JopaTtok

«Mepenik cyTTeEBMX MOMNpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOGYBaHb, PO3rAsHYTUX Ha 3acifaHHi
HTP Ne 32 Big 16.09.2021, Ha siKi 6yn11 oTpUMaHi MO3UTUBHI BUCHOBKMN €KCMepPTIB.»

1. Po3pgin «S.2 MANUFACTURE» [ocbe pocnigxyBaHoOro nikapcbkoro saco6y MK-8591, Bepcisi
06FGZN Big 28 nunHa 2021 poky, aHrnificbkoto moBoto; Po3gin «S.3 CHARACTERIZATION» flocbe
pocnipkyBaHoro siikapcbkoro 3aco6y MK-8591, Bepcisi 06FGZN Big 28 nunHsa 2021 poKy, aHrNilicbKoto
MmoBoto; Po3pgin «S.4 CONTROL OF DRUG SUBSTANCE» [locb€e focnigKyBaHOro NikapcbKOro 3acooy
MK-8591, Bepcia 06FGZN Big 28 nunHA 2021 poOKy, aHrMNiiCbKOK MOBOK [0 MPOTOKO/Y KAiHIYHOro
JocnimpkeHHss «PaHgomizoBaHe, KiiHiuHe pocnimkeHHs Il cdasm y Bl/1-1-iHikoBaHUX NaL€HTIB, SKUM
npoBoAnniacst IHTEHCMBHa Tepanis, ANs OUiHKM aHTUPETPOBIPYCHOI aKTUBHOCTI C/INOro  MiKyBaHHS
ichaTrpaBipom, gopaBipuHOM abo AopasipvHOM/icnaTpaBipoM MPU NOPIBHSAHHI KOXHOI rpynun NikyBaHHS 3
nnauebo, a TakoX A1 OUIHKM aHTUPETPOBIPYCHOI aKTMBHOCTI, 6e3neku Ta MNepeHOCUMMOCTi BiAKPUTOro
NikyBaHHSA fopasipuHom/icnatpasipom», Kog gocnigpkeHHsa MK-8591A-019, 3 iHkopnopoBaHoto nornpaskoto 03
Bif, 29 xo0BTHA 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpnemctso «Mepk EHg Ko.,
IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

2. Jocbe pocnigxyBaHoOro nikapcbkoro 3aco6y (IMPD), JNJ-64264681-ZAT, kancynu, po3ginu 2.3
Introduction, 3.2.S Drug Substance, 3.2.P Drug Product Big 06 cepnHsa 2021 poKy, aHI1iiCbKOIO MOBOHIO.
Aocbe pocnigpxyBaHoOro nikapcbkoro 3aco6y (IMPD), JNJ-64264681-ZAT, kancynu, po3gin 3.2.A
Appendices, Big 22 nunHa 2021 poKy, aHIMiiCbKOD MOBOIO; 3pa3ku MapKyBaHHA AOCANioKyBaHOro
npenapary JNJ-64264681, kancynu no 35 mr, 140 mr, Bepcia 1 Big 12 nunHa 2021 poky, YKpPaiHCbKOO
MOBOI0; 3a/lyd4eHHAA HOBUX BUPOGHUUYMX AinaHok Catalent (Shanghai) clinical trial supplies Co., LTD,
Kutaii; MopgoBxeHHs TepMmiHy npugaTHOCTi go 36 MicAuiB Ansa nikapcbkux 3aco6is G004 ta G005
kancynu; MpoaoBXeHHA TPUBA/IOCTI AOCAIMKEHHS Y BCiX KpaiHax, Ae NpPoOBOAUTLCA KIliHiuHe
BUNPOGYBaHHA, BK/AOYaloun YKpaiHy Ao 2 pokiB 10 micsauiB 13 AHIB [0 NPOTOKONY KNiHIYHOIO
JocnimpkeHHs «Bigkpute gocnimpkeHHA 1 dpa3n 3 ouiHKM 6e3nedHocTi, hapMakoKiHETUKN | hapMakoanHaMikm
npenapaty JNJ-64264681 B y4yacCHVKIB 3 HEXO[KKIHCbKOK NiMGIOMOK Ta XPOHIYHUM NiMGdOUUTAPHUM
Neiiko3oM», Kog, gocnimkeHHs 64264681LYM1001, nonpaBka 4 Big 18 notoro 2021 poky; CnoHcop - AHCCeH-
Cinar IHTepHewHn HB, Benbris / Janssen-Cilag International NV, Belgium

