JopaTtok

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 23 Big 01.07.2021, Ha siKi 6y oTPpUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTiB.»

1. OHOB/EHHA CeKLii [OCbE AOCiAKYBaHOro nikapcbkoro 3aco6y Hartpin Imetenbcrtar (GRN163L):
Po3gin 3.2.P. «FoToBUiA NlikapcbKknii 3acio» [locbe AOCNiAKYBaHOro NikapCbKoro 3aco6y Imetenbcrar,
Bepcifa 14 Big 23 noToro 2021 poky; OHOBJ/IEHHA CEKUil A0CbE AOCMiAKYBAHOIO J1iKAPCbKOro 3acooy
Hatpiin Imetenbctatr (GRN163L): Po3gin 3.2.S. «AKTUBHUIA chapMmaueBTUUHUIA iHrpegieHT» [locbe
[OCnNiopKyBaHOrO /liKapCcbKoro 3aco6y ImetenbcTar, Bepcia 13 Big 23 notoro 2021 poky; 3asyyeHHsA
[O0[AaTKOBMX (aNbTepHaTUBHUX) BUPOOHUKIB [OCAifAKYBaHOro nikapcbkoro 3acoGy Hartpiii
IMetenbctaT (GRN163L): Patheon Italia S.p.A, ITanif; Fisher Clinical Services GmbH, Rheinfelden,
HimeuumHa [0 NPOTOKONY KNIHIYHOTO AOcCnimKeHHA «[ocnimkeHHA 3 OuiHKM npenapaty ImeTenbcrtar
(GRN163L) y nikyBaHHi 3anexHux Big TpaHcdysiii nauieHTiB 3 mienogucniactuiHum cuHgpomom (MAC) 3
«HU3BKUM» ab0 «MPOMDKHUM-1» CTyneHem pu3uKy 3a LWkasiol IPSS, 3 nporpecyBaHHAM ab0 BiACYTHICTIO
BiAMOBiAi Ha Tepanito epuTponoes-cTumynioounmmn areHtamu (ECA)», ko gocnigxeHHs 63935937MDS3001,
3 nonpaekoto 5 Bifg 29 yepBHs 2020 poky; cnoHcop - MepoH KopnopeiiwH, CLUA / Geron Corporation, USA
3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

2. Bpowypa pgocnigHuka pocnigkyBaHOro Jikapcbkoro 3aco6y JNJ-17000139 (FemuitaGiH
(Gemcitabine) 225 mr, cuctema iHTpaBe3sukasibHOI goctaBku (TAR-200)), Bepcia 5.0 Big 21 kBiTHA 2021
POKy aHrniicbkoo MoBOIO; [locbe pocnigkyBaHOro nikapcbkoro 3aco6y JNJ-17000139 (FemuitabiH
(Gemcitabine) 225 mr, cuctema iHTpaBesukanbHOI gocTaBku (TAR-200)), Bepcia 5.0 Biag 16 kBiTHA 2021
POKy aHriicbKkolo MOBOIO; flocbe focnigKyBaHOro nikapcbkoro 3acody JNJ-63723283 (LeTpenimab
(Cetrelimab)), Bepcia 10.0 Big 19 kBiTHA 2021 poKy aHrAiicbKolo MOBOK; MOAOBXEHHS TepMiHy
npuaaTHOCTI AocnigkyBaHOro Jikapcbkoro 3acooy LeTtpenimaé (Cetrelimab) (JNJ-63723283;
LeTpenimab); niodinisoBaHnii NPpoAyKT AN NPUroTyBaHHsA po3unHy; 240 mr 3 30 go 36 micsAuiB; 3pasok
MapKyBaHHA AOC/iAKyBaHOro nikapcbkoro 3aco6y MemuitabiH (Gemcitabine), Tabnetku no 225 wr,
cuctemMa iHTpaBesukanbHoi goctaBku (TAR-200), ans npotokony 17000139BLC3001, Bepcis 3.0 Big 28
ciuHa 2021 poOKy aHr/IIACbKOI Ta YKpPaiHCbKOK MoOBamu; 3pa3oK MapKyBaHHA Ce4YOBOro kKartetepa
(Urinary Placement Catheter), gna npotokony 17000139BLC3001, Bepcis 3.0 Big 28 ciuHa 2021 poky
AHrNifCcbKOK Ta YKPaiHCbKOK MoBamMu; 3pa3oK MapKyBaHHA AOCAiIMAKYBaHOro JliKapCbKOro 3acooty
FemuitabiH (Gemcitabine), Tabnetku no 225 mr, cucrtema iHTpaBe3nkasibHOI goctaBkn (TAR-200) +
ceyoBumii katetep (Urinary Placement Catheter), pna npotokony 17000139BLC3001, Bepcis 3.0 Big 28
ciuHs 2021 poKy aHrAilicbKolo Ta YKpaiHCbKO MoBaMu; IHWKWIA TeKcT gns nauieHTiB (OSFT), Bepcis 1.0
Big 08 noToro 2021 poKy ykpaiHCbKOK MOBOIO; IHWWiT TeKeT anA nauieHTtiB (OSFT), Bepcis 2.0 Big 29
Gepe3HA 2021 pokKy PpoOCIACbKOI MOBOK [0 MNPOTOKO/Y KAIHIYHOTO AO0CNigkeHHs1 «baraToueHTpoBe
paHaomizoBaHe AochimkeHHa a3 3 [n1a ouiHkM edoekTMBHOCTI npenapaty TAR-200 B kombGiHauil 3
uetpeniMaboM Yy MOPIBHAHHI i3 CYynNyTHbOK XiMiopagioTeparnield B YYyacCHMKIB i3 M'A30BO-iHBA3WBHO
ypOTENia/IbHOK KapuUUHOMOK CEYOBOr0 Mixypa, SKMM He NPOBOAUAN pPafuKasibHY LMCTEKTOMIlO», KOg,
pocnipkeHHs 17000139BLC3001, 3 nonpaskoio 1 Big 18 BepecHa 2020 poky; crnoHcop - Janssen
Pharmaceutica NV («fAHcceH ®apmaueBTtuka HB»), benbris

3asBHMK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

3. Bpowypa pgocnigHuka pocnigkyBaHOro ikapcbkoro 3aco6y JNJ-17000139 (FemuitaGiH
(Gemcitabine) 225 mr, cuctema iHTpaBe3ukanbHOI gocTaBku (TAR-200)), Bepcia 5.0 Biag 21 kBiTHA 2021
POKy aHrnificbkoo MoBOIO; [locbe pgocnigkKyBaHOro nikapcbkoro 3aco6y JNJ-17000139 (FemuitaGiH
(Gemcitabine) 225 mr, cuctema iHTpaBesukanbHOI gocTaBku (TAR-200)), Bepcia 5.0 Big 16 kBiTHA 2021
POKy aHriicbKolo MOBOIO; flocbe focnigKyBaHOro nikapcbkoro sacody JNJ-63723283 (LeTpenimab
(Cetrelimab)), Bepcis 10.0 Big 19 kBiTHA 2021 pPOKYy aHININCbLKOID MOBOI; MOAOBXEHHA TEPMiHY
npuAgaTHOCTI  AOC/imKyBaHOro nikapcbkoro 3aco6y Lletpenimaé (Cetrelimab) (JNJ-63723283;
LleTpenima6); niodinisoBaHnii NpoAYKT ANA NPUroTyBaHHA Ppo3unHy; 240 mr 3 30 go 36 micsAuiB; 3pasok
MapKyBaHHA [OCigKyBaHOro Jslikapcbkoro 3acooy Nemuita6iH (Gemcitabine), Tabnetkn no 225 wr,
cuctemMa iHTpaBe3ukanbHOI goctaBku (TAR-200), ans npotokony 17000139BLC2001, Bepcis 3.0 Big 29
KBIiTHA 2021 pOKy aHIrMilicbKOK Ta YKpaiHCbKOK MoBaMu; 3pa3oK MapKyBaHHA CEUYOBOro Karetepa
(Urinary Placement Catheter), gna npotokony 17000139BLC2001, Bepcisa 3.0 Big 29 KBiTHA 2021 poKy
aHINMiNCbKOK Ta YKpPAiHCbKOK MOBamMu; 3pa30K MapKyBaHHA [OCAIgKYBaHOro /iKapcbKOro 3acooy
FemuitabiH (Gemcitabine), Ta6neTkun no 225 mr, cucrema iHTpaBe3snkanbHOI goctaBkn (TAR-200) +
ceuoBwmii katetep (Urinary Placement Catheter), pna npotokony 17000139BLC2001, Bepcis 3.0 Big 29
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KBiTHA1 2021 pOKY aHrNificbKoro Ta YKpPaiHCbKOK MOBaMM [0 NPOTOKO/TY KAIHIYHOTO AOCNIAKEHHST «KniHiuHe
pocnipkeHHa asn 2b, Ake ouiHle edekTUBHICTL Ta 6e3neyHicTb npenapaty TAR-200 y kom6iHauji 3
uetpenimabom, npenapaty TAR-200 y aKkocTi MOHOTepanii abo npenaparty uetpeniMab y AKoCTi MOHOTepanii B
YYaCHUKIB i3 M'A30BO-HeiHBa3VBHYM pPakoM CEYOBOro MiXypa BUCOKOIO CTYMeHs pu3uKy, L0 He pearye Ha
iHTpaBe3uKasibHe 3actocyBaHHA OGauwninm Kasbmeta-lepeHa (BLPK), aki He BignosigaloTb Kputepiam
NpoBeAEeHHA pajukasibHOI UWCTeKkToMiT abo He 6GaxawTb 11 NpoBOAUTU», KOA4  AOCNIIKEHHS
17000139BLC2001, Bepcia 2.0 Big 25 BepecHa 2020 poky; cnoHcop - Janssen Pharmaceutica NV («HHcceH
®apmauesTrka HB»), benbris

3aaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

4. flocbe gocnigxyBaHoOro nikapcbkoro sacody HD201, Bepcis 2.7 Big 07 TpaBHa 2021 (aHrniicbKoo
MOBO10); NPOoAOBXEHHA TePMiHY TPUBANOCTI KNiHIYHOro BUNPOGYyBaHHA B YKpaiHi go 28 notoro 2022
[0 MpOTOKO/Y KiHIYHOrO AJochigpkeHHs «PaHgomizoBaHe, nofgiiiHe cnine, 6araToueHTPOBE AOCAIAKEHHS
eksiBasieHTHOCTI Il pasun, Ake npoBoAnTLCA Y NapasieflbHUX rpynax, 3 MeTol NOPIBHAHHA ed)eKTUBHOCTI,
6e3neyHocTi Ta thapmakokiHeTuky npenapaty HD201 ta npenapaty epuenTyH® y naLieHTOoK i3 paHHbO
ctagieto HER2-no3MTUBHOro paky MOJI04HOT 3a/103U», kof, focnimkeHH TROIKA, sepcisa 3.0 Big 01.10.2018 3
iHKopriopoBaHo nokasnbHoto nonpaskoto 3.0. Big 01.10.2018; cnoHcop - Prestige BioPharma Limited,
CiHranyp

3asaBHUK - TOB «Kpomocdapma YkpaiHa»

5. 3miHa Ha3BM BUPOGHUYOI ainAaHkM 3 Nexgen Pharma, Inc., USA Ha LGM Pharma Solutions, LLC, USA
ONA rigpoKopTU3OHY aueTar, cynosutopil, 90 mr, cynosutopii pektasnbHi, 90 mr (2 r) Ta nnaye6o ao
riApoKOPTU3OHY aueTaT, Cyno3nTopii peKTasibHi 40 NMPOTOKOY KNiHIYHOIO AOCNiMKEeHHA «PaHooMi3oBaHe,
nnauebo-KOHTPOIbOBaHe, NoABiHe cnine gocnigpkeHHs 3 hasm, B TPbOX rpynax, 3 MEeTOH0 OLiHKM 6e3nekn Ta
epeKTBHOCTI BUKOPUCTaAHHA HOBOrO Npenaparty rifpoKoOpPTU30HY aueTarty, cynosutopii, 90 Mr, Aki BBOAATb
3a [0noMoroko ansiikatopa Ans cynosutopiis Sephure® oauvH i fBa pasn Ha feHb, Y NauieHTiB 3 BUPa3KoBUM
KONITOM NPAMOI KULLKW», Kog, aocnigpkeHHsa CHS1221, sepcia 1.5 Big 03 ntotoro 2020; cnoHcop - Cristcot HCA
LLC («KpicTkoT Einu-Ci-Ein En-En-Ci»), USA

3aaBHUK - TOB «Kpomocdapma YkpaiHa»

Bbyno: Crano:

Nexgen Pharma, Inc., 1000 Cole Avenue, | LGM Pharma Solutions, LLC, 1000 Cole Avenue,

Rosenberg, Texas, 77471, USA Rosenberg, Texas (TX) 77471, United States
(USA)

6. OHOB/1IEHUI NPOTOKOJ1 K/iHIYHOIO BMNPOGYBaHHs, Bepcis 3.0 Big 29 kBiTHA 2021 pokKy, aHrNilicbKoo
MOBOI0; CUHOMNCUC MPOTOKONY KMiHIYHOro BUNpPoOOGyBaHHs, Bepcia 3.0 Big 29 kBiTHA 2021 pokKy,
YKpaiHCbKOI MOBOIO; Bpollypa gocnigHuka Ha gocnigxyBaHuii nikapcbkuii 3aci6 AVT04, BugaHHs 3.0
Big 08 kBiTHA 2021 p., aHrniiicbkolo MOBOM; |HOpMaLiiHUA NUCTOK nauieHTa Ta dopma
iHhopmoBaHoi 3rogun, Bepcia 2.1 agna YkpaiHu Big 12 tpaBHA 2021 poOKy, aHrNifiCbKOIO MOBOIO,
nepeknaj yKpaiHCbKOI Ta pociiicbkolo moBamu; IHpopmaliiiHuii nnctok i popma iHchopmoBaHoi
3roau ANA BaritTHOI NnapTHepKU, Bepcisa 2.1 ana YkpaiHu Big 12 TpaBHsa 2021 poKy, aHr1iiCbKOIO MOBOIO,
nepeknag yKkpaiHCbKOI0 Ta pocilicbKoto moBamMu; laeHTudikauiiiHa kapTka nauieHTa, Bepcisa 2.0 Big 04
TpaBHA 2021 poOKy, aHrNilAICbKOID MOBOIO, Nepeknag YKpPaiHCbKOK Ta pPOCiiCbKO MoBaMu; IHOeKc
OLiHKM AIKOCTI XXUTTA NauieHTiB 3 gepmMarosioriyHMMun 3axBoproBaHHAMU, Bepcia 1.28 Big 30 6epesHA
2021 poKy, YKPAIHCbKOIO Ta POCIiACbKOK MOBaMM A0 NPOTOKO/Y KNiHIYHOIo AOCNiAXKEHH: «PaHa0oMI30BaHe,
noAgiiHe cnine, 6aratoUeHTpoOBE AOCAIMKEHHS, WO NPOBOAUTLCA 3 METO AeMOHCTpauil eKBiBa/IEHTHOT
eekTUBHOCTI Ta MOPIBHAHHA 6e3nekn Ta iMyHOreHHOCTi 6ionoAibHOro Jlikapcbkoro 3acoby YcTeKiHymao
(AVT04) Ta npenapaty Crenapa® y nauieHTiB 3 XPOHiYHUM OGAALWKOBMM Mcopia3oM Bif cepegHboro no
BaXKKOr0 CTYMEHS TSXKKOCTI», kof, gocnimkeHHs AVT04-GL-301, sepcia 1.0 Big 06 nuctonaga 2020 poky;
cnoHcop - «AnBoTtek Caicc Al'» (Alvotech Swiss AG), LLseiuapis

3asBHIK - TOB «BOP/IABANL K/IHIKA TPAINC YKP»

7. OHOB/1EHMI NPOTOKOJ1 K/iHIYHOro BUNpo6yBaHHA M15-572 3 iHKopnopoBaHUMY agMiHICTPaTUBHUMMU
3MiHamu 1, 2, 3, 4, 5, 6 [N FoHkoHry (KuTaid)], 7 i 8 Ta MonpaBkamu 1, 1.01 (ana VHP kpaiH) 2, 3, 4,5, 6
Ta 7 (Ana Bcix KpaiH Kpim AnoHii) Big 30 ciuHa 2021 poky; IHchopmauia gna nayieHTta Ta iHhopMmoBaHa
3roga Ha yuyacTb Y HQyKOBOMY AOCAiPKEHHiI Ta HEOGOB’AA3KOBOMY A0Cig)XeHHI, Bepcifa 8.0 gnsa YKpaiHu
BiA 20 KBiTHA 2021 poKy, YKpaiHCbKOK Ta pocilicbkotio moBamu; OHoBieHa KopoTKa xapaKTepucTuka
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nikapcbkoro 3aco6y Xymipa (aganimyma6) 40 Mr, po3uuMH AJisi iH’€KLiA y nonepeaHb0 HanoBHEHOMY
wnpuli Big 29 ciuHa 2021 poky; 3pa3oK MapKyBaHHA [OCNIgKYBaHOro JliKapCbKOro 3acoly
YnagauutuHio (ABT-494), 15 wmr, Ta6neTku, BKPUTI NNIBKOBOIO OOGONMIOHKOIO, YKPAiHCbKOIO MOBOIO;
3pa3oKk MapKyBaHHA [AOCAIgKYBaHOro Jiikapcbkoro 3acod6y Apanimymaé 40 wmr, nonepeaHbo
HanoOBHEHWV wnpuy, i3 0,8 Ma1 po3unHy ANA iH'€KUili (BHYTPIWHA YyNaKkoBKa), YKPaiHCbKOIO MOBOLO;
3pa3oK MapKyBaHHA AOCAifKYyBaHOro Jikapcbkoro 3aco6y Apanimyma6 40 wmr, nonepeaHbo
HanoBHeHUV wnpuy, i3 0,8 Mn Po3unHy ANA iH'EKUiA (30BHIWHA yNnakoBKa), YKPAiHCbKOIO MOBOIO [0
NPOTOKOMY K/TIHIYHOrO JOCAifKEeHHA «PaHaomizoBaHe, noAgiiHe cnine pocnimkeHus, 1l dasm, ana
MOPIBHAHHA Npenaparty YnagauutuHio (ABT-494) 3 nnauebo Ta 3 agasliMmymabom y NauieHTiB 3 aKTUBHUM
ncopiaTU4YHMM apTPUTOM, SIKi MatOTb B aHAMHE3i HeadekBaTHY BiAnoBiAb MNPUHaNMHI HA OAMH HEGIOMOTiYHNIA
XBOPO60O-Moaudikyrounii npotupeemaTnyHmnin npenapat (XMIMPIM) — SELECT — PsA 1», kog AOCAiAKEHHS
M15-572, 3 iHKOpnopoBaHNMKN aaMiHICTpaTUBHUMM 3MiHaMu 1, 2, 3, 4 i 5 Ta Monpaskamu 1, 1.01 (ans VHP
kpaiH) 2, 3, 4, 5 Ta 6 Big 15 TpaBHa 2020 poky; cnoHcop - AbbVie Inc., USA

3anaBHuK - «<E66BI BiohapmacktoTikan3 FTmM6X», LLseliuapis

8. OHoBneHwnii MpoTokon KniHiYHOro BuNpo6yBaHHsa GLPG3970-CL-207, Bepcia 7.0, MonpaBka 6 Big 12
TpaBHsA 2021 poKy, aHIiNcbKOK MOBOIO; JIMCT-pO3’sACHEHHS Big CnoHcopa go MpoTtokony, Bepcisa 2.0
Big 21 TpaBHA 2021 poKy, aHrniicbKo MoBoOlo; YactuHa 1, IHpopmauis gna nauieHta i dpopma
iHcbopMoBaHOi 3roau, HactuHa 2, dopma iHhopmoBaHoi 3roau, HactuHa 3, JoaartkoBa IHchopmauis,
Ans YKpaiHu, Bepcis 3.0 Big 19 TpaBHA 2021 p., Ha OCHOBI MalicTep-Bepcii I3, Bepcis 5.0 Big 13 TpaBHA
2021 p., aHrNiNCbKOI Ta YKpaiHCbKOK MoBamu; flogatok Ao YactuHa 1, IHchopmauis ana naugieHta i
thopma iHcpopmoBaHoOi 3rogu, YactmHa 2, Popma iHpopmoBaHOi 3rogm, YactuHa 3, JoparkoBa
IHchopMmauis, ana YkpaiHu, Bepcis 3.0 Big, 19 TpaBHA 2021 p., Ha OCHOBI MaiicTep-Bepcii ®I3, Bepcina 5.0
Big 13 TpaBHA 2021 p., aHrNiicbKo Ta YKpaiHCbKO MoBamu; dopma NigTBepMKEHHA OTPUMAaHHA
AocnipkyBaHOro nikapcbKoro 3acody y4acHUKOM BUNPoOOyBaHHs, Bepcis, 1.3 Big 11 TpaBHA 2020 poky,
yKpaiHCbKOI0 MOBOIO; HanpaBnieHHA nikaplo, Bepcis 02, Big 09 6epe3HAa 2021 poKy, aHrilicbKol Ta
YKpPaiHCbKOIO MOBOIO 10 MPOTOKO/Y K/IHIYHOrO fochimkeHHs «PaHaomi3oBaHe, noAgiliHe cnine, nnaue6o-
KOHTpO/IbOBaHe, 6araTtoueHTpoBe OOCMIMKEHHSA ANS OLiHKM eddeKTUBHOCTI, 6e3MneyYHOCTi, NepeHoCMMOCTi,
dhapmakokiHeTKu | hapmakognHamiku npenapaty GLPG3970 npu nepopasibHOMY 3aCTOCYBaHHi MpoTsarom 12
TUXHIB y AOPOCANX OCi6 3 aKkTMBHUM MNEPBUHHUM cuHApomom LlerpeHa», kog pocnigpkeHHs GLPG3970-
CL-207, sepcia 6.0, Monpaska 5 Big 04 6epesHa 2021 poky; crnoHcop - Fananaroc HB (Fananaroc HB),
Benbrisi/ Galapagos NV, benbris

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

9. BK/1lOUEHHA fo4aTKOBUX MicLb NPOBeAEHHA BUNPOOGYBaHHSA 40 NPOTOKO/Y «PaHAoMi30BaHe, NoaBiiiHe
cnine, 6GaraToueHTpoBe K/iHIYHe pocnigpkeHHa a3 Il gna  ouiHkm  eddeKTUBHOCTI, 6e3neyHocTi,
nepeHocUMocTi, hapmMakoKiHETUKM Ta iMyHOreHHOCTi npenapaty SB17 (3anponoHoBaHoro 6iocuminapy
ycTekiHymaby) B NOpiBHAHHI 3 npenapatoM Ctenapa® B naLieHTiB i3 6/1ALWKOBUM Ncopia3oM cepeiHboro abo
TSDKKOrO CTyneHs», kog, AocnigxkeHHs SB17-3001, sepcis 2.0 Big 15 notoro 2021 poky; cnoHcop - Samsung
Bioepis Co., Ltd, Republic of Korea

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

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba Micus npoBefeHHS KAIHIYHOrO BUNPO6YBaHHS
1 K.M.H. Apowl B.B.
KomyHanbHe HekomepLuiiHe nignpueMcTBO «Micbka K/iHiYHa fikapHa Ne 8» XapkiBCbKOI MiCbKOT
pagun, peBMaTosoriyHe BigAaiNneHHs, M. XapkiB
2 3aB. Big. Mopa O.A.
KomyHanbHe HekomepuiliHe nignpneMmcTBo KuiBcbkoi o6nacHoi paan «KuiBcbka obnacHa KiiHiyHa
niKapHs», By3bKocneujanizoBaHe TepaneBTnUYHe BigdineHHs, M. Knis
3 roNoBHWIA Nikap, K.M.H. Myxunuyk B.B.
KomyHanilbHe HekoMepuiiiHe nignpueMCTBO «MiCbKWIl LUIKIPHO-BEHEPOONiYHMA gucnaHcep No2x»
XapKiBCbKOi MiCbKOI paau, AUcnaHcepHe AepMaTo-BEHEPOosIoriyHe BigaiieHHs, M. XapkKiB
4 nikap KysHeuosa H.A.
MeguyHnii LeHTp ToBapucTBa 3 OOGMEXEHOK BiAMNoBiAA/BLHICTIO «MeanuHnini ueHTp «KniHika
CiMeliHOI MenLMHW», cTalioHapHe BiAfiNeHHs, Bigain AepMaToBeHeposorii, M. IHinpo

5 O.M.H., npodh. Pekanos A.I'.
MeanyHuii ueHTp TOB «CyyacHa KniHika», M. 3anopixoks
6 O.M.H., npody. WeBuyk C.B.

KniHika HaykoBo-floC/iAHOro iHCTUTYTY peabinitauii oci6 3 iHBanigHicTio (HaBYa/lbHO-HAYKOBO-




NikyBa/IbHWIA KOMNAEKC) BiHHMUBKOro HauioHaIbHOro MeaguYHoro yHisepcuteTy iM. M.I. MNuporoea,
BigAin Tepanii Ta KNiHIYHOT peBMaTos1orii, peBMaTosIoriyHe BigdiNeHHs, BiHHULbKWIA HaLioHaNbHWUIA
MeAMYHUIA yHiBepcuTeT iM. M.1. Muporosa, kadyegpa BHYTPILIHLOT MegnumnHn Ne2, M. BiHHMUA

7 K.M.H., 3aB. Big. Npouak B.B.

KomyHasibHe HekomepuiiHe nignpuemcTBo JIbBIBCbKOI 06/1acHOl paan «JIbBiBCbKMi 06nacHuiA
LUKIPHO-BEHEPOONYHWI  AncnaHcep», MOAiKIiHIYHE BigaineHHsa Nel 3 AEeHHMM cTalioHapom,
JlbBiBCbKa 06/1aCTb, [MyCTOMUTIBCbKMIA paiioH, CMT COKIJIbHUKM

10. Bpouwypa gocnigHuka JNJ-67856633, BupgaHHs 3, Big 25 ntotoro 2021 poKy, aHrnilicbKoo MOBOIO;
®dopma iHcphopmoBaHoi 3roau MpoTtokon 64264681LYM1002 ApganToBaHa AnA YKpaiHu Bepcist Ne 3.0 Big,
22 6epe3Ha 2021 poky, Ha ocHOBI MaiicTep-Bepcii PI3 Bepcia 4.0 Big, 09 6epe3sHs 2021 poky; Informed
Consent Form Protocol 64264681LYM1002 Country specific version for Ukraine, Number 3.0 of date
22/Mar/2021, Based on the Master ICF version 4.0 of date 09/March/2021, aHrnilicbKol Ta YKpaiHCbKOIO
moBamu; flopaTtok o ®opmu iHthopmoBaHoi 3rogn MpoTokon 64264681LYM1002 ApantoBaHa Ans
YkpaiHu Bepcisa Ne 3.0 Big 22 6epe3Hsa 2021 poKy, Ha OCHOBiI MaiicTep-Bepcii PI3 Bepcia 4.0 Big 09
G6epe3HAa 2021 poky; Annex to Informed Consent Form Protocol 64264681LYM1002 Country specific
version for Ukraine, Number 3.0 of date 22/Mar/2021, Based on the Master ICF version 4.0 of date
09/March/2021, aHrnificbkol Ta YkKpaiHCbkoo MoBamu; LlopeHHuK nauieHta | Patient diary,
64264681LYM1002-ENGO1 INT-1 Version 1.0, 060CT2020 Ukraine, BTKi QD MALT1 QD, local version
3.0, 08APR2021, Ukrainian Language, aHrnilficbKolo Ta yKpaiHCbKO0 MoBamu; LLloageHHUK nauieHTa /
Patient diary, 64264681LYM1002-ENGO02 INT-1 Version 1.0, 060CT2020 Ukraine, BTKi BID MALT1 QD,
local version 3.0, 08APR2021, Ukrainian Language, aHr1iiCbKOIO Ta yKpaiHCbKOIO MoBamu; LLlogeHHUK
nauieHTa / Patient diary, 64264681LYM1002-ENGO03 INT-1 Version 1.0, 060CT2020 Ukraine, BTKi BID
MALT1 BID, local version 3.0, 08APR2021, Ukrainian Language, aHrilicbKoto Ta yKpaiHCbKOI MOBamMu;
MpoTtokon 64264681LYM1002 WOAEHHUK MNALUIEHTA npenapar JNJ-64264681, npuiiom 1 pla,
npenapar JNJ-67856633, npuiiom 1 plg, 64264681LYM1002-UKRO1 INT-1 Version 1.0, 060CT2020
Ukraine, BTKi QD MALT1 QD, local version 3.0, 08APR2021, Ukrainian Language, yKpaiHCbKO0 MOBOI0;
MpoTokon 64264681LYM1002 LWOAEHHUK MNALUIEHTA npenapar JNJ-64264681, npuiiom 2 plg,
npenapatr JNJ-67856633, npuiiom 1 pia, 64264681LYM1002-UKR02 INT-1 Version 1.0, 060CT2020
Ukraine, BTKi BID MALT1 QD, local version 3.0, 08APR2021, Ukrainian Language, yKpailHCbKOO
MoBoto; MpoTokon 64264681LYM1002 LLOAEHHUK MALIEHTA npenapart JNJ-64264681, npuiiom 2 pipg,
npenapatr JNJ-67856633, npuiiom 2 pla; 64264681LYM1002-UKRO3 INT-1 Version 1.0, 060CT2020
Ukraine, BTKi BID MALT1 BID, local version 3.0, 08APR2021, Ukrainian Language, yKpaiHCbKOIO
MOBOIO [10 MPOTOKOJY KNiHIYHOIO Aoc/imkKeHHs «Bigkpute pocnimkeHHs 1b casn 3 ouiHkum 6e3neyHocCTi,
hapmakokiHeTKM | hapmakognHamiku npenapaty JNJ-64264681 y kombiHauii 3 npenapatom JNJ-67856633
B YYaCHWKIB 3 HEXOMKKIHCLKOK NIMIOMOI0 Ta XPOHIYHMM AiMOLMTapPHUM NENKO30M», KOA, AOCNIAKEHHS
64264681LYM1002, nonpaBka 1, Big 06 xxoBTHS1 2020 poky; cnoHcop - AHcceH-Cinar IHTepHelwwHn HB, benbris
/ Janssen-Cilag International NV, Belgium

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

11. IHCTpyKUii ANna nauieHTa WOA[O0 3acTocyBaHHA heHeGpPYTUHIOY nifg yac pgocnipkeHHsa GN41791,
Bepcis 4 Big 08 ntoToro 2021 p., yKpaiHCbKOIO Ta pOCilicbKO0 MoBamu; IHCTPYKLis AN yHacHUKa Wo A0
360py 3paskiB Kasy, Bepcif Big 11 ntotoro 2021 p., yKpaiHCbKOIO Ta POCifiCbKOK MOBaMu 0 NPOTOKOJTY
KMiHiYHOrO AocnimkeHHsa «BAFATOLEHTPOBE PAHAOMI3OBAHE MOABIMHE CAINE AOCAIAKEHHSA
®A3N 1l Y NAPANENBbHUX TPYMAX 3 MOABIMHUM KOHTPOMEM MALUEBO A9 OLIHKWA
E®PEKTUBHOCTI TA BE3IMNEYHOCTI ®EHEBPYTUHIBY MNMOPIBHAHO 3 OKPENII3YMABOM Y AOPOC/INX
MAUIEHTIB 3 MEPBVHHWM MPOIPECYHOUMM PO3CIAHMM CKTIEPO30M», kop, pocnigpkeHHs GN41791,
Bepcis 3 Big 09 BepecHs 2020 p.; cnoHcop - ®.XodhdMmaHH-/1s Pow /114, LWseiyapis

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

12. Bpolypa gocnigHuka anAa AocnigKyBaHoro slikapcbkoro saco6y PicaHkizyma6, Bepcia 7 Big 08
TpaBHA 2021 poKy [0 NPOTOKOMIB K/iHIYHMX AOCNifKeHb: «baraToueHTpoBe, paHAoMi30BaHe, MoAgiliHe
cnine, nnauebo-KOHTPO/IbOBaHe 52-TuxHeBe AOCMIMKEHHSA NITPUMYOUOT Ta BiAKPUTOT NPOAOBXEHOI Tepanil
ON5 OuiHKN edpeKTMBHOCTI Ta 6e3neYHOoCTi picaHkisymaby y nauieHTiB 3 XBopobo KpoHa», koA AOCiIKEeHHS
M16-000, 3 iHKoprnopoBaHUMW afMiHICTpaTUBHUMN 3MiHamu 1, 2, 4 Ta nonpaskamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 30
nnctonaga 2020 poky; «baraToueHTpoBe, paHAoOMi30BaHe, MnoABiliHe chnine, nnauebo-KkOHTPOsIbOBaHe
OOCNIMKEHHS IHAYKUINHOT Tepanil 415 BUBYEHHS eDEKTUBHOCTI Ta 6e3neYHOCTi picaHkisymalby y nauieHTiB 3
BMPa3KOBMM KOMITOM Bif, CepefHbOBaXKOi [0 BaXKOl )OPMWM aKkTUBHOCTI», Kog AochigxeHHs M16-067,
iHKopnopoBaHuin nonpaskamu 1, 2 Ta 3 Big 01 xoBTHA 2020 poky; «baraToueHTpoBe, paHZOMiI30BaHe,
noagiiHe cnine, nnauebo-KOHTPO/IbOBaHe 52-TUXXKHEBE BIAKPUTE MPOAOBXEHE AOCMIMKEHHS NiATPUMYOYOT
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Tepanii 4719 BUBYEHHSA e(PeKTUBHOCTI Ta 6e3neyvHocTi PicaHkizymaby y naLieHTiB 3 BUpa3KoBUM KONITOM», KOZ,
pocnigxeHHa M16-066, iHkopnopoBaHuii Monpaskamu 1, 2, 3 Ta 4 Big 01 xxoBTHA 2020 poky; «PaHA0Mi30BaHe
noagiviHe cnine gocnimpkeHHs Il dasn, Ana nopiBHAHHA npenapaty PicaHkisymab 3 nnaue6o y nauieHTiB 3
aKTUBHMM ncopiaTnyHum apTpuTom (MNcA), Ski MaloTb B aHaMHe3i HeaZeKBaTHy BifnoBigb NpUHaiMHI Ha OAWH
XBopobomoaudikytounii npotmpeBmatuuHuii npenapat (XMIPM) a6o iioro HenepeHocumicTb (KEEPSAKE
1)», kog pocnimpkeHHsa M16-011, sepcia 4.0 Big 10 BepecHa 2020 poky; «baratoueHTpoBe paHAoMi30oBaHe
JocnimpkeHHs 3 asu, Lo NpoBOAMTLCA Y CNINOMY 419 oujiHloBaYva edekTUBHOCTI PeXMMi 3 METOK BUBYEHHSA
picaHkisymaby y MOpIBHSAHHI 3 yCTeKiHymabom npuv MiKyBaHHI [OPOC/MX MauieHTiB i3 XBOpOo6oK KpoHa
CepeiHbOBaXKKOTO UM B&XKKOTO CTYNEHK TSXKOCTI, A1 AKMX Tepania npenaparamu, Lo MPUrHibyoTb
aKTMBHICTb (DAKTOPY HEKPO3Y NYyX/IMHW, BUABUIACL HEEDEKTUBHOI», KOA, AocnipkeHHs M20-259, sepcis 1.0
Big 23 nunHs 2020 poky.; cnoHcop - AbbVie Inc., USA

3asBHuK - E66BI biothapmacbtoTikana M'm6X, Lseliuapis

13. Bpouwypa pgocnigHuka SAR439774 - fitusiran, BugaHHsa 8 Big 25 noToro 2021 p., aHrNiINCbLKOK
MoBot0; IHhopmauia ana naudieHta Ta hopma iHpopmMmoBaHOi 3rogu, ana YkpaiHu, sepcia 3.0 Big 15
KBiTHA 2021 p., aHrnilicbkolo MoBoto; IHthopmauis ans nauyieHTa Ta popma iHchopmoBaHoOiI 3rogu, AnA
YKpaiHu, Bepcis 3.0 Big 15 kBiTHA 2021 p., yKpalHCbKOI0 MOBOIO; IHhopMauisa ansa nauieHta Ta hopma
iHdbopMoBaHoi 3roau, anAa Ykpainu, Bepcia 3.0 Big, 15 kBiTHA 2021 p., pocilicbKkolo MoBoto; IHhopMauis
ANA nauieHta Ta popma iHhopmoBaHOi 3rogu Ana 6aTbkis, ANA YKpaiHu, Bepcia 3.0 Big, 15 kBiTHA 2021
p., aHrnificbkoo MoBOLO; IHhopmauisa gnsa nauieHTa Ta popma iHoOpmoBaHOI 3roau AnA 6arTbKiB, Ans
YKpaiHu, Bepcia 3.0 Big, 15 kBiTHA 2021 p., yKpaiHCbKOKO MOBOIO; IH(hopmauia ana naudieHTta Ta hopma
iHcbopMmoBaHoOiI 3roau ana 6atbkiB, Ana YKpaiHu, Bepcis 3.0 Big 15 kBiTHA 2021 p., pOCiiCbKOIO MOBOIO;
IHcbopmauia ana yyacHuka i popma iHthopmMmoBaHOi 3rogu Ansa MasioniTHIX ocio BiKoM Big, 12 pokiB Ao
MOMEHTY HacTaHHs MOBHUX 14 pokiB, ANnA YKpaiHu, Bepcisa 3.0 Big 15 kBiTHA 2021 p., aHrAilcbKoOO
MoBOI0; IH(hopMauis ana yyacHuka i popma iHchopmMmoBaHOi 3rogu aNns MasosiTHIX ocio Bikom Big, 12
POKIB [0 MOMEHTY HacTaHHA noBHUX 14 pokiB, Ansa YkpaiHu, Bepcia 3.0 Big 15 kBiTHA 2021 p.,
YKpaiHCbKOI MOBOIO; IHhopmauisa ans ydacHuka i popma iHhopmoBaHOi 3roau AN ManoniTHIX oci6
BiKOM BiA 12 poKiB 4O MOMEHTY HacTaHHsl NOBHUX 14 pokiB, ansa YkpaiHu, Bepcia 3.0 Big, 15 kBiTHA 2021
p., pociiicbkolo MoBoto; IHchopmauia gna yyacHuka i popma iHpopMOBaHOT 3roau A/l HEMOBHOMITHIX
0ci6 BikoMm Big 14 pokiB O MOMEHTY HaCTaHHSA NOBHMX 18 pokiB, anA YkpaiHu, Bepcia 3.0 Big 15 KBIiTHA
2021 p., aHrnincbKkol MoOBOM; IHpopmauis ana ydacHuka i ¢hopma iHpopmMoBaHOI 3roau AnsA
HEMOBHOJIITHIX OCi0 BikOM Bif 14 poKiB 0 MOMEHTY HacTaHHA NOBHUX 18 pokiB, gnsa YKpaiHu, Bepcia
3.0 Big 15 kBiTHA 2021 p., yKpaiHCbKOO MOBOIO; IH(hopmauia ana yyacHuka i popma iHpopmoBaHoiT
3rogM AN HENOBHOJITHIX OCiO BikOM Big 14 poKiB A0 MOMEHTY HacTaHHA MOBHUX 18 pokiB, Ans
YkpaiHu, Bepcis 3.0 Big 15 KkBiTHA 2021 p., pocCiiCbKOKO MOBOI; 3pa30K 300paXeHHA eKpaHy
€/1IeKTPOHHOro wopaeHHuka «loaeHHUK KpoBoTeu/ nikyBaHHA» (Bleed/Treatment Diary), Bepcia 1.00
Bif, 24 BepecHs 2020 p., yKpalHCbKOIO MOBOIO; 3pa30K 300paXeHHA eKpaHy e/IeKTPOHHOTIO WoAeHHMKA
«[JHEBHUK KpoBoTeueHuil neueHus» (Bleed/Treatment Diary), Bepcia 1.00 Big 24 BepecHs 2020 p.,
pociiicbkolo MOBOI; 3pa3oK 300paXeHHA eKpaHy eNneKTPOHHOro uwogaeHHuKa «KoHTposnbHe
onutyBaHHA pgornsgada» (Caregiver Quiz), Bepcis 1.00 Big 24 BepecHsi 2020 p., YKpaiHCbKOK MOBOIO;
3pa3oKk 300paXeHHs eKpaHy €flIeKTPOHHOro wWopAeHHMKa «KOHTPONbHbIE onpoc  nvua,
ocyuiectTBnfowero yxog» (Caregiver Quiz), sepcisa 1.00 Big 24 BepecHs 2020 p., pocCiliCbKOI0 MOBOIO;
3pa3ok 306paXeHHs eKpaHy e/IeKTPOHHOro wopeHHuKa «HaBuanibHUIA wopeHHuK» (Practice Diary),
Bepcia 1.00 Big 24 BepecHs 2020 p., YKpaiHCbKOIO MOBOI; 3pa30K 306paXKeHHSA eKpaHy e/1IeKTPOHHOro
woaeHHUKa «TpeHUpPOBOUHbIV AHeBHUK» (Practice Diary), Bepcia 1.00 Big 24 BepecHs 2020 p.,
pOCilicbkol0 MOBOI; 3pa30K 300paXeHHA eKpaHy efIeKTPOHHOro LwWoAeHHuKa «LioaeHHuK
npodpinaktukn» (Prophylaxis Diary), Bepcisa 1.00 Big 24 BepecHA 2020 p., yKpaiHCbKOIKO MOBOIO; 3pa3okK
300paXeHHSA eKpaHy eNIeKTPOHHOrO WoAeHHUKa «JHeBHUK npochunaktuku» (Prophylaxis Diary), Bepcis
1.00 Big 24 BepecHs 2020 p., pocCificbKOol0 MOBOI; 3pa30oK 3006paXeHHs eKpaHy eJIeKTPOHHOro
woaeHHUKa «KoHTponbHe onuTyBaHHA nauieHTa» (Subject Quiz), Bepcia 1.00 Big 24 BepecHs 2020 p.,
YKpPaiHCbKOIO MOBOIO; 3pa3oK 306paXXeHHs eKpaHy e/IeKTPOHHOro WwoaeHHUKa «KOHTPOo/IbHbIA onpoc
naymeHta» (Subject Quiz), Bepcia 1.00 Big 24 BepecHA 2020 p., pocilicbKOolo MOBOI; 3pas3okK
306paXeHHs1 eKpaHy eNeKTPOHHOro WwoAeHHuKa «TkHeBUiA wopeHHuk» (Weekly Diary), Bepcia 1.00
BiA 24 BepecHs 2020 p., yKpaiHCbKOIO MOBOIO; 3pa30K 300paXXeHHA eKpaHy e/IEKTPOHHOTO LWoA4eHHUKA
«BExxeHegenbHbIV agHeBHUK» (Weekly Diary), Bepcis 1.00 Big 24 BepecHs 2020 p., pOoCiliCbKOIO MOBOIO 10
NPOTOKONY KAiHiYHOro pocnimkeHHs «ATLAS-OLE: Bigkpute AocnigkeHHs [0BrocTPOKOBOI 6esnekn Ta
edheKkTMBHOCTI DiTycipaHy y nauieHTiB 3 remocpinieto A abo B, 3 abo 6e3 iHrbITOPHUX aHTUTIN A0 hakTopy
3cigaHHsa VI abo IX», kog gocnigpkeHHst LTE15174, sepcis 03 Big 08 rpygHsa 2020 p.; cnoHcop - Genzyme
Corporation, USA/ [xeHsalim KopnopeiiwH, CLUA

3aaBHUK - ToBapncTeo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»



14. fopatok (Bepcia 4.0 Big 07 TpaBHA 2021 poky) Ao IHdopmauii ana nauieHTa Ta dopmu
iHdbopMmoBaHoi 3rogu, Bepcia 5.0 Big 10 nunHa 2018 pokKy, YKpaiHCbKOIO Ta POCiliCbKOO MoBamMu [0
MPOTOKO/TY  K/IHIYHOTO  JochifpkeHHs «PaHgomizoBaHe, noAgifiHe cnine, niaueb0-KOHTPONbOBaHeE,
baraToueHTpoBe JOC/iMKEHHA ha3n 3, WO NpoBOANTLCA B NapasiesibHUX rpynax A1 OuiHKM 6e3neyHocTi Ta
e(heKTMBHOCTI 3aCTOCYyBaHHS YCTEKiHymalby Ans iHAYKUiAHOT Ta nigTpMMytodoi Tepanii y Yy4YacHWKIB
JOCNIOXKEeHHA 3 aKTMBHUM BMPA3KOBMM KOMITOM CepefHbOro abo BaXKKOrO CTYNEeHS TSXKKOCTI», KOZ
pocnipkeHHs CNTO1275UC03001, 3 iHKkopriopoBaHoto nonpaskoto 2 Bif 20 kBiTHA 2016 poky; crnoHcop -
«HAHcceH-Cinar IHTepHelwHn HB», benbris

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

15. bpouwypa aocnigHuka, RO5541267 TECENTRIQ® (ATte3onisymat/Atezolizumab), Bepcia 17 Big
BepecHsi 2020 p. aHrNifiCbKO MOBOLIO [0 NPOTOKOJTY K/iHIYHOrO BUNpobyBaHHSA «BigkpuTe 6araToLeHTpoBe
JoJaTtkoBe [OCNIMKEHHSA B NaUieHTIB, paHile BKIYEHUX A0 AOCNifKeHHA npenapaty ATesonisymao,
cnoHcopoM fikoro € Genentech ta/abo F. Hoffmann-La Roche Ltd (IMBRELLA B)», kof [ocChigKeHHA
B040729, sepcia 2 Big 20 notoro 2020 p.; cnoHcop - F. Hoffmann-La Roche Ltd. /®. XodhdmaHH-/1a PoLu
Ntp., Weenuapis

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

16. BK/lOUEHHA [OAATKOBOro MicUA nNpoBeAeHHs K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKOJY KNiHIYHOMo
BMNpPO6YyBaHHA «PaHaoMi3oBaHe, NoaBiliHe ciine, nnaueb0-KOHTPONbOBaHe A0CiMKEHHS dhasn 3 A5 OLiHKN
ehbeKkTUBHOCTI Ta 6e3neYHOCTI pilemMmaToBipa y HEMOB/IAT Ta AiTeil (BikoMm Bif = 28 AHiB 40 < 5 pokiB) Ta 3rofom
Yy HOBOHapoMKeHUX (BiKOM < 28 [OHiB), rocnitanisoBaHuxX 3 NPMBOAY FOCTPOI iHPEKUiT AnNXanbHUX LWNAXIB,
CNPUYNHEHOT pecnipaTopHO-CUHUMTIaNbHUM BipycoM (PCB)», kop pocnigpkeHHs 53718678RSV3001, sif
17.08.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HBx», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusi NnpoBeAEeHHS K/IiHIYHOrO BUNPO6GYBaHHS

1. O.M.H. loboga A.M.

KomyHasibHe HekomepuiiHe nignpremctBo CymcbKoi o6nacHoi pagn «Ob6nacHa gntava KiiHivHa
NiKapHs», IHQEKLiiHO-60KCOBaHe BIAAINEHHA AiTeA paHHbOro Biky, CYMCbKUIA LepXaBHWI
YHiBepcuTeT, kadpegpa neaiatpii, m. Cymm

17. Incbopmauisa gna nauieHta Ta Popma iHchopmoBaHoi 3rogu — NMpotokon 54767414MMY3012, Bepcis
YKpaiHCbKOI0 MOBOI AnA YKpaiHu Big 26.05.2021, Bepcia 9.0; IHopmauisa ana nauyieHta ta Popma
iHdbopMmoBaHoi 3rogu - MpoTtokon 54767414MMY3012, Bepcif pocilicbKolo MOBOIO AJisi YKpaiHu Big,
26.05.2021, Bepcia 9.0 40 NPOTOKO/Y KIIHIYHOTO BUNPOBYBaHHA «PaHfoMi30BaHe 6araToLeHTpoBe KiiHivHe
pocnimpkeHHa 3 dhasu NopiBHAHHA NiALLIKIPHOrO Ta BHYTPILULHLOBEHHOIO BBEAEHHA JapaTtyMymaoy y nauieHTis
3 peunamMBHO UM pedpakTePHO MHOXWHHOK MIENOMO», KO AochnimkeHHs 54767414MMY3012, 3
nonpaskoto Amendment 4 Big 01.04.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTUVKA HB», Benbris
3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

18. MK-3475-671_00 Bpouwypa woao Heoaa’loBaHTHOI Tepanii YKpPalHCbKOIO MOBOIO ANs1 YKpaiHu;
Bpowypa gocnigHuka MK-3475, BugaHHs 20 Big 08 6epe3Hs 2021 poky, aHINMilicbKO0 MOBOLO; YKpaiHa,
MK-3475-671, IHchopmauia Ta AOKYMeEHT npo iHchopmoBaHy 3rogy AnsA nauieHta, Bepcia 07 Big 15
TpaBHA 2021 p. yKpaiHCbKOKO MOBOIK; YKpaiHa, MK-3475-671, IHcopMauis Ta AOKYMEHT mnpo
iHdbopMoBaHy 3roay Ans nauieHta, Bepcia 07 Big 15 TpaBHA 2021 p. pocilicbKOlo MOBOIO; YKpaiHa,
MK-3475-671, IHpopmaLifiHWIA NUCTOK i AOKYMEHT Npo iHchopMoBaHy 3rogy Ha MaiiGyTHE GiomepuuHe
pocnipkeHHa, Bepcia 00 Big 25 TpaBHA 2021 p. yKpaiHCbKOK MOBOW; YKpaiHa, MK-3475-671,
IHcbopmauiliHMiA MNCTOK | AOKYMEHT Npo iHhopmMoBaHy 3roay Ha MaiioyTHe GiomeAnUHe [OC/iAKEHHS,
Bepcia 00 Big 25 TpaBHA 2021 p. pOCIfiCbKOIO MOBOK [0 MPOTOKO/Y K/IIHIYHOTO AOC/iAKEHHS
«PaHgomizoBaHe, noggiiiHe-cnine gocnigpkeHHsa Il hasnm ABOXKOMMOHEHTHOI XiMioTepanii npenaparamm
naatuHM B KombGiHauii 3 nem6ponizymaéom (MK-3475) abo 6e3 HbOro, B SIKOCTi Heoaf'toBaHTHOI /
af’'toBaHTHOI Tepanii g1 nauieHTiB 3 onepabesibHMM HegpiOHOKNITUHHUM pakom nereHs |1, A Ta llIB (T3-4N2)
ctagin (HOPM) (KEYNOTE-671)», kog gocnimpkeHHs MK-3475-671, 3 iHkoprnopoBaHoto nonpaskoto 05 Big 18
nvnHa 2019 poky; cnoHcop - «Mepk Wapn Exg Joym Kopn.», godipHe nignpuemctso «Mepk EHg, Ko., IHK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)



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

19. Bk/1lOUEeHHA [O[ATKOBUX MicUb MPOBeAEHHS1 K/iHIYHOro AOCAIMKEHHA [0 MPOTOKONY KAiHIYHOro
pocnimpkeHHs «[logaTtkose 6aratoLeHTpoBe BigkpuTe gocnimpkeHHs 11l dha3n 3 MeTor OLiHK/ o3aHiMoay A/
nepopasibHOro NPUIioOMy NpK JIIKyBaHHI NaLieHTIB i3 cepeAHbOTSHKKMM abo TsHKKMM nepebirom xsopobu KpoHa B
akTuBHIl chopmix», kog gocnipkeHHsa RPC01-3204, pegakuis 5.0 Big 03 BepecHs 2020 p.; cnoHcop - «CenmkeH
IHTepHewHn Il Capn» (Celgene International 1l Sarl), LUBeliyapis

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

Ne MN.1.6. BigNOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa micL NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS
1 nikap doHeub A.T.
ToBapunCTBO 3 0OMEXEHO BiANOBiAaNbHICTIO «Meabya-KniHik», MeguuHuii ueHTp, cneuianisoBaHe
racTPOEeHTepoIorivyHe BigaineHHs, M. Knis
2 3aB. Bif. binotkau O.Y.
ToBapucTBO 3 O0OMEXEHOK BiAnNoBiAasnbHICTIO «EgenbBeiic Mepgike», MeguyHuin  LeHTp,
creuianizoBaHe racTpoeHTeposoriyHe BigaineHHs, M. Kuis
3 nikap YynpuHa 1.0.
ToBapuCcTBO 3 0OMEXEHOK BiAMNoBigasbHICTIO «LleHTp cimeliHol MeauuMHU nc», MeanuHwii
LEHTP, NiKkyBa/IbHO-NPOiNakTUYHMiA Nigpo3ain, M. Kuis

20. Bk/1lOUeHHA [0AAaTKOBUX Micub MPOBeAEHHA KJ/HIYHOrO AOCNIMKEeHHA [0 MPOTOKO/Y KMiHIYHOro
AocnigpkeHHs «baraToueHTpoBe paHAoMi30BaHe, NOABIHO criine, nnauebo-KOHTPOsIboBaHe AoChimKeHHs 11
hasm 3 METOK OLiHKM O3aHIMoAy 415 NepopasibHOr0 MPUIOMYy MpU MPOBEAEHHI NiATPUMYHOUOi Tepanii
nawieHTaM i3 cepegHbOTSHKKMM abo TSHXKUM nepebirom xBopobu KpoHa B akTUBHIN hopMix», KOA AOCAIIKEHHS
RPC01-3203, pegakuis 5.0 Big 28 cepnHa 2020 p.; cnoHcop - «CengxeH IHTepHewHn |l Capn» (Celgene
International 1l Sarl), LLBenuapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAABHICTIO «MI EC AW-YKPAIHA»

Ne M.1.6. BignoBigasibHOro AocnigHvka

n/n HasBa micLs NpoBeAeHHs KMiHIYHOro BUNPO6YBaHHS

1 nikap OoHeub A.T.

ToBapncTBO 3 0OMEXEHO0 BignoBigabHICTI0O «Meabya-KniHik», MeanyHuii LeHTp, cneujianizoBaHe
raCTpoeHTEeposIorivyHe BigaineHHs, M. Kuis

2 3aB. Bif. binoTkay O.Y.

ToBapuctBo 3 0O6MexeHOW BignoBiganbHicTio «EgenbBeiic Megikc», MeguuHuii  LeHTp,
cnetianisoBaHe racTpoeHTepPOsIoriyHe BigaiNeHHs, M. Knis

3 nikap YynpuHa /1.0.

ToBapucTBO 3 OOGMEXEHO BiANOBIZANLHICTIO «LleHTp cimeiHOT MeguumHKM nac», MeandHuia
LLEeHTP, NiKyBanbHO-NpogoiIakTUYHMIA nigpo3ain, M. Kuis

21. Bk/lOYEeHHA [OAATKOBOro Micusl NpoBefeHHs1 K/iHIYHOro AOCiMmKEeHHS 00 NPOTOKONY KMiHIYHOro
BMNpobyBaHHsA «baratoueHTpoBe paHAoMi30BaHe, NoABIHO chine, nnaueb0-KoOHTPoiboBaHe JocnigpkeHHs Il
chasm 3 METOIO OLLIHKM O3aHiMoAy 4715 NPUAOMY NepopasibHO MPU NPOBEAEHHI IHAYKLIHOT Tepanii nauieHTam i3
CepefiHbOTSHKKMM ab0o TshKKMM nepebirom xBopobu KpoHa B akTuBHIi dopmi (gocnimkeHHs Nel 3 OujiHKK
iHAYKUINHOT Tepanii)», kog pocnimkeHHss RPC01-3201, pepakuis 5.0 Big 03 BepecHs 2020 p.; cnoHcop -
«CenpxeH IHTepHewHn Il Capn» (Celgene International 1l Sarl), LUseliuapis

3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

Ne M.l.6. BignoBigabHOro gocnigHmka
n/n Ha3Ba MicLs NpoBeAEeHHSA K/iHIYHOrO BUNPOOYBaHHS
1 nikap YynpuHa /1.0.
ToBapnCcTBO 3 06MEXEHOHD BifNoBigasbHICTIO «LleHTp ciMeiiHoi MeanUmMHn Nac», MeanyHuii LeHTp,
NiKyBa/IbHO-NPOdiNaKTUYHWIA Nigpo3ain, M. Kvis




22. MNopoBXEeHHA TPMBANOCTI KNiHIYHOro BUNPoGyBaHHA B YKpaiHi Ao 31 nunHa 2025 poKy 40 NpoToKoy
KNiHIYHOrO BMNPOOYBaHHA «BigkpuTe po3lWMpeHe AOCNIMKEHHA i3 CNOCTEPEXEHHAM 6e3nekn nauieHTiB 3
XBOPO6OI0 KpOHA B aKTMBHIl dasi Bif cepegHboro A0 THXKOro CTYNeHs BaXKKOCTI, fiKi paHille npuiiMany yyacTb
y npoTokoni eTponisymad dasa lll gocnimpkeHHa GA29144», kop, pocnimxkeHHs GA29145, sepcia 6 Big 29
kBiTHA 2019 poky; cnoHcop - «®. XoddmaHH-/19 Pow flta», LWBseiiyapia (F. Hoffmann-La Roche Ltd,
Switzerland)

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

23. Jocbe pocnimxKyBaHOro sikapcbkoro 3aco6y Filgotinib, Bepcia 11.0 Big 14 kBiTHA 2021 poKy,
aHrniicokoto MoBoto; MoAoBXeHHA TpuBaNOCTi TepmiHy npugatHocTi AJ13 inroTiHiOy, TaGneTku,
BKpPUTi NNiBKOBOIO 0G0M0HKOL0, 200 Mr 3 36 MicALiB A0 60 MicALiB 40 NPOTOKONY KAiHIYHOrO A0CAIAKEHHS
«PaHpomizoBaHe, noggiiHe cnine, nnaue60-KOHTPONbOBaHE [AOC/iMKEHHA ha3n 2 ANnA OUiHKWM BRAUBY
inroTiHiby Ha napameTpu crnepMu Yy [AOPOC/IMX YOMOBIKIB i3 aKTUBHUM peBMaToigHUM apTpUTOM,
ncopiatTMyHUM  apTpPUTOM,  aHKINIO3YUMM  CMOHAWNITOM  ab0  [OOPEHTTEHONOTNYHUM  aKCia/lbHUM
CMOHAMM0aPTPUTOM», KoL, focnimpkeHHss GLPG0634-CL-227, sepcis 2.0 3 iHkopnopoBaHoto nonpaskoto 1.0
Bif, 26 TpasHA 2020 poky; crnoHcop - Galapagos NV, benbris

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

24. NMoaoBXeHHsA TPMBAIOCTi NPOBeAEHHA KNiHIYHOro BUNPoG6yBaHHA B YKpaiHi Ao 20 ciuHa 2023 poky
[0 MpOTOKO/ly KAiHIYHOrO BUNPOOYBaHHA «baraToueHTpoBe paHAoMi3oBaHe naueb0o-KOHTPOIbOBaHe
pocnipkeHHs |l dasn aresoniszymady (aHTu-PD-L1 aHTUTINO) B pexumi MOHOTepanii Ta B MOEAHAHHI 3
xiMioTepanieto Ha OCHOBI NMaTUHW Y MaUiEHTIB i3 HeNikoBaHOK MiCLEBO-MOLLIMPEHO abo MeTacTaTUYHO
ypoTeniasibHOK KapuuHOMO», Kog, gocnimpkeHHs WO30070, sepcis 9 Big 9 6epesHa 2021 p.; cnoHcop -
®.XodhdmaHH-/1a Pow J1Ta (LBeliyapis)

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifnoBiAasIbHICTIO «PoLl YKpaiHa»

25. OHOBJIEHWIA NPOTOKOJ KNiHiuHOro Bunpo6yeBaHHsa MK-3475-B15 3 iHkopnopoBaHoto nonpaskoto 01
BiA 14 TpaBHsA 2021 poKy, aHr/1iicbKOIO MOBOIO; YKpaiHa, MK-3475-B15, Bepcis 1.00 Big 03 uepBHsa 2021
YKpaiHCbKOI0 MOBOIO, iH(hbopMauiss Ta AOKYMEHT npo iHhopmoBaHy 3rogy Ans nauieHTa; YKpaiHa,
MK-3475-B15, Bepcia 1.00 Big 03 uepBHA 2021 poCilicbkOl0 MOBOIO, iH(hopMaLis Ta JOKYMEHT npo
iHbopMmoBaHy 3rogy OnsA nauieHTa; 3a/lyyeHHA A0AATKOBOro Micusi NpoBeAeHHA BUNPOOYBaHHSA B
YKpaiHi 0 NpOTOKO/Y K/iHIYHOro AOC/iMKeHHsT «PaHaoMi3oBaHe, BigkpuTe gocnimpkeHHs Il dpasn ansa ouiHkm
nepionepauiiHoro 3actocyBaHHs eH(popTyMady BeAoTUHY Yy KOMOIHaUil 3 nembéponisymabom (MK-3475)
MOPIBHAHO 3 HEOA'tOBAHTHOIO Tepaniel reMunTabiHoM Ta LUCMIaTUHOM Y YYaCHUKIB 3 M'A30BO-iHBA3UBHUM
pakom Ce4yoBOro Mixypa, npugaTtHux pnsa nikyBaHHa uucnnatuHom (KEYNOTE-B15 / EV-304)», kopg
pocnipkeHHa MK-3475-B15, sepcia 00 Big 04 nuctonaga 2020 poky.; cnoHcop - «Mepk Wapn EHg Ooym
Kopn.», gouvipHe nignpuemcTtBo «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus NpoBefeHHS KIIHIYHOrO BUNPO6YBaHHS
1 K.M.H. Cabagaw M.E.
KomyHasibHe HekomepLiiHe NignpruemMcTBO JIbBIBCbKOT 061acHOi paan «JIbBIBCbKMI OHKOMOTIYHWIA
perioHanbHWiA NiKyBa/lbHO-AIarHOCTUYHWIA LEHTP», YPOSIOrivyHe BigdineHHs, M. JIbsiB

26. BKNOUYEHHA A0[ATKOBOro Micus NpoBefeHHA K/iHIYHOro BMNPOGYBAaHHA [0 NPOTOKOY K/IHIYHOro
AocnimKeHHss «PaHaoMi3oBaHe KhiHiYHe pocnigpkeHHs da3nm 3 KombiHoBaHOI Tepanii AMiBaHTamaGom Ta
NasepTiHiGOM y MOpiBHAHHI 3 OCMMEPTMHIOOM Ta y MOPIBHAHHI 3 JlazepTiHIOGoM siK nepLioi NiHil Tepanii y
nauieHTiB 3 MicueBo-nowmpeHuMm abo meTacTaTMYHUM HeAPIOHOKMITUHHMM pakoM fiereHb 3 MyTaui€to
peuenTopiB enigepmasnibHoro gpaktopa pocty (EGFR-myTauieto)», kog gocnigpkeHHs 73841937NSC3003, Biz
05.06.2020 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», besnbris

3asBHUK - «<AHCCEH ®PAPMALIEBTUKA HB», Benebris

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa micuf npoBeAeHHs KNiHIYHOITo BUNPOOYBaHHS

1. | nikap Pekyta A.C.

MegnuHunii ueHTp «Ok!KniHik+» TOBapuUCTBa 3 OOMEXEHOK BiANoBIAAILHICTHO «MiKHapogHWIA




| | IHCTUTYT K/iHIYHMX AOCNiMKEHb», BiaAiN XimioTepanii cTalioHapHOro BigaineHHs, m. Kuis

27. 36inblUeHHA KiNbKOCTI gocnigpkyBaHux B YKpaiHi (3 20 go 35 oci6) A0 MpOTOKO/Y KAiHIYHOro
[OCNIMKEeHHS «[JOCNiMKEeHHA 3 OUIHKM e(eKTUBHOCTI, 6e3neYHocTi Ta (papMakoKiHETUKM NpU 3aCTOCYBaHHI
npenapaTty IgPro20 (imyHorno6yniHy anAa nigwKipHoro BBefeHHs1, XiseHTpa®) y JOPOC/MX NALEHTIB i3
aepmatomiosutom (AM) - pocnigkeHHa RECLAIIM», koa gocnigxeHHs IgPro20_3007, nonpaska 3 Big 21
nvnHa 2020 p.; cnoHcop - CSL Behring LLC, USA / CiEcEn bepiHr EnEnCi, CLUA

3aaBHuK - TOB «ApngaHceq KniHikasn», YkpaiHa

28. OHOBIEHUIA NPOTOKON KNiHiYHOro gocnigpkeHHA EFC16034 3 nonpaBkoto 04, Bepcia 1 Big, 14 KBiTHA
2021p., aHrniicbKkoto MoBO1O; OCHOBHa iHhopmauisa npo gocnimkeHHsA i hopma iHchopmoBaHoi 3rogn,
Bepcia 6 Big 29 kBiTHA 2021p., aHrniiicbkolo MoBoOw; IHchopmauia gna nauyieHta Ta dopma
iHcbopmMoBaHOiI 3rogu, Bepcia ana Ykpaiiu Ne 6, Big, 07 TpaBHA 2021p. (Ha ocHOBI OCHOBHOI iH(hopmauit
npo AocnigkeHHs i popmu iHhopmoBaHOI 3rogu Bepcis 6 Big 29 kBiTHA 2021p.) aHrNiicbKO MOBOLO;
IHchbopmaunia gna naugieHta Ta popma iHchopmMoBaHOT 3roaun, Bepcisa ansa YkpaiHu Ne 6 Big 07 TpaBHA
2021p. (Ha ocHOBi OcHOBHOI iHthopmaLuii npo gocnimKeHHs i bopmu iHchopmoBaHoi 3roau, Bepcis 6 Big,
29 KBiTHA 2021p.) yKpaiHCbKOI0 MOBOIO; IHpopMaulia anAa naudieHTa Ta oopma iHthopmoBaHOi 3roaum,
Bepcia Ne 6 ana YkpaiHu Big 07 TpaBHA 2021p. (Ha ocHOBi OCHOBHOI iHpopMaLii NPo AOCAIAKEHHS i
c¢hopmu iHhopMoOBaHOi 3roau, Bepcis 6 Big, 29 kBiTHA 2021p.) pociiicbkoto MoBoO10; LLLlogeHHUK naylieHTa
AnA peectpauii npuitomy A/, Bepcia 7.0 go PA04 Big 07 TpaBHA 2021 p., aHINMiINCbKOIO, YKPATHCHKOKO
Ta POCINCBLKOK MOBamu [0 MPOTOKO/Y KAIHIYHOTO AOChifpKeHHs «PaHgomizoBaHe, noggiiHe chnine
gocnimpkeHHss 3 dpasn ans BUBUEHHST epekTUBHOCTI Ta 6e3nedHocTi npenapaTy SAR442168 y nopiBHSHHI 3
TepudpnyHomigom (O6aaxio®) B yHacHUKIB 3 peLuanByrouMmmn opmamm poscistHoro ckneposy (GEMINI 2)»,
Koa gocnigxkeHHs EFC16034, 3 nonpaskoto 03, Bepcia 1 Big 28 BepecHa 2020p.; cnoHcop - Genzyme
Corporation, USA (xeH3ainm KopnopeliwH, CLLUA)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

29. OHoBneHwuit MpoTokon KniHiuHoro Bunpo6ysaHHA Debio 1143-SCCHN-301, Bepcis 6.0 Big 7 rpyaHs
2020 p.; 3MiHa Ha3BM 3asiBHMKa K/iHIYHOro BunpoobysaHHs 3 TOB «IHC Pecepu YkpaiHa» Ha TOB
«CiHeoc Xesc YkpaiHa»; Debio 1143 (Xevinapant) Bpowypa AocnigHuka (BA), Bepcis 13 Big 28 XOBTHA
2020 p. aHrniicbkoto moBoto; 4413 Debio 1143, po3unH A1 nepopasibHOro 3actocyBaHHA 20 mr/mn,
Bepcia 1.2 Big ciuHa 2021 p. aHrniiicbkoo mMoBoiw; AA4/13 nnaue6o go Debio 1143, po3unH gnsa
nepopasibHOro 3acTtocyBaHHsA, Bepcia 1.2 Big ciuHa 2021 p. aHrnaiicbkoo MoBor; Debio 1143-
SCCHN-301 IHdhopmauiiHnii NUcToK i hopma 3rogm Ansi OCHOBHOIO AocnimpKeHHs, Bepcia 2.1.0 Big 05
Gepe3HA 2021 p. aHrniiicbKol, YKpailHCbKOK Ta pociiicbkoo MoBamu; Debio 1143-SCCHN-301
Mangemias COVID-19, IHchopmauiiiHuii nucTok i hopma 3rogu, Bepcis 2.1.0 Big 10 6epe3Ha 2021 p.
aHrNINCbKOK, YKPAIHCLKOIO Ta POCIiICbKOK MOBamMu [0 NPOTOKO/Y KAIHIYHOrO  AOC/iAKEHHS
«PaHgowmizoBaHe, noAgiiHe cnine, Niaueb0-KOHTPOIbOBaHe A0CAiMKEHHA dha3un 3 ANs1 BUBUYEHHS npenapary
Debio 1143 B komGiHaUil 3 XimioTepani€eld Ha OCHOBI MpenapartiB nNaaTUHW Ta MPOMEHEBOK Tepaniew 3
MOAY/IbOBaHWM 3@ [HTEHCUBHICTIO NMYYKOM i CTaHOAPTHUM dpakLioHyBaHHAM Y nauieHTiB i3 MicLeBo
PO3MNOBCIOAKEHOK MIOCKOKNITUHHOIO KapLMHOMOK TO/1I0BM Ta WKW, WO BiANOBi4aOTb KpuUTepiam and
paaukanbHoT XimionpomMeHesoi Tepanii (TrilynX)», kog gocnigkeHHs Debio1143-SCCHN-301, Bepcis 4.0 Big,
23 nunHa 2020 p. 3 nonpaekamu 1-3; cnoHcop - Debiopharm International S.A., Switzerland (LLBeliyapis)
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

Bbyno: Crano:
TOB «IHC Pecep4 YKpaiHa» TOB «CiHeoc Xenc YKpaiHa»

30. OHOBNEHUII NPOTOKOJ KI/iHIYHOrO BUNPOOYBaHHsA, Bepcia 2 Big 21 oBTHA 2020 p.; Popma
iHdbopMoBaHoi 3rogu, Bepcis 2.0 gnsa YKpaiHM yKpPaTHCbKOK Ta pocilicbKotlo moBamu Big 20 KBiTHA 2021
p. Ha ocHoBI maiicTep-Bepcii hopmu iHchopmoBaHoi 3rogu ans gocnigpkeHHs W042312, Bepcin 2 Big, 16
XOBTHA 2020 p.; LWoaeHHMK nauieHTa anAa peecTpauii 3actocyBaHHA /13, Bepcia 2.0 ana YKpaiHu
YKpaiHCbKOI Ta pocilicbkoo MmoBamu Big 20 KBiTHA 2021 p. Ha ocHOBI wWoAeHHUKa nauieHTa AansA
peecTpauii 3acTocyBaHHS AOC/iAKYyBaHOro nikapcbKoro 3sacooy, Bepcia 2.0_GDC-9545, kancynu, Ta
npenapar NopiBHAHHA Big 01 rpyaHAa 2020 p.; /lucT-nogsika nauieHty, Bepcia 1.0 yKkpaiHCbKOI Ta
pociiicbkolo MoBamu; 3HIMKM €eKpaHy efleKTPOHHuX onuTyBasibHUKiB (EORTC QLQ-C30, BPI-SF,
EORTC QLQ-BR23, PRO-CTCAE, EQ-5D-5L, FACT-GP5), Bepcis 1 Bif, 26 )o0BTHs1 2020 p. yKpaiHCLKOIO
MoBoOlO Ta Bepcis 1 Big 29 oBTHA 2020 p. POCiliCbKOO MOBOK [0 MPOTOKOJTY KAIHIYHOTO JOCHIAKEHHS
«PAHOOMI3OBAHE, BIOKPUTE, BATATOLUEHTPOBE [JOCNIOIXKEHHA ®A3 11 ANA  OUIHKA
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E®EKTVMBHOCTI TA BE3MEYHOCTI GDC-9545 Y TIOPIBHAHHI 3 BWBPAHOKO JNIKAPEM
EHAOOKPNUHHOKO MOHOTEPAMNIEKD Y MAUIEHTIB 13 PAHIWE NIKOBAHAM ECTPOIEH-PELIEMNTOP-
Nno3NTNBHNM, HER2-HETATUBHAM MICLUEBO-MNOWNPEHM ABO METACTATUYHVM PAKOM
MOJIOYHOI 3ANTI03W», Kkoa mocnimkeHHs WOA42312, Bepcis 1 Big 15 TpasHs 2020 p.; CMOHCOP -
®.XodhdmaHH-/15 Pow fTa, LWBeiuapis

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

31. OHoBneHuiA MpoOTOKON KNiHIYHOrO BUNPOGYBaHHA, Bepcia 9 Big 07 ntotoro 2021 p.; Jogatok 1
Bepcia 1.0 gna YKpaiHM YKpalHCbKOK Ta pocCilicbKkolo moBamu Big 20 kBiTHA 2021 p. go copmu
iHcbopmoBaHoOi 3rogu Bepcii 8.0 AnA YKpaiHN YKPATHCHLKOIO Ta POCINCbKOIO MoBaMu Bif 27 KBiTHA 2020
p. Ha ocHoBi mogenbHoro foaaTtky 1 no dopmu iHchopmoBaHoOi 3roan Bepcia 10 gna gocnigkeHHA
WO039210 Big 23 nuctonaga 2020 p. 40 NPOTOKO/Y KAiHIYHOTO [OCNIMKEHHS «BaraTtoueHTpoBe,
paHgomi3oBaHe, nnauebo-kOHTPOIbOBaHe, NoABikHe cnine gocaimxeHHs Il hasm aresonizymaby (aHTu-PD-
L1 aHTUTINO) B AKOCTI af’'toBaHTHOI Tepanii y NauieHTiB 3 HUPKOBO-KNITMHHOI KapLMHOMOK 3 BUCOKUM
PY3MKOM PO3BUTKY MeTacTasiB nicnsa HedpekTomii», kog, gocnimkeHHa WO39210, sepcid 8 Big 15 ntotoro 2020
p.; cnoHcop - ®.XogpmaHH-/1a Pow /114, LWBelinapisa

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