JopaTtok

«Mepenik cyTTeEBMX MOMNpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOGYBaHb, PO3rAsHYTUX Ha 3acifaHHi
HTP Ne 42 Big 02.12.2021, Ha siKi 6y oTpUMaHi MO3UTUBHI BUCHOBKUN €KCNepPTIB.»

1. OHoBNeHW hiHa/IbHUIA NPOTOKON 3 iIHKOPMOpPOBaHOW nonpaBkoto 11 Big 26 TpaBHA 2021 poKy;
3arasibHa oujiHKa cniBBiAHOLWEHHA pU3NK/KOpPUCTbL, Bepcito 3aTBepakeHo 30 cepnHs 2021p.; A3921145
IHhopMmauisa gna 6aTbkiB Ta hopma iHPOPMOBaHOI 3rogn ANA yyacTi y KJliHIHHOMY BMNPOGYBaHHi, Ha
OCHOBI Bepcii Ha piBHi gocnigxkeHHA Big 23 cepnHa 2021 p., Bepcia ana Ykpainu 9.1.0 Big 03 BepecHsA
2021p., yKpaiHCbKOI Ta pocilicbkolo MoBamu; A3921145 IHdopmauis pgna nauieHta Ta thopma
iHbopMOBaHOI 3roau ANA yyacTi y KniHiUHOMY BUNPOGYBaHHI, HA OCHOBI Bepcii Ha piBHI focnigpKeHHsA
BiA 23 cepnHa 2021 p., Bepcia gna Ykpainu 9.1.0 Big 03 BepecHs1 2021p., yKpalHCbKOIO Ta POCiliCbKOLO;
A3921145 Inchopmaunia gnsa nagieHta Ta popma iHPOpPMOBaHOT 3rogn HENOBHOMITHLOIO A8 yyacTi y
KNniHiYHOMY BUNpoGyBaHHiI (14-17 pokiB), Ha OCHOBI Bepcii Ha piBHI gocnigkeHHs Big 23 cepnHa 2021 p.,
Bepcisa anAa Ykpaiim 9.1.0 Big 03 BepecHs 2021p., yKpaiHCbKOK Ta pocilicbkoio moBamu; A3921145
IHbopMmauia ana nauieHTa Ta copma iH(popmoBaHOI 3roan AUTUHWU ANA ydacTi Yy KAiHIYHOMY
BUNpoGyBaHHi (11-13 pokiB), Ha OCHOBI Bepcii Ha PiBHi AocnimKeHHA Bif 23 cepnHa 2021 p., Bepcia ans
YkpaiHu 7.1.0 Big 03 BepecHs 2021p., yKpaiHCbKOIO Ta POCilicbKoto; 3MiHa Ha3BM MicUs NPoOBeAEeHHA
KMIHIYHOTO BUNPOGYBaHHSA [0 NPOTOKO/Y K/iHIYHOrO JOCNiMKEHHS «[JoBroTpmBane, BigkpuTe AOCAIIKEHHS 3
nepiogoM MOLANbLUOrO CMOCTEPEXEHHS, SKe MPOBOAMTLCA A1 BMBYEHHS npenaparty TodauuTuHié npu
NiKyBaHHi 1oBeHiNbHoro igionatnuHoro aptputy (FOIA)», koA aocnimkeHHs A3921145, diHanbHUIA NPOTOKON 3
iHKoprnopoBaHoto nonpaskoto 10 Big 04 TpaBHs 2020 poky; cnoHcop - Mdpaiizep IHK [Pfizer Inc], CLLUA
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO

nikap bapaneii T.B. nikap bapanei T.B.

KomyHanbHuii 3aknag «[HinponeTpoBCcbkuii | KOMyHanbHe HekoMmepuiiiHe niANPUEMCTBO
cneuianizoBaHU KMiHIYHWI MeAuUYHUIA UeHTp | «Micbka GaratonpodinbHa KhiHiuHa nikapHA
Matepi Ta AUTUHM iM. npod). M.®P.PygHeBa» | matepi Ta AUTMHU iM. npodp. M.dP.PyaHeBa»
[HinponeTpoBCbKOiI 06/51aCHOI paaWn, KAiHiKo- | AHINPOBCLKOI MiCbKOI pagWn, KOHCY/IbTaTUBHO-
piarHocTuyHe BigaineHHa, m. [HiNpo AiarHOCTUYHe BiafineHHa Ana giteil 3 nxkamu
OEHHOro crauioHapy, M. [IHinpo

2. OHOBMEHWiA NMPOTOKONA KMIHIYHOrO BUNpoGyBaHHA 3 nonpaBkoto 4 Big 01 nunHA 2021 poky
aHrnincbKo MOBOW; Bpowypa pgocnigHuka p[ocnigkKyBaHOro fiKapcbKOro 3acoby Penyronikc
(TAK-385, T-1331285, RVT-601, MVT-601), Bepcia 13.0 Big, 18 rpyaHa 2020 poKy aHrnificbKoo MOBOIO;
IHcbopmauiiiHuin NUCTOK NauieHTa Ta dpopma iHdhopmoBaHoiI 3roau, Bepcia 7.0 Big, 02 cepnHsa 2021 poky
YKpPAiHCbKOIO Ta pOoCilicbkolo moBaMu; [oOCbe AOCNIgKYBaHOroO JliKAPCbKOro 3acoGy Penyrornikc,
Bepcis 04.1 Big BepecHA 2021 poKy aHrNilicbKo MOBOI0; 3a/ly4eHHSs [,04aTKOBOI BUPOGHUYUOT AiNsHKU
Millmount Healthcare Limited, IpnaHgia pna pocnigXyBaHuUX niKapCcbkux 3aco6iB: Penyronikc
(Relugolix) (TAK-385, RVT-601, MVT-601; Penyronikc (Relugolix)), Tabnetku 40 mr; Activelle (Activella)
((1,0 mr ectpapionyl/0,5 Mr HopeTUHAPOHY (HOpeTUCTepoHy) auetaty) (1,0 mr ectpagionyl0,5 mr
HopeTUCTepoHy auetaty)) (Ectpagiony remirigpaty/HopeTuHApOHY (HOpPeTUCTEPOHY) aueTar),
kancynu 1,0/0,5 mr; Kliovance ((1,0 mr ectpagiony/0,5 Mr HopeTMHAPOHY (HOPETUCTEPOHY) aueTaTty)
(1,0 mr ectpagionyl0,5 mr HopeTuctepoHy auetaty)) (Ectpagiony remirigpary/HopeTuHgpoHy
(HopeTucTepoHy) auetar), kancynu 1,0/0,5 mr; JogaHHA koay «T-1331285» oo onucy AocnigKyBaHoOro
nikapcbkoro 3aco6y: Penyronikc (Relugolix) (TAK-385, RVT-601, MVT-601; Penyronikc (Relugolix)),
Tabnetkm 40 Mr [0 nNpPOTOKOAY KiiHIYHOrO pgocnimkeHHs «MNOAOBXEHE AOCNIAXEHHA SPIRIT:
MixxHapogHe, BigKpuTe, NOAOBXeHe AO0C/MiMKEHHs1 ha3n 3 3 OAHIE0 rpynor AN OUiHKM 6e3neyHocTi Ta
eheKTMBHOCTI 3aCTOCYBaHHSI PeNyroJiikcy pa3oMm i3 HU3bKMMUK fo3aMKn eCcTpadiony Ta HOPEeTUHAPOHY aueTaty
Y XIHOK i3 60/1€M, NOB’sI3aHUM 3 €HAOMETPIO30M», koA, AocnimkeHHsa MVT-601-3103, 3 nonpaskoto 3.1 Big 25
cepnHa 2020 poky ; cnoHcop - Myovant Sciences GmbH, LLBelilapis

3asaBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJANTBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPATHA»)

3. bpouwypa gocnigHuka CNTO1959 (guselkumab), BugaHHsa 12 Big 30.08.2021 p.; OHOBNEHwWiT po3gin
3.2.S pocbe AN13 rycenbkymab (CNTO1959), cepnenb 2021 p.; OHoBneHuii posgin 3.2.P gocbe A3
rycenbkyma6 (CNTO1959), nonepeAHbO0 3anoBHeHWI wnpuu, 100 mr/imn, cepnelb 2021 p. 40 NPOTOKOSY
KNiHiYHOro BMNpobyBaHHA «baraToueHTpoBe, paHAOMiI30BaHe, NoABiliHe chine, naaue60 KOHTPOSbOBaHe
KNiHiYHe pgocnimpkeHHs 4 a3y ans ouiHKM edekTMBHOCTI Ta 6e3neyHoCTi MpM3HaAYeHOro MiAgLwKipHO



rycesibKymaoy y nauieHTiB 3 akTVBHVMM akCia/lbHUM McopiaTUYHUM apTpUTOM, SAKi HIKOMIM HE OTpUMYyBaUIuv
6ionoriyHy Tepanito», kog pocnimxkeHHs CNTO1959PSA4002, sig 14.04.2021 p.; cnoHcop - «AHCCEH
SAPMALIEBTUKA HB», besbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

4. 3any4yeHHs [O[ATKOBOrO (a/lbTEPHATUBHOIO) [OC/ifAKYBAHOIO /iKAPCLKOrO 3aC00y BiHKPUCTUHY
cynbdpaty (Cellcristin) posunH ans iH’ekuiid, 1 mrimn, 1 donakoH 2 mn (2 mr); Thymoorgan Pharmazie
GmbH, HimeuuuHa; 3pa3oK MapKyBaHHA [OCAIMKYBAHOIO NiKApPCbKOro 3aco0y BIHKPUCTUHY
cynbdaty, po3uuH ana in’ekuinn, 1 mrimn, 1 conakoH 2 mn (2 mr), Bepcia Big 08 XOBTHA 2021 poKy;
Cxema Ao iHchopmoBaHOI 3roau nauieHTa, Bepcia 1.0 gna YkpaiHu Big 30 Oepe3HAa 2021 poky
YKpaiHCbKOK Ta pociliicbkolo MoBaMmu; Bpolypa ans nauieHTa, Bepcia 1.0 Big 30 6epe3Hsa 2021 poky
YKpaiHCbKOIO Ta pocilicbkolo MoBaMu; JluctiBka gnAa nauieHTa, Bepcia 1.0 Big 30 6epe3Hs 2021 poky
YKpaiHCbKOIO Ta pocilicbkoto MoBamu; JIUCT Ao nikapsa 3arasibHOI NpakTuKuK, Bepcia 1.0 Big 20 TpaBHSA
2021 pokKy yKpaiHCbKOI Ta pociiicbkotlo MoBamu; LLlogeHHUK npuiiomy npegHi3oHy, (hiHanbHa Bepcia
2.0 Big 07 nunHa 2021 poKy, nepeknageHo YKPaiHCbKOK Ta pPoCiiCbKO MoBamu 1A YKpaiHu Big 03
cepnHA 2021 poky; 3MiHa HaliMeHyBaHHA 3asBHMKa B YKpaiHi 3 TOB «KOBAHC K/IHIKAN
DEBEJNIONMMEHT YKPAIHA» Ha TOB «/IABKOPI KMIHIKAN AEBENNOMNMMEHT YKPAIHA» [0 npoTokosny
KMIHIYHOTO JocnimpkeHHs «PaHgomi3oBaHe, noAgiiHe crine, naauebo-KoHTposiboBaHe hasn 3 [OCiIKEHHS
aKkanabpyTuHiGy y koMGiHaLji 3 puTykcumabom, umkiodgocdamifgomM, AOKCOPYOILMHOM, BIHKPUCTUHOM Ta
npegHizoHom (Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y
nauieHTIB BikoM <65 pOKIB i3 paHille HeNikoBaHOK ANGY3HOK B-BEMKOKAITUHHOK NiMGIOMOH0, L0 BUHMKNA 3
KNiTUH HErepmiHasibHOro LEHTPY», Koa gocnigpkeHHs ACE-LY-312 (D8227C00001), sepcis 2.0 Big 01 nunHs
2020 poky; cnoHcop - Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

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

5. OHOBNeHe chnpoleHe AOCbe npenaparty nopiBHAHHA LiucnnatuH (Cisplatin), koHUeHTpaT Ans
po3uuHy ans iHdysiid, Bepcia 2.0 Big 13 »xoBTHA 2021 poky; OHOBJ/IEHE CNpOLLEHEe AOCLE Npenapary
nopiBHAHHA Kap6onnatuH (Carboplatin), koHUeHTpaT Ana po3uuHy ana iHdysiid, 10 mr/imn, Bepcia 2.0
Big 13 XoBTHA 2021 poky; OHOBJ/IEHE CNpOLeHe [OCbE MnpenapaTty MOPiBHAHHA [eMyuTaGiH
(Gemcitabine), nopowok gna posunHy ansa iHdysiii, Bepcia 2.0 Big 13 xoBTHA 2021 poKy; KopoTka
Xapaktepuctmka Big 25 uvepBHA 2021 poKy (aHrnificbko MOBOIO) LWOAO0 JIIKAPCbLKOrO 3acoby
UucnnatuH (Cisplatin), 1 mr/mn, KOHUEHTpaT ANA PO3uuHy Ana iHdysii; 3anyuyeHHA [oAaTKkoBOro
BUPOGHMKA [OCNigKYBaHOrO JikapcbKoro 3aco6y [lem6ponisymaé (MK-3475), posuuH pans
BHYTPiLWHbLOBEHHOro BAuBaHHA, 100 wmr/l4 mn (25 mrimn): MSD International GmbH,Co. Carlow,
IpnaHgin; 3any4yeHHs AoAaTKOBOro BUPOOGHUKa npenapaty nopiBHAHHA uyucnnatuH (Cisplatin®),
KOHLEHTpaT AN Po3uuMHy pAna iHdysin, 1 mr/imn: Intas Pharma Ltd (SEZ), IHgia; 3anyuyeHHs
[0[AaTKOBOro BUPOOHMKa npenapaty NopiBHAHHA kKapo6onnatuH (Carboplatin®), koHueHTpaT Ans
po3unHy ansa iHdysiii, 10 mr/mn: Intas Pharma Ltd (SEZ), IHgin; 3anyueHHA AoAaTKOBUX BUPOGHUKIB
npenaparty NOpiBHAHHA remuutabiH (Gemcitabine®), nopollok Ansa po3uuHy Ans iHdysii, 1 r: Intas
Pharma Ltd (SEZ), IHgin; AqVida GmbH, HimeuuHa; Venus Pharma GmbH, HimeuunHa; Thymoorgan
Pharmazie GmbH (Thymoorgan Plant), HimeuuuHa; Venus Remedies Limited, IHgis; Actavis Italy
S.P.A., ITania oo npoTokosny KIiHIYHOro AocnimKeHHA «Bigkpute, paH4oMi30BaHe, KOHTPO/IboBaHe, 3 dhasu
aocnimpkeHHs eHcpopTyMaby Be0TUHY B KOMGIHALIT 3 NeMbponisymMabom y NOPIiBHAHHI 3 NnLLIE XiMioTepanieto
npu paHille He niKoBaHOMY MiCLEBOMOLWIMPEHOMY ab0 MeTacTaTUYHOMY YpOTeia/ibHOMY paky», KoA
pocnipkeHHss SGN22E-003, nonpaska 3 Big 10 ntotoro 2021 poky; cnoHcop - «CigkeH IHK.»/ Seagen Inc.,
CLUA

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

6. Bpowypa gocnigHuka MK-3475, BugaHHa 21 Big 02 BepecHA 2021 p., aHrniicbKoo MoBoto; MK-3475-
676: 300paXeHHA Ha eNIeKTPOHHUX LWOoAeHHUKaxX AnA nauieHta (Bxig yyacHuka B cuctemy, EORTC
QLQ-C30, EORTC QLQ-NMIBC24; EQ-5D-5L), ansa YkpaiHu yKpalHCbKOIO MoBoOlo, Bepcis 1.0 Big 02
BepecHs 2021 poky; MK-3475-676: 306paXeHHA Ha eNeKTPOHHUX WoAeHHUKaxX ANA naudieHta (Bxig
yuyacHuka B cuctemy, EORTC QLQ-C30, EORTC QLQ-NMIBC24; EQ-5D-5L), ana YKpaiHu pOCiiCbKOI
MoBolto, Bepcia 1.0 Big 02 BepecHsa 2021 poky; 3pa3soK MapKyBaHHs npenapaty NOpPiBHAHHA YXuBa
6aumna Kanbmetta-F'epeHa, wtam TICE (ONCOTICE BCG Kit), Bepcisa 2.0 Big 01 »xoBTHA 2021 poKy,
AHrNifNCbKOIO Ta YKPAiHCbKOK MOBamMu; 3pa3oK MapKyBaHHsA npenapaty NOpiBHAHHA )XuBa Gauuna
KanbmeTtta-fepeHa, wtam TICE (ONCOTICE BCG Vial), Bepcia 2.0 Big 01 xoBTHA 2021 poky,
aHrNifcbKo Ta YKpaiHCbKO MoBamu; 3MiHa fikapcbKoi chopMu npenapaty NOpiBHAHHA YXuBa
6auuna Kanbmetta-lepeHa, wram TICE: 6y/10 NOPOLIOK A/151 NPUroTyBaHHSA CycneHsil, CTas1o NOPOLUOK
Ansa iH’eKuiil; BknoveHHA [0AaTKOBOro Micusi MPoOBeAEeHHs K/iHIYHOro BUNPOGYBaHHA B YKpaiHi A0
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NPOTOKONY KAIHIYHOrO AoCNigkeHHA «PaHaoMmi3oBaHe, KOHTPO/ibOBaHE npenapaToM MOPIBHAHHA KNiHIYHEe
pocnipkeHHa 1l dasn gna BuBYEHHA edpekTMBHOCTI Ta 6e3neyHocTi nemoéponisymady (MK-3475) vy
koMb6iHaLii 3 6aunno Kanbmetta-MepeHa (BUXK) B yyacHUKIB 3 HEM'A30BO-iHBA3MBHUM PakoM CEYOBOIO
MiXypa 3 BUCOKUM CTYNEeHEeM PU3MKY, Y SKIX CMOCTEpIracTbCsa NepcucTyoumnini abo peumanByoumnin pak nicns
iHAyKuiiHOT BLK-Tepanii abo sakvm paHiwe He nposogunu BLDK-tepanito (KEYNOTE-676)», kofa
pocnipkeHHa MK-3475-676, 3 iHkopnoposaHoto rnonpaskoto 04 Big 09 yepsHA 2021 poky; cnoHcop - «Mepk
LWapn EHg Joym Kopn.», fgodipHe nignpuemctso «Mepk EHA, Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOL0 BiANoBiganbHICTI0O «MC/, YKpaiHa»

Ne MN.L.B. BignoBiganbHOro gocnigHuka

n/n HasBa micusa npoBeAeHHs K/NiHIYHOro BUNPOGyBaHHS

1 O.M.H., npody. Xapeba .l

KoMyHasilbHEe HekoMepLuiiHe NiANPMEMCTBO XapKiBCbKOi 061acHoi paan «O6nacHuini mMeguyHuig
KNiHIYHWIA LUeHTp yposorii i Hedoponorii imeHi B.I. LLlanoBana», BigdiNeHHs OHKONOriYHOT yponorii Ne5,
M. XapkiB

7. OHOBMEHWIA NpoTOKo Big 17.06.2021 p.; IHchopmauis ana nauieHTa Ta Popma iHhopMoBaHoi 3roau
AN ydacTi y Heo60oB’A3KOBIN yacTuHi gocnigkeHHsa AHK, Bepcia 1.0 ykpaiHCbKOK MOBOIO A/151 YKpaiHu
Big 20.10.2021; IHchopmauia pana nauieHTa Ta @Popma iHdoOpMoBaHOI 3rogu AnA ydacTi Yy
He00OB’A3KO0BIN YacTuHi gocnimpkeHHa OHK, Bepcia 1.0 pociiicbkolo MoBolo anis YKpaiHu Big 20.10.
2021; NMuct po nauieHTa, 77474462ADM2003-UKRO05, Bepcis 1.0 ykpaiHcbKolo MoBolo Big 01.04.2021 p.;
NucTt po nauieHTta, 77474462ADM2003-RUUO05, Bepcia 1.0 pocilicbkoio moBoto Big 01.04.2021 p.;
KniniuHe pgocnimxeHHss LUNA; IHcphopmauis npo npoueaypu, ski BAKOHYBaTUMYTbCA Mif, Yac BisUTIB Y
KNiHiKy, 77474462ADM2003-UKRO07, Bepcia 1.0 ykpaiHCbKolo mMoBolo Big 01.04.2021 p.; AocnigKeHHA
LUNA: KkepiBHULTBO 3 npoueaypu BigBigyBaHb, 77474462ADM2003-RUUO07, Bepcisa 1.0 pociicbKoto
moBoto Big 01.04.2021 p.; HaragyBaHHAa npo Bi3utn, 77474462ADM2003-UKR08, Bepcia 1.0
YKpaiHCbKOlo MoBoto Big 01.04.2021 p.; HaragyBaHHA npo Bi3utu, 77474462 ADM2003-RUU08, Bepcin
1.0 pociiicbkoo Mmoot Big 01.04.2021 p.; JluctiBka nogsaku, 77474462 ADM2003-UKR10, Bepcis 1.0
yKpaiHCbKolo MoBo Big 01.04.2021 p.; JluctiBka nopskn, 77474462ADM2003-RUU10, Bepcis 1.0
pociiicbkoto moBoto Big 01.04.2021 p.; KopoTkuii goBigkoBuMii NOCiGHUK ANA nauieHTa, Bepcia 1.0
YKPaiHCbKOIO MOBOI; CKPUHLWOTK «LLLoAEHHUK CTyNeHs TAXKOCTi CBEePOiHHA, CNIPUYNHEHOIO eK3€eMOI0
[PaHkoBe 3anoBHeHHA]», Bepcia 1.0 ykpaiHCcbkolo MOBOIO Bif 07.07.2021 p.; CKpuHWOTK «LLogeHHUK
CTYNeHs TSHKKOCTI CBEpOiHHA, CNpPUYMHEHOro ek3emMoio [BedipHe 3anoBHeHHs]», Bepcia 1.0
yKpaiHCbKOlo MoBOK Big 07.07.2021 p.; CkpuHwoTU «LLLOAEHHUK CTyneHA TSXKKOCTi CBepOGiHHA,
CnpuUYMHEeHOro eksemolo», Bepcisa 1.0 ykpaiHcbKkolo MoBoK Big 07.07.2021 p.; CKpuHWOTU «IHAOEKC
OLiHKM AKOCTi XWUTTA NauieHTiB 3 AepMaTo/IoONiYHMMKN 3aXBOpPLOBaHHAMU», Bepcia 1.0 yKkpaiHCbKOIo
moBoto Big 07.07.2021 p.; CkpuHwoTn «LUucpposa wWiKana ouiHOBaHHA 6010 Ta CBEpPGiHHA LKipy,
CMPUUYNHEHUX eK3eMoto», Bepcia 1.0 ykpaiHcbkolo MoBoto Big 07.07.2021 p.; CkpuHwoTtu «LUudposa
LUKas1a OUiHIOBaHHA GO0 Ta CBEPOGIHHA WKiPWU, CNPUYUHEHUX €K3eMOIo», Bepcia ansa nnaHwety 1.0
YKpaiHCbKOIO MoBO Big 07.07.2021 p.; CkpuHwotu «OSFT-Handheld», Bepcia 1.0 ykpaiHCbKOO
MoBoto Big 07.07.2021 p.; CkpuHwWoTKU «OSFT», Bepcia ana nnaHweTty 1.0 ykpaiHCbLKOIO MOBOIO Bif,
07.07.2021 p.; CKpUMHLWOTU «3arasibHa OUiHKa CTyNeHA TXKOCTI eksemu nauieHTom (PGIS)», Bepcis 1.0
YKpaiHCbKO MOBOIO Big 07.07.2021 p.; CkpuHwoTtu «Lkana ana ouiHkn eksemu nauieHtom (POEM)
ANA caMOoCTiliHOro 3anoBHeHHA», Bepcia 1.0 ykpaiHCcbkol MoBow Big 07.07.2021 p.; CKpuHWOTH
«PROMIS-29», Bepcia 1.0 ykpaiHCcbkolo mMoBOKW Big 07.07.2021 p.; CKpuHwWOTU «HaBuasibHUIA
onuTyBasibHUK», Bepcisl 1.0 ykpaiHCbKOIo MOBOIO Bif 07.07.2021 p. 1,0 NPOTOKO/Y K/IHIYHOIo AOCNiAXKEHHSA
«PaHgomizoBaHe, GaraTtoueHTpoBe, MOABIHEe cnine, nnaueb0-kOHTPONbOBaHe, IHTEPBEHLUiHE KAiHIYHe
JocnimpkeHHss 2a ha3m an1s ouiHkM edIeKTUBHOCTI, 6e3neYHOoCTi, hapMakoKIHETMKN W iIMYHOT€HHOCTI MNpu
BHYTPILLHbOBEHHUX BBEAEHHSIX Pi3HMX 003 GepmeKiMady Ansi NikyBaHHs AOPOCMMX MaUiEHTIB 3 aTOnivyHUM
AepmaTUTOM cepefiHboro abo BaXKoro CTyneHs.», kog, AocnimkeHHa 77474462ADM2003, Big 01.04.2021 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris

3asBHuK - «AHCCEH ®APMALEBTVKA HB», benbris

8. CkpuHwoTtu «BASDAI», ykpaiHCbKOO MOBOI Ans YKpaiHu Bepcia 1.00 Big 22.09.2021; CKpUHLLOTU
«BASDAI», pociiicbkolo MoBolo AN YKpaiHu Bepcis 1.00 Big 24.09.2021; CkpuHWoOTK «eC-SSRS 2.0
Lifetime», ykpaiHCbKOI0 MOBOIO AA YKpaiHu, Bepcia 1.00 Big 10.03.2020; CkpuHwoTn «eC-SSRS 2.0
Lifetime», pociiicbkolo moBoto ansa YkpaiHu, Bepcia 1.00 Big 13.08.2020; CkpuHwoTn «eC-SSRS 2.0
Since Last Contact», ykpaiHCbKOI0 MOBOIO A5 YKpaiHu, Bepcia 1.00 Big 10.03.2020; CKpuHWOTU «eC-
SSRS 2.0 Since Last Contact», pociicbkoo MOBOI Ans YKpaiHu, Bepcia 2.00 Big 13.08.2020;



CkpuHwoTtn «FACIT LUkana BTomu (BapiaHT 4)», yKpaiHCbKOIO MOBOIO A1 YKpaiHu, Bepcia 1.00 Big,
22.09.2021; CkpuHwoTtun «FACIT-Fatigue Llkana BTomntoBaHocTi FACIT (Bepcia 4)», pociiicbkoto
MoOBOIO ANA YKpaiHu, Bepcia 1.00 Big, 24.09.2021; CkpuHwoTtn «HAQ-DI», yKkpaiHCbKOO MOBOIO ANA
YkpaiHu, Bepcia 1.00 Big 22.09.2021; CkpuHwoTn «HAQ-DI», pocilicbkolo MOBOIO Ans YKpaiHu, Bepcis
1.00 Big 24.09.2021; CKpUHLLOTU «IHCTPYKLIiT AN151 yHaCHUKa», YKPAIHCLKOIO MOBOIO ANA YKpaiHu, Bepcis
1.00 Big, 22.09.2021; CKpuHLWIOTU «IHCTPYKLUii AN yYyaCHUKa», POCIliCbKOIO MOBOIO ANA YKpaiHu, Bepcia
1.00 Big 24.09.2021; CKpUHWIOTU «3arasibHa OLiHKa aKTUBHOCTi 3aXBOPIOBAHHA NaLi€eHTOM (apTpuT)»,
YKpaiHCbKOI0O MOBOI Ans YKpaiHu, Bepcia 1.00 Big 22.09.2021; CKpuHWOTU «3arasibHa OLjiHKa
AKTUBHOCTI 3aXBOpPIOBAaHHA MaLi€HTOM (apTpuT)», POCIiCbKOKO MOBOIO A/ YKpaiHu, Bepcia 1.00 Big,
24.09.2021; CKpuHWIOTU «3arajibHa OLUiHKa aKTUBHOCTI 3aXBOpPIOBaHHA nauieHTOM (ncopia3 Ta
apTpuT)», YKpPaiHCbKOK MOBOIO AnsA YKpaiHu, Bepcia 1.00 Big 22.09.2021; CKpuUHWOTK «3arajibHa
OLjiHKa aKTMBHOCTI 3aXBOPIOBaHHA NawieHToOM (ncopias Ta apTpuUT)», POCiliCbKOK MOBOIO A5 YKpaiHu,
Bepcia 1.00 Big 24.09.2021; CKpUHLWIOTU «3arasibHa OLjiHKa 60110 NauieHTOM», YKpaiHCbKOI MOBOIO
Ana YKpaiHu, Bepcia 1.00 Big 22.09.2021; CKpuHWOTU «3arafibHa oOLUiHKa 60M0 nauieHTOM»,
pociiicbkoto moBoto anA YkpaiHu, Bepcifa 1.00 Big 24.09.2021; CkpuHwoTu «PROMIS-29», yKpaiHCbKOIO
MOBOIO AnA YKpaiHu, Bepcia 1.00 Big 27.09.2021; CkpuHwoTtu «PROMIS-29», pociiicbkolo MOBOIO Ans
YkpaiHu, Bepcia 1.00 Big 01.10.2021; CkpuHwWOTU «HaBYanbHUiA MOAY/Nb i3 KOPUCTYBaHHA
nnaHweToM», YKpPaiHCbLKOIO MOBOK AN YKpaiHu, Bepcia 2.00 Big 25.11.2020; CKpUHLLIOTKU
«HaBYanbHUiA MoAy b i3 KOPUCTYBaHHSA NJIAHLLIETOM», POCIICbKOIO MOBOIO A/l YKpaiHu, Bepcia 2.00
Bif 06.11.2020; CkpuHwoTtu «SF-36v2 Standart», ykpaiHCbKOI0 MOBOIO ANA YKpaiHu, Bepcis 1.00 Big,
21.09.2021; CkpuHwoTtu «SF-36v2 Standart», pociiicbkolo MOBOK s YKpaiHu, Bepcia 1.00 Big
05.10.2021; CKpuHWOTU «JliueH3iiHa yroga», YKpPAiHCbKOO MOBOK AN YKpaiHW; CKpUHLWOTKU
«JliueHsia anA KiHUEeBOro CrnoXxuBada», POCIiAiCbKOI MOBOK AnsA YKpaiHW A0 NPOTOKONY KAiHIYHOro
JocnimpkeHHss «baraToueHTpoBe, paHAoOMi3oBaHe, MNoABiHe cine, naauebo KOHTPOJSIbOBaHE KAiHiYHE
[OCNiMKeHHs 2a dpa3n ANns OuiHKM edIeKTUBHOCTI Ta 6e3neyvyHOCTi Npu3HayveHol NigWwkKipHO KOMOGIHOBaHOT
Tepanii rycenbkymaoy Ta roniMymady y nauieHTiB 3 akTUBHUM MCOPiaTUYHUM apTPUTOM», KO AOCNIIKEHHS
CNTO1959PSA2003, Big 08.06.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», besbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

9. Bpowypa gocnigHuka [ocCnigKyBaHOro slikapcbkoro 3acooy ®inrotiHié (GS-6034), BupaHHsA 16 Big,
02 BepecHs 2021 poKy aHr/iicbKo MOBOO; IHhopMaLiiHMiA NIncToK Ta chopma iHPopMOBaHOi 3roaun
nauieHTa, Bepcifa 9.1.0 Big 29 BepecHA 2021 poKy YKpaiHCbKOIO Ta pociiicbKkotlo MoBamu; ®opma 3rogu
napTHepPKM Ha nopjasblue CNnoCTepeXeHHA 3a BariTHicTio, Bepcia 3.1.0 Big 12 »oBTHA 2021 poky
YKpaiHCbKOI0 MOBOI; dopMa iHpOpMOBaHOI 3rogn A/A NapTHEPKM Ha nojasiblie CNOCTepPEeXeHHs
BariTHocTi, Bepcifa 3.1.0 Big 12 XoBTHA 2021 poOKy POCiliCbKOKO MOBOK [0 MPOTOKO/Y KAiHIYHOIO
BUNPOOYBaHHA «[JOBroCTPOKOBE NOAOBXEHE AOCNIMKEHHA AN1A OUiHKM 6e3nekn qinroTiHioy y nauieHTis i3
XBOpPO60t0 KpoHa», kog gocnimkeHHs GS-US-419-3896, 3 iHKOpnopoBaHOIo Nonpaskoto 7 Big, 23 6epesHs 2020
poky; cnoHcop - Gilead Sciences, Inc., CLLA

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

10. BK/1lOUEHHA [0AATKOBUX MiCLb NMPOBEAEHHA KMiHIYHOrO BUMMPOGYBaHHA 40 MPOTOKOY KAIHIYHOIOo
AocnimpkeHHs1 «baraToueHTpoBe, BigKpUTE, po3wumpeHe gocnigkeHHs |l dpasn ansa BMBYEHHS AOBroCTPOKOBOI
6e3nekn Ta etpeKTUBHOCTI Y YyUYaCHUKIB 3 PO3MOBCHOAKEHNMU NYXANMHAMMU, SKi Y AaHWii yac nepebyBatoTb Ha
NikyBaHHI abo nif CNocTePeXeHHsM Yy AOCNIAXKEHHI i3 3aCTOCYBaHHAM NneM6ponisymady», Koa AOCiIKEHHS
MK-3475-587, Bepcis 3 iHKoprnopoBaHoto nonpasBkoto 03 Bif 19 kBiTHA 2021 poky; cnoHcop - «Mepk Lapn eHa
Joym Kopn.», godipHe nignpmemctso «Mepk eHg Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBiganbHicTio «MC/L YkpaiHa»

Ne M.1.B. BignoBiganbHOro gocnigHmka

n/n Ha3Ba MicLs NpoBeAEHHSA K/iHIYHOTO BUNPOBYBaHHS
1. K.M.H. Agamuyk I".A.
KomyHanibHe nignprvemctBo  «KpUBOPI3bKUIA  OHKOAOFIYHWIA — AncnaHcep»  [HINPoOneTpOBCbKOI
ob6nacHoi pagu», xiMmioTepaneBTUYHe BiagineHHs, M. Kpusuii Pir
2. nikap CemereH HO.B.
O6nacHe KOMyHaslbHe HekoMepLiliHe nigNPUEMCTBO «BYKOBUHCLKWIA KAIHIYHWIA OHKOMOTIYHWIA
LEHTP», CTPYKTYPHUIA Nigpo3ain AeHHoro ctauioHapy, M. YepHisui
3. 3aB. Big. Bolitko H. /1.
KomyHanbHe HekomepuiliHe nignpnemcTBo «KWUIBCbKMI MICbKWIA KAIHIYHWIA OHKOIOMIYHUIA LLEeHTP»




BMKOHaBYOro opraHy KuiBcbkoi Micbkoi pagn (KWIBCbKOT MICbKOI AepXaBHOT agMiHicTpauii),
XiMioTepanesTuyHe BigaineHHa Ne 2, M. Kuis

4, 3aB. Bif., K.M.H. OcTaneHko 0. B.

