NPOBEAEHHI IHAYKLUINHOT Tepanii nauieHTam
i3 cepeHbOTSHKKMM ab0 TsHKKUM nepebirom XxBopobu KpoHa B akTuBHIN dhopmi (gocnimkeHHs Nel 3 oOujiHKM
iHAYKUINHOT Tepanii)», kog pocnigpkeHHss RPC01-3201, pepgakuigd 6.0 Big 14 uepBHa 2021 p.;
«baraTouUeHTpoBe paHAoMi30BaHe, MOABIAHO chine, nnauebo-koHTposboBaHe AocnimkeHHs Il casm 3
METOH OLiHK/ o3aHiMopy Ans npuiioMy nepopasibHO MpW NPOBEAEHH! iHAYKUINHOI Tepanii nauieHTam i3
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CepeaHbOTHKKMM abo TsHKKMM nepebirom xBopobu KpoHa B akTUBHIN doopMi (gocnigkeHHs No2 3 OLjiHKM
iHAYKLiAHOT Tepanii)», ko4 gocnipkeHHs RPCO01-3202, pepakuia 6.0 Big 14 uepsHa 2021 p.; «[opatkose
baraToueHTpoBe BigkpuTe gocnimkeHHs Il dhasm 3 MeTo OLiHKM O03aHiMoAy A1 NepopasibHOr0 NpUinoMy
npu AiKkyBaHHI NaLieHTIB i3 cepeaHbOTXKAM abo TSHXKMM nepebirom xBopobu KpoHa B akTuBHIl hopmi», ko
pocnipkeHHs RPCO01-3204, pepakuia 6.0 Big 14 uyepsHA 2021 p.; «baratoueHTpoBe paHAOMi3oBaHe,
noABiiHO cnine, nnauebo-kOHTPoNbOBaHe AocnimkeHHsa 1l hasm 3 meTow ouiHkM o3aHimopmy /s
nepopasibHOro MpUnoOMy NPy NPOBEAEHHI NiIATPMMYKOUOT Tepanii nayieHTam i3 CepegHbOTHKKUM ab0 TSHKKMM
nepebirom xBopobu KpoHa B akTuBHIl hopmix», kog gocnimkeHHss RPC01-3203, pepakuis 6.0 Big 14 yepBHSA
2021 p.; cnoHcop - «CenmxeH IHTepHewHn Il Capn» (Celgene International Il Sarl), LUBeiiyapis

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

18. Bpoluypa gocnigHuka nikapcbkoro 3aco6y ayninymaé (SAR231893/ REGN668), Bepciss Ne16 Big
22 yepBHA 2022p., aHrNiiCbKOK MOBOK [0 NPOTOKOMY KiHIYHOTO A0ChimKeHHs «PaHaomizoBaHe,
no/giiiHe cnine, nnaue60-KOHTPO/IbOBaHE AOCNIMKEHHS A5 OUIHKW BNAMBY AyninyMady Ha 3ananeHHs
OVXanbHUX LWNAXIB Yepes OUiHKY DYHKLiT siereHb, 3aKyrnoproBaHHA C/M3y Ta iHWKNX napameTpis Bisyanizauil
nereHb y nauieHTiB 3 acTMOIO», Kof, gocnimpkeHHs LPS15834, 3 nonpaskoto 02, Bepcia 1 Big 15 6epesHs
2021p.; cnoHcop - Sanofi-aventis groupe, France (CaHodi-aBeHTic rpyn, ®paHLis)

3aaBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

19. OHOBNEeHUit NPOTOKON KiiHiuHOro gocnigkeHHa EFC16034 3 nonpaBkoi 06, Bepcia 1 Big 23
TpaBHA 2022p., aHrniicbkod MoBok; OcCHOBHa iH)opMalia npo AocnimkeHHA i c¢opma
iHcbopmoBaHOi 3rogu, Bepcia 7 Big 23 TpaBHA 2022p., aHriACbLKOO MOBOW; IHhopmauis ana
nauieHTa Ta chopma iHchopMmoBaHoi 3rogu, Bepcia gna YkpaiHm Ne 7, Big 02 uepBHA 2022p. (Ha OCHOBI
OCHOBHOI iHthopmauii npo gocnigkeHHA i popmu iHchopmoBaHOiI 3roan Bepcia 7 Big 23 TpaBHA
2022p.) aHrniicbkolo moBoto; IHhopMauisa gna nadieHTa T1a popma iHchopmoBaHOI 3roau, Bepcis ana
YKpaiHu Ne 7 Big 2 uepBHA 2022p. (Ha ocHOBi OCHOBHOI iHchopmauii Npo gocnigkeHHA | hopmu
iHbopMmoBaHoOI 3roau, Bepcia 7 Big 23 TpaBHA 2022p.) yKkpaiHCbKOIO MOBOW; IHopmauis ans
nauieHTa Ta cpopma iHchopmoBaHoi 3roan, Bepcia anAa YkpaiHn Ne 7 Big 2 yepBHA 2022p. (Ha OCHOBI
OcHoBHoOI iHhopMmauil npo gocnimkeHHs i hopmu iHcbopmoBaHOI 3roaun, Bepcia 7 Bif 23 TpaBHA
2022p.) pociiicbkoo MoBoto; LLlogeHHUK nauieHTa ana peecTtpadii npuiiomy AJ1M, Bepcia 9.0 Big 10
yepBHA 2022 p., aHIIACbKOI, YKPAIHCbKOI Ta POCIACbKOI MoBamu; 3MiHA HOPUAUNYHOI agpecu
CMOHCOopa KiHIYHOro AocnimKeHHA 40 NPOTOKONY KAIHIYHOrO BUNPO6yBaHHA «PaHgomizoBaHe, noAgiiHe
cnine pgocnimkeHHs 3 doasv 4ns BMBYEHHS edekTMBHOCTI Ta 6e3neyHocTti npenapaty SAR442168 y
NOPIBHSAHHI 3 TepudpnyHomigom (O6amkio®) B yHacHMKIB 3 peunansytoumMmm hopmamm po3cCisiHOro CKieposy
(GEMINI 2)», koa gocnipkeHHss EFC16034, 3 nonpaBkoto 05, Bepcis 1 Big 18 nuctonaga 2021p.; CNOHCOP -
Genzyme Corporation, USA (IxeH3alim KopriopeiiwwH, CLUA)

3asBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

BYNO CTAJNIO
50 Binney Street, Cambridge, Massachusetts, | 450 Water Street, Cambridge, Massachusetts,
02142, United States of America 02141, United States of America

20. [focbe pocnigxyBaHOro nikapcbkoro 3aco6y KarXT, Bepcia 3.0 Big 19 nunHa 2022 p.;
MopoBXeHHs1 TepMiHY NpuaaTHOCTI AOCiAKYBaHOro nikapcbkoro 3acody KarXT 3 24 no 36 micAuiB;
3MiHa Ha3BU MicuA NpPoBefeHHS KNiHIYHOro BUMPOOGYBAHHA [0 MPOTOKOY KMiHIYHOTO BUNPO6YBaHHSA
«BigkpuTe poaatkoBe [AOCNIMKEHHA AONA  OUiHKM - [OBroTpuBasiol  6e3neyHocTi, nepeHocumocTi Ta
edpekTmBHOCTI npenapaty KarXT y nauieHTiB 3 Wwmn3odpeHieo 3a kputepiamm DSM-5», Kof, AOCNILKEHHSA
KAR-008, Bepcisa 4.0 Big 11 ciuHa 2022; cnoHcop - Karuna Therapeutics Inc., United States (CLLA)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO
aupektop KoceHkosa I.B. pmpektop KoceHkoBa I.B.
KomyHasibHe HeKoMepLUiiHe nignpuemcTBo | KomyHasnbHe HeKoMepLUiiHe nigNpPUeEMCTBO

«Yepkacbka o06racHa ncuxiaTpuyHa  nikapHsa | «Yepkacbka o06nacHa  ncuxiaTtpuyHa  flikapHs
UepkacbKoi o6nacHoT paau», xiHode BigaineHHs Ne | Yepkacbkoi obnacHoi pagu», XiHeye Biggi/1eHHs
11, uvonosivye BiagineHHa Nel12, M. Cwmina, | Nell, 4yonoBiye BiggineHHa Nel, M. Cwmina,
Yepkacbka 061acTb Yepkacbka 061acTb