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

3. OHOBNEeHUii NPOTOKON 3 nonpaBkot 2 Big 20.05.2021 p.; IHchopmauia ana nauieHta ta dopma
iHcbopmoBaHoi 3rogu- Mpotokon CNTO1959LUN2001, Bepcii 4.0 ykpaiHCbKOKO MOBOIO ANA YKpaiHu Big
13.07.2021 p.; IHcopmanin Ana naugieHta Ta @Popma iHdopmMoBaHOi 3rogu- [poTokon
CNTO1959LUN2001, Bepcii 4.0 pociiicbkolo MoBO AnA YkpaiHu Big 13.07.2021 p.; IHdopmauia ans
nauyieHTa Ta ®opma iHpopMOBaHOI 3rogn ANA yyacTi y HE0O60B’A3KOBIl YacTuHi gocnigpkeHHa AHK -
MpoTokon CNTO1959LUN2001, Bepcia 2.0 ykpaiHCbKOIO MOBOIO AN YKpaiHu Big 13.07.2021 p.;
IHhopMmauia gna nadieHta Ta Popma iHPOpMOBaHOI 3rogn ANA ydyacTi Y HEOGOB’A3KOBI YaCTUHI
pocnipkeHHa AHK - Mpotokon CNTO1959LUN2001, Bepcia 2.0 pocilicbkolo MOBOIO A1 YKpaiHu Bipg,
13.07.2021 p.; OHoBneHwuii po3gin 3.2.S pgocbe A/13 guselkumab (CNTO1959), 3a kBiTeHb 2021 p.;
OHoBneHuit po3gin 3.2.P gocbe /13 guselkumab (CNTO1959), nonepeHbLO 3anoBHeHWI wnpuy, 1 M.,
100 mr/mn 3a KBiTeHb 2021 p.; OHoBneHnii po3gin 3.2.P pocbe guselkumab (CNTO1959) nnaue6o,
nonepegHbO 3anoBHeHW wnpuy 1 mn., 100 mr/mn 3a KBiTeHb 2021 p.; AopaHo po3gin 3.2.P gocke A3
guselkumab (CNTO1959), nonepegHbLO 3anoBHEeHWiA wnpuy 2 M., 100 mr/mn 3a yepBeHb 2021 p.;
AopaaHo pospgin 3.2.P pocbe guselkumab (CNTO1959) nnaue60, nonepegHb0 3anoOBHEHUI WNpuy, 2
Ms1., 100 mr/mn 3a yepBeHb 2021 p.; OHoBneHwuii po3gin 3.2.R gocbe guselkumab (CNTO1959) 1 mn.
UltraSafe Plus, Big 07 TpaBHA 2021 p.; JoaaHo pos3gin 3.2.R pocbe guselkumab (CNT01959),
nonepeagHbO 3anoBHeHWI wnpuy 2 ma. YpsoMate, Big 04 uepBHA 2021 p.; OHOBeHuWIA po3gin 3.2.A
pocbe guselkumab (CNTO1959)., 3a kBiTeHb 2021 p.; BknioueHHs BUPOOGHUYOI AinAHku Catalent
Pharma Solutions, Kutaii, gna AN13 guselkumab (CNTO1959), nonepegHbo 3anoBHeHUIA wnpuy 1 mn
100 mr/mn Ta 2 mn 100 mr/imn Ta guselkumab (CNTO1959) nnaue60, nonepeAHbLO 3anOBHEHWIA Wwnpuy 1
Ma 100 mr/imn ta 2 ma 100 mr/mn; BkntoueHHss BUPOOHMYOI gainaHkm Catalent Germany Schorndorf
GmbH, HimeuuuHa, gna AN13 guselkumab (CNTO1959), nonepeaHbO 3anoBHeHui wnpuy 1 mna 100
mr/mn ta 2 mn 100 mr/mn ta guselkumab (CNTO1959) nnaue60, nonepeaHbO 3anOBHEHUI wnpuy, 1 mn
100 mr/imn Ta 2 mn 100 mr/mn; BKNoueHHA BUPOGHUYOT AinAaHku Catalent Pharma Solutions, LLC, CLUA,
ana AN3 guselkumab (CNTO1959), nonepeaHbo 3anoBHeHu wnpuy, 1 ma 100 mr/mn 1a 2 ma 100 mr/mn
Ta guselkumab (CNTO1959) nnaue60, nonepegHb0 3anoBHeHui wnpuy 1 ma 100 mr/imn 1a 2 ma 100
Mr/imn; LLoAeHHUK ydacHUKA YKpaiHCbKOK MOBOK Bif 27.05.2021p.; KapTka-WwoAeHHUK y4yacHUKa
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BOCNiMKeHHA pocilicbKol MOBOIO Big 27.05.2021p.; MoaoBXeHHA TepMiHiB KNiHIYHOro BUNPOGYyBaHHSA
B YKpaiHi go 25.12.2025 p.; BknoueHHsa pgopatkoBoro pacyBaHHA AN13 rycenbkymad, guselkumab
(CNTO1959), po3uuMH ansa iH'eKUiid y nonepegHbO 3arnoBHEHOMY wnpuui, 200 mr, 2 ma, 100 mrimn;
3pa3ok mapkyBaHHA ana lycenbkyma6 200mr/nnaue6o, 2mMs PO3UUHY [0 NPOTOKO/Y KAiHIYHOMO
BMNpobyBaHHA «baraToueHTpoBe, paHAOMi30BaHe, MoAgiiiHe cnine, nnauebo KOHTPO/bOBaHe, B
napanenbHuX rpynax KniHivHe JOCNiIXeHHS rycesibKymaoy y naLieHTiB 3 akTMBHUM BOBYAKOBUM HEPUTOM»,
ko pocnimkeHHs CNTO1959LUN2001, 3 Tllonpaskow 1 Big 07.05.2020 p.; cnoHcop - «AHCCEH
OAPMALEEBTUKA HB>», Benbris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

4. OHOB/EHWIA NPOTOKO KNiHiuHOro Bunpo6yeaHHsa TVB009-IMB-30085, nonpaBka npoTtokony 02 Big
29 yepBHA 2021 p.; Aocbe gocnipkyBaHOro nikapcbkoro 3aco6y TVB-009 (denosumab), Bepcis 2.0 Bipg,
09 nunHA 2021 poky, aHrnilicbKo MoBOIO; IHhopmauis ans nauieHTa i popma iHhopMmoBaHoOiI 3roaum,
agantoBaHa Ana YkpaiHum Bepcia 3.1 Big 16 nunHAa 2021 p., aHrniicbkolo MoBOLo; IHhopMauiiHni
nucTok nauieHta i Popma iHhopMoBaHOi 3roau, agantoBaHa AnAa YKpaiHu Bepcia 3.1 Big 16 nunHaA
2021 p., wo ocHoBaHa Ha /1N ®I3 ansa Bcix kpaiH okpim CLUA, maiictep Bepcii 3 Big 06 nunHsa 2021 p.
Mepeknag 3 aHrNINCLKOT Ha yKpaiHCbKy MoBy 02 cepnHsa 2021p.; IHcopmauiiiHuiA NMCTOK NayieHTa i
®dopma iHchopMoBaHOi 3roau, aganToBaHa AnA YkpaiHu Bepcis 3.1 Big 16 nunHa 2021 p., Wo ocHOBaHa
Ha I/TN ®I3 gna Beix KpaiH okpim CLUA, mavictep Bepcii 3 Big 06 nunHa 2021 p. NMepeknag 3 aHr1iiCcbKOi
Ha pociiicbKy moBy 03 cepnHsa 2021 p.; 3asly4eHHs NiKapCcbKoro 3acooy BigeiH 12.5 Mkr, BUpoGHULTBA
AT «KniBCcbKuii BiTamiHHUIA 3aBOA», YKpaiHa, B AAKOCTi npenapary cynyTHbOI Tepanii; 3MiHa KinbKOCTi
pocnipkyBaHux B YKpaiHi 3 36 o 280; BkitoueHHA [0[aTKOBUMX MiCLUb NMPOBEAEHHA KAiHIYHOro
BUNpPoOOYyBaHHA: Micus npoBeAeHHA KNiHIYHOrO BMNPOGYBaHHA Ta BignoBiganbHi gocnigHuku: 1.1.
Hasea /N3 Ta micuA npoBegeHHs KMiHIYHOro BUNPOGYBaHHA: MepguuyHWi LEHTpP ToBapucTBa 3
oOMexeHow BignoBiganbHicTio «MeguuHa KniHika «Bnaromeg», JiKyBa/ibHO-AiarHOCTUUHMIA
nigposain ; 1.2. MicuesHaxomkeHHs: Byn.. EcnnaHagHa 20, oddic 417 01023. m. KuiB, YKpaiHa;
BignoBiganbHuii 4OCNiAHUK K.Mepf.H., Jlikap-peBMaTonor ®eabkoB Amutpo JleoHigoBuu; 2.1. Hasea
JIN3 1a micua npoBeAeHHs KNiHIYHOro BUNPoGyBaHHA: MegUUHNI LEHTP TOBApUCTBA 3 OGMEXEHOIO
BignoBiganbHicTIO «Mepnoya-KniHik», NiKyBaJIbHO-NPOhiNakTUUHUIA nigpospain; 2.2.
MicuesHaxomkeHHs: npocn. Jlo6aHoBcbKkoro 17, 03037, m.KniB, YkpaiHa BignoBiganbHuii gocnigHuk
nikap-eHAOKpUHoOor, nikap-tepaneBT locton CeitTnaHa BonogumupiBHa [0 NPOTOKOY K/IHIYHOrO
nocnimpkeHHs «PaHaomizoBaHe, noagiiHe cnine, 6araToHaljioHanbHe, G6araTtoueHTpPoBe AOC/iMKEHHsT ANns
NOpPIBHAHHA edeKTUBHOCTI, 6e3nekn Ta imyHoreHHocTi TVB-009P Ta geHocymaby (MPOJIIA®) y naujieHTiB 3
nocTMeHonay3aslbHMM OCTEONOPO30M», Koa gocnimpkeHHs TVB009-IMB-30085, npotokon 3 nonpaskot 01,
pata Bepcii 03 notoro 2021 p. ; cnoHcop - Teva Branded Pharmaceutical Products R&D, Inc., USA

3asBHUK - TOB «CaHaKnic», YkpaiHa

Ne MN.l.B. BignosiganbHOro gocnigHuKa

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPOOGYyBaHHS

K.M.H. ®eabkoB [4.J1.

MeguuHuiA LUEHTP ToBapucTBa 3 OOMEXEeHOK BignoBiganbHicTIO «MeguuHa KiiHika
«bnaromef», /likyBasbHO-AiarHOCTUYHUIA NiaPo3Aain, M. Kuis

2. | nikap MNocton C.B.

MeauuHuiA UeHTP TOBapucTtBa 3 OOMeXeHOow BignoBiganbHicTio «Mepaoya-KniHik»,
nikyBa/ibHO-NpodpiNakTMYHWIA nigposain, m. Kuis

5. OHOB/IEHMIT NPOTOKOJ1 KNiHIYHOTO BUNPOGYBaHHA nonpaBka 5, Bepcif 6.0 Big 26 6epe3Hsa 2021 pokKy;
3miHa Ha3BU NPOTOKONY KNiHIYHOro BUNPOOGYyBaHHSA; 3MiHA KOHTaKTHOI 0co6u CnoHcopa K/iHiYHOro
BUNpo6yBaHHA; Bpowypa gocnigHuka no npenapaty bpasnkyma6 (Brazikumab, MEDI2070, AMG 139),
Bepcia 8.0 Big 02 Gepe3Hsa 2021 poky; 3miHa AO03yBaHHA AOC/iAKYBaHOro JliKapCbKOro 3aco6y
Bpas3ukymab (Brazikumab), po3uuH ans iHdysiit AN BHYTPILWHLOBEHHOIO 3aCTOCYBaHHA Ha 720 mr/mn
y thnakoHi 6mn; 3miHa J0O3yBaHHA AOCAiIAKYBaHOro slikapcbKoro 3aco6y Bpasukyma6 (Brazikumab),
po3unH gna iHdysiii gna nigwkipHoro 3actocyBaHHA Ha 120 mr/mn y nonepegHbO HanoOBHEHOMY
wnpuui 1 mn; 3anyyeHHA 40AAaTKOBUX BUPOGHUUUNX AINIAHOK A0 AO0CNIAKYBaHOIo NikapCcbKOro 3acooy
Bpasukyma6 (Brazikumab), po3uuH ans iHdysiii gna BHyTpilUHbLOBEHHOrO 3aCTOCyBaHHA 720 Mrimn y
cthnakoHi 6Mn; A0 ApocnipkyBaHOro nikapcbkoro saco6y Bpasukymao (Brazikumab), po3uuH ans
iHpy3iil ana nigwkipHoro sactocyBaHHsA 120 mr/mn y nonepegHbo HANOBHEHOMY Lnpuli 1 mi:

Vetter Pharma-Fertigung GmbH & Co. KG, Germany

Schuetzenstrasse 87 and 99-101, 88212 Ravensburg, Germany



Vetter Pharma-Fertigung GmbH & Co. KG, Germany

Mooswiesen 2, 88214 Ravensburg, Germany

Vetter Pharma-Fertigung GmbH & Co. KG, Germany

Eisenbahnstrasse 2-4, Langenargen, Baden-Wuerttemberg, 88085 Germany

Fisher Clinical Services UK Limited, United Kingdom

Langhurstwood Road, Horsham, RH12 4QD, United Kingdom

Fisher Clinical Services Inc., United States 7554 Schantz Road, Allentown, PA, 18106, United States
Fisher Clinical Services GmbH, Switzerland

Steinbiihlweg 69, Allschwil, 4123, Switzerland

Allergan Pharmaceuticals Ireland, Ireland

Castlebar Road, Westport, Co. Mayo, F28 AW83, Ireland

AstraZeneca Nijmegen BV, The Netherlands

Lagelandseweg 78 6545 CG Nijmegen, The Netherlands

Medimmune Limited, United Kingdom

Granta Park, Great Abington Cambridge CB21 6ET, United Kingdom

AstraZeneca AB, Sweden

R & D Gothenburg, Pepparedsleden 1, Méindal, 431 83, Sweden

ASTRAZENECA UK LIMITED - MACCLESFIELD DEVELOPMENT, United Kingdom

Silk Road Business Park, Macclesfield, SK10 2NA, United Kingdom; 3anyyeHHs AopaTKOBUX
BUPOGHMUNX AINAHOK A0 niaue6o focnigkyBaHOro likapcbKoro 3aco6y bpasukyma6 (Brazikumab),
po3uuH ans iHdysi ana nigwkipHoro sactocyBaHHsa 120 mr/mn y nonepeaHb0 HaNnOBHEHOMY WNpuUui 1
M

Vetter Pharma-Fertigung GmbH & Co. KG, Germany

Schuetzenstrasse 87 and 99-101, 88212 Ravensburg, Germany

Vetter Pharma-Fertigung GmbH & Co. KG, Germany

Mooswiesen 2, 88214 Ravensburg, Germany

Vetter Pharma-Fertigung GmbH & Co. KG, Germany

Eisenbahnstrasse 2-4, Langenargen, Baden-Wuerttemberg, 88085 Germany

Fisher Clinical Services UK Limited, United Kingdom

Langhurstwood Road, Horsham, RH12 4QD, United Kingdom

Fisher Clinical Services Inc., United States

7554 Schantz Road, Allentown, PA, 18106, United States

Fisher Clinical Services GmbH, Switzerland

Steinbiihlweg 69, Allschwil, 4123, Switzerland

Allergan Pharmaceuticals Ireland, Ireland

Castlebar Road, Westport, Co. Mayo, F28 AW83, Ireland

AstraZeneca Nijmegen BV, The Netherlands

Lagelandseweg 78 6545 CG Nijmegen, The Netherlands

Medimmune Limited, United Kingdom

Granta Park, Great Abington Cambridge CB21 6ET, United Kingdom

AstraZeneca AB, Sweden

R & D Gothenburg, Pepparedsleden 1, Méindal, 431 83, Sweden

ASTRAZENECA UK LIMITED - MACCLESFIELD DEVELOPMENT, United Kingdom

Silk Road Business Park, Macclesfield, SK10 2NA, United Kingdom; 3anyyeHHsA popaTtkoBOi
BUPOGHMYOI AiNAHKN A0 naue6o [AOoCigpKyBaHOro nikapcbkoro 3aco6y Bpa3suMkymab, po3uvH ans
BHYTPIiLUHbOBEHHUX iH’€KLiiA, 720 mr y conakoHi 6 mn: JouipHe nignpuemcTBo «dDapmarpeig» YKpaiHa,
82100, /ibBiBCbKa 061., m.Aporo6uy, Byn.Cambipcbka, 85; YactuHa 2.1.P [locbe gocnigKyBaHOro
nikapcbkoro 3aco6y. MeguuHuii npenapart (bpasukymag), Bepcisi 5.0 Big 25 6epe3Ha 2021p.; YactuHa
2.1.P flocbe pocnigxyBaHoOro nikapcbkoro 3aco6y. Mpenapart nnaue6o (Bpasnkymab), Bepcis 6.0 Big,
25 6epe3HA 2021p.; YacTuHa 2.1.S locbe AOCNifKYBaHOro slikapCbKOro 3aco6y. JlikapcbKka peuoBuMHa
(Bpasukymab), Bepcis 2.0 Big 05 GepesHsa 2021 p.; IHCTPyKuisa ANl MeAUYHOro 3acTOCyBaHHS
nikapcbkoro 3aco6y (nnaue6o ao PR 1: Bpasnkymat, po3uuH A5 BHYTPILUHbOBEHHUX iH’eKUiii, 720 mMr
y thbnakoHi 6 mn) Mrokosa (Glucose) 5%, po3unH g1 BHYTPilWWHbOBEHHUX iH(y3ii, nakeT 100mn (gnA
BHYTPILLHLOBEHHOro BBefAleHHA); IHhopmauis npo gocnigmkeHHA Ta ¢hopma 3roaum ANA [OPOCUX,
NnokanbHa Bepcisi Homep 2.0 AnA YKpaiHM yKpalHCbKOIO MOBOIO, aaTta Bepcii 8 nunHa 2021 poky Ha
ocHoBi macTtep Bepcili Homep 8.0 Big 01 kBiTHA 2021 poKy; IH(hopmaLia Npo onuioHanbHe reHeTUYHe
pocnipkeHHa T1a hopma iHhopmMoBaHOI 3roau, NoKasibHa Bepcis Homep 1.0 Ana YKpaiHu yKpaiHCbKOIO
MOBOI0, Aata Bepcii 8 nunHA 2021 poKy Ha ocHoBi MacTtep Bepcii Homep 1.0 Big 30 6Gepe3HA 2021 poKy;
IHopmauia Ta ¢opma 3roagMm Ha HagaHHA [aHUMX BariTHOI MApPTHEPKUM [O0POC/Oro yvacHuka
[OcCnipKeHHsA, NoKalibHa Bepcia Homep 2.0 ansa YKpaiHM YKpaiHCbKOK MOBOLO, Aata Bepcii 8 nunHsa
2021 poky Ha ocHoBi MacTtep Bepcili Homep 2.0 Big 30 G6epesHa 2021 poky; MapkyBaHHA pnakoHy
pocnipkyBaHoro nikapcbkoro 3aco6y Bpasukymao (Brazikumab), po3uumH pnsa iH’ekuii, 720mr y
cthnakoHi 6 M1 a6o nnaue60 AnA BHYTPiLLHLOBEHHOIo 3acTOCyBaHHs, Bepcis 1.0 Big 29 6epesHs 2021p.;
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MapkyBaHHSA naKkyBaHHA [OC/iAKYBaHOro flikapcbKoro 3acooy bpasukyma6 (Brazikumab), po3uuH gns
iH’ekuii, 720Mr y cpiakoHi 6 mn a60 nnaue6o Ansi BHYTPilLHLOBEHHOIoO 3acToCcyBaHHs, Bepcia 1.0 Big, 29
6epe3Ha 2021p.; MapKyBaHHSi MaKyBaHHA [oOCAigXyBaHOro nikapcbkoro 3aco6y bpasukyma6
(Brazikumab), po3uuH gns iH’ekuii, 120mr/mn y nonepeaHb0 HanoBHEHOMY wWNpuvLi 1mn a6o nnaue6o
ANns  nigwkipHoro 3actocyBaHHA, Bepcia 1.0 Big 01 kBiTHA 2021p.; MapkyBaHHA wWnpuua
pocnipkysaHoro nikapcbkoro 3acody bpasunkyma6 (Brazikumab), posuuH ansa in’exuii, 120mr/imn y
nonepegHbLO HANMOBHEHOMY WNPULi 1mn a6o nnaue6o, ANA NigWKIPHOro 3acTocyBaHHSA, Bepcia 1.0 Big,
01 kBiTHA 2021p.; MapKkyBaHHA nnaue6o (Fnokosa, po3unH ansa iHgysiin 5%, 100 mn y KOHTeliHepax
NBX) po aocnigxyBaHOro nikapcbKoro 3aco6y bpasnkymat A1l BHYTPilUHbOBEHHUX iH’ €KL, 720 Mr y
cthnakoHi 6 mn.; KapTka yuacHuka gocnimxeHHs, JlokanbHa Bepcia Homep 1.0 ana YKpaiHu yKpaiHCbKOI
MOBOlI0, garta Bepcii 02 nunHa 2021 poKy Ha ocHoBi MacTep Bepcii Homep 1.0 Big 25 6epe3Hsa 2021 poKy;
KapTka goctyny Ao iHTepaKTUBHOI BepcCii NOCiGHMKA 3 AOCAIAKEHHA ANA YKPAiHU YKPAIHCbKOK MOBOLO,
Bepcis 1.0 Big 28.04.2021; KapTka noAAKM 3a y4acTb Y AOCNiIfKEHHiI ANA YKpaiHU YKpPaTHCbKOIO MOBOIO,
Bepcia 1.0 Big 16.04.2021; IHCTPYKUil A0 CaMOCTIiHOrO 3amOBHEHHS AaHKeTU NOo 3anajibHoMy
3aXBOPIOBaHHIO KULWIEYHUKa A1 YKpalHU YKpaiHCbKO MOBOK, Bepcia Big 30 GepesHa 2017p.;
onutyBanbHUK «SF-36v2® Health Survey Single-ltem Standard Recall for Handheld Device» gns
YKpaiHu yKkpaiHCbKOl MOBOLo, Bepcis 1.1 Big 23 nuctonaga 2015; OnutyBanbHUK «EQ-5D-5L» ans
YKpaiHu yKpalHCbKOI0 MOBOIO Bepcis Big 2021p.; OnuTyBanbHUK «3arasibHe BpaXeHHs nauieHTa Wwoao
3MiHU-BUPA3KOBUI KOMT» ANA YKpPaiHUW YKPAiHCbKOK MOBOIO, Bepcif Big 2021p.; OnutyBasibHUK
«3arafilbHe BpaXeHHs1 MalieHTa WOoAO0 TSHKKOCTI-BUPA3KOBOro KOMITy» ANnsl YKpaiHUM YKPaiHCbKOH
MOBOI0, Bepcia Big 2021p.; OnutyBa/ibHUK «LLLOAEHHUK BUMOPOXHEHb KULUEYHUKa» A1 YKpaiHu
YKpaiHCbKOI0O MOBOIO, Bepcis Big 2021p.; OnuTyBaNibHUK «BeuipHii WOAEHHUK» ANA YKpaiHu
YKpaiHCbKOIO MOBOLO, Bepcif Big 2021p.; OnutyBanibHUK «FACIT LWkana BTtomu (BapiaHT 4)» ans
YKpaiHu yKpaiHCbKOIO MOBOIO, Bepcif Bif, 7 nunHsa 2012p.; 3anyvyeHHA [0[4aTKOBUX MicLb NPOBeAEHHA
KNiHIYHUX BUNPOOYBaHb [0 MPOTOKO/Y KiHIYHOrO AOChifpKeHHA «baraToueHTpoBe, paHAoMi3oBaHe,
noAgiiHe cnine, nnaueb0-kOHTPO/IbOBaHE Ta KOHTPO/IbOBAHE 3a aKTMBHUM NpenapaTom JOCifKeHHs dasn 2
3 MOABIHUM MacKyBaHHSIM B NapaneflbHuX rpynax i3 54-TWXHEBUM nNepiogom MiKyBaHHS 3  OLHKM
edheKkTMBHOCTI Ta 6e3ne4HOCTi 6pasuKyMady rnpu 3aCTOCYBaHHiI B y4aCHUKIB 3 aKTUBHUM BUPA3KOBUM KOJTITOM
Bij CEpPeHbOro CTyMeHs TSHXKKOCTI A0 TSHKKOro», Kog gochigpkeHHs D5272C00001 (MonepepgHini kop, 3151-
201-008), nonpaska HomMep 4 Big 17 cepnHa 2020 poky; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO CTANO
BaraTtoueHTpoBe, paHAOMiI3OBaHe, MNoABiliHe | 54-TKHeBe, GaraToueHTPOBe, paHOOMi3OBaHe,
cnine, naaue60-KOHTPOsIbOBaHe Ta | NnoAaBiiHe  cnine, NAaUe60-KOHTPO/IbOBaHe

KOHTPO/IbOBaHe 3a aKTUBHUM Mnpenaparom | gocnifkeHHs ¢asu 2 B napanesibHUMX rpynax
pocnigpkeHHsa dpasn 2 3 NoABIKHAM MacKyBaHHAM | ons  OUIHKW  e(eKTMBHOCTI Ta  6e3neku
B napanenbHux rpynax i3 54-TxHeBMM | Bpasukymaoy y
nepiogom NikyBaHHA 3 OLiHKU e()eKTUBHOCTI Ta | NaLUieHTIB 3  BMPA3KOBUM  KONiTOM  Bij
Ge3neyHoCTi 6pa3nKkymady npu 3acTocyBaHHI B | cepegHbOro A0 BaXKOro CTYMEeHA aKTUBHOCTI
y4YacHUKIB 3 aKkTUBHUM BUpa3koBuUM Konitom Big | (Expedition Lead-in)

cepefHbOro CTyneHs TSAKKOCTI A0 TSHKKOro

BYNO CTANO
N LB. KoHTakTHOI oco6u: Alison McGhee | M |.b. KoOHTakTHOi ocoobu: Eva Barkstedt
Micue3HaxomKeHHs1 puanNYHOT ocobu | micue | MicuesHaxomKeHHs puUaUYHOT ocobu | micue
npoxuvBaHHA pisuuHoOi ocoobu: 85 Karlebyhus, | npoxuBaHHA  isnuHol oco6u: Sodertalje,

Astraallen, Sodertalje, SE 151 85, Sweden | SE-151 85, Sweden
KoHTtakTHMii TenedoH: + 46 8 533 26904 | KoHTakTHMA TenedpoH: +46 0 855321613
dakc: + 46 8 533 26904 | dakc: + 46 855326904
Appeca €/1IeKTPOHHOT nowTn: | Agpeca €/1IeKTPOHHOI noLwTn:
Alison.mcgheel@astrazeneca.com eva.barkstedt@astrazeneca.com

Ne MN.L.B. BignoBiganbHOro gocnigHuka

n/n HasBa MicLa NpoBeAeHHA KNiHIYHOro BUNpPoo6yBaHHs

1 nikap Manuuybka A.IM.

KomyHanbHe HekomepuiliHe NignNpPUMeEMCTBO «XepCOHCbKa MicbKa K/iHiYHA nikapHsa
iM. €.€. KapaGenewa» XepCOHCbKOiI MICbKOI paau, racTpoTepaneBTUYHe BigAineHHs,
M. XepCcoH

2 K.M.H. flayeHko O.I'.

KomyHanbHe HekomepuiliHe nignpuemctBo «Micbka KniHiyHa fikapHA Ne2 iMeHi npod.




0.0. LWWanimoBa» XapKiBCbKOI MiCbKOi pagu, NPOKTONMOriYHe BigAineHHA, M. XapKiB

3 K.M.H. Monskosa I'.B.

MeguuHuii LeHTp ToBapucTBa 3 O6MeXeHow BignoBiganbHicTio «KoHcuniym Megikan»,
KNiHiKO-KOHCYNbTaTUBHE BiggineHHs, M. Kuis

4 nikap Piwko A.P.

KomyHanbHe HeKomepuiiiHe nignpuemcTBO «3akapnartcbka o6nacHa KiiHiuHa fikapHs iMeHi
AHppia HoBaka» 3akapnaTrcbKoi 00NnacHOI pagu, racTpoