Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 16 Big 02.06.2022, Ha siki 6y OTpUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBneHuii MpoTokon KniHiuHOro BuNpoGyBaHHs, Bepcia 10 Big 13 rpygHa 2021 p.; dPopma
iHpopmoBaHoi 3rogu Bepcisa 3.0 AnA YKpaiHu YKpaiHCbKOK Ta POCilicbKO0 MoOBaMu Bif, 22 NHOTOro
2022 p. Ha ocHoBi mogenbHOi chopmu iHchopmoBaHOi 3roan ans aocnimxkeHHsa BO39633, Bepcisa 10;
ANA NauieHTiB nig yac nikyBaHHsA, Big 3 ntotoro 2022 p. 1o NPOTOKO/Y KNiHIYHOIO AOC/iIKeHHS «BigkpuTe,
faraTtoueHTpoBe MPOAOBXEHHA [OCNIOXEHb 3 [OBrOCTPOKOBUM CMOCTEPEXEHHAM 3a nauieHTamu, SKi
npuimMann yyacTb y [AOCNiMKEHHAX aTe3onidymaby, Ae CcrnoHcopom Oynu [pkeHeHTek IHK. Ta/abo
®.XohdpmaHH-/1a Pow Jita», kof pocnimpkeHHAa BO39633, sepcia 9 Big 23 noTtoro 2021 p.; crnoHcop -
®.XochbdpmanH-/1sa Pow 114, LWBeliyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «PoL YKpaiHa»

2. OHOB/NEHUI NPOTOKON KAMiHiYHOro BUNpoGyBaHHs, Bepcia 4.0 Big 31 6epe3Hs 2022 poky
aHrnificbkolo MoBol; Bpowypa pocnigHuka pocnigxKyBaHoOro nikapcbkoro 3aco6y Hipanapi6
(Niraparib)/ 3emxyna (Zejula) (GSK3985771, MK-4827), Bepcia 13 Big 03 nuctonaga 2021 poky
aHrniicbKo MoBoto; IHopMaLiliHUI NMCTOK NauieHTa Ta chopma iHpopMOBaHOT 3rogn — YacTuHa 2,
Bepcis 5.0 Big 17 rpyAaHA 2021 poky YKpaiHCbKOIO Ta pOCiicbKolo MOBaMu; 3anuc apTepiasibHOro TUCKY
Ta 4acTOoTU cepLeBUX CKOpoUeHb nauieHTKu, Bepcia 1.0 Big 11 yepBHA 2021 pOKY YKpPaiHCbKOIO Ta
pociiicbkolo mMoBaMu; IHCTPYKUii wWoAo npuiloMy Hipanapiéy/nnaue6o, Bepcia 1.1 Big 26 nunHA
2021 poKy yKpaiHCbKOIO Ta pPOCilicbKolo MoBamMu; 3asly4eHHA [04aTKOBOI BUPOGHUYOI AinAaHkn Almac
Clinical Services Limited, CnonyuyeHe KoponiBcTBo (MiBHiYHa IpnaHpgisa) ana AocnimKyBaHUX
nikapcbkux 3aco6iB: Maknitakcen (Paclitaxel); kOHUeHTpaT ANA po3unHy AnsA iHdysin; 6 mrivmn;
Kap6onnatuH (Carboplatin); koHueHTpaT gna po3unHy ans iHdysiin; 10 Mr/Ma 40 NPOTOKONY KAiHIYHOTO
pocnimpkeHHss PaHgomizoBaHe noggiiHe chnine 6GaraTOUEHTPOBE [AOCNiMKEHHs ha3m 3 poctapnimady
(TSR-042) B kOMOGiHauji 3 KapbonnaTMHOM | nakaiTakcenom MnopiBHAHO 3 nfauebo B KOMOiHauii 3
KapbonaTUHOM i NakniTakcesioM y NayieHToK 3 peunansH1UM abo NepBUHHUM NOLUMPEHUM PakoM eHAOMETPIo
(RUBY), kog pocnipxeHHs 4010-03-001, sepcia 3.0 Big 23 BepecHA 2021 poky; crnoHcop - TESARO, Inc.,
CLWA

3asBHnk - TOBAPWUCTBO 3 OBMEXEHOI BIAMOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

3. 21652 Indhopmauis ana naudieHta i Popma iHPopmoOBaHOI 3rogu A1 OCHOBHOIO AOCNIAKEHHS,
Bepcif 2.0 Big 23 rpygHA 2021 p. ona YKpaiHU YKPAiHCbKOKD MOBOIO Ha 6a3i OCHOBHOI Bepcii IHopmauii
ANnA naudieHTa i Popmu iHthopMoBaHOT 3roau A1 OCHOBHOIO A0C/igKeHHsA Bepcia 2.0 Big 16 uepBHA
2021 p.; 21652 IHchopmauis ana nauieHta i @opma iHhopMoBaHOi 3roau A1 OCHOBHOIO A0C/iAKEHHS,
Bepcis 2.0 Big 23 rpyaHa 2021 p. anA YKpaiHU pocilicbKolo MOBOI Ha 6a3i 0CHOBHOI Bepcil IHchopmauii
AnA nauieHTa i Popmu iHhopMoBaHOi 3rogu A1 OCHOBHOIO AoOC/iMKeHHA Bepcia 2.0 Big 16 yepBHA
2021 p.; 21652 KoHTakTHa dhopma yyacHuka Bepcia 1.0 Big 23 rpygHa 2021 poky ans YkpaiHu
YKpalHCbKOI0 MOBOIO Ha 6a3i KoHTakTHOI chopmm yyacHuka Bepcis 1.0 Big 03 uepBHs 2021 poky; 21652
KoHTakTHa hopma yuacHuka Bepcis 1.0 Big 23 rpyaHa 2021 poky A/is YKpaiHU PoCilicbKOO MOBOIO Ha
6a3i KoHTakTHOI chopmu yyacHuka Bepcis 1.0 Big 03 uepBHA 2021 poky; 21652 IHCTpyKuii wono
nocTaBKu nNpenapaTty 6e3nocepeaHbo A0 NaLiEHTA, B paMKax NpoBeAeHHs focnigkeHHs Bepcia 1.0 Big,
29 nunHa 2021 yKpaiHCbKOI MOBOIO; 21652 IHCTPYKUiT W00 NnocTaBKM NpenapaTty 6esnocepegHbO A0
nauieHTa, B pamMmKax NpoBeAeHHA pocifgkeHHA Bepcia 1.0 Big 29 nunHa 2021 pocilicbKoo MOBOIO;
21652 TeKCT CNOBIlWEHHA e/IEKTPOHHOIO NOoWTOo Ta SMS- WoA0 [AOCTaBKM HaNpsiMy nauieHTy Bepcis
3.0 Big 08 rpygHa 2021 ana YKpaiHM YKPAiHCbKOIO MOBOIO; 21652 TeKCT CMoOBilEeHHsS e/IEKTPOHHOI0
nowTo Ta SMS- woao AocTtaBkM HanpaAMy nauieHTy Bepcisa 3.0 Big 08 rpyaHa 2021 gna YKpaiHu
pociiicbKol0 MOBOK [0 NPOTOKO/Y KiHIYHOrO BUNpo6yBaHHsA «lloaBiliHe cnine, paHAoMi3oBaHe, nnale6o-
KOHTpO/SIbOBaHe bGaraToueHTPOoBe AOCMIMKEHHS AN OUiHKUM edDEeKTUBHOCTI Ta 6e3nekn enliH3aHeTaHTy as
NiKyBaHHS1 BA30MOTOPHUX CMMNTOMIB MPOTSrom 26 TWXKHIB Y XIHOK Yy MOCTMeHonays3i», kog gocnigpkeHHs BAY
3427080 | 21652, Bepcia 2.0 Big 15 uepsHa 2021; cnoHcop - baitep KoHcbiomep Kep Arl, LBeliyapis
3anBHUK - TOB «baiiep», YkpaiHa

4. OHOBMEHUA NPOTOKON KAiHiYHOroO pocnimkeHHsas CT-OST-122-02, Bepcia 5.1 UKR Big 03 ciuHsa
2022 poky, aHrniicbkoto moBoto; IHhopmauis gnsa naudieHTa Ta oopma iHpopmoBaHoi 3rogu Bepcis 2.0
Big, 03 ciuHA 2022 p. gnsa YKpaiHM, CTBOPEHa Ha OCHOBI Wab/oHHOIT Bepcii 7.1 Big 13 rpyaHsa 2021 p.
YKPAiHCbKOIO, POCIACLKOIO Ta aHrMincbKoo MoBamu; MoACHIOBa/IbHUIA IUCT A0 WOAEHHUKA NalieHTa



Bepcis 1.0 Big 13 ciuHA 2022 p ykpaiHCbKOIO, POCIACBbKOIO Ta aHrilicbKolo MoBamMu; IHCTpyKuisa ans
nauieHTta, Bepcia 1.4 Big, 13 ciuHa 2022 p. yKpaiHCbKOLO, POCIICbKOIO Ta aHI/iiCbKO0 MOBamMu; TeKCT
3pa3ka peknamMHoi iHcopmauii Bepcia 1.0 Big 13 ciyHA 2022 p YKpaiHCbKOK, POCINCLKOI Ta
aHrniicbkoro moBamu; MauieHTcbka yroga _npo ¢iHaHcoBy niaTpuMky Ipsory Bepcis 1.0 Big_26 ciuHA
2022 p yKpalHCbKOMO, POCIfiCbKOIO Ta aHrMiicbKolo MoBamMu; BKIOUEHHA [0[4aTKOBOrO Micus
NpoBeAEeHHA AOCNIMKEHHA [0 NPOTOKO/Y KAIHIYHOIO AOChifpKeHHs «PaHgomizoBaHe, nofgiiHe cnine,
nnaueb0o-KOHTPOIbOBaHe, baraToLeHTpoBe KAiHiYHe pocnimkeHHs Ib/lla dasm, wo npoBoAUTLCSA 3 METOH
OUiHKM 6e3neyHocTi, (papMakoKiHETUKM Ta edqeKTMBHOCTI npenapaTy OST-122 ans nepopasbHOro
3aCTOCYBaHHA Y NAUEHTIB 3 BMPA3KOBMM KOJIITOM CEPEAHBLOrO i TSHKKOTO CTYMEHIB», Kof, AoCnimkeHHst CT-
OST-122-02, Bepcisa 5.0, 20 nunHs 2021 p; cnoHcop - «OHKocTenna EcEn.» [Oncostellae S.L.], IcnaHis
Ne n/n MN.1.6. BignoBiga/IbHOro AocnigHMKa MpuMiTKN
HasBa micLs NpoBeAeHHs K/iHIYHOTo BUNPOGYBaHHSA

1 O.M.H., npod. 3axapauw K. M.

KniHika [lepxaBHOi ycTaHOBM «IHCTUTYT yponorii HauioHanbHOT akagemil
MeAMNYHNX HayK YKpaiHn», Bigain Helipoyponorii Ta KNiHiYHOT AiarHOCTUKMK,
M. KuiB

3asaBHUK - IcTXOPH Kninikan Cepgicec IH Cll Nimitea, Kinp

3HATO 3 po3rnsagy 3a
piLLEHHSIM CMOHCOpa

5. 3miHa Ha3BU Mmicua NpoBefeHHA KiHIYHOro BUNPOGYBaHHA [0 NPOTOKOMY K/IHIYHOrO AOCNigKEHHSA
«PaHpomizoBaHe, noggiliHe cnine, niaueb0-KOHTPONbOBaHe, GaraToLeHTpoBe AOCMIAKEHHA O1S OLHKM
6e3nekn Ta edIeKTUBHOCTI HAMBIAYa/IbHO TUTPOBAHWUX MNEPOPASIbHUX [03 PYHKauuryaty y nauieHTiB 3
KMIHIYHUM [iarHO30M XPOHIYHOT XBOPOOW HUPOK 3 LyKpoBKM AiabeTom Ta/abo rinepTeHsieto, Ta Xxova 6 ogHIe0
CepLeBO-CYMHHOI0 CYNyTHLOK naTonorien», kog pocnimpkeHHs No. BAY1101042 /18748, sepcia 3.0 3
Mi>XHapOoAHOR nonpaskok 2 Bifg 09 yepsHsa 2021 poky; cnoHcop - baiep All, HimeuynHa

BYJIO

CTAJIO

O.M.H., npod. MapTuHtok J1.1.

KomyHasnbHe HekomepuinHe nignprMeMcTBO
«TepHoNinbCbKa YHIBepCcUTETCbKa NiKapHs»
TepHOMINbCbKOI  06nacHOi  pagw,  BifA4iNIeHHS
Hecdbponoril, TepHOMINbCbKWUIA HaLjioHaNbHWIA
MeAMYHWIA YHiBepcUTET iMeHi |.A. FopbavyeBcbKoro
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu, kadegpa
BHYTPILLUHLOT MeauumnHn Ne3, M. TepHonisib

O.M.H., npod. MapTuHiok J1.T1.

KomyHasbHe HekomepLiiHe nignpuemMcTBO
«TepHOMNiNbCbKa OGNAcHAa KAMiHiYHA niKapHA»
TepHONiNbCbKOI  06nacHOi  pagwn,  Big4ineHHs
Hecdpbponoril, TepHOMiNbCbKNIA HaLjiOHaNbHWIA
MeANYHWIA YHiBepcuTeT iMeHi |.A. TopbayeBcbKoro
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu, kadegpa
BHYTPILIHLOT MeanumMHK Ne3, M. TepHonifb

3anBHuK - TOB «baliep», YkpaiHa

6. C-VISA, Bepcisa: "MRL184338_C-VISA_MK8189-008-03 Amendment_17_Dec_2021_UKR(UKR)", gns
YKpaiHu YKpaiHCbKOIo MOBOI0; C-VISA, Bepcis: "MRL184338_C-VISA_MK8189-008-03
Amendment_17_Dec_2021_RUS(UKR)", gna YKpaiHM pOCiliCbKOl0 MOBOK [0 NPOTOKO/Y K/IiHIYHOrO
JocnipkeHHs «PaHgomizoBaHe, noAgiliHe-chine, 3 niauebo Ta akTMBHMM KOHTPO/IEM JliKyBaHHS AOCIIKEHHS
2b pa3n edpektnBHOCTI Ta 6e3neyHocTi MK-8189 y nauieHTiB 3 rocTpym enisofoM LUM30MpeHii», Koz
pocnipkeHHs MK-8189-008, 3 iHkopnopoBaHoto nornpaskoto 03 Big 17 rpyaHs 2021 poky; cnoHcop - «Mepk
LWapn EHg Joym Kopn.», govipHe nignpuemctso «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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

7. OHOB/NEHWI NPOTOKON KJ/iHIUHOrO BUNpoGyBaHHA MK-3475-A86, BepciA 3 iHKOPNOPOBaHOK
nonpaBkoto 04 Big 31 6epe3Ha 2022 poKy, aHrNilicbKolo MOBOLO; YKpaiHa, MK-3475-A86 Bepcis 01 Big 28
Gepe3Ha 2022 p., IlHopmaLiiHWA NUCTOK | [OKYMEHT npo iH(opMoOBaHy 3rogy Ha MaiiOyTHeE
6iomeuyHe OOCiMKEHHSA, YKpaiHCbKOI0 MOBOKO; YKpaiHa, MK-3475-A86 Bepcia 01 Big 28 Gepes3Hs
2022 p., IHopMaUiiHUIA NINCTOK | AOKYMEHT npo iHchopmoBaHy 3rogy Ha MaiiOyTHe GiomepuuHe
[OCNiIfKEHHs, POCIfiCbKOIO MOBOIO [0 MPOTOKO/Y K/IHIYHOrO AOCHiMKEHHS «BigkpuTte, paHgoMisoBaHe
pocnigpkenHs [l hasn gnsa BUBUEHHS (hapMakoKiHETMKM Ta 6e3nevyHoCTi neMoponisymady anis MigLWwKipHOro
BBEAEHHSA TMOPIBHAHO 3 nNembponisymabom [Ans BHYTPILUHbOBEHHOrO BBEAEHHS, B KOMOIHaLii 3
[BOXKOMIMOHEHTHOI XimMioTepanielo npenapartamu NiaaTUHKU, B SAKOCTI NepLloi AiHil Tepanii Ans y4YacHuKIB 3
MeTacTaTUYHMM M/IOCKOK/TITUHHUM ab0 HEn/I0CKOKNITUHHUM  HeApiOHOKMNITUHHMM pPakoM JlereHiB», Kop,
pocnipkeHHss MK-3475-A86, Bepcisi 3 iHkopnopoBaHot nonpaskoto 01 Big 26 TpaBHs 2021 poky; CNOHCop -
«Mepk LWapn eHg Joym Kopn.», godipHe nignpuemctBo «Mepk eHf Ko., IHK.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

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



8. OHOB/IeHMII NPOTOKON KNiHiYHOro BunNpoGyBaHHA W-5222-301, Bepcia 2.0, 3 rnoGasbHOIO
nonpaBkoto 1 Big 14 rpyaHsa 2021 poky, aHriiicbKolo MOBOO; IH(hopmaLis ansa yyacHuKa AoCigXeHHA
i dopma iHpopmoBaHoi 3roau: Bokxapart bio Al _ W-5222-301_Maiictep-Bepcisa ocHoBHOI ®I3_Bepcis
4.0_14 rpypgHa 2021 poky_YkpaiHa_Bepcis 2.0_26 ciuHAa 2022 poky_pOCiiCbKOIO Ta YKPaiHCbKOO
MOBaMM [0 MPOTOKO/Y KAIHIYHOro AocnimpkeHHs «PaHgomizoBaHe, noggiliHe crine, GaraTtoueHTpOBE,
nopiBHAIbHE gocnimxeHHs Il pa3un gna BusHaveHHs ehekTMBHOCTI Ta 6e3nevHOoCTi yedpenimy-3nagebakramy
Yy MOPIBHSIHHI 3 MEpPONeHeMOM Npu AiKyBaHHI yCKNagHEHMX HQDEKLii CeYoBUBIAHMX LWNAXiB abo rocTporo
nienoHedpuTy y A0POCNX NAUIEHTIB», Ko AocnimkeHHa W-5222-301, sepcis 1.0 opuriHanbHa Big 04 BepecHs
2019 p.; cnoHcop - BokxapaT bio Al Weeiiuyapis (Wockhardt Bio AG, Switzerland)

3asBHK - TOBAPUCTBO 3 06MEXEHOI0 BiANoBiganbHICTIO «<MEAMENC YKPAIHA»

9. OHOBJ/IEHMI MNPOTOKON KANiHiYHOro BunpoGyBaHHA MK-3475-A18/[ENGOT-cx11/GOG-3047, 3
iHkopnopoBaHoto nonpaskoto 03 Big 18 6epe3HA 2022 poky, aHrNiliCbKOK MOBOIO; YKpaiHa, MK-3475-
A18/ENGOT-cx11/GOG-3047, Bepcisa 3.01 Big 06 KBiTHA 2022 p., yKpaIHCLKOIO MOBOIO, iHpopMaLis Ta
[OKYMeHT npo iHpopmoBaHy 3rogy ANA nauieHta; YkpaiHa, MK-3475-A18/ENGOT-cx11/GOG-3047,
Bepcisa 3.01 Big 06 kBiTHA 2022 p., poCiiCbKOI MOBOIO, iH(hopMaLis Ta JOKYMEHT Npo iHhopmMoBaHy
3rogy ANA nauieHTa; YkpaiHa, MK-3475-A18 | ENGOT-cx11/GOG-3047_AMO01, Bepcis 1.00 Big 06 KBiTHS
2022 poKy, YKpaiHCbKOI0 MOBOIO, AONOBHEHHS A0 iH(hopMauil Ta AOKYMEHTY Npo iHhopmoBaHy 3rogy
ONA nayieHTa Ha B3ATTA A0AaTKOBUX 3paskKiB; YkpaiHa, MK-3475-A18 | ENGOT-cx11/GOG-3047_AMO01,
Bepcia 1.00 Big 06 kBiTHA 2022 pOKy, POCi/iCbKOI0 MOBOIO, AJONOBHEHHA A0 iHopmauii Ta JOKYMEHTY
npo iHopmoBaHy 3rogy AMA NauieHTa Ha B3ATTA [0A4ATKOBUX 3pasKiB [0 NPOTOKO/Y KAiHIYHOrO
pocnimpkeHHss «PaHgomisoBaHe, noAgiiHe cnine pgocnigpkeHHs 11l cda3un ximiopagiotepanii y koMGiHauil 3
nemo6ponisymabom abo 6e3 HbOro A/151 ikyBaHHS JIOKa/IbHO PO3MOBCIOKEHOMO PaKy LUUAKA MaTK/ 3 BUCOKUM
ctyneHem pusunky (KEYNOTE-AL18/ENGOT-cx11/GOG-3047)», kog pocnipkeHHs MK-3475-A18/ENGOT-
cx11/GOG-3047, 3 iHKopnopoBaHoto nonpaskoto 02 Big 04 yepsBHA 2021 poky; cnoHcop - «Mepk Wapn EHA
Joywm Kopn.», godipHe nignpuemctso «Mepk EHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

10. Bpowypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHAa 21 Big 31 ciuHsa
2022 poKy, aHrNiiCbKO MOBOIO; YKpaiHa, MK-7339-009, IHchopmauisa Ta AOKYMEHT npo iHthopmMmoBaHy
3rogy ANnA nauieHta, Bepcia 1.01 Big 18 kBiTHA 2022 p. yKPAIHCbKOIO MOBOKO 10 NPOTOKO/Y KMiHIYHOIO
BMNpO6YyBaHHA «PaHgomizoBaHe BigkpuTe pdocnimpkeHHs ¢asm 2 Ta 3 Onanapuby Yy KombGiHauii 3
Mem6ponisymabom y NopiBHAHHI 3 XiMioTepanieto y KombiHauii 3 NMem6ponizymadom nicns iHAYKUii KiHIYHOI
nepesarn 3 nepworo niHielo ximioTepanii y kom6iHauii 3 Mem6ponizymabom y nauieHTiB 3 MicLeBo-
peunanBylounM HeonepabesibHUM abo MeTacTaTMYHUM MOTPIHO-HEraTUBHMM PakoM MOJIOYHOT 3a/103M
(TNBC) (KEYLYNK-009)», kog, gocnigxeHHs MK-7339-009, 3 iHkopriopoBaHoto nornpaskoto 01 Big 02 yepBHs
2021 poky; cnoHcop - «Mepk LWapn EHAg Joym Kopn.», godipHe nignpnemcteo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

11. Bpowypa pgocnigHuka gna Tpactysyma6é emtaHcuH (R05304020, Kaacina®), Bepcia 16, rpyaeHb
2021 p. 40 NPOTOKOAY K/iHIYHOTO AOCNiAXeHHs1 «PaHaoMi3oBaHe, noAgiiHe cnine, nnauebo-KoOHTPOIbOBaHe
pocnimpkeHHs casu |l Ans ouiHkM edheKkTMBHOCTI Ta 6€e3NeYHOCTi af’toBaHTHOI Tepanii ate3osiisymadom abo
nnauebo y kombiHaujii 3 TpacTysymabom eMTaHCUHOM Yy nauieHTiB i3 HER2-NO3UTUBHUM pakoM MOJSIOYHOI
3a/1031 3 BUCOKMM PU3NKOM peLmauBy Micns nepegonepawiiiHoi Tepanii», kog, gocnimxkeHHs WO42633, Bepcis
2 Big 11 cepnHs 2021 p.; cnoHcop - ®.XodchbmaHH-/1a Pow /T4, Lseliyapis

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

12. NMpopoBXeHHA TePMiHY NpOBeAeHHs1 AOCiAKEHHS B YKpaiHi A0 28 uepBHs 2023 pokKy A0 NPOTOKONY
KMIHIYHOrO BUNpPOOYyBaHHA «PaHgomizoBaHe pocnigpkeHHs 3 hasu, WO CKIafaeTbCs i3 OBOX YaCTUH,
KOMb6iHauii ueminnimady (aHTu- PD-1 aHTUTINIAa) Ta ABOKOMMOHEHTHOI cxemu XiMmioTepanii noxigHMmu
nnatnHWM y Tepanii nepwoi NiHii nayieHTam i3 po3noBCHAXEHMM abo MeTacTaTUUYHUM HeApPIOHOKAITUHHUM
pakoM nereHb», kog AocnigxeHHs R2810-ONC-16113, 3 nonpaskoto 5 Big 16 kBiTHSA 2020 poky; cnoHcop -
Regeneron Pharmaceuticals, Inc., USA/ PegpxeHepoH ®apmacbtoTikasnc, IHK., CLUA

3asABHUK - TOB «KniHivHi gocnigpkeHHs AKoH», YKpaiHa



13. floaatok 1 o Bpouwypu gocnigHuka RO5532961 (Ipatasertib, GDC-0068, G-035608), Bepcis 13, Bia
motoro 2022 poKy, aHrniicbkord MOBOK [0 MPOTOKONY KAiHIYHOrO BMNPOGYyBaHHA «BigkpuTe,
baraToLeHTpOBe, Y ABOX rpynax gocnimkeHHs, 1b asun ansa ouiHkM dhapmMakoKiHETUYHOT B3aEMOA,T STiKapChKnx
npenapaTis AaposyTamiga Ta inaraceptioa Ta 06e3neksm 3acTocyBaHHA 1X KOMOiHauii npu kactpar-
pe3nCTEHTHOMY paky nepeamixypoBoi 3a5103u», Kog gocnimpkeHHs GP42658, sepcisa 1.0, Big 14 cepnHa 2020
poKy; cnoHcop - ®. XodhdomaHH-/15 Pow /114, WBeliyapia / F. Hoffmann-La Roche Ltd, Switzerland

3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

14. OHoBneHul po3pgin 3.2.S pocbe AN13 N'ycenbkymab (CNTO1959), ntoTuii 2022 p.; OHOBIEHUIA po3ain
3.2.P pocbe AN13 N'ycenbkymab (CNTO1959), nonepenHbO 3anoBHeHMiA wnpud, 100 mr/imn, notnii 2022;
OHoBneHuit po3gin 3.2.A pocbe A3 N'ycenbkymad (CNTO1959), ntotuii 2022 p.; OHoBNeHUii po3gin
3.2.R pocbe AN3 lN'ycenbkymab (CNTO1959), Big 07.02.2022 p.; BkIoUEHHA A0AATKOBOro BUPOGHUKA
Catalent CTS, LLC, CWLUA, gna A/13 rycenbkyma6 (CNTO1959), po3umH gna iH'eKkuiin y nonepeaHbLo
3anoBHeHomy wnpuui, 1 mn, 100 mr/imn; Buxip martepianiB gna nauieHta: JIucT-npuBiTaHHA Ans
nauieHTa CNTO1959PSA3005-UKRO05, Bepcia 1.0 Big 13.04.2021p. yKpaiHCbKOKO MOBOLO; JlUCT-
npuBiTaHHA Ana nadieHta CNTO1959PSA3005-RUUO05, Bepcia 1.0 Big 13.04.2021p. pociicbKoo
MoBo1o; «LLlo noTpi6HO 3HaTK Npo gocnimpkeHHsa SOLSTICE» CNTO1959PSA3005-UKR06, Bepcis 1.0
Big 13.04.2021 p. ykpaiHCbKO MOBOIO; «LlLo Bu maete 3Hatu npo SOLSTICE» CNTO1959PSA3005-
RUUO06, Bepcis 1.0 Big 13.04.2021 p. pociiicbkolo MOBOH; «[MoCiGHMK yyacHuMKa» CNTO1959PSA3005-
UKRO7, Bepcia 1.0 Big 13.04.2021 p. yKpaiHCbKOIO MOBOIO; «[OoBigHNK yyacHuKa» CNTO1959PSA3005-
RUUO07, Bepcia 1.0 Big 13.04.2021 p. pociiicbKolo MOBOLO; «KapTka-nam’ATka 3 BiAOMOCTAMM Npo
BisuTn» CNTO1959PSA3005-UKRO08, Bepcia 1.0 Big 13.04.2021 p. yKpaiHCbKOI MOBOLO; «KapTtka
HaragyBaHHs Npo Bi3nT» CNTO1959PSA3005-RUU08, Bepcis 1.0 Big 13.04.2021 p. pocilicbKOl0 MOBOIO;
Kaptka pna nauieHta «fsakyemo!» CNTO1959PSA3005-UKR09, Bepcia 1.0 Big 13.04.2021 p.
YKpaiHCbKOl0 MoBOHO; KapTka anAa nauieHta «Asakyemo!» CNTO1959PSA3005-RUU09, Bepcia 1.0 Big
13.04.2021 p. pociiicbkolo MOBOK A0 MPOTOKO/y K/iHIYHOrO BUNpobyBaHHS «bBaraToueHTpoBe,
paHAoMi30BaHe, NoABiiHe chine, nnaueb0 KOHTPO/SIbOBaHe KAiHiYHe aocnimpkeHHs 3b dhasum Ansa ouiHku
edpekTvBHOCTI Ta 6e3neyHoCTi NPU3HAYEHOro MIAWKIPHO rycenbKymaGy Yy MauieHTiB 3  aKTUBHUM
ncopiaTM4YHMM apTpPUTOM, SIKi paHille Manu HeJoCTaTHIo BiAnoBiab Ta/abo HenepeHOoCUMICTb NiKyBaHHSA OAHUM
3 iHriGiTOPIB (hakToOpy HEKPO3y Nyx/vMH anbdax», kog gocnigpkeHHs CNTO1959PSA3005, sig 13.04.2021 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

15. OHoBneHwuii po3pgin 3.2.S pocbe A/13 N'ycenbkymad (CNT0O1959), ntotuii 2022 p.; OHOBI€HWI po3ain
3.2.P pocbe AN3 N'ycenbkyma6 (CNTO1959), nonepeaHbo 3anoBHeHUii wnpul, 100 mr/mn, niotunii 2022;
OHoBneHuit po3gin 3.2.A pocbe AN13 N'ycenbkymaé (CNTO1959), ntotuii 2022 p.; OHOBEeHUii po3gin
3.2.R pocbe AN3 lNycenbkymab (CNTO1959), Big 07.02.2022 p.; BkIoUeHHA A0AATKOBOro BUPOGHUKA
Catalent CTS, LLC, CWLUA, gna A/13 rycenbkyma6 (CNTO1959), po3umH gnsa iH'eKkuiili y nonepeaHbLo
3anoBHeHoMy wwnpuui, 1 mn, 100 Mr/Mn 40 NPOTOKOMY K/iHIYHOrO BUMNPOBYyBaHHA «baraTtoueHTpoBe,
paHgoMi3oBaHe, NoAgiiHe chine, Maauebo KOHTPOs/IbOBaHE KAiHIYHE AOCAIMKEHHA 4 a3y AN OLiHKM
ehekTMBHOCTI Ta 6€3MeYHOCTi NPU3HAYEHOr0 MiALWKIPHO rycenbKymaty y nauieHTiB 3 akTUBHUM akCia/lbHUM
ncopiatTuyHuM  apTpuUTOM, $Ki  HIKONM He OTpuMMyBann  GIiOMIOfiYHY  Tepanito», Koh  LOCMILKEHHS
CNTO1959PSA4002, Bia 14.04.2021 p.; cnoHcop - « AHCCEH ®APMALEBTUVKA HB», Benbrist

3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris

16. OHoBneHuit npoTokon, Bepcia 8.0 Big 01 6Gepe3Hsa 2022; OcHoBHa iHchopmauisa i dopma
iHhopMOBaHOI 3rogu y4acHUKa AOCNiMKEHHSA, YacTuUHa 2, (AN KpaiHu) Big 10 6epesHa 2022. Kopg KB:
1336-0011. BICTMS Bepcia: M2_08_UKRO07. MoBa_Bepcia Ta pata: UKRO7_ykpaiHCbka Ta
pociiicbka_01 (30 6epe3Hsa 2022) f0 NPOTOKONY K/iHIYHOTO BUNPO6yBaHHA «Bigkpute gocnimkeHHs casm Ib
3 nigéopy po3u Bl 836880 y kombiHaLil 3 e3abeHNiMabom 419 XapakTepucTUKn 6e3neyHoCTi, NepeHOCUMOCTI,
(hapmakokiHeTuKN, dapmakognHaMmikm Ta eqeKTUBHOCTI Yy nauieHTiB 3 MicueBonowmnpeHnm abo
MeTacTaTU4YHUM HENIOCKOKNITUHHUM HEeAPIGHOKTITUHHAM PakoM JIErEHi Ta iHWMMK COMIGHUMW NYyX/TMHAMU,
koA pocnigpkeHHs 1336-0011, sepcia 7.0 Big 16 cepnHa 2021; cnoHcop - Boehringer Ingelheim RCV GmbH &
Co KG, ABcTpist

3asBHUK - TOB «JOKYMEAC» («CIA JOKYMEAC»), Natsis

17. OHoBneHa Opowypa pocnigHuka no npenapary bBeHpanisyma6é (MEDI-563, Benralizumab,
FASENRA™), Bepcisa 20 Big 21 kBiTHA 2022 poKy aHr/ifiCbKOKO MOBOK [0 MNPOTOKOMY K/iHIYHOIO
BMNpobyBaHHA «BaratoueHTpoBe, paHAOMi30oBaHe, MoABiliHE cnine, y napaienbHWX rpynax, nnaue6o-
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KOHTPO/IbOBaHe 3-4aCTWHHE [OChiMkeHHsA a3 3 ansa AeMoHcTpauii  eekTMBHOCTI Ta 6e3neku
GeHpanisymaly y nauieHTiB 3 e03uHOMiNbHMM racTputom Ta/abo ractpoeHTeputom (The HUDSON Gl
Study)», kog, gocnigpxeHHs D3258C00001, sepcisa 4 Big 15 BepecHs 2021 poky; cnoHcop - AstraZeneca AB,
Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

18. Bpowypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHsa 21 Big 31 ciuHa 2022
POKy, aHrnificbkolo MoBoOlO; YKpaiHa, MK-7339-006, Bepcia 5.00 Big 24 Gepe3Ha 2022 poky,
YKpaAiHCbKOIO MOBOLO, iH(hopMauis Ta AOKYMEHT npo iHhopmoBaHy 3rogy A/iA nauieHTa; YKpaiHa,
MK-7339-006, Bepcia 5.00 Big 24 6epe3HAa 2022 poKy, pPOCIliCbKOIO MOBOIO, iH(hopMaLis Ta JOKYMEHT
npo inhopmMmoBaHy 3rogy ANA NayieHTa 40 NPOTOKO/Y KAIHIYHOro gocnimpkeHHs «docnimkeHHs Il dasmn ans
nemoponisymady y koMbGiHalii 3 nemeTpekcegoM / npenapaTom naatuHu (kapbonnatnH abo uyucnniaTuH) 3
nofasiblnm BBeAEeHHAM nemoponizymady y KomGiHauii 3 nigTpyMytounm JliikyBaHHAM onanapuéom abo
nemeTpekceaoM B SKOCTI Tepanii nepwoi AiHii y nauieHTiB i3 MeTacTaTUYHUM  HEenIoCKOKNITUHHUM
HeAPiGHOKNITUHHUM pakoM fiereHis», kog gocnimkeHHsa MK-7339-006, 3 iHkopnopoBaHot nonpaskoto 05 Bif,
23 rpygHa 2021 poky; cnoHcop - «Mepk Wapn Exg Joym Kopn.», godipHe nignpnemctso «Mepk EHA, Ko., [HK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

19. OHoBNeHa 6polwypa gocnigHuka ana neptysymaoy (RO4368451), Bepcisa 21 Big ntotoro 2022 p. oo
NPOTOKONIB  K/iHIYHMX BUNpPobyBaHb: «PaHAomi3oBaHe, 6OaratoueHTpoBe, MoABiliHe-cnine, nnauebo-
KOHTPO/IbOBaHe AOCNIMKEHHS, Y AKOMY MOPIBHIOTLCA XiMioTepanis natc TpacTydymab nawc nnauebo Ta
ximioTepanis nawc TpacTydymad naloc neptysymad, Lo Npu3HavaloTbCs Yy AKOCTI af’toBaHTHOI Tepanii y
nawieHTiB 3 onepabenbHUM HER2-NO3UTUBHUM NEPBUHHUM PakOM MOJIOYHOT 3aU103U», KOA, AOCNiLKeHHS BIG
4-11/B025126/TOC4939q, Bepcia D Big 02 ntotoro 2015 poky; «PaHfomi3oBaHe, 6araToueHTpoBe, BigkpuTe,
pocnimpkeHHs 11l dpasm 3 gBoma rpynamu likyBaHHSA /19 OLHKM (DapMakoKiHETUKM, edpekTUBHOCTI Ta 6e3neku
NiALIKIPHOro BBeAEHHS (oikcoBaHOI 4031 KOMBIHOBaHOT JlikapcbKol hopMy nepTy3ymady 3 Tpactyymabom B
noefHaHHi 3 XximioTepanielo y nauieHTiB 3 HER2-nMo3WTUMBHMM paHHIM pakom MOJIOYHOT 3as103u», KOp,
pocnigpkeHHs W040324, sepcis 2.0 Big 12 xoBTHA 2018 p.; «baraTtoueHTpoBe, B O4HIN rpyni CXemu NikyBaHHS,
BIAKPUTE MPOAOBXEHE [AOCAIMKEHHA MepTy3ymady B pexumi MoHOTepanii abo y kombGiHauii 3 iHwWuMuK
NPOTMNYX/IMHHAMW 3aco6aMun y NaLUieHTIB, L0 paHille npuiiMaan ydyacTb y BUNPOOYBaHHAX MepTy3ymaoy,
CMOHCOPOM SIKMX BMCTYNana komnaHis XoddgmaH-la Pow», kog gocnigkeHHs MO29406, sepcis 3.0 Big 14
nuctonaga 2019 p.; cnoHcop - ®.XothdmaHH-/1a Pow fita, LWBenuapis

3asiBHUK - TOBApUCTBO 3 0OMEXEHOH0 BifNOBiAa/bHICTIO «PoL YkpaiHa»

20. bpouypa gocnigHuka gocnigKyBaHoro nikapcbkoro sacooy Brexpiprazole (OPC-34712), BuaaHHA
17 Big 27 BepecHA 2021 poky; 331-10-236_YkpaiHa_ IHpopmauiiiHuii nucT i hopma iHhopmoBaHOi
3rogm yyacHuKa AaocnigKeHHs, AKOMYy BUNOBHIOETLCA 18 pokiB nig yac yyacTi B AOCNiAKeHHi_Bepcis
6.1 Big 26 ciuHA 2022 p., yKpaiHCbKOIO Ta pociiicbkolo moBamu; 331-10-236_YkpaiHa_IHcdopmauis ans
GaTtbkiB i hopma iHpopmoBaHOi 3rogn_Bepcia 6.1 Big 26 ciuHA 2022 p., yKpaAiHCbKOIO Ta POCICbKOIO
moBamu; 331-10-236_YkpaiHa_lHcopmauiiiHuii nuct Ta dpopma 3rogu A YYACHUKIB [OCHiIfKEHHSA
Bikom 13-14 pokiB, Bepcia 6.1 Big 26 ciuHa 2022 p., yKpaiHCbKOIO Ta pocilicbkolo moBamu; 331-10-
236_YkpaiHa_lHchopmauiiHnia nucTt Ta hopMa 3rogum AN yYaCHUKIB JOCNIAKEHHSA BiKOM 14-17 pokiB
(BKNOUHO), Bepcia 6.1 Big 26 ciuHA 2022 p., YKPAIHCbLKOIO Ta pPOCiiCbKO MoBamu; MopoBXeHHA
TEPMiHY TpUBaIOCTi AocnigkeHHA B YKpaiHi no 31 rpyaHa 2026 poky A0 NPOTOKO/Y K/iHIYHOro
JocnipkeHHa «JloBrotpmBasie GaratoueHTpOBe BigKpuUTe [OCNIMKEHHSA [AN1S OUiHKM 6e3neyHocTi Ta
nepeHoCUMOCTi 3MIHHMX 03 GpeKcninpasony Ak NiATPUMYYOro NikyBaHHA y NigniTkis (Bikom 13—17 pokis) 3
Lmn3odhpeHieto», Koa gocnigxeHHsa 331-10-236, sepcis 6.0 3 nonpaskoto 5 Big, 04 cepnHa 2021 poky; cnoHcop -
Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka ®apmacbtoTikn JeBenonMeHT
eH KomepcinizenwH, IHk.», CLUA)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

21. DRM06-AD07/32T-DM-KGAA_®opma 3roau ana aitein Bikom 12 ta 13 pokiB, Bepcia ana YkpaiHu
4.1.0 Big, 19 KkBiTHA 2022 p. yKpaAIHCLKOIO Ta pocilicbkoto moBamu; DRM06-AD07/J2T-DM-KGAA_®dopma
3rogn Ansa HenoBHONITHIX (Bikom 14-17 pokiB), Bepcia gna YkpaiHum 4.1.0 Big 19 kBiTHA 2022 p.
YKpaiHCbKOK Ta pocilicbkolo MoBamu; DRMO06-AD07/ J2T-DM-KGAA IHCTpyKUia WoAo BBefEeHHSA
npenapary B pAomalHix ymoBax (Patient Instruction Card v3.0; 24Sep2021), ykpaiHCbKOI0 Ta
pociiicbkoto moBamu; LY3650150, XimiuHuii cknag, BAPOGHULTBO Ta KOHTPOJib, NONpPaBKa An1sa YKpaiHu
01 (LY3650150 KGAA Ukraine IMPD Amend 01 2022 04); MapKyBaHHA [OCNigKYyBaHOro NikapCbKoOro
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3aco0y YKpalHCbKOK MOBOK AnA YKpaiHu: 606316 - KGAA L2 LY PFS BK, Syringe, Bigkpute
MapkyBaHHs LY3650150 250mg/2mL, Bepcis 3.0 Big 18 cepnHAa 2021 p.; 606317 - KGAA L2 LY CART BK,
Carton, Bigkpute mapkyBaHHA LY3650150 250mg/2mL, Bepcia 1.0 Big 12 yepBHa 2020 p.; 608541 -
KGAAL2LY PTM DB CART BK, Carton, 3acninsieHe mapkyBaHHs LY3650150 250mg/2mL a60 nnavwe60,
Bepcia 1.0 Big 07 noTtoro 2022 p.; 608542 - KGAA L2 LY PTM DB INNERCART BK, Inner Carton,
3acninnedHe MapkyBaHHA pAna LY3650150 250mg/2mL a6o BignosigHe nnaue6o (Label ID#:
LIL9655CS1); 608572 - KGAA L2 LY PTM DB OUTERCART BK, Outer Carton, 3acninneHe MapKyBaHHs
Ana LY3650150 250mg/2mL a6o BignoBigHe niaue6o, Bepcia 1.0 Big 27 ciuHa 2022 p.; 608573 - KGAA
L2 LY PTM DB PFS BK, Syringe, 3acninsieHe mapkyBaHHA ansa LY3650150 250mg/2mL a6o BignoBigHe
nnaue60, Bepcia 1.0 Big 27 ciuHa 2022 p.; 608574 - KGAA L2 LY PTM DB PFS BK, Syringe, 3acninneHe
MapKyBaHHA LY3650150 250mg/2mL a6o nnaye6o, Bepcia 1.0 Big 07 ntotoro 2022 p.; 608630 - KGAA
L10 LY PFS 250MG BK, Syringe, Bigkpute mMapkyBaHHA LY3650150 250mg/2mL, Bepcia 1.0 Big
17 nmoToro 2022 p.; 608631 - KGAA L10 LY PFS CART 250MG BK, Carton, BigKkpuTe MapKyBaHHA
LY3650150 250mg/2mL, Bepcia 1.0 Big 17 nwoToro 2022 p. A0 MPOTOKOY K/iHIYHOrO BUNPOGYBaHHSA
«J10BrocTpokoBe A0C/iMKEHHS /19 OLHKM 6e3nekn Ta epeKTMBHOCTI SIeGpikisyMada y naLieHTiB 3 aTtoniyHum
OepMaTUTOM MOMIPHOTO i TSXKKOro CTyneHa», Koh gocnigpkeHHs DRMO06-AD07/J2T-DM-KGAA, NpoToKos Bif
27.03.2020 p., nonpaska 1 Big 12.12.2020 p.; cnoHcop - Dermira Inc. a wholly-owned subsidiary of Eli Lilly and
Company, USA («[epmipa, IHK.», AOYipHS KOMMaHis, WO 3HaX04MTbCSA Yy NOBHIl B/IACHOCTI koMnaHil «Eni Jlinni
eHf Komnani», CLUA)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

22. MpoToKon KAniHiYHOro BMNnpoG6yBaHHA B7541007, octaTouHa Bepcis NPOTOKONY 3 NonpaBKoto 3 Big,
15 6epe3Hs 2022 poKy, aHrniiicbKoo Mosoto; AONMOBHEHHA A0 IHGOPMOBAHOI 3roan HA YYACTb
Y KNIHIYHOMY AOCNIAXKEHHI, YkpaiHa, Bepcif Big 28 6epe3Hs 2022 p. Ha OCHOBI BignoBigHoI Bepcil
Al3 Big 03 cepnHA 2021 p., YKPAIHCbKOKO MOBOK [0 [MPOTOKOAY KAiHIYHOrO BUNPOOYBaHHA
«baraTtoueHTpoBe, paHAoMmi3oBaHe, MoABiliHe cnine, naauebo-KOHTPONbOBaHe AOC/iMKeHHA a3 26 3
nigbopom onTMManbHUX 03 ANA OUiHIOBaHHA edeKTMBHOCTI, 6e3neyHoCTi i1 chapMakoKiHETMKM npenapaTy
PF-06480605 y OpOCANX YyYaCHUKIB i3 BUPA3KOBUM KOJTITOM NMOMIPHOro abo BaXKKOrO CTYMEHS TSXKKOCTI», KOZ
pocnipkeHHs B7541007, octaTouHa Bepcia npoTtokony, MNMonpaska 2 Big 1 BepecHa 2020 poky; CNoOHCop -
Mdpaiizep IHk., CLUA

3asnBHuK - Mdoansep IHk., CLUA

23. OHOB/1IEHUI NPOTOKO/ KNiHIYHOro BUNpo6yBaHHA MK-3475-689 3 iHKopnopoBaHOK nonpaBKoto 06
Big 03 6epe3Hs 2022 poKy, aHrnilicbkol MOBOL; YKpaiHa, MK-3475-689, Bepcis 08 Big 13 KBiTHsA
2022 p., yKpaiHCbKOIO MOBOIO, iH(hopMaLis Ta JOKYMEHT npo iHhopmoBaHy 3roay ANA NauieHTa;
YkpaiHa, MK-3475-689, iHhopmaLiiiHAiA NUCTOK i [OKYMEHT npo iHchopMoBaHy 3roay Ha MaiiGyTHe
GiomeguuHe pocnipkeHHs, Bepcia 02 Big 13 KBiTHA 2022 p., YKPAIHCLKOKO MOBOK [0 NPOTOKO/Y
KMiHIYHOrO gocnifdxeHHs «PaHaomizoBaHe, Bigkpute gocnimkeHHs 1l dhasu gna ouiHkn nemoéponisymady B
AKOCTi Heoa'toBaHTHOI Tepanii Ta B KOMOGiHaU,i 3i CTaHAapPTHUM JliKyBaHHAM B SAKOCTi af'toBaHTHOT Tepanii npu
onepabenbHOMY JIOKOperioHa/IbHO PO3MNOBCIOAKEHOMY NIOCKOKIITUHHOMY paky rosiosu Ta wui l-IVA cTtagji»,
koA pocnimpkeHHA MK-3475-689, 3 iHkopnopoBaHoto nonpaskoto 05 Bif 13 TpaBHA 2021 poky; crnoHcop - «<Mepk
Wapn EHg OJoym Kopn.», godipHe nignpuemctso «Mepk EHA Ko., IHK.» (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc.), CLLA

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»

24. OHOBJIEHMIA NPOTOKON K/liHiUHOrO BUNpo6yBaHHA MK-3475-937, 3 iHkopnopoBaHoto nonpaskoto 06
BiA 22 ntotoro 2022 poKy, aHrMiiCbKOK MOBOIO [0 NPOTOKO/Y KNiHIYHOTo AoC/iAKeHHs «loggiiHe chine
pocnipkeHua |l dasu, wWo npoBoguTbCA B ABOX rpynax Ana oOuiHku 6e3nekn Ta edeKTUBHOCTI
nem6ponisymady (MK-3475) y nopiBHAHHI 3 nauebo B SAKOCTI af'loBaHTHOI Tepanii y Y4YacCHWKIB i3
renaTouesitosipHO KapuUHOMOKO Ta MOBHOK pafiosioriyHO BiAMNOBIAA Nicnsa XipypriyHoi pesekuii abo
nokanoHoi abnauii (KEYNOTE-937)», kog gocnigpkeHHa MK-3475-937, 3 iHkoprniopoBaHoto norpaskoto 05 Big
07 yepBHsa 2021 poky; crnioHcop - «Mepk Wapn Exg Joym Kopn.», govipHe nignpnemctso «Mepk EHa Ko., [HK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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