21. NMonpaBka [0 Aocbe AoCnimKyBaHOro nikapcbKoro 3aco6y IHknicipaH 284 mr/1,5 mn, po3uuH ansa
iH’eKUiA y nonepeaHbO HanoBHeHUX wnpuyax (Inclisiran 284 mg/1.5 mL Solution for injection in pre-
filled syringe), 7011012_SM_IP_AMEN_2_967, Big 06 rpyaHa 2021 poky; OHoBneHi cekuii focbe
JocnimpKyBaHoro nikapcbkoro 3aco6y IHknicipaH 284 mr/1,5 mn, po3unH AN iH’ekuiiA y nonepegHbO
HanoBHeHux wnpuuax (Inclisiran 284 mg/1.5 mL Solution for injection in pre-filled syringe): 2.1.P.3
«BupobHuuyTteo», 7011012_SM_I_P3_967, Bepcia 2.0 Big 21 nuctonaga 2021 poky; 2.1.P.5 «KoHTponb
nikapcbkoro npenaparty», 7011012_SM_I_P5_967, Bepcia 2.0 Big 29 nunHa 2021 poky; 2.1.P.7
«CucTtema ynakoBKku/zakynopku», 7011012_SM_I_P7_975, Bepcisa 2.0 Big 29 nunHa 2021 poky; 2.1.P.8
«CT1abinbHicTb», 7011012_SM_I_P8_975, Bepcia 3.0 Big 30 nunHAa 2021 poky; AJoAaHHA BUPOGHUKIB
pocnipxyBaHoro nikapcbkoro 3aco06y IHknicipaH (Inclisiran) 284 mr/1,5 mn, po3uuH Ansa iH’eKUin y
nonepegHbLO HanoBHeHuUX wnpuyax, a came: CORDEN PHARMA SOCIETA' PER AZIONI, Itanis;
Sandoz GmbH, AscTpis; CHELAB S.R.L., ITanis; MogoBXeHHA TePMiHY NPUAATHOCTI AOCNiAKYBaHOro
nikapcbkoro 3acoGy IHknicipaH (Inclisiran) 284 wmr/1,5 mn, po3uuH AnAa iH’eKWiii y nonepegHboO
HanoBHeHUX wWwnpuuax, Ao 48 MicsAuiB [0 NPOTOKO/Y KIiHIYHOTO BUNPOGYBaHHA [OBrocTpoKoBe
OOCNiHKEHHA, AKe € NMPOLOBXEHHAM [oCniixeHb ha3n Il 3 BUBYEHHA rinoninigemMiyHnx 3acobis, 3 METO
OLIHKN eq)eKTMBHOCTI TPMBA/IOTO 3aCTOCYBaHHS iHKAICipaHy LWAAXOM NIAWKIPHMX iH'EKUIA Y nauieHTiB 3
BVCOKMM CEepLEeBO-CYOUHHUM pPU3UKOM Ta nigsuieHuM piBHeMm xonectepuHy JIMHL. (ORION-8), kop
pocnipkeHHa MDCO-PCS-17-05 (CKJX839A12306B), sepcia 02 Big 06 »oBTHA 2020 poky; CMOHCOP -
HoBapTic ®apma Arl, LLseiuapis

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

22. lonoBHEHHA A0 iHopmaliiHOro nucTtka Ta hopmu iHhopMoBaHOI 3rogu: AocTaBKa JiKAPCbKUX
3aco06iB 6e3nocepegHbLO NauieHTy, Ana YKpaiHu, Bepcia 1 Big 17 tpaBHA 2022 poKy YKPAIHCbLKOIO Ta
pocilicbkolo MOBamMM [0 NPOTOKOJY KNiHIYHOrO AochnigxeHHs «PaHgomizoBaHe, noAgiiiHO-cnine, niaue6o-
KOHTPO/IbOBaHe [0CNiMKeHHA a3y 2 1A OUiHKM TeCTUKYNApHOI 6e3neyvHocTi inroTiHioy B [0pOCANX
YOJIOBIKIB i3 @KTMBHUMW 3anasibH/MW 3aXBOPHOBAHHAMM KULLKIBHMKA Bif, MOMIPHOrO A0 BaXXKOrO CTYMEHHO
TSKKOCTIi», KoA JocnimpkeHHa GS-US-418-4279, 3 nonpaskoto 4 Big 17 6epesHsa 2020 p.; cnoHcop - Gilead
Sciences, Inc., CLUA

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/BHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLWVIENTC YKPAIHA» (TOB «®PA YKPAIHA»)

23. fJopatok Nel Big 11 TpaBHA 2022 poKy ao Bpowypu gocnigHuka, Bepcii 11.0 Big 07 rpygHa 2021
POKY, aHrniicbkolo MoBOW; IHdopmauiiHuii nuctok i dopma iHcpopmoBaHOI 3rogu, Bepcia
V6.0UKR(uk)2.0 Big 04 nunHa 2022 pokKy, nepeknag yKpaiHCbKO MOBOLO Big 13 nunHa 2022 poky;
IHpopmauiiiHuiA nuctok i popma iHchopmoBaHoi 3rogu, Bepcia V6.0UKR(ru)2.0 Big 04 nunHa 2022
pPOKy, nepeknag pociicbkolo MoBol Big 13 nunHAa 2022 poky; 3MiHa HasBU MicUA NpoBefeHHS
BMNPOGYBaHHA [0 NPOTOKO/TY KNIHIYHOrO AocnimpKeHHs «PangomizoBaHe, noAgiliHe cine AOCNiMKEHHS, WO
NPOBOAUTLCA 3 BUKOPUCTAHHAM aKTMBHOrO npenapaty B AKOCTI KOHTPOMO [ANS OUiHKW [OBroTpuBasiol
6e3neyHocTi i nepeHocumocTi npenapaty SEP-363856 y nauieHTiB i3 LWM30PEHIED», KOL4 LOCNIIKEHHSA
SEP361-304, Bepcia 3.00 3 iHKOpPNopoBaHO CyTTEBOIO nonpaskoto 2.00 Big 14 ciyHa 2021 poky; CnoHcop -
«CyHoBioH ®apmacbtoTikasic IHK.» (Sunovion Pharmaceuticals Inc.), CLLA

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

BYJIO CTAJIO

anpektop KoceHkosa |.B. ouvpexTop KoceHkoBa |.B.

KomyHasibHe HekomepuiiHe nignpuemMcTBo «Yepkacbka | KOMyHasibHe  HEKOMepujiiHe  MiANPUEMCTBO
obnacHa ncuxiaTpuyHa nikapHa Yepkacbkoi 06nacHOi | «Hepkacbka o6nacHa ncuxiaTpuyHa JlikapHs
pagu», xiHoue BigaineHHa Nell, yonoBiue BigAineHHs | Yepkacbkol o6nacHoi pagn», XiHoue
Ne 12, Yepkacbka 06/1., M. Cmina BigaineHHss Nell, yonoBiue BigpineHHA Nel,
Yepkacbka 06/1., M. Cmina

24. MNoBigoMNEHHA nauieHTaM LWoA0 MPUMNUHEHHA Q[AiANLHOCTI KOM-UEeHTPY AnA YKpaiHu ans
pocnipxkeHb: evolutionRMS_MS200527-0080 Ta MS200527-0082, Bepcis 1.1 Big 11 nunHsa 2022 poky,
nepeknaj yKpaiHCbKOI Ta pociiicbkolo mMoBamu Big 15 nunHA 2022 poKy [0 MPOTOKO/IB KAIHIYHMX
BMNpobyBaHb: «baratoueHTpoBe, paHAoMi30BaHe, NoABiiHe chine, 3 NOABIHO IMITALi€, KOHTPOIbOBaHE
aKTMBHMM npenapartoMm, JocnimkeHHsa |l ¢asw, Wwo npoBoAMTbCA B MapasieflbHUX rpynax 3 OLiHKK
ehekTBHOCTI Ta 6e3neYyHoCTi €eBOOPYTUHIGA Yy MNOPIBHAHHI 3 Tepud/lyHOMIGOM B YYacHWKIB i3
peunanByoUMM PO3CISHUM CKI1epo30M», Ko AocnimkeHHa MS200527_0080, sepcis 4.0 Big 03 kBiTHA 2022
poKy; «baraToueHTpoBe, paHAOMi30BaHe, MOABIHE cnine, 3 MNOABINHOKW IMITAUIED, KOHTPOJSIbOBAHE
aKTMBHWM npenapartoMm, JocnigxkeHHs Il dasu, Wwo npoBoAMTbCA B NapasieflbHUX rpynax 3 OLiHKK
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epekTMBHOCTI Ta 6e3neyHoCTi eBOOPYTUHIGA Yy MOPIBHAHHI 3  TepudiyHOMIGOM B YYacHUKIB i3
peunanByovMM po3CiSHUM CKIepo3oM», Koa docnimkeHHsa MS200527_0082, sepcis 4.0 Big 03 kBiTHA 2022
poky; cnoHcop - Merck Healthcare KGaA, HimeuunHa

3asABHYK - MignpueMcTBo 3 100% iHo3eMHoI iHBecTuLjeto «ANKHOBIA PAC YkpaiHa»

25. Bpowypa pgocnigHuka AocnigpKyBaHOro Jikapcbkoro 3aco6y JNJ-54767414 (paparymymaon),
BupaHHA 18 Big 17 rpyaHAa 2021 poky aHriiicbkoo MoBOHK; JonoBHeHHA 1 Big 19 kBiTHA 2022 po
Bpolwypu gocnigHuka gocnimgKyBaHoro nikapcbkoro 3aco6y JNJ-54767414 (papatrymymat), BUgaHHs
18 Big 17 rpyaHa 2021 poKy aHrniiicbkolo MoBoOw; IHchopmaulia ana naudieHta Ta dPopma
iHcbopmoBaHoOi 3rogun, Bepcia 16.0 Big 24 uepBHA 2022 pOKY YKPAiHCbKOK Ta POCIiICbKOKO MOBamu;
AonoBHeHHA A0 IHdopmauii ana nauieHTa Ta Popmu IHhOpMOBaAHOI 3rogu: opraHisauia Noi3fokK
KomnaHielo «CkayT KniHikan» — Bepcis 1.0 — 24 nuctonaga 2021 p. — yKpaiHCbKOIO Ta pocCiiicbKoto
MoBamu — Ha ocHoBi SC_3paska ®I3 gna YkpaiHm — Bepcis 1.3 — 07 nunHsa 2021 p. — aHrAiicbKoto
MoBoto; Scout Clinical — O6cnyroByBaHHsAl NaLieHTIB — efIeKTPOHHEe NUCTYBaHHA, Bepcia 1.0 ansA
YkpaiHu Big 02 ntotoro 2022 pokKy yKpaiHCbKOIO Ta pociiicbkoio MoBamu; Scout Clinical — Mocnyru 3
nepeBe3eHHA NauieHTiB, Bepcia 1.0 ana YkpaiHu Big 02 moToro 2022 poKy YKpaiHCbKOW Ta
POCIAiCbKOI0 MOBamMM [0 NPOTOKO/Y K/IIHIYHOrO AOC/MKEHHSA «KniHIiYHe gocnigpkeHHs 3 a3y NopiBHAHHS
Aapatymyma6y, bopte3omioy Ta [ekcameta3oHy (DVd) 3 Boprtesomibom Ta [ekcameTtaszoHom (Vd) vy
nauieHTis 3  peuuMamMBHOIO UM pepakTepPHO  MHOXWHHOK  MIENIOMOK», KO,  AOCNIIKEHHS
54767414MMY3004, 3 nonpaskoto INT-7 Big 31.03.2021 p.; cnoHcop - «AHCCEH ®APMALEBTUKA HB»,
Benbris

3aaBHnK - TOBAPWCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®PAPMACBIOTIKAN PICEPY
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

26. bpowypa pocnigHuka Hipcesima6 (MEDI8897), BuagaHHa 6.0 Big 27 TpaBHA 2022 poky,
aHrNINCbKOK MOBOIO [0 NPOTOKO/Y K/IHIYHOIO AOC/iAXEHHS «BigkpuTe, HEKOHTPONbOBaHE AOC/iLKEHHS
(hasn 2 3 3acTOCYyBaHHAM OAHOPA30BOI A03U /15 OLiHKM 6e3neYHOCTi Ta NepeHoCMMOCTi, hapMakoKiHETUKM
Ta NosiBM aHTUTINT 4O NpenapaTty HipcesiMab y iIMyHOIOMNYHO CKOMMPOMETOBAHMX AiTel BikOM = 24 MicAuiB»,
koA pocnipkeHHs D5290C00008, 3 iHKkopnopoBaHOoK nonpasko 3 Bifg 23 yepBHA 2021 poky; crioHcop -
AstraZeneca AB, LLBeLUis

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

27. OHOBIEHUIA NPOTOKO 3 NnonpaBKoto 3, Bepcif 4, Big 08.02.2022 p.; IHchopmauia gna nadieHTa Ta
®dopma iHthopmoBaHoi 3rogu — MpoTokon AC-055-315, Bepcia 5.0 yKpaiHCbKOKO MOBOIO A1l YKpaiHu
Big 06.07.2022 p.; IHchopmauis gna nauieHta Ta ®opma iHhopmoBaHoi 3rogn — Mpotokon AC-055-
315, Bepcia 5.0 pocilicbkolo MoBOO ansA YKpaiHu Big 06.07.2022 p.; IHchopmauis ana nauieHTta Ta
®dopma iHpopmMoBaHOiI 3roau AN y4vacTi y HeoGOB’A3KOBIlMi uyacTUHI gocnimkeHHsa - MpoTokon
AC-055-315, Bepcia 3.0 ykpaiHCbKo MoOBOW AnA YkpaiHu Big 06.07.2022 p.; IHdopmauia ansa
nayieHTa Ta d®opma iHhopMOBaHOI 3rogM ANAA y4vacTi Y HeOOOB’sI3KOBIW YaCTUHI [OCHIAKEHHA -
MpoTtokon AC-055-315, Bepcis 3.0 pociiicbkolo MOBOIO Ans YKpaiHu Big 06.07.2022 p.; KepiBHMLTBO 3
NpoBeAEeHHsA K/IHIYHOTO [OChifKeHHs nifg 4Yac CcTUXiiHOro nuxalcepitlosHux 36oiB/maHgemii [o
npotokosy AC-055-315, adrniiicbkolo moBoOw Big 20.05.2022 p.; LWkana pgucnHoe Bopra CR10
iHCTPYKUiT ANS1 yYyaCcHUKA, BepcCis YKpaiHCbKOK MOBOIO ANA YKpaiHu Big 16.02.2022 p.; Lkana Borg
CR10 Scale, iHCTpPYKUii ANA y4yacHuUKa, BepcCia pocCilicbkoo MOBOK Ans YKpaiHu Big 16.02.2022 p.;
3miHa Ha3BM Micus MPOBEeAEHHA K/iHIYHOro BUMPOOYBaHHA A0 MNPOTOKO/Y K/IHIYHOIO AO0CAIMKEHHS
«[pocnekTBHe, GaraTouUeHTpoBe, NOABiHE cnine, 3 NOABINHONW iMiTaljiet0, paHAOMiI30BaHe, 3 aKTUBHUM
KOHTPO/SIEM, B napasesibHUX rpynax, 3 MocnifoBHWUM BK/IOYEHHSAM rpyn, afanTvBHe, KOHTPOJIbOBaHe 3a
nogisiMm  KNiHiYHe  [OCNIMKEeHHA TpeTbol ¢a3n  Ans MNOPIBHSAHHA e(eKkTUBHOCTI, 6e3neyHocTi Ta
NepeHoCMMOCTi MauiTeHTaHa 75 Mr 3 MauiteHTaHoM 10 Mr y nauieHTiB 3 flereHeBOK apTepiasibHO
rinepTeHsielo 3 nojasblUMM MepiofoM BiLKPUTOIO NiKyBaHHA MauiTEHTAHOM 75 Mr», KO4 OOCNiIKEHHS
AC-055-315, nonpaska 2, Bepcia 3 Big 6 cepnHa 2020 p.; cnoHcop - «AHCCEH ®APMALEBTUKA HB>»,
Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYNO CTANO
O.M.H., npodp. Apema H.1. O.M.H., npod., Apema H.1.
KomyHasibHe HekomepLUiiHe nignpuemcTBo | KomyHanbHe HekomepLiiHe nigNnpUeMCcTBO

«TepHOMiNIbCbKa YHIBEpCUTETCbKa JliKapHA» | «TepHOMiNbCbKa oOO6G/acHa KAiHiYHA NikapHA»
TepHONINbCLKOI 06M1acHOl pagun, KappgionoridyHe | TepHONiNbCbKOi  06nacHoi  pagn,  KapgionorivyHe
BiAAINEHHS, TepHOMINbCbKNIA HaLjoHaNbHWIA | BigaiNeHHs, TepHONINbCbKNIA HaLiOHa/TbHWI
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MeAVYHUIA YHIBEPCUTET iMeHi |.A. TopbayeBCbKOro | MeanyHnin  yHisepcuteT imeHi |.A. Topb6ayeBCbKoro
MiHicTepcTBa  OXOpOHM  340pOB'A  YKpaiHu, | MiHicTepcTBa OXOpPOHM 340pOB'A YKpaiHu, kKadegpa
Kadpegpa BHYTPIWHbLOI  MeauumHM  Nel, BHYTPIWHLOI MeanLMHN Nel, M. TepHonifb

M. TepHonisib

28. [DopatkoBuii iHhopmauiliHMiA NUCTOK nauieHTa Ta ¢hopma iHpOpPMOBaHOI 3roAu Ha BXWTTSA
HaA3BMYaAHMX 3ax0fiB Yy 3B’sA3KY 3 BOEHHUMU AiAMU Ha TepuTopii YKpaiHu, Bepcia V1.0UKR(uk)1.0
Big 25 nunHA 2022 poky, nepeknaj yKpaiHCbKOK MOBOWO Bif, 27 nunHa 2022 poky; OopgatkoBuii
iHhopMauiiHUii NMCTOK NauieHTa Ta popma iHPOPMOBAHOIT 3rogx Ha BXUTTA HaA3BUYaliHUX 3axogiB
y 3B’fI3KY 3 BOEHHUMM AisiMU Ha TepuTtopil YKpaiHu, Bepcia V1.0UKR(ru)1.0 Big 25 nunHa 2022 poky,
nepeknag PpocCilicbkold MOBOK Big 27 nunHA 2022 poKy A0 MPOTOKO/Y K/IHIYHOMO [AOCHIAKEHHS
«PaHfomizoBaHe, noggiiiHe cnine, nnaueb0-KoOHTPoNbOoBaHe AochimkeHHs Il dasu npenapaty M2951 3
napanesibHOoK rPyno 3acTOCYBaHHS akTUBHOrO KOHTposo (Mpenaparty Tekdigepa) 3a BigKpUTMM METOA0M
y nauieHTiB 3 peunMamMByouMM  PO3CISSHUM  CKNEepo3OM Ans  OUiHKM  eddEKTMBHOCTI, 6e3MeyHOoCTi,
nepeHoCcUMOCTi, dpapMakoKiHETUKN Ta 6i0NI0NYHOI aKTUBHOCTI», KOA4 AocnifixeHHs MS200527-0086, sepcis
6.0 Big 08 nuctonaga 2019 poky; cnoHcop - Merck KGaA, HimeuunHa

3asBHUK - NignpremMcTBo 3 100% iHo3eMHOM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

29. OHoBneHa bpouypa gocnigHuka ZN-c5, BupgaHHa 6.0 Big 13 yepBHA 2022 poKy [0 MPOTOKOSY
KMiHiYHOrO gocnigpkeHHs «®asa 1/2 BigkpuTe 6GaraToueHTpoBe [AOCAiMKEHHS 6e3nekn, MepeHOCMMOCTI,
hapmakoKiHETUKM Ta MPOTUMYXIMHHOT akTUBHOCTI npenapaty ZN-C5, wo 6yge 3acTocOByBaTuCs, SK Y
BUrAsiAi MOHOTepanii, Tak i y KoMmb6iHauii 3 nan6oumkniéom, y nauieHTiB 3 ecTporeH-peuentop (ER)
No3UTMBHUM Ta peuentop 2 enigepmasibHoro haktopa pocty nwoanHn (HER2) HeraTMBHUM, NOLWIMPEHUM
pakoM MOJIOYHOI 3a103m», kog, gochimpkeHHs ZN-¢5-001, sepcis 6.0 Big 20 kBiTHA 2021 poKy; CNOHCOpP -
«3eHo Anbda IHk» [Zeno Alpha, Inc.], CLLUA

3asBHuK - «Epromep MENCi», CnonyvyeHe KoponiscTeo

30. 3miHa BignoBiganLHOro gocnigHWKa B Micli NpoBeAeHHs1 BUNPOOYBaHHSA [0 NMPOTOKONY K/1iHIYHOro
jocnimpkeHHs «PaHfomizoBaHe, 6araTtoLeHTpoBe, BigkpuTe focnimkeHHs asun 1l ansg ouiHkn eqpeKkTUBHOCTI
npenapaty TAK-788 B AkocTi Tepanii nepLuoi NiHii y NOPIBHAHHI 3 XiMiOoTepanielo Ha OCHOBI npenapartiB
NAaTUHWM Yy NaUi€HTIB i3 HEAPIOHOKMITUHHMM PakoM JiereHi 3 iHcepuiiHMMy mMyTauismn y 20-My €K30HI reHa
peuentopa enigepmasisHoro goaktopa pocty (EGFR)», kop pocnigpxkeHHs TAK-788-3001, Bepcis i3
nonpaskoto 07 Big 03 rpyaHs 2021 p.; cnoHcop - MinneHHiym ®apmacbioTikans, IHk., CLUA (Millennium
Pharmaceuticals, Inc., USA)

3aaBHUK - ToBapuctBo 3 O6mexeHow BignosigasibHicTio «KOHTpakTHO-JocnigHuybka OpraHisauis
IHHOGhapM-YKpaiHa»

BY/NO CTAJIO
3aB. Bif. Ko63es O.l. nikap /leoHoBa B.B.
KomyHasbHe HekoMepLUiiiHe NignNPUMeEMCTBO | KoMyHabHe HekomepLiiiHe nignNpUeMCTBO
«O6NacHUiA  LEeHTP  OHKOMOriT», OHKOXipypriyHe | «O61acHUiA  LEeHTP  OHKOJOrii»,  OHKOXIpypriuHe
BifAi/IEHHS OpraHiB rpyAHOT NOPOXHUHM, M. XapKiB | BifAiIEHHS OpraHis rpyAHOi NOPOXHUHU, M. XapKis

31. 3miHa Ha3BU MicLs NMPOBeAEHHSA K/IHIYHOro AOCAIMKEHHS 0 MPOTOKO/Y KAIHIYHOrO AO0CNIIKEHHSA
«baraToueHTpoBe BigkpuTe gopaTkoBe AocnigpKeHHA npenapaty RPC1063 npu  nepopasibHomy
3aCTOCyBaHHI y XBOpPMX Ha pPeuunavByOunii po3CisiHWI CKIepos», kog gocnimkeHHss RPC01-3001, pepakuis
10.0 Big 08 >oBTHA 2021 p.; cnoHcop - «CenmxkeH IHTepHewHn 1l Capn» (Celgene International Il Sarl),
Lsenuapis

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

BYNO CTANO
nikap Fanywa A.l. nikap Manywa A.l.
KomyHanbHuii 3aknag KuiBcbKOi o6nacHoi pagu | KomyHasibHe HeKoMepuiiHe RnignpuemcTBo
«KuiBcbka o6nacHa KNiHiYHa nikapHa», | KuiBcbkoi  o6nacHoi  paau  «KuiBcbka
HeBpoJIoriYHe BiggifleHHA UeHTpa/ibHOI HEepPBOBOI | o6/1lacHa KNiHiUHA nNikapHA», IHCYNbTHUIA
CUCTEMM Ta CYAUHHOI NaTosiorii rONOBHOroO Ta | LEeHTp, M.Kuis
CMUHHOro MO3Ky, M. Kuis




32. Jopatok Ao chopmu iHhopMmoBaHOI 3rogu Nig yac KPU3oBOI cuTyauii B YKpaiHi gnsa gocnigkeHHA
GN41851, Bepcia 1.0 pna YKpaiHun yKpalHCbLKOIO Ta pOcCificbKolo MoBamu Big 22 nunHa 2022 p. Ha
OCHOBI MalicTep-Bepcii gogatka 1 go ®I3 nig yac Kpu3oBoi cuTyauii B YKpaiHi, Bepcia 2.0 Big 15
yepBHA 2022 p. [0 NPOTOKONY KIiHiYHOro BUNpobyBaHHA «BAFATOUEHTPOBE PAHAOMI3OBAHE
MOABIAHE C/INE AOCNIAKEHHA ®A3M 1Il Y MAPANENBHUX TPYMNAX 3 MOABIVHAM KOHTPO/EM
MNALUEBO ANnA OUIHKM E®EKTUBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY [MOPIBHAHO 3
TEPVN®TYHOMIAOM Y AOPOCNX MAUIEHTIB 3 PELNABYKOUYNM PO3CIAHM CKIIEPO30M»», kopg,
pocnipkeHHs GN41851, Bsepcia 4 Big 14 BepecHs 2021 p.; crnoHcop - d.XodpdpmaHH-JIa Pow 114,
LLseiiyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/bHICTIO «Pow YKpaiHa»

33. Bpowypa gocnigHuka ETponisyma6, Bepcis 16 Big uyepBHA 2022 poKy, aHINiliCbKOIO MOBOK [0
NPOTOKONIB KIIHIYHUX BUNPOBYBaHb: «BigkpuTe po3WwMpeHe [OOCNIMKEHHA Ta MOHITOPUHI 6e3nekn Yy
nawlieHTiB 3 BMPa3KOBMM KONITOM CepefHboro abo BaXKKOro CTyneHs, SKi paHilwe 6panu yyacTb Y
pocnipkeHuax dasum I/l npenapaTy eTponisymat», kof gocnimkeHHa GA28951, sepcia 9 Big 12 noToro
2019 poky; «Bigkpute po3wmnpeHe JOCNIIXEHHS i3 CNOCTEPEXEHHAM 6e3Mnekun naLieHTiB 3 XBOpo6oo KpoHa B
aKTMBHI/ dhasi Bifg cepefHbOro A0 TSHXKKOro CTYMEHS BadKKOCTI, SKi paHille MpuimMany yyacTb y MPOTOKOSI
eTponisyma6 asa lll gocnipkeHHs GA29144», kop, pocnimkeHHs GA29145, sepcis 6 Big 29 kBiTHA 2019
poKy; cnoHcop - «®. XochdmanH-/1a Pow /1ITa» (F. Hoffmann-La Roche Ltd), LLBeiuapis

3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjel0 «ANK'HOBIA PAC YkpaiHa»

34. fJopatok Nel Big 11 TpaBHA 2022 poKy Ao Bpowypu gocnigHuka, Bepcii 11.0 Big 07 rpygHa 2021
POKy, aHrnilicbkoro MoBoOl; flogaTtkoBa iH(popmoOBaHa 3rofa Mali€eHTa Ha BXWUBaHHA €KCTPEeHMUX
3axogiB uepe3 BilicbkoBy arpecito Pocilicbkoi ®epgepauii Ha Teputopii YkpaiHu, Bepcia
V1.0UKR(uk)1.0 Big 06 4yepBHsa 2022 poKy, nepeKknaj yKpaiHCbKO MOBOI Bif 14 nunHAa 2022 poky;
AopaatkoBa iH(hopMoOBaHa 3roga nauieHTa Ha BXXMBaHHSA €KCTPEHUX 3ax0fiB vUepes BiliCbKOBY arpecito
Pociiicbkoi ®depepauii Ha Teputopii YkpaiHu, Bepcia V1.0UKR(ru)1l.0 Big 06 uepBHa 2022 poky,
nepeknag pociiicbkolo MOBOW Bifg 14 nunHa 2022 poKy; NOJOBXEHHA TPUBAIOCTI KNiHIYUHOroO
BUNPOGYBaHHA B YKpaiHi Ao 31 rpygHa 2023 poKy [0 MPOTOKOMY KAIHIYHOTO  AOCHIAKEHHS
«PaHgomisoBaHe, noggiiHe cnine, nnauebo-KOHTPOsIbOBaHe, 6GaraTOueHTPOBE  AOCNIMKEHHS, Lo
NpPOBOAMTLCSA B NapasieNlbHMX rpynax, i3 3acToCyBaHHAM (RIKCOBaHWX A03 AN OUIHKA edIeKTMBHOCTI Ta
6e3neyHocTi npenapaty SEP-363856 y nauieHTIB i3 LWM30PEHIEND Y TOCTPOMY NMCUXOTUYHOMY €ni3oAi», Kopg,
pocnipkeHHss SEP361-301, sepcis 4.00 3 iHKOpnopoBaHOH CyTTEBOK nonpasBkoto 3.00 Big 26 civHa 2021
POKy; cnoHcop - «CyHoBIOH ®apmacbtoTikasic IHK.» (Sunovion Pharmaceuticals Inc.), CLLUA

3asBHUK - NignpreMcTBo 3 100% iHo3eMHOI iHBecTULiclo «AVK'IOBIA PAC YkpaiHa»

35. Bpouwypa gocnigHuka, PF-06480605, Bepcis 5.0 Big uepBHA 2022 poKy, aHrNificCbKOIO MOBOLO [0
MPOTOKO/Y KMiHiYHOrO BuUNpobyBaHHA «baraToueHTpoBe, paHOoMi3oBaHe, noAgiliHe cnine, nnaue6o-
KOHTpO/IbOBaHe AocnifxeHHA a3y 26 3 nigdbopoM ONTUMasIbHUX A03 ANS OUiHIOBaHHA e(eKTUBHOCTI,
6e3neyHoCTi i dpapmakokiHeTukn npenapaty PF-06480605 y [OpoCUX yYacHUKIB i3 BUPA3KOBUM KOMITOM
NMOMIPHOTO abo BaXKOrO CTyMeHs TSHKKOCTI», kog gocnimkeHHs B7541007, octatoyHa Bepcis NpoToKoy 3
nonpaskoto 3 Big 15 6epesHs 2022 poky; cnoHcop - Mdpaiizep IHK., CLUA

3asaBHUK - Mdcpalizep IHK., CLUA

36. MNMoaoBXEeHHA TPUBANOCTI KNiHIYHOroO BUNPOGYBaHHA B YKpaiHi o 31 rpygHAa 2024 poky [0
NPOTOKOMY K/iHIYHOrO BUNPOOYBaHHA «BigkpuTe po3WMPEHe AOCAIMKEHHA Ta MOHITOPUHT 6e3nekn vy
nawieHTiB 3 BMPa3KOBMM KONITOM CepefHboro abo BaXKOro CTyneHs, SKi paHiwe 6panyn yyacTb Y
pocnipkeHuax dasu I/l npenapaTy eTponisymat», kog gocnimkeHHa GA28951, sepcia 9 Big 12 noToro
2019 poky; cnoHcop - «®. XoddmaHH-/1a Pow Nita» (F. Hoffmann-La Roche Ltd), LLseiiLapis

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

37. fBopatok Nel Big ntotoro 2022 go Gpowypu gocnigHuka gnsa inaraceptioy (R0O5532961), Bepcis 13
Big uepBHA 2021 p.; Bpowypa gocnigHuka gna inataceptioy (RO5532961), Bepcia 14 Big 4epBHsA
2022 p. A0 NPOTOKOAY KAIHIYHOro AocnigkeHHs «MoAagiliHe cnine niaueb0-KOHTPONbOBaHE paHAOMI30BaHe
chasn Il gocnigxeHHs inatacepTioy y koMOGiHaLii 3 MakniTakcesqioM B SIKOCTI liKyBaHHA ANs MauieHTiB 3
reHHMMmn nopyteHHsmm PIK3CA/AKT1/PTEN B rpyni MicLeBonowmMpeHoro abo mMeTactaTtMyHOro, NoTPiAHO-
HeraTMBHOrO paky MOJIOHYHOI 3a/1031 abo B rpyni ropMoH-Nno3nTnBHoro, HER2-HeraTMBHOro paky MOJSIOYHOI
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3a/1031», Kog, A[ocnimpkeHHs CO40016, sepcisa 11 (Koropta C) Big 17 ntotoro 2022 p.; CAOHCoOp -
®.XodhdmaHH-/1a Pow /T4 (LBeliyapis)
3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAas/IbHICTIO «PoL YKpaiHa»

38. bpowypa gocnigHuka nikapcbkoro saco6y ayninyma6 (SAR231893/ REGNG668), Bepcisi Nel6 Big
22 yepBHA 2022p., aHrNifiICbKOKO MOBOIO [0 NPOTOKOAIB KIIHIYHUX AOC/iAKeHb: PaHgomisoBaHe, noasiliHe
cnine, nnauebo-kOHTPONbOBaHe, y MnapaefibHux rpynax, OnopHe AOCAIMKEHHS TpuBanicTio 52 TWkHI 3
METOI OLHKM eDEKTMBHOCTI, 6€e3Mnekn Ta NepeHOCMMOCTI AyninyMmady y nauieHTiB 3 cepeHbOBaXKKMM abo
BaXKMM XPOHIYHMM OOCTPYKTMBHUM 3axBOPIOBaHHAM nereHb (XO3J/1) i3 3ananeHHsam 2 Tuny, Kofg
pocnipkeHHss EFC15804, 3 BHeceHow nonpaskoto 08, Bepcia 1 Big 29 BepecHs 2020p.; «PaHgomizoBaHe,
noAgiiHe cnine, nnauebo-kOHTPOsibOBaHe, 52-TWkHeBe 6a3oBe [AOCNIMKEHHS, $Ke nNpoBOAsATb Y
napanenbHUX rpynax Assa ouiHkM edpeKTMBHOCTI, 6e3neyHoCTi Ta NepeHoCUMOoCTi Ayninymaoy B nauieHTiB i3
XPOHIYHUM OBCTPYKTMBHMM 3aXBOPKOBAHHAM fiereHb (XO3J/1) Bi4 MNOMIPHOrO [0 TSXKKOIO CTyneHsa i3
3anasieHHsaM 2 Tuny», kog pocnimxkeHHs EFC15805, 3 nonpaskoto 02, Bepcia 1 Big 16 rpyaHa 2021p.;
PaHpomizoBaHe, noAgiiiHe cnine, nnaue60-KOHTPONbOBaHe AOCAIMKEHHS, WO CKNaAaeTbCA 3 ABOX YaCTUH,
ONS OUiHKM edpekTMBHOCTI Ta 6e3neyHocTi Aynilymady Yy MauieHTiB 3 HEKOHTPO/IbOBAHWM XPOHIYHUM
PUHOCUHYCUMTOM 6e3 nosino3y Hoca (XPCO6IMH), kog, pgocnigxeHHa EFC16723, 3 nonpaskoto 01, Bepcia 1 Big
08 nunHA 2021p.; «PaHpomizoBaHe, noAgiiHe chine, nnaueb0-KOHTPOSIbOBaHE AOCMIKEHHS 3 OLiHKK
LOBrOCTPOKOBOTO BM/MBY Aynislymaby Ha nonepemkeHHs 3HWKEHHSA (OYHKUIT fereHb y nauieHTiB 3
HEKOHTPO/NIbOBAHOI OPOHXIa/IbHOK aCTMOH MOMIPHOIO Ta BaXKOro CTYMEHS TSHKKOCTi», KOA AOCNiKEHHS
LPS16676, 3 nonpaBkoto 01, Bepcia 1 Big 20 rpygHa 2021 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHoci-ABeHTIiC pellepLl e gesenonmad, dpaHuis)

3asiBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

39. YkpaiHa, MK-6482-012, IHdhopMaLia Ta AOKYMEHT npo iHpopMoBaHy 3rogy AMs NauieHTa, Bepcia
2.06 Big 14 nunHa 2022 p. ykpaiHCbKOl MOBOI; 3MiHa BignosigasbHOro gocnigHuka B MMNB fo
NPOTOKONY KNIHIYHOTO JocnimkeHHs «BigkpuTte, paHaomizoBaHe pocnimpkeHHA I ca3m gna  ouiHkM
ehbekTMBHOCTI Ta 6e3neyHocTi nem6ponisymady (MK-3475) y kombiHauii 3 6ensytucpaHom (MK-6482) Ta
nexBatuHioom (MK-7902), abo MK-1308A y koMbGiHaLii 3 leHBATUHIOOM MOPIBHAHO 3 NemM6posiisymabom i
NIeHBaTMHIOOM B AKOCTI NepLuoi MiHii Tepanii 418 y4acHWKIB 3 PO3MNOBCIOMKEHOI CBIT/IOKNITUHHOK HUPKOBO-
KNITUHHO KapLuMHOMOLO», koA, AocnimkeHHs MK-6482-012, 3 iHkopnopoBaHot nonpaskoto 03 Big 10 rpyaHs
2021 poky; cnoHcop - «Mepk Wapn eHa Joym Kopn.», godipHe nignpmemctso «Mepk eHg Ko., IHk.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOH0 BignoBigasbHICTIO «MC/, YkpaiHa»

BY/NO CTANO
3aB. Big. Han6aHgsaH T.A. nikap Kigik A.r.
KomyHanbHe HekomepuiiHe nignpmeMctBo «O6nacHuii | KoMyHasibHe HekoMmepLiiiHe nignpuemMcTBo
LEHTP OHKOJIOrii», OHKOYPO/IOTivyHe BigAiieHHs, M. XapkiB | «O6nacHuii LeHTp OHKOJIOTi1»,
OHKOYpO/orivyHe BiaaisieHHs, M. Xapkis

40. 3miHa Ha3BM Ta agpecu CrnioHcopa pocnimkeHHsi; Bpowypa pocnigHuka Pembrolizumab
(MK-3475), BugaHHsa 22 Big 13 TpaBHA 2022 pOKy, aHIiicbKOK MOBOIO; YKpaiHa, MK-3475-676, Bepcis
1.01 Big 26 nunHsa 2022 p., yKpaiHCbKOIO MOBOIO, IHpoOpMaLisi Ta AOKYMEHT npo iHhopmoBaHy 3roay
Ans naudieHta; YkpaiHa, MK-3475-676, Bepcia 1.01 Big 26 nunHa 2022 p., yKpPaiHCbKOIO MOBOIO;
IHcbopmaLiiHMiA NUCTOK | [OKYMEHT npo iHtopMoBaHy 3rogy Ha MaiiOyTHeE GiomeguuHe
pocnipkeHHA; 3pasoK MapKyBaHHA [OCAiAKyBaHOro siikapcbkoro saco6y MK-3475 Vial, Bepcia 2.0
BiA 27 KBiTHA 2022 poKy, aHINiACbKOKW Ta YKpaiHCbKOKW MoBamMu; 3pa3oK MapKyBaHHs
pocnigpxyBaHoro nikapcbkoro sacody MK-3475 Kit, Bepcis 2.0 Big 27 kBiTHA 2022 pOKy, aHIiliCbKOO
Ta yKpaiHCbKOI MoBaMu; 3pa3oK MapKyBaHHA npenapaty nopiBHAHHA )XuBa Gauuna Kanbmerra-
FepeHa, wtam TICE (ONCOTICE BCG Kit), Bepcis 2.0 Big 13 kBiTHA 2022 poKy, aHrniiicbkoro Ta
YKpaiHCbKOIO MoOBaMu; 3pa3oK MapKyBaHHA npenapaTy nopiBHAHHA YXuBa Gauuna Kanbmetrta-
FepeHa, wrtam TICE (ONCOTICE BCG Vial), Bepcia 2.0 Big 13 kBiTHA 2022 pokKy, aHrNificbKkol Ta
YKPaiHCbKOIO MOBaMu [0 MPOTOKONY KAiHIYHOrO BunpobyBaHHS «PaHaomi3oBaHe, KOHTPO/ibOBaHe
npenapaTom MNOPIBHAHHA K/iHIYHE pocnimkeHHs Il da3nm ansa BMBUYEHHA eeKTMBHOCTI Ta 6e3neyvHoCTi
nemb6ponisymady (MK-3475) y kombiHauii 3 6aunioro KanbmetTta-l'epeHa (BLK) B y4acHWKIB 3 HEM'SA30BO-
iHBA3VBHMM PAKOM CEYOBOr0 MiXypa 3 BUCOKMM CTYNeHem PU3MKY, Y SKUX CMOoCTepiraEeTbCa NepcucTyodunii
abo peunamByruMiA pak nicns iHAyKUinHOT BLK-Tepanii abo sikum padiwe He nposogunun BLPK-Tepanito
(KEYNOTE-676)», kog gocnimpkeHHss MK-3475-676, 3 iHkopnopoBaHow nonpaskoto 05 Big 09 nuctonaga
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2021 poky; cnoHcop - «Mepk LWapn EHA Loym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

Adpeca: Mepk flpatis, 1, nowmosa ckpuHbka 100,
M. Balimxayc-CmetwH, wmam Hbro-xepci,
08889-0100, CLUA (One Merck Drive, P.O. Box
100, Whitehouse Station, New Jersey, 08889-
0100, USA)

BY/NO CTANO
«Mepk Lapn eHO [Joym Kopn.», O0OouipHe | TOB Mepk LUapn eHO foym (Merck Sharp &
nionpuemcmso «Mepk eHO Ko., IHK.», CLUA, | Dohme LLC)

Aodpeca: 126 Icm JliHKkosibH aseHio, nfc 2000,
Pasgeli, Hoto [xepci, 07065, CLUA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ
07065, USA)

41. 3miHa BignoBiganbHOro pAocnigHuka B Micui

npoBefeHHA BUNPOOYBaHHA; 3MiHa Micua

npoBefieHHs KMiHIYHOro BUMNPOOYBAHHA [0 NPOTOKOMY KNIHIYHOTO AOC/iIMKEHHSA «[JocnimKeHHs 2 dasu
iHri6iTopy PD-1 JTX-4014 B sikoCTi MOHOTepanii Ta y kombiHauii 3 BonpaTtenimabom, skuii € aroHictom ICOS,
y nauieHTiB 3 MeTacTaTU4yHUM HeApiOHOKNITUHHMM pakoM nereHb (HAPJ/1) nicna ogHoro nonepegHbo
OTPUMAHOrO pexuMy nIaTUHOBMICHOI XiMioTepanii, BifibpaHux 3a 6iomapkepamu», KO AOCNiIXKEeHHS
JTX-4014-202, Bepcia 2.0 Big 14 BepecHA 2020 p.; cnoHcop - Jounce Therapeutics, Inc., United States of
America

3anaBHMK - ToBapuctBo 3 O6MexeHow BignosiganbHiCcTO
IHHOhapM-YKpaiHa»

«KoHTpakTHO-[ocnigHnupka OpraHizauis

BYJIO

CTAJIO

3aB. BigaineHHam Ko63es O.l.
KomyHanbHe HekomepuiiiHe nignpruemcTso «O6nacHuii
LEHTP OHKOJIOrii», OHKOXipypriyHe BigAinieHHs opraHis
rPyAHOT NOPOXHUHK, M. XapkiB

nikap leoHosa B.B.

KomyHanbHe  HekomepuiiHe  NignpUEMCTBO
«O6nacHUn LEHTP OHKOJOriT», OHKOXipypriuHe
BiAAINEHHS  OpraHiB  rpyaHOI  MOPOXHWUHW,
M. XapkiB

O.M.H., npod. Yelwwyk B.€.
ToBapucTBO 3 OOMEXEHOK BigNoOBiJANBbHICTIO

O.M.H., npod. Yelwyk B.€.
MeguuHuii LEeHTp TOBapucTBa 3 0OOMEXEHO

«Megnununii  UeHTp iMeHi akagemika HOpia | BignoBiganbHicTiIO «ApeHcis Ekcnnopartopi
MpokonoBuya CnixeHka», BigAin  KNiHiYyHKMX | MeaiciH», BigAin KNiIHIYHUX AOCAiAKEHb,
pocnipkeHb Ne 1, KuiBcbka o06nactb, Kueso- | m. Kuis

CBATOLWNHCbKUIA paiioH, c. KaniTaHiBKa

42. Inchopmaunia ans nauieHTa Ta popma iHhopmMoBaHOT 3roau, ocTaTouHa pegakuia 3.0 ons YkpaiHu
Big 07 nunHa 2022 p., ocTaTOYHUIT Nepeknag, 3 aHrNifiCbKOi MOBU Ha yKpaiHCbKy MOBY Big 02 cepnHsA
2022 p., ocTaTOuYHWUIA Nepeknag 3 aHrNificbKoi MOBM Ha pocilicbky mMoBYy Big 02 cepnHa 2022 p. fo
NPOTOKONY  KMIHIYHOrO  AocnimpkeHHss "PaHgomisoBaHe NOABIMHO  cnine  niaueb0-KOHTPO/iboBaHe
pocnimpkeHHs |l gpasn, Wo npoBOANTLCS B MapasiefibHUX rpynax MauieHTIB i3 Nerkum i cepeaHbOTSHKKAM
nepeb6irom BMPa3koBOro KOAITy 3 METOH OLiHKN etheKkTUBHOCTI Ta 6e3neyHocTi amicenimogy (MT-1303)", ko
pocnimpkeHHss AMUC-2023, pepakuis 4.0, nonpaBka 3 Big 03 6epe3Ha 2022 p.; cnoHcop - "Cauikc
dapmac’toTikan3 IHkopnopeiiten” [Salix Pharmaceuticals, Inc.], aguinilioBaHa komnaHia "Bayw Xenc HO-Ec,
NNK" [Bausch Health US, LLC], CLLA

3aaBHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

43. OHOBNEHUI NPOTOKOJ1 KAiHIYHOro BUNPOGYyBaHHA nonpaBka 3, Bepcia 4.0 Big 13 tpaBHa 2022
POKy aHrniiicbkoro moBow; bBpouwypa pgocnigHuka no npenapary bBpasukyma6é (Brazikumab,
MEDI2070, AMG 139), Bepcis 9.0 Big 22 yepBHa 2022 poKy; IHhopmauis npo gocnigkeHHA Ta hopma
3rogn gNns [OpPoOC/uX foKasibHa Bepcia Homep 2.0 gnA YKpaiHu yKpaiHCbKOK MOBOLO, garta Bepcii 04
nunHA 2022 poKy Ha OCHOBiI MacTtep Bepcii Homep 5.0 Big 18 tpaBHA 2022 poky; IHcopmauia Ta
cthopma 3roam Ha HagaHHA AAaHUX BariTHOI NapTHEPKU AOPOC/IOro yyacHUKa AOCNifKEeHHS NoKa/bHa
Bepcia HoMep 2.0 gna YKpaiHu yKpaiHCbKOI MOBOLO, gata Bepcii 04 nunHa 2022 poKy Ha OCHOBI
MacTtep Bepcii Homep 3.0 Big 06 kBiTHA 2021 poky; YactuHa 2.1.P [locbe AocnigxyBaHOro
nikapcbkoro 3aco6y. MepguuHuii npenapat (BpasukymaG), Bepcis 10.0 Big 21 Gepe3Hs 2022p.;
YactuHa 2.1.S [locbe pocnigKyBaHOro sikapcbKoro sacoo6y. Jlikapcbka pedoBuHa (Bpasukymaod),
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Bepcia 7.0 Big 21 OepesHsa 2022p. [0 NPOTOKONY K/HIYHOrO JocnimpkeHHs «Bigkpute asm 2,
[OOBIOCTPOKOBE po3LUMpeHe JochnimKeHHA 6e3nekn Bpasnkymady y nauieHTiB 3 BUPa3KoBUM KOJITOM Bif
cepefHbOro [0 BaXKoro crtyneHsa aktmsBHocTi (EXPEDITION OLE)», kog pocnigpkeHHs D5272C00002
(MonepepHin kog 3151-202-008), nonpaska 2, Bepcisa 3.0 Big 29 6epesHsa 2021; cnoHcop - AstraZeneca AB,
Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

44. OHOBNEHNiA NPOTOKOJ K/iHIYHOro BUNpoo6yBaHHsA nonpaBka 4, Bepcisa 5.0 Big 04 kBiTHA 2022 poKy
aHrniicokoto MoBoOw; Bpouwypa gocnigHuka no npenapaty Bpasukyma6 (Brazikumab, MEDI2070,
AMG 139), Bepcisa 9.0 Big 22 uepBHA 2022 pokKy; IHchopmauia npo gocnimkeHHa Ta popma 3roau ans
AOopocnux nokasibHa Bepcis Homep 2.0 onsa YKpaiHM yKpaiHCbKOKO MOBOIO, aaTta Bepcii 08 nunHa 2022
POKY Ha ocHOBIi macTtep Bepcii Homep 5.0 Big 29 uepBHA 2022 poky; IHhopmauis Ta dpopma 3rogu Ha
HafiaHHA AAaHUX BariTHOT NapTHePKN AOPOC/IOro y4acHuka [locnigjxeHHA nokanbHa Bepcisa Homep 2.0
ANA YKpaiHu yKpalHCbKOlo MOBoOlo, aata Bepcii 30 uepBHA 2022 poKy Ha ocHOBI MacTtep Bepcii HoMmep
4.0 Big 09 TpaBHA 2022 poky; YacTtuHa 2.1.P [locbe JocnifKyBaHOro nikapcbkoro saco6y. MeguuHuii
npenapat (bpasukymab), Bepcis 10.0 Big 21 6epe3Ha 2022p.; HactuHa 2.1.S [locbe AocCnigXyBaHOro
nikapcbkoro 3aco6y. Jlikapcbka pedoBuHa (Bpasukyma6), Bepcia 7.0 Big 21 6epesHsa 2022p. fo
MPOTOKO/Y K/HIYHOrO JOCAIMKEHHS «BigkpuTe, [OBroCTpOKOBE pO3LUMPEHE AOC/iMKEHHS Bpasukymady y
nauieHTiB 3 xBOopo6ot KpoHa Bif cepefHbOro Ao Bakkoro ctyneHs aktmBHocTi (INTREPID OLE)», kopg
pocnipkeHHss D5271C00002, nonpaska 3, Bepcia 4.0 Big 02 6epe3Hs 2021; cnoHcop - AstraZeneca AB,
Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

45, OHOBIEHUIA NPOTOKO/ KAiHIYHOIO Aoc/ifkeHHA 3 nonpaBkoto 06, Bepcia 1 Big 23 TpaBHA 2022p.,
aHrnificbkoo MoBOt; OCHOBHa iHhopMmaLia Npo gocnimkeHHA | hopma iHpopmoBaHOi 3roau, Bepcis
8 Big 24 TpaBHA 2022p., aHrnificbkolo MoBor; IHpopmaLia ana nauieHta i hopma iHhopmoBaHOT
3roau, Bepcis Ans YkpaiHu Ne 8, Big 03 uepBHA 2022 p. (Ha ocHOBi OCHOBHOI iH)opMauii npo
pocnipxeHHs i popmu iHcbopmoBaHoiI 3rogun Bepcis 8 Big 24 TpaBHA 2022p.) aHIiACHLKOIO MOBOIO;
IHchopmaunia ana nauieHTa i popma iHhopmoBaHOI 3rogun, Bepcis Ana YkpaiHu Ne 8, Big 3 uepBHs
2022p. (Ha ocHoBi OcHOBHOI iHhopMmauii Nnpo gocnigxeHHs i popmu iHchopMoBaHOi 3rogun, Bepcis 8
Big 24 tpaBHA 2022p.) yKpaiHCbKOK MOBOW; IH(hopmauia ana nadieHta i ¢popma iHopmoBaHoil
3rogn, Bepcia gnsa YkpaiHm Ne 8 Big 3 uepBHA 2022p. (Ha ocHoBi OCHOBHOI iHthopmauii npo
pocnipkeHHs i hopmu iHchopmoBaHoi 3roau, Bepcia 8 Big 24 TpaBHA 2022p.) pOCINiCbLKOIO MOBOIO;
LLlogeHHUK nayieHTa gna peectpauii npuitiomy AN, Bepcis 9.0 Big 16 yepBHs 2022 p., aHrNilicbKoto,
YKpaiHCbKOIO Ta pOCiiCbKOI0 MOBamu; 3MiHa LOPUANYHOI agpecu CNoHcopa KiHIYHOro AoCigXeHHSA
[0 NPOTOKO/y KAiHIYHOrO AgocnimkeHHs «PaHgomMisoBaHe noAgiiHe cnine gocnigpkeHHs 11l pasn 3 BUBUYEHHS
edpekTvBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 nnauebo cepen yyacHuKiB 3
BTOPWHHO-NPOrpecyoyMM  po3ciaHUM  ckiiepo3oMm  6e3  peuuaumsis (HERCULES)», kof [docnigkKeHHs
EFC16645, 3 nonpaskoto 05, Bepcia 1 Big 21 rpygHa 2021p.; crnoHcop - Genzyme Corporation, USA
(MxeHnzarim KopnopeiiwH, CLUA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BY/NO CTANO
50 Binney Street, Cambridge, Massachusetts, | 450 Water Street, Cambridge, Massachusetts,
02142, United States of America 02141, United States of America

46. NpoTtokon gocnigpkeHHa CL3-95005-007, ciHanbHa Bepcia 2.1 Big 27 uepBHA 2022 p.; Bpowypa
pocnigHuka S 95005 (TAS-102, Lonsurf®), Bepcis 9 Big 10 TpaBHA 2022 p. A0 NPOTOKONY KAiHIYHOrO
JocnimpkeHHs «BigkpuTe paHgomizoBaHe pocnimkeHHs 1l hasun, Ake nopisHoe Tpudpnypugut | Tunipauuvn
y NoeAHaHHI 3 6eBauusymabom Ta MOHOTepanieo TpUdIypuauH / TrRipauun y nauieHTiB i3 pedypakTepHUm
MeTacTaTU4YHUM KOJIopeKkTasibHUM pakoM (pocnigpkeHHs SUNLIGHT)», kog pocnigxeHHs CL3-95005-007,
thinanbHa Bepcia 2.0 Big 30 rpyaHa 2020 p., 3 iIHKOPNOpPOBaHO CyTTEBOK nornpaskoto Nel.0 Big 30 rpyaHs
2020 p.; cnoHcop - IHCTUTYT MikHapogHux pocnigpkeHb «CEPB’E» (Institut de Recherches Internationales
Servier (1.R.I1.S.)), ®paHuis

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

47. OHOBJ/IEHMIA NPOTOKOAN KAiHIYHOro BUNpo6yBaHHA MK-3475-867, 3 iHKOPNOPOBaHOIO MOMNPaBKOK
05 Big 07 uepBHA 2022, aHrnificbkoio MOBOK; 3MiHa Ha3BuM Ta agpecu CnoHcopa; Bpouwypa
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pocnigHuka Pembrolizumab (MK-3475), BupgaHHA 22 Big 13 TpaBHA 2022 poKy, aHIMiiCbKOO MOBOIO;
YkpaiHa, MK-3475-867, IHchopmauisi Ta SOKYMEHT npo iHchopmoBaHy 3rogy ANns nauieHTa, sepcia 4.00
Bif 20 nunHa 2022 p. yKpaiHCbKOK MOBOIO; YKpaiHa, MK-3475-867, IHchopmauiiiHuii nucTok i
AOKYMEHT npo iHthopmoBaHy 3rogy Ha MalilGyTHe GiomeguuHe pocnigkeHHs, Bepcia 03 Big 20 nunHsA
2022 p. yKpalHCbKOIO MOBOI; MoAOBXEHHS1 TPUBAJIOCTI K/iHIYHOrO AocnigkeHHA B YKpaiHi Ta CBITi
po 31 Gepe3Ha 2024 poky; 3miHa BignoBiganbHoOro pgocnigHuka B MMB [0 NpoOTOKO/Y KAiHIYHOrO
JocnipkeHHs «PaHgomizoBaHe, niauebo-KoOHTPOoibOBaHe KiiHivYHe gochigpkeHHs Il ¢pasn 3 ouiHkM 6e3nekm
Ta ePEKTUBHOCTI cTepeoTakcu4yHoi pagiotepanii (SBRT) y noegHaHHi 3 NMem6ponisymaéom (MK-3475) a6o
6e3 HbOro y nauieHTiB 3 HeonepabenbHUM HeApiGHOKNITUHHUM pakoM nereHis (HOKPJ1) ctagii | a6o I
(KEYNOTE-867)», ko aocnigpkeHHss MK-3475-867, 3 iHkoprniopoBaHoto nonpaskoto 04 Big 14 rpygHsa 2021
poKy; cnoHcop - «Mepk LWapn EHg Joym Kopn.», gouipHe nignpuemctso «Mepk EHA Ko., IHK.», CLLA
3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasibHICTI0 «MC/ YkpaiHa»

BYJIO CTAJIO

«Mepk LWapn eHg [Ooym Kopn.», pouipHe | TOB Mepk Wapn eng Aoym (Merck Sharp &
nignpuemcteo «Mepk eHg, Ko., IHk.», CLUA, (Merck | Dohme LLC)

Sharp & Dohme Corp., a subsidiary of Merck & Co., | Agapeca: 126 Ict JliHkonbH aBeHio, n/c 2000,
Inc., USA) Paseii, Hbto [hxepci, 07065, CLLUA (126 East
Appeca: Mepk ApaiiB, 1, nowtoBa cKpuHbka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ
M. Baiitxayc-CreliwH, wrtar Hbto-Mxepci, 08889- | 07065, USA)

0100, CLUA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100, USA)

BY/NO CTANIO
3aB. BigaineHHam Ko63ses O.1. nikap leoHosa B.B.
KomyHasibHe HekomMepLinHe nignpuemcTBo | KomyHasnbHe HeKoMepLUiiHe nigNnpPUeEMCTBO

«O6nacHUin  LEHTP OHKOMOri», OHKOXipypriyHe | «O6nacHWiA  LEHTP OHKOMOri», OHKOXipypriuyHe
BifAi/IEHHS OpraHiB rpyAHOT NOPOXHUHK, M. XapKiB BiA4i/IEHHS OpraHiB rpyAHOI NOPOXHWUHKW, M. XapKiB

48. OHOBNEHUIT NPOTOKOAN KAiHIYHOro BUNpoGyBaHHss CP-MGDO013-01, 3 iHKOpnopoBaHOK NMONPaBKOO
8 Big 20 TpaBHA 2022 poky; OHoBNeHa Bpowypa pgocnigHuka Margetuximab (MGAH22), Bepcis 12.0
Big 09 OGepe3Ha 2022p.; OHoBneHa CP-MGDO013-01, IHcdopmauis Ana naudieHTa Ta copma
iHbopMoOBaHOi 3roaun — Po3LWMPEHHA KOropTu Ans YKpaiHu, cpiHanbHa Bepcisa 7.0 Big 24 yepBHsA 2022
p. Ha OCHOBI aHrniicbKoi IHhopmauii ana nauyieHTa Ta hopmn iIHPOPMOBAHOT 3roau — PO3LNPEHHSA
Koroptu, Bepcis 10.0 Big 01 uepBHA 2022 p., YKPAIHCbKOIO Ta pocilicbkolo moBamu; OHoBneHa CP-
MGDO013-01, IHdopmania ana nauieHta 1a dopma iHhopMoBaHOI 3rogu — Koropta 3 HasABHICTIO
ekcnpecii HER2 gnsa YkpaiHuu, diHanbHa Bepcia 4.0 Big 24 uepBHA 2022 p. Ha OCHOBI aHINIACLKOI
IHcbopmauii ana nauieHta Ta chopmn iHhopMOBaHOT 3rogn — KOropta 3 HasaBHICTIO ekcnpecii HER2,
Bepcia 11.0 Big 24 TpaBHA 2022 p., YKPAIHCbKOK Ta POCICbKOK MOBamMW /10 NPOTOKO/Y KAiHIYHOro
JocnipkeHHa «Bigkpute pocnifixeHHsa 1 dasun, Wwo Brneplle NpoBOAMTLCA Ha JIIOAWHI, 3 eckanaLieto [03u
MGDO013, 6icneumndiyHoro DART® npoTeiHa, wo 38'azye PD-1 Ta LAG-3 y nauieHTiB 3 HeonepabensHUMn
abo MmeTacTaTMYHUMW HOBOYTBOPEHHAMW», koA JdocnimpkeHHs CP-MGD013-01, 3 iHKOpnopoBaHOoHo
nonpaskoto 7 Big 07 TpaBHA 2021 poky; cnoHcop - MakpoxeHikc, IHK. (MacroGenics, Inc.), CLUA

3asaBHUK - TOB «KLIP YkpaiHa»

49. OHOBJIEHWIT NPOTOKOJ KiiHiYHOro aocnipkeHHAa ANAM-17-21, octaTtouHa pepakuisa 5.A Big 13
nunHA 2022 p.; CUHOMNCUC OHOBJIEHOrO NMPOTOKOANY KiliHiuHOro gocnimxkeHHsa ANAM-17-21, octaTouHa
pepakuia 5.A Big 13 nunHAa 2022 p., nepeknag 3 aHrnilicbKoi MOBU Ha YKpaiHCbKY MoOBY Big, 01 cepnHs
2022 p. g0 NPOTOKOMY KAiHIYHOrO AocnimkeHHs1 «baraToueHTpoBe paHaoMi3oBaHe, MoABINHO criine,
nnauebo-koHTpoiboBaHe pocnimkeHHs [l das3n, Wo npoBoAUTLCS 3 METOK OUIHKM edIeKTUBHOCTI Ta
6e3neyYHOCTi aHaMopesliHy rigpoxopuay, SKunii 3aCTOCOBYETLCA AJ/18 NMONOBHEHHA AedilnTy Macu Tina Ta
NiKyBaHHA aHOPEKCIl, WO PO3BUHYUCA Ha (DOHI MOLIMPEHOro HeApPiGHOKNITUHHOIO paky NereHi B 4OpOoCInx
navieHTiB», ko pocnimkeHHs ANAM-17-21, octatouHa pegakuis 4.A Big 03 BepecHs 2021 p.; cnoHcop -
«XencuHH Xenckea CA» [Helsinn Healthcare SA], Lseiiuapis

3asBHIK - TOBAPVCTBO 3 OBMEXXEHOLO BIAMOBIAANBHICTHO «[Ml EC AN-YKPAIHA»
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