HauioHanbHWiA iIHCTUTYT paky, Big4iNeHHsA Masi0iHBa3MBHOT Ta €HA0CKOMIYHOT Xipypril, iHTepBeHLiiHOT
pagionorii, M. Kuis

11. JonoBHeHHA A0 iHhopmauii Ana nayieHTa Ta oopmu iHPOPMOBaAHOT 3roAu WOA0 allbTePHATUBHUX
cnocoGiB NpoBefeHHA BI3UTIB AOCNISKEHHA Nig yac naHgemii COVID-19, Bepcia 1.0 Big 09 BepecHs
2021 p., yKkpaiHCbKOIO MOBOIO; lonoBHEHHA Ao iHhopmauii ana nauieHTa Ta oopmu iHpopmMmoBaHOiT
3roau WoAo a/ibTEPHATUBHUX CMNOCOGIB MNpPoBeAeHHA BIi3UTIB [oOcnigKeHHA nig 4vac naHgemil
COVID-19, Bepcis 1.0 Big 09 BepecHs 2021 p., pociiicbKkolo MOBOLO; Bpoluypa gocnigkeHHs, Bepcia 1.0
Big 21 nunHsa 2021 p., yKpaiHCbKOO MOBOIO; Bpolwypa gocnigxeHHs, Bepcia 1.0 Big 13 nunHa 2021 p.,
pociiicbkolo MoBoto; IHporpadiika gocnimpkeHHs, Bepcia 1.0 Big 12 6epe3Hsa 2021 p., yKpaiHCbKOO
MoBoto; IHhorpadpika gocnigxkeHHsA, Bepcis 1.0 Big 12 6epe3Hs 2021 p., pociiicbkolo MoBOL0; CLeHapi
HaBYa/LHOrO Bigeo, Bepcis 1.0 Big 12 6epe3Hs 2021 p., yKpaiHCbKOIO MOBOL0; CueHapiii HaBYaIbHOTO
Bifeo, Bepcisa 1.0 Big 12 6epe3HAa 2021 p., pocilicbkoto MoBoto; KepiBHMUTBO g0 PI3 AN yyacHuUKiB Ta
oci6, fAKi 3gilicHolOTL gornsag, sepcia 1.0, Big 12 6epesHs 2021 p., ykpaiHCbKOO MOBOO; KepiBHULTBO
Ao PI3 ana yyacHukiB T1a OCi6, fIKi 3gilicHIOlOTL Aornsag, Bepcia 1.0, Big 12 GepesHa 2021 p.,
pociiicbkoto moBoto; IHchopMmauiiiHnii nucT gns wkin, sepcis 1.0, Big 12 6epe3Hs 2021 p., yKpaiHCbKOIO
MoBoto; IHcpopmauiiiHuMii nucT gnAa wkin, Bepcia 1.0, Big 12 6epe3Ha 2021 p., poCiiCbKOIO MOBOIO;
LinboBa cTopiHKka, Bepcis 1.0, Big 28 uepBHs 2021 p., ykpalHCbKOIO MOBOIO; LlinboBa cTopiHKa, Bepcia
1.0, Bip, 28 uepBHa 2021 p., pociiicbKOI0 MOBOIO; J/IUCT Npo HaGip nauieHTiB/eneKTPOHHEe NOBiJOM/IEHHSA
ana cimen, Bepcia 1.0 Big 12 Gepe3Ha 2021 p., YKpaAiHCbKOK MOBO; JlMcT npo Hab6ip
nauieHTiB/enekTpoHHe NOBIAOMNIEHHA ANA cimeii, Bepcia 1.0 Big 12 6epe3HAa 2021 p., pociicbKOO
moBoto; LLlaGnoHn HaragyBaHb ANA nauieHTa npo BisuTu, Bepcia 1.0, Big 30 uepBHA 2021 p.,
YKpaiHCbKOI0 MOBOLO; LLIaGnoHu HaragyBaHb A1 nalieHTa npo BisuTtn, Bepcisa 1.0, Big 30 uepBHAa 2021
p., pociiicbkoto MoBOIO; Mnakat gocnigkeHHs, Bepcia 1.0, Big 21 nunHsa 2021 p., yKpaiHCbKOK MOBOIO;
MnakaTt gocnigxeHHs, Bepcia 1.0, Big 13 nunHA 2021 p., pociiicbkolo MoBoto; MpuBiTanbHMii NUCT,
Bepcisa 1.0 Big 12 GepesHs 2021 p., ykpaiHCbkOO MoBoOWo; MpuBiTanbHuii nuct, Bepcia 1.0 Big 12
Gepe3HA 2021 p., pociiicbKkolo MoBO10; KepiBHULTBO 3 yuacTi B gocnigkeHHi, Bepcisa 1.0, Big 30 nunHsA
2021 p., ykpaiHCbKOIO MOBOI0; KepiBHULTBO 3 yyacTi B focnigkeHHi, sepcis 1.0, Big 30 nunHsa 2021 p.,
pOCiicbKOI0 MOBOIO; BK/IIOUEHHA [O0[ATKOBOrO MiCLUsA NMPOBEAEHHA K/iHIYHOro BUMPOGYBaHHA [0
NPOTOKOAY  KMiHiYHOTO  gocnimpkeHHss «BAFATOLIEHTPOBE PAHOOMISOBAHE MNOABIVHE CAIME
JOCNIIKEHHA 11l ®A3U 3 MOABIMHOIKO IMITALIEKD ANA OLIHKU BE3MEYHOCTI TA EOEKTUBHOCTI
OKPENI3YMABY Y MOPIBHAHHI 3 ®IHFONIMOAOM Y AITEW TA MIAAITKIB 13 PELMAVBYHOYO-
PEMITYHOUMM PO3CIAHNM CK/TIEPO30M», ko gocnigxeHHs WN42086, Bepcisa 2 Big 27 kBiTHA 2021p;
crnoHcop - ®. XothdpmaHH-/1s Pow /114, Weeinyapis (F. Hoffmann-La Roche Ltd, Switzerland)

3anBHUK - ToBapuncTBO 3 O6MexeHo BignoBiganbHICTi0 «KOHTpaKTHO-A0CNiAHULbKA opraHisauis IHHo®apm-
YkpaiHa»

No MN.1.B. BignoBiganbHOro gocnigHuka

n/n Ha3ga Micusi npoBefeHHS K/iHIYHOro BUNpo6yBaHHS
1 K.M.H. Knpunyexko B./.
KomyHanbHe HekomepLiiiHe nignpueMcTBO «BiHHUUbKA O6s1acHa KIiHIYHA MCMXOHEBPOOriYHa
nikapHs iM. akag. O. |. FOweHka BiHHUUbKOT 06n1acHoT Paau», antsaye HeBposorivyHe BigaineHHs N4,
M. BiHHMUS

12. OHOBIEHUIA NPOTOKOJ KAiHiYHOro BunpooyBaHHa MK-3475-641 3 iHKOpnopoBaHOI0 nonpaskoto 06
Bifg 12 )xoBTHA 2021 poky, aHrNilicbKoo MOBOIO; Bpoluypa gocnigHMKa AOCNiAKYBAHOTO NiKAPCbKOro
3acoby MK-3475, BugaHHa 21 Big 02 BepecHs 2021p., aHrniicbkolo MOBOM; YKpaiHa, MK-3475-641,
IHhopMauisa Ta AOKYMEHT npo iHhopmoBaHy 3rofy A/s nauieHTa, Bepcia 2.00 Big 21 xoBTHA 2021 p.,
YKpPaiHCbKOIO Ta pPOCiificbKolo MoBaMu; 3MiHA Ha3BMW MicLisl NPOBeAEHHS K/iHIYHOro BMNPOGYBaHHA [0
MPOTOKO/ly  KAiHIYHOrO  gocnimpkeHHs «PaHgomizoBaHe, nogsiiiHe cnine  gocnimkeHus I dhasm
nem6ponisymady (MK-3475) y kom6GiHauji 3 eH3anyTamifoM MOPIBHAHO 3 eH3asyTamigom 3 nnauebo y
YYaCHUKIB 3 MeTacTaTUYHUM KacTpauiliHO- PEe3UCTEHTHUM pakoM nepeamixypoBoi 3as103um (MCRPC)
(KEYNOTE-641)», koa nocnimxkeHH MK-3475-641, 3 iHkopnopoBaHot nornpaskoto 05 Big 14 TpaBHa 2021
poky; crnoHcop - «Mepk Wapn eHg Joym Kopn.», aodipHe nignpuemctso «Mepk eHp Ko., IHk.», CLLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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



BYNO

CTANO

A-M.H., npod. Ctycb B.IM.

KomyHanbHe nignpvemctBo «/[HinponeTpoBcbka
obnacHa KkniHiyHa nikapHa im. .I. MeuHukoBa»
[HinponeTpoBCbLKOT 06NacHOi paau», BiggineHHs
yponorii Ne2 (oHkonoriuHe), JepxaBHuii 3aknapg,
«[iHinponeTpoBCbKa MeAuYHa akagemis
MiHicTepcTBa OXOpPOHM 3[0pPOB’S  YKpaiHU»,

A-M.H., npod. Ctycb B.M.
KomyHanbHe  nignpuemMcTBo
obnacHa kniHiYHa nikapHa M. L.l MeuHukKoBa»
[HinponeTpoBCbKOT 06nacHoi pagw», BigdiNeHHs
yponorii  Ne2  (oHkonoriyHe),  [OHiNpoBCbKwMii
AEpXaBHUA MeguUHWMIA  yHiBepcuTeT, Kadpegpa
yponorii, m. JHinpo

«[JHinponeTpoBCbKa

Kadpegpa yponorii, M. fiHinpo

13. Bpowypa gocnigHmka CNTO1959 (guselkumab), BugaHHsa 12 Big 30.08.2021 p.; OHOBNeHMii po3ain
3.2.S pocbe AN13 rycenbkymab (CNTO1959), cepneHb 2021 p.; OHoBneHuii po3gin 3.2.P gocbe AN13
rycenbkymaé (CNTO1959), nonepefHbo 3anoBHeHUii wnpuu, 100 mr/mn, cepnedb 2021 p. 40 NPOTOKONY
KNiHiYHOro JocnigxeHHs «baratoueHTpoBe, paHAoOMi3OBaHe, MoABiliHe cnine, nfauebo KOHTPOsibOBaHe
KniHiyHe pgocnigpkeHHs 3b ca3nm ansa ouiHkM edIeKTUBHOCTI Ta 6e3MeyHOCTi MpM3HaAYeHOoro nidLwkipHo
rycesibKymaoy y nauieHTiB 3 akTMBHUM MNcopiaTUyHUM apTpUTOM, SKi paHille Masn HefoCTaTHIO BiAnoBigb
Ta/abo HenepeHOoCUMICTb NiKyBaHHA O4HUM 3 iHT6ITOPIB hakTopy HEKPO3Y NyX/IMH asibdhax», Ko AOCiIKEHHSA
CNTO1959PSA3005, Bia 13.04.2021 p.; cnoHcop - «AHCCEH ®APMALLEBTVKA HB», Benbrist

3asBHUK - «AHCCEH ®PAPMALIEBTUKA HB», Benebris

14. BK/1IOUEHHA [0AATKOBUX MiCLb MPOBEAEHHSA KMIHIYHOrO BUMNPOGYBaHHA 40 MPOTOKOY KAiHIYHOIO
JocnipkeHHs «baraTtoueHTpoBe, paHAoMi3oBaHe, MNoABiliHe chine pocnigxkeHHs asm Il gna  ouiHkm
edheKkTMBHOCTI | 6e3neyHocTi npenapaTy RGB-14-P y nopiBHsIHHI 3 Mponia® y XiHOK 3 NoCTMeHonay3albHUM
0CTeonopo3om», kog gocnipkeHHs RGB-14-101, sepcis 1.0 Big 10 6epe3Hsa 2021 poky; cnoHcop - Gedeon
Richter Plc., Hungary

3asaBHuK - TOB «IMAPEKCE/1 YkpaiHa»

Ne M.1.B. BignoBiganbHOro gocnigHmka

n/n Ha3Ba MicLs NpoBeAEeHHSA K/iHIYHOTo BUNPOBYBaHHS

1. | K.M.H. boiiuyk H.C.

MeamnyHnin LeHTp ToBapucTBa 3 06MEXEeHOH BiANoBiAasIbHICTIO «EfgensBelic Megaike», nikyBanbHO-
npoqinakTMyHWin Nigpo3ain, M. Knie

2. | B.M.H. IcaeBal.C.

[JepxaBHa ycTaHoBa «HaujioHanbHUiA iHCTUTYT Tepanii imeHi J1.T. Manoi HauioHanbHoi akagemii
MEeANYHMX HayK YKpaiHu», BiAAiNl KOMMAEKCHOTO 3HWKEHHS PU3MKY XPOHIYHWX HeiH(EeKLUinHNX
3axBOploBaHb Ha 6a3i BiffiNIEHH:A racTpoeHTeposIorii Ta Tepanii, M. Xapkis

15. 36inblIEHHA KiNIbKOCTI AOchifipKyBaHUX B YKpaiHi 3 12 go 20 oci6 [0 NpOTOKO/Y KAiHIYHOTO
JocnipkeHHs «PaHgomizoBaHe, MOABiHe cnine, naaueb0-KOHTPOoSIbOBaHe, 6GaraToueHTPOBE  KJIiHIYHE
LOcCnifpKeHHs dpasn 2 3 MeTOH OLHKM e(pekTUBHOCTI Ta 6e3neYHOCTi neryeTakoniaHy y nauieHTis 3 6i4HuM
amioTpodpivuHum ckneposom (BAC)», kog gocnimkeHHst APL2-ALS-206, nonpaska 3.0 Big 27 nunHs 2020 p.;
crnoHcop - Anennic ®apmacotoTikanc IHk, CLUA (Apellis Pharmaceuticals, Inc., USA)

3anBHuK - TOB «BOPNABAINA KNIHIKAN TPAISIC YKP»

16. YkpaiHa, MK-3475-587, Bepcia 01 Big 28 »oBTHA 2021 p., yKpaAiHCbLKOIO MOBOIO, iH(hopmauis Ta
OOKYMeHT npo iHcopmoBaHy 3rogy AN nNauieHTa, CTBOPEHA Ha OCHOBI rMoGalbHOro Wab/oHy
MK-3475-587_AMO01, Bepcia 1.03 Big 26 »XOoBTHA 2021 p., a TaKOX LAGMOHY, 3aTBepAXEeHOoro Ansa
YKpaiHu, Bepcis Big 15 ciuHa 2021 p. yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-3475-587, Bepcia 01 Big, 28
YXOBTHS 2021 p., pocilicbKolo MOBOLO, iHhOpMaLifi Ta AOKYMEHT Npo iHpopMoBaHy 3rogy ANA NalieHTa,
CTBOpPEHA Ha OCHOBI rno6anbHoro waénoHy MK-3475-587_AMO01, Bepcis 1.03 Big, 26 )xoBTHA 2021 p., a
TaKoOX LWaG/IoHy, 3aTBepAXEeHOro AnA YKpaiHu, Bepcia Big 15 ciuHAa 2021p. pocilicbkoo MOBOK [0
NPOTOKONY KIHIYHOrO AOCNimKeHHs1 «baraToueHTpoBe, BiakpuTe, poswunpeHe gochimpkeHHs Il dasm ansa
BMBYEHHS OOBrOCTPOKOBOI 6e3nekn Ta epeKTMBHOCTI Y yYaCHUKIB 3 PO3NOBCIOMKEHUMU MyX/IMHAMM, SKi Y
JaHuniA yac nepebyBaldTb Ha JikKyBaHHI abo0 Mg, CNOCTEPEXEHHSM Y AOCAIMKEHHI i3 3aCTOCyBaHHSM
nemoponisymady», kog gocnimkeHHss MK-3475-587, Bepcisi 3 iHkoprnopoBaHoto nonpaskoto 03 Big, 19 KBiTHA
2021 poky; cnoHcop - «Mepk LWapn eHg Joym Kopn.», godvipHe nignpmemctso «Mepk eHpg, Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)



3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»

17. YkpaiHa, MK-3475-756, Bepcis 2.04 Big 28 oBTHA 2021 p., yKpaiHCbKOIO MOBOIO, iH(hopMaLia Ta
[OKYMeHT npo iHhopMmoBaHy 3rogy ANA nauieHTa; YkpaiHa, MK-3475-756, Bepcia 2.04 Big 28 )XOBTHA
2021 p., pociiicbKkol0 MOBOLO, iH(hopMaLifa Ta AOKYMEHT Npo iHhopmoBaHy 3rogy A/1A nauieHTa 4o
MPOTOKOMY KJ/HIYHOrO BWUNPOOYyBaHHA «PaHgomi3oBaHe, MOABiHe cnine pocnigmkeHHs I dasm pgna
NOPIBHSAHHA Nemoponizymady 3 nnauebo y KombiHauii 3 Heoaa'toBaHTHOK XiMioTepanielo Ta af'toBaHTHO
€HAOKPMHHOK Tepanieto npu MikyBaHHI paky MOJIOYHOI 3a/103M 3 HasiBHICTHO pPELIenTOpiB [0 €CTPOreHiB i
BIACYTHICTIO NIOACBLKNX PeLLEeNTOopiB enigepmMasibHOro gpaktopa pocty 2 (ER+ / HER2-) Ha paHHiin cTagji npu
BMCOKOMY cTyneHi pusnky (KEYNOTE-756)», kog gocnigpkeHHss MK-3475-756, 3 iHKOpNOpoOBaHO NOMNpPaBKoto
04 Big 22 kBiTHA 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nianpnemctso «Mepk EHA Ko.,
IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

18. BkoueHHA [0AATKOBOro Micus npoBefeHHs1 KiHIYHOro BUNPoOGYyBaHHA [0 MPOTOKO/Y KMiHIYHOTO
pocnipkeHHs «baratoueHTpoBe, noAgiiHe cnine, paHAoMi30oBaHe, naueb0-KOHTPOSIbOBaHE  KAiHIYHE
pocnigxeHHs 1l hasn ana ouiHkn 6e3nekn Ta edektmeHocTi Eptyrnicnosiny (MK-8835/PF-04971729) y
AiTeid, Bikom Big 10 go 17 pokiB BKIKOYHO, XBOPMX HA LYKPOBUIA giabeTt 2 Tuny», ko4 gocnigpkeHHs MK-8835-
059, 3 iHKopnopoBaHot nonpaskoto 01 Big 11 yepBHa 2020 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.»,
AouvipHe nianpmemcTtBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

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

No MN.1.6. BigNoBiga/IbHOro AOCNiAHMKA

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. K.M.H. Yymak C.O.

KniHika [JepxaBHOi ycTaHOBU «IHCTUTYT OXOPOHU 300POB’A AiTen Ta nigniTkie HauioHanbHoT akagemii
MeNYHNX HayK YKpaiHW», BiAfiNeHHs eHO0KPUHOOTIT, M. XapKiB

19. IHchopmaunia ana nauieHTa Ta Popma iHchopmoBaHoi 3rogu — NMpoTtokon 61186372NSC3001, Bepcia
YKpaiHCbKOIO MOBOIO ANA YKpaiHu Big 26.10.2021 p., Bepcia 2.0; IHchopmauia ana nauyieHTa Ta dopma
iHdbopmoBaHoi 3rogu — MNMpoTokon 61186372NSC3001, Bepcia pociiicbkolo MOBOK Ans YKpaiHu Big,
26.10.2021 p., Bepcia 2.0. 4O NPOTOKO/Y KIIHIYHOrO BUNPOOYBaHHA «PaHaoMi3oBaHe BigKpuTe KhiHiYHe
pocnimpkeHHa ®a3n 3 kombiHauii AMiBaHTamMaly Ta Tepanii Kap6onsiaTtnHom 1a lNemeTpekcesoM Y NOPiBHAHHI
3 KapbonnatuH-INemeTpekceoM Y NauUieHTIB 3 MiCLLeBO-MOLINPEHM ab0 MeTacTaTUYHUM HeAPiOHOKNITUHHUM
pakoMm nereHb 3 MyTaui€l peLenTopis enigepmansHoro dpakrtopa pocty (EGFR) 3i BctaBkaMmu B €k30Hi 20
(Exon 20ins)», ko, gocnimpkeHHs 61186372NSC3001, 3 Monpaskoto 1 Big 20.05.2021 p.; cnoHcop - «AHCCEH
SAPMALEBTVKA HB», benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris

20. 3miHa BignoBiganbLHOro gocnigHuka; 3MmiHa Ha3BU MicLA NpoBeAeHHA BUNPOOYBaHHSA [0 MPOTOKOY
KMiHIYHOrO gocnimKkeHHs «dasa 3, 6araToLeHTPOBE paHAoMi30BaHe NoaBiliHe ciine nnaue60-KoOHTPOIbOBaHe
pocnipkeHHs coynsectpaHTy (Pasnogekc®) 3 um 6e3 PD-0332991 (nanbouuknid) + rosepeniH y XIiHOK 3
rOpMOH-peuenTop-no3uTuBHuUM, HER2-HeraTMBHMM  MeTacTaTMYHMM  pakoM  MOJIOYHOI  3a/103K, 3
nporpecyBaHHAM 3axBOPHOBaHHA MNic/1A nonepegHbol eHA0KPUMHHOI Tepanii», ko4 focnimpkeHHa A5481023, 3
iHKOpnopoBaHoto nonpaskoto 3 Big 20 xoBTHA 2015 poky; cnoHcop - ®aiizep IHk., CLUA

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

BYNO CTANO
K.M.H., Aou. FoHua A.O. nikap CemereH H0.B.
KomyHanbHa ycTaHoBa «YepHiBeybkuii | O6nacHe KOMYHa/IbHe HeKoMmepuiliHe
06n1acHUIA KNiHIYHWI OHKOMOriUHKMiIA gucnaHcep», | NIANPUEMCTBO «ByKOBUHCbKUiA KNiHiIYHWIA
BigAiNneHHsA AeHHOro cTauioHapy, M. YepHiBui OHKOMOTiYHNI UeHTp», CTPYKTYPHUI nigpo3ain
[EHHOro crauioHapy, M. YepHiBui

21. YkpaiHa, MK-7339-012, Bepcia 2.01 Big 23 oBTHA 2021 p., yKpaiHCbKOI MOBOIO, iH(popMaLis Ta
AOKYMEHT npo iHhopMoBaHy 3rogy Ana nauieHTa; YKpaiHa, MK-7339-012, Bepcis 2.01 Big 23 XOBTHA



2021 p., pocilicbkolo MOBOO, iHhbopMauifi Ta AOKYMeHT npo iHpopMoBaHy 3rofy A1 NauieHTa;
306iNbLeHHs KiNbKOCTI gocnimKyBaHUX B YKpaiHi 3 70 a0 115 oci6 A0 NPOTOKOY KIIHIYHOTO JOCNIAXKEHHS
«JocnimkeHHs Il hasn nemoponizymady (MK-3475) y kom6iHaLil 3 cynyTHbOI XiMiONPOMEHEBOI Tepanieto 3
nofjasiblum BBeLEeHHAM nembponizymaby 3 onanapub6om abo 6e3 HbOro MOPIBHAHO 3 CYMYTHLOK
XiMiONpOMeHeBOIO Teparielo 3 NofanbliMM BBeAeHHAM AypBaslymMaby B Y4acHUKIB 3 HeonepabesibHUM
NIOKaSIbHO PO3MOBCHMKEHMM HeApIOHOKNITUHHUM pakom nereHiB Il ctagii (HOP/)», kog [oCnimgKeHHS
MK-7339-012, 3 iHkopnopoBaHoto nonpaskoto 05 Big 09 uepsHs 2021 poky ; cnoHcop - «Mepk Wapn EHA Joym
Kopn.», pgouipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

22. OHoBneHWii NPOTOKOJ KhiHiUHOrO BunpooyBaHHA MK-3475-365, Bepcia 3 iHKOpnNopoBaHOIO
nonpaBkoto 10 Big 30 cepnHa 2021 poky, aHrniicbkoio MoBoOw; bBpowypa pocnigHuka
MK-7684/IMK-7684A, BupaHHa 9 Big 23 cepnHsa 2021 p., aHrnilicbkolo MoBO; Bpolypa gocnigHuka
MK-3475, BugaHHsa 21 Big 02 BepecHs 2021 p., aHrNiicbKO MOBOIO; IH(hopMaLis Ta JOKYMEHT Npo
iHhopMoBaHy 3rogy Ana nauieHta, YkpaiHa, MK-3475-365, Bepcia 1.00 Big 02 nuctonaga 2021 p.,
YKpaiHCbKOI0 MOBOIO; IH(hopMauia Ta AOKYyMeHT npo iHchopMoBaHy 3rody AN nauieHTa, YKpaiHa,
MK-3475-365, Bepcia 1.00 Big 02 nuctonaga 2021 p., poCiiCbKOIO MOBOIO [0 MPOTOKO/TY KAIHIYHOrOo
BMNpobyBaHHa «JocnimkeHHs b/l ¢a3n kombGiHOBaHOI Tepanii 3 nemoposnisymadéom (MK-3475) npu
NiKkyBaHHI MeTacTaTM4YHOrO  KacTpauiiiHO-pe3MCTEHTHOrO paky nepeaMixypoBoi 3ano3m  (MKPPI3)
(KEYNOTE-365)», koa gocnimkeHHs MK-3475-365, Bepcis 3 iHkoprnopoBaHow nonpaskoto 09 Big 16 KBIiTHA
2021 poky; cnoHcop - «Mepk LWapn EHg Aoym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

23. 3miHa micub npoBeAeHHs AocnifKeHHs1; 3MiHA Ha3BM Miclub NpoBefeHHA AocnifKeHHs; 3MiHa
HaliMeHyBaHHs 3asiBHUKa B YKpaiHi 3 TOB «KKOBAHC K/IHIKA/T AEBENIONMEHT YKPAIHA» Ha TOB
«NABKOPM K/IHIKANT AEBE/IONMEHT YKPAIHA» [0 NpOTOKO/ly — KNiHIYHOMO  BUNPOGYBaHHS
«PaHgomizoBaHe, 6aratoueHTpoBe, NoABiliHe cine, nnauebo-koOHTPONbOBaHe AOCIMKEHHS TPETLOT dhasmn y
napanenbHuX rpynax gas BMBYEHHS ehekTMBHOCTI Ta 6e3nekn npenapaty CSL112 y nauieHTiB 3 rocTpum
KOPOHapHUM CUHAPOMOM», Kog, AocnimkeHHs CSL112_3001, Bepcia 3 nonpaBkot 1 Big 10 BepecHa 2019
poKy; cnoHcop - CSL Behring LLC, United States

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasibHICTIO «/TABKOPTT KMIHIKAM AEBE/NIOMMEHT YKPAIHA»

BYNO CTANO
O.M.H., npod. Llenyiiko B.W. O.M.H., npod. Llenyiiko B.W.
KomyHanbHWiA 3aknag OXOpOHW 3[0poB'sa | KoMyHasibHe  HeKoMepuiliHe  NignpuemMcTBO

«XapKiBCbka MicbKa K/iHIYHA JflikapHA Ne8»,
KapgjionoriyHe Bio4IIEHHA AN1A XBOPUX Ha iHhapkT
Miokapga Ne 1, XapkiBCbka MeguyHa akagemis
nicnaauniaomHol ocsiTn MO3 YkpaiHu, kadeapa
Kappgiosiorii Ta (PYHKUiOHANbLHOI AiarHOCTUKM,
M. XapkiB

«Micbka KniHiYyHa nikapHA Ne8»  XapkiBCbKOT
MiCbKOI paau, KapaionoriyHe Big4ineHHa 4718 XBOPUX
Ha iHthapkT Miokapaa Nel, m. Xapkis

K.M.H. KnaHua A.l.

O.M.H. KnaHua A.l.

XMenbHUUbKa oGnacHa nikapHsa, BignineHHs | KoMyHanbHe HeKomepuiliHe niagNpMeMcTBO

Kapaio- Ta €HAOBACKYyNAPHOI  Xipyprii, | «XmenbHUUbKNII 0o6nacHuii cepueBO-CYyANHHUI

M. XMeNbHULbKWNIA LeHTP» XMeNnbHULbKOT o6nacHoi paau,
BipgAineHHsA iHBa3MBHOI Kappgionorii Ta
iHTepBeHUiNHOI pagionorii Nel, M. XMenbHULbKWNIA

BYNO CTANO
TOB «KOBAHC K/IHIKA/T AOEBENOMNMEHT | TOB «/IABKOPIT K/IHIKA/Z1 AEBEJ/IONMMEHT
YKPAIHA» YKPAIHA

24. bpowypa pgocnigHuka KZR-616, Bepcis 7, Big, 08 »xoBTHsA 2020 poKy aHIrnilicbKO MOBOLo; Bpoluypa
pocnigHuka KZR-616, Bepcis 8, Big 12 »xoBTHsA 2021 poKy, aHIM1iINCbKOK MOBOLO 10 MPOTOKO/1Y KAiHIYHOIo
pocnipkeHHs «®asa 1b/2 pocnigxeHHa npenapaty KZR-616 y nauieHTiB 3 CUCTEMHUM YePBOHMM BOBYAKOM 3
Ta 6e3 HethpuTy», Kog gocnimkeHHss KZR-616-002, nonpaska 4, Bepcisa 5.0 Big 07 nimnHs 2020 poky; crnoHcop -
Kezar Life Sciences, Inc, United States / Ke3sap Naiicp CalieHcis, IHk. CLUA



3asBHuK - TOB «APEHCIA EKCIT/IOPATOPI MEAICIH», YkpaiHa

25. OHoB/eHa Gpouwypa AocnigHuka no npenapary Tesenenyma6 (paHiwe MEDI9929 tTa AMG 157)
Bepcia 5.0 Big 21 xoBTHA 2021 poKy; 3miHa Ha3BU MicUA NpoBeAeHHSs KNiHIYHOro BUNPOGYBaHHA [10
NMPOTOKOMY K/IIHIYHOTO AOChifkeHHs «baratoueHTpoBe, MOABIiHE ciine, paHAoMi3oBaHe, nnauebo-
KOHTPO/IbOBaHe, B MapanefibHux rpynax, dyasm 3, nofoBXeHe LOCMNIMKEHHS 3 METOK OUiHKM 6e3nekn Ta
nepeHocumocTti Tesenenymalby B [JOpPOC/MX Ta MigAITKIB 3 BaKKOK HEKOHTPO/IbOBAHOK acTMOH
(DESTINATION)», kog gpocnimpkeHHss D5180C00018, Bepcia 6.0 Big 12 kBiTHA 2021 poky; CNOHCOP -
AstraZeneca AB, Sweden

3anBHWK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO

CTAJIO

O.M.H., npody. OcTpoBCbKMiA M.M.,

O6nacHu hTnsionynbmMmoHoNoriyHunii
LieHTP, BiAOiNTEHHS My NbMOHONOTT,
[epxaBHuiA BUMIA HaBYa/IbHUIA 3aknag
«IBaHO-PpaHKiBCbKUIA HauioHaNIbHUIA
MeAuYHuiA yHiBepcuTteT», Kadpegpa
dTmiatpii i NyAbMOHOMOrNT 3 KypcoMm
NPodecCiiHMX XBOPOO6, M. IBaHO-PpaHKIBCbK

O.M.H., npodd. OcTpoBCbKMii M.M.

KomyHanbHe HekomepuiiiHe nignpueMcTBo «IBaHO-
dpaHKiBCbKMIA 06n1acHuii PTU3ionyIbMOHOMOTIYHWNIA
ueHTp IBaHO-®paHKIBCbKOI 06GNacHoi  pagu»,
BigdineHHs nynbMoHosorii Ne2, IBaHO-®PpaHKiBCbKUii
HauioHaNbHUIA MeAuUHWIA yHiBepcuTeT, kadegpa
dtmsiatpii i nynbmoHonorii 3 Kypcom npodpeciiiHmnx
XBOpPOO, M. IBaHO-PpaHKiBCbK

26. IHchopmauia npo gocnimxeHHs Ta popma iHPopmMoBaHOI 3rogu, nokanbHa Bepcis Homep 1.1 ansa
YKpaiHu ykpaiHCbKOK MOBOIO, aaTa Bepcii 08 nucrtonaga 2021 poky Ha ocHoBi MacTep Bepcii Homep 1
Bif, 25 uepBHs 2021 40 NPOTOKONY K/iHIYHOTO AOCAIMKEHHSA «MiXkHapoaHe, paHAoMi30BaHe, NoABiliHe chine,
nnaueb0-KoHTPosIboBaHe AOCAIMKEHHSA Pa3n 3 3 METOH OLIHKM BM/IVMBY LMKAOCWJIIKATY LUPKOHIO HaTpilo
Ha nporpecyroudy XpoHIYHY HUPKOBY HepocTaTHiCTb (XHH) y yyacHukiB 3 XHH Ta rinepkaniemieto a6o i3
pu13nkoM rinepkaniemii», kog gocnigpkeHHs D9488C00001, sepcis 1.0 Big 24 yepBHA 2021 poky; CAOHCOpP -
AstraZeneca, AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

27. 3any4veHHs [O[ATKOBOrO Micus NPOBEAEHHA KiHIYHOrO BMNPOGYBaHHA; 3pasok A0AATKOBOrO
MapKyBaHHSi BTOPUHHOI yNaKOBKU AOC/iAKYBaHOro /ikapcbKoro 3aco6y TamokcudpeH, TabneTkn, 20
Mr; Bepcif Big 29 nunHAa 2021 p., YKPAIHCbKOKO MOBOK [0 MPOTOKO/Y KAIHIYHOrO [AOC/iAKEHHS
«PaHgomizoBaHe, Bigkpute, baratoueHTpoBe AocnimpkeHHs asn Il 3 ouiHkn edekTMBHOCTI Ta 6e3neYvHoCTi
aja’'toBaHTHOI Tepanii ripe4ecTpaHTOM MOPIBHAHO 3 af'tOBaHTHOK EHAOKPMHHOK MOHOTepanielo 3a BUOopoM
nikaps B NaLieHTIB 3 eCTporeH-peLenTop-no3nTnBHUM, HER2-HeratMBH1UM pakoM MOJ/IOYHOT 3a/1031 Ha PaHHili
cTagii», Ko gocnimkeHHs G0O42784, sepcis 2 Big 30 yepBHsa 2021 poky; cnoHcop - ®. XoddpmaHH-/1a PoLu
Nta, Weeiuapis (F. Hoffman-La Roche Ltd., Switzerland)

3aaBHUK - ToBapmncTeo 3 O6MexeHo BignosiganbHicTio «KOHTPakTHO-A0CNiAHULbKA OpraHisaLis IHHo®apMm-
YkpaiHa»

Ne MM.1.6. BignoBiganLHOro gocnigHuka

n/n Ha3Ba Micug NpoBeAEeHHSA K/iHIYHOro BUNPO6YBaHHS

1 nikap Apo6Hep I.I".

KomyHanbHe HekomepuiliHe MignpreMCTBO «XMeNbHULbKUIA 06/1acHW NPOTUNYX/IMHHUIA LIEHTP»
XMenbHULLKOT 061acHOT paaun, BiAdiNneHH HOBOYTBOPEHb rPYAHOT 3a/103U, LIKIPU, M'SKUX TKaHUH
Ta KICTOK, M. XMeNbHULbKUIA

28. 3miHa Ha3Bu 3asABHUKA KJliHiIYHOro Bunpo6yBaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc
Xenc YkpaiHa»; 3MiHa Micusa npoBefeHHs KI/iHIYHOro BUNPOOYBaAHHA [0 MPOTOKO/Y KNiHIYHOMO
pocnimpkeHHss «PaHgomizoBaHe, noABiiHe cnine, nnauebo-KOHTposiboBaHe [AOCNimKeHHs a3m 3y
napanesibHUX rpynax TpUBasicTio 27 TUXHIB i3 THyYKMM Nig60poM A031 4151 OLiHKW eDEKTMBHOCTI, 6€3neyYHOoCTi
Ta nepeHocMmMocTi TaBanagoHy B AKOCTi 4ONOMDKHOT Tepanii y 4OPOoC/MX NauieHTiB 3 XBOpOo6oto MapkiHCcoHa 3
MOTOPHUMW hIYKTYaLissMU, AKi OTPUMYIOTb JliKyBaHHA npenapatoM JSlesogona (gocnifgxkeHHs TEMPO-3)», kog,
pocnipkeHHs CVL-751-PD-003, Bepcis 2.0 Big 29 uepBHA 2020 p.; cnoHcop - Cepesen Tepan'toTike, JI/1C,
CLUA [Cerevel Therapeutics, LLC, USA]

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»



BYNO CTANO
TOB «IHC Pecep4 YkpaiHa» TOB «CiHeoc Xenc YKpaiHa»

BYNO CTANO

K.M.H. Tomax H.B. K.M.H. Tomax H.B.

KomyHanbHe  HekomepuiiiHe nignpuemcTtBo | MeguuHuii ueHTp ToBapucTBa 3 OGMEXEHOH
«Micbka nikapHsi Ne2» 3anopisbKoi MicbKoi pagu, | BianosiganbHicTio «<IHET-09», M. 3anopixoka
HeBPOJIOriyHe BigAifieHHs, M. 3anopiXoks

29. 3miHa Ha3BW 3asAABHMKA KNiHiYHOro Bunpo6yBaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc
Xenc YkpaiHa»; 3MiHa Micus NPOBEeAEHHA KJiHIYHOrO BUMPOOGYBaHHA [0 MNPOTOKO/Y K/IiHIYHOrO
pocnimpkeHHs: «PaHgomizoBaHe, MoABiiHe cnine, niaueb0-KOHTPOMbOBaHE [AOCNiMKEHHA dasn 3y
napanesibHUX rpynax TpuBanicTio 27 TUXHIB NS OLiHKM e(PeKTUBHOCTI, 6€3MeYHOCTi Ta NePEHOCUMOCTI ABOX
chikcoBaHnx A03 TaBanafgoHy Yy nNauieHTIB 3 XBOpo6ow [MapkiHCOHa Ha paHHin cTagii (aocnimgkeHHs
TEMPO-1)», kog gocnimkeHHss CVL-751-PD-001, OHoBneHuii npoTtokon Bepcis 2.0 Big 29 yepsHsa 2020 p.;
cnoHcop - Cepesen Tepan'toTike, JINC, CLUA [Cerevel Therapeutics, LLC, USA]

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANIO
TOB «IHC Pecep4 YkpaiHa» TOB «CiHeoc Xenc YKpaiHa»

BYNoO CTANO
K.M.H. Tomax H.B. K.M.H. Tomax H.B.

KomyHanbHe  HekomepuiiiHe nignpuemcTtBo | MeguuHuii ueHTp ToBapucTBa 3 OOMEXEHOH
«Micbka nikapHs Ne2» 3anopi3bKoi MicbKOI pagu, | BignosiganbHicTio «IHET-09», M. 3anopixoka
HeBpoOJIOridyHe BigAiNeHHs, M. 3anopiXoks

30. Bpouiypa gocnigHuka, BugaHHsa 6 Big, 19 KBiTHA 2021 poKy, aHINiNCbKOK MOBOLO; IHhopmauliiHnii
nuctok i hopma 3rogun, Bepcia V4.0UKR(uk)1.0 Big 24 BepecHsa 2021 poKy, nepeknapg YKpaiHCbKOO
MOBOIO Bif, 27 XXOBTHA 2021 poKy; IHhopMauiiHuii nucToK i hopma 3rogu, Bepcis V4.0UKR(ru)1.0 Big
24 BepecHs 2021 poKy, nepeknag pocilicbko MOBOI Bif 27 »XOBTHA 2021 poky; OAHOKPOKOBMiA
CTPpyMeHeBUIA TecT Ha BariTHicTb (ceua)_IHCTpPyKLil, yKpaiHCbKOO MOBOI; OfHOKPOKOBMIA
CTpyMeHeBUiA TecT (ceua) Ha BariTHicTb_IHCTPyKUii, pociiicbkolo MoBoW; LLogeHHUK npuiiomy
npenapary yd4acHukom gociimkeHHAa INCB 86550-203, Bepcis V2.0 UKR(uk) Big 22 yepBHsa 2021 poky,
nepeknag yKpaiHcbKo MOBOIO Bif, 15 x0BTHA 2021 poky; LLloaeHHMK npuiiomy npenapaty y4yacHUKOM
pocnimpkeHHA INCB 86550-203, Bepcisa V2.0 UKR(ru) Big 22 uepBHAa 2021 poKy, nepeknag pocCilicbKoto
MOBOIO Bif, 15 xoBTHA 2021 poky; LlogeHHMK npuiiomy npenapaTty y4acHUKOM pocnigxeHHs INCB
86550-203, Bepcia V2.0 UKR(uk) Big 29 nunHa 2021 poky, nepeknaj ykpaiHCbKO MOBoOlo Big 18
XOBTHA 2021 poky; LLlogeHHMK npuilomy npenapary ydacHMKom gocnimpkeHHA INCB 86550-203, Bepcisi
V2.0 UKR(ru) Big 29 nunHa 2021 poky, nepeknag pocCiiicbKoo MOBOIO Big, 18 xoBTHA 2021 poKy a0
NPOTOKONY KNIHIYHOTO BMNPOOYBaHHS «JochimpkeHHs a3 2 3acTtocyBaHHs npenapaty INCB086550
(inriciTopa PD-L1 pna nepopanbHOro NPUInOMY) B YYacHUKIB AOCAIMKEHHS i3 BMOpaHUMM CONIAHMMU
NyxXnHaMmu, WO paHie He OoTpuMyBaIM JliKyBaHHSA iHriGiTopaMu iMyHHUX KOHTPOSIbHUX TOYOK», KOA,
pocnipkeHHs INCB 86550-203, Bepcis 2 3 iHKoprnopoBaHoto nonpaskoto 1 Big 08 6epesHs 2021 poky; crnoHcop
- Incyte Corporation, United States

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjeto «ANKHOBIA PAC YkpaiHa»

31. bpowypa pocnigHuka EH3anyTtamig (MDV3100), BupgaHHa 12.2 Big 24 uepBHA 2021 poky,
aHrnincbKo MOBOK; PopMa iHhopMmoBaHoi 3roau, Bepcia V11.1UKR(uk)1.0 Big 04 >xoBTHA 2021 pokKy,
nepeknag ykpaiHcbKoro mMoBolo Big 05 nuctonaga 2021 poky; ®Popma iHthopMoBaHOi 3rogu, Bepcis
V11.1UKR(ru)1.0 Big 04 xoBTHA 2021 poKy, Nepeknag pociiicbKoro MoBOLo Big 05 nuctonaga 2021 poky
[0 NPOTOKONY KAiHIiYHOro AocnimkeHHs «ocnimkeHHs «PROSPER»: MixHapoaHe, paHAoMi3oBaHe, NoBiliHe
cnine, nnauebo-KOHTPONbOBaHE AOCNiMKeHHA a3 3 A8 OUiHKA  edEeKTUBHOCTI Ta 6e3MeyHoCTi
eH3aslyTamigy y nauieHTiB 3 HeMeTacTaTUYHUM KacTpaT-pe3nUCTEHTHUM PakoM NepeaMixypoBOoT 3a/1031», KOZ,
pocnigpkeHHs MDV3100-14 (C3431005), sepcis 5 Big 26 ciuHA 2018 poky 3 iHKOpNopoBaHOK Monpaskoto 4;
cnoHcop - «MegiseliwH, IHK.» (Medivation, Inc.), AouipHA KOMNaHisa, Wo nepebyBae Yy MOBHIiA BNACHOCTI
komnaHii «Mdpaiizep IHk.» (Pfizer Inc.), CLLUA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA)
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»
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32. bpouwypa gocnigHuka PinroTiHio, BugaHHa 16 Big 02 BepecHA 2021 poKy, aHIMIACbKOI0 MOBOIO;
IHchbopmauiiiHuiA NUCTOK nauieHTa Ta chopma iHpopmoBaHoi 3roaun, Bepcia V5.0UKR(uk)1.0 Big 26
XOBTHA 2021 poky, nepeknag yKpaiHCbKol MoBoOw Big 05 nuctonaga 2021 poky; IHcopmauiiiHwii
JINCTOK nauieHTa Ta cpopma iHchopmoBaHoi 3roau, sepcia V5.0UKR(ru)1.0 Big 26 XOBTHA 2021 poky,
nepeknag pociiicbkoo MmoBoto Big 05 nuctonaga 2021 poky [0 MPOTOKO/Y K/IHIYHOMO AOCHIOKEHHS
«PaHgomizoBaHe, noggiiiHe cnine, nnauebo-kOHTPONbOBaHE AOCAIMKEHHS dha3n 2 478 OUiHKA BM/IMBY
cinroTiHi6by Ha napameTpu cnepmMyn y [OPOC/AMX YOMOBIKIB i3 aKTMBHMM pPEBMATOIOHUM apTpUTOM,
ncopiaTU4HMM  apTPUTOM,  aHKI/ZIO3yHOUMM  CMOHAMAITOM  ab0  [AOPEHTIeHONONYHMM  akcCiaslbHUM
CroHAMMoapTPUTOM», Ko aochipkeHHs GLPG0634-CL-227, Bepcis 2.0 3 iHkopnopoBaHoto nonpaskoto 1.0 Big,
26 TpaBHAa 2020 poky; cnoHcop - Galapagos NV, benbris

3anBHWK - NignpuemcTBo 3 100% iHO3eMHol iHBecTULeo «ANK HOBIA PAC YkpaiHa»

33. bpowypa gocnigHuka eBosiokyMao, BugaHHs 16.1 Big 02 BepecHs 2021 poKy, aHrNificbKoo MOBOO
[0 NPOTOKO/IB KAIHIYHNX AOCNimpKeHb: «baratoueHTpoBe, BigkpuTe, po3wwnpeHe AOCAIMKEHHS B OAHIRA rpyni
05 OLHKM [,OBrOCTPOKOBOI 6€3MNeYHOCTi /likyBaHHA eBONOKYMaOOoM Y NaLieHTIB i3 KMiHIYHO MaHidhecToBaHO
cepLeBO-CyAVHHOIO XBOPO6OI0», ko4 AocnimpkeHHs 20130295, iHKkopnopoBaHuWii nonpaskoto 3 Big 26 /110Toro
2020 poky; «MoggiiHe ciine, paHAoMi3oBaHe, nnauebo-KkOHTPOSIboBaHe, GaraToLeHTPoOBE AOCIMKEHHS 415
OLjiHKM BM/IMBY €BOJIOKyMaly Ha Cepiio3Hi CepLeBO-CyANHHI YCKNaAHEHHS Y NAUEHTIB 3 BUCOKUM PU3MKOM
PO3BMTKY CEpLEBO-CYAMHHUX 3axBOPHOBaHb 6e3 nonepeaHbO MEpPEHeceHoro iHGapkTy Miokapga abo
IHCYNbTY», KoA gocnigkeHHs 20170625, iHkoprnopoBaHWiA OHOB/IEHOK Nonpaskoto 3, Bif, 30 )0BTHS 2020 poky;
CnoHcop - «AMxeH IHK.» (Amgen Inc.), CLLA

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

34. MopoBXeHHs TEpMiHY NPOBeAEeHHA KNiHIYHOro BUNPOOYBaHHA B YKpaiHi A0 30 uepsHA 2022 poKy A0
MPOTOKO/Y KAiHIYHOro BunpobyBaHHSA «PaHgomizoBaHe, 6araToueHTpoBe, NoAgiliHe crine AocaigxeHHs I
ha3n nan6ouuknidy Ta uUeTykcumaby B MOPIBHAHHI 3 UETykcMMabom npu fikyBaHHI nanisiomasipyc-
HeraTMBHWUX MaLieHTIB i3 peLuamByHYO/MeTacTasyruor MNI0CKOKTITUHHOK KapLMHOMOK rof10BuM Ta Wi, Wwo
paHille He OoTpumyBas/IM JliKyBaHHSA LETyKcuMabom, nicnsi HeedgdeKTUBHOCTI OAHIET nmonepeaHbOi CXemu
ximioTepanii, WO BkAYana npenapatu nnatuHW», Kop pAocnifgxkeHHsa A5481044, 3 iHKOpPNOPOBaHOK
nonpaskoto 2 Big 31 6epe3Hs 2016 poky; cnoHcop - MNdpaiizep IHK. [Pfizer Inc.], CLUA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

35. foBigHUK i3 BUKOHaHHS Bi3uUTIB, Bepcisa 1 Big 12 oBTHA 2021, ykpaiHCbKoto MoBoto (JZLC-UK-UK-
VISIT-GUIDE-V1-10122021); floBigHWK i3 BUKOHaHHA Bi3uTIB, Bepcifa 1 Big 12 »xoBTHA 2021, pociiicbKoto
MoBoto (JZLC-UK-RU-VISIT-GUIDE -V1-10122021); KapTka-HaragyBaHHs ANA nNauieHTiB, Bepcia 1 Big, 12
XOBTHA 2021, ykpaiHCbKoo MoBow (JZLC-UK-UK-APPT-REM-CARD-V1-10122021); KapTka-
HaragyBaHHA ANnA nauieHTiB, Bepcia 1 Big 12 xoBTHA 2021, pocilicbkoto mosoto (JZLC-UK-RU-APPT-
REM-CARD -V1-10122021); KapTka-nogsika Ana nauieHTis, Bepcis 1 Big 12 xoBTHA 2021, yKpaiHCbKOLO
MoBoto (JZLC-UK-UK-THANK-YOU-CARD-V1-10122021); KapTka-noasika AnA nauieHTiB, Bepcia 1 Big,
12 xoBTHA 2021, pociiicbkolo MoBoK (JZLC-UK-RU-THANK-YOU-CARD -V1-10122021) fo npoTOKONy
KniHiYHOro BunpobyBaHHA «EMBER-3: PaHgomizoBaHe, Bigkpute pocnimkeHHs I da3m ans nopiBHsHHSA
nikyBaHHs npenapatom LY3484356 Ta nikyBaHHS €HOOKPMHHOK Tepaniel 3a BUMOOPOM AOCAIAHUKA Y
NauieHTiB 3 MICLEBO-NOWNPEHNM ab0 MeTacTaTMYHMM PakoM MOJIOYHOT 3a/103M 3 MO3UTUBHMM CTaTyCOM
peLenTopiB eCTPOreHy Ta HeratTuBHUM ctatycom HER2, aki paHille oTpumMyBauin eHOO0KPUHHY Tepanito», KOZ,
pocnipkeHHa J23-OX-JZLC, sBepcia 1.0 Big 15 6epesHsa 2021 poky; cnoHcop - Eni linni eHg Komnani, CLUA /
Eli Lilly and Company, USA

3anaBHuK - «Eni Nlinni Boctok CA», LUBeliyapis

36. YactuHa 1, Indopmauia gna nauieHta i dopma iHcpopmoBaHOi 3rogu, YactuHa 2, Popma
iHdbopmoBaHoOi 3rogu, YactuHa 3, AogaTtkoBa IHopmaduis, ans YkpaiHu, sepcia 4.0 Big 05 nuctonaga
2021 poKy, Ha OCHOBi Malictep-Bepcii ®I3, Bepcia 6.0 Big 26 oBTHA 2021 pPOKy, aHIMINCLKOIO Ta
yKpaiHCcbKolo MoBamu; fopaTtok go YactmHa 1, IHopmaunia gna naudieHta i popma iHpopmoBaHoi
3rogn, YactuHa 2, dopma iHchopmoBaHoi 3rogu, YactuHa 3, fopartkoBa IHopmauisa, ana YKpaiHu,
Bepcia 4.0 Big 05 nuctonaga 2021 poky, Ha OCHOBI MancTep-Bepcii PI3, Bepcia 6.0 Big 26 xxoBTHA 2021
POKy, aHrniicbKoto Ta yKpaiHcbkolo MoBamu; JopaTtok 1.00 go Bpowypu gocnigHuka Bepcii 3.0, Big 20
XOBTHAI 2021 pOKy, aHrAiicbKOd MOBOK [0 MPOTOKOMY K/HIYHOTO AOCAifpKeHHs «PaHaomi3oBaHe,
noagiiHe cnine, nnaueb0-kOHTPO/IbOBaHe, 6araToueHTPoBE A[OCAIMKEHHS A8 OUHKM  edeKTUBHOCTI,
6e3neyHocTi, nepeHocumocTi, hapmakokiHeTUkM | hapmakogmHaMmikn npenapaty GLPG3970 npu
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nepopasibHOMy 3aCTOCYBaHHi MPOTAromM 12 TWMXHIB y A0POC/AMX OCI6 3 akKTUBHWM NEPBUHHUM CUHAPOMOM
LerpeHa», kog pgocnimpkeHHs GLPG3970-CL-207, sepcia 7.0, Monpaska 6 Big 12 TpasHA 2021 poky; cnoHcop
- Fananaroc HB (Fananaroc HB), Benbrisi/ Galapagos NV, benbris
3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

37. bpouwypa ansa pgocnigHuka 3 npenapaty IPN10200 (mrBoNT-AB), ocTtatouHa pegakuis 2.0 Big 16
BepecHs 2021 p. 4O NPOTOKONY KAIHIYHOTO BUNpobyBaHHA «KomniekcHe 6aratoueHTpoBe paHAOMi30BaHe,
noagivHo cnine gocnimpkeHHs I/11 pasu, Wo NpoBoAnTLCA 3 BUKOPUCTAHHAM npenapaTy NopiBHSAHHA AucnopT i
nnauebo 3 MeTo OLiHKM 6e3neyHOCTi i edpekTMBHOCTI NpenapaTy IPN10200 y 36inblyBaHnx Aosax i nigbopy
Moro onTMMasnbHOI A03M AN NiKyBaHHA CMACTUYHOCTI BEPXHIX KIiHLIBOK Y AOPOC/MX NaUiEHTIB», Kopg,
pocnipkeHHss D-FR-10200-001, octatouyHa pepgakuis 1.0 Big 11 nuctonaga 2020 p.; cnoHcop - «InceH
IHHOBeliLWH» [Ipsen Innovation], ®paHuis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I11 EC A-YKPAIHA»

38. OHOBneHuii NpoTokon 3 nonpaBkol 6 Big 30.09.2021 p. 40 NPOTOKOAY KAIHIYHOTO AOCAIAKEHHS
«PaHgomizoBaHe, niaueb0-KOHTPO/IbOBaHe, MOABIHE C/liNe K/IiHIYHE [OCMiMKEHHS 3 dha3n npenaparty
Hipanapu6 y kom6iHau,ii 3 AbipatepoHa AueTtaTtom Ta MNpefHi30HOM y NOPIBHAHHI 3 AbipatepoHa AuetaTom Ta
MpeaHI30HOM ANA NiKyBaHHSA NauieHTiB 3 MeTacTaTMYHUM pakoM nepeaMixypoBoi 3a/1031», KoL, LOCIIKEHHSA
64091742PCR3001, Amendment 5 Big 29.01.2021; cnoHcop - «AHCCEH ®APMALIEBTUKA HB>», Benbris
3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris
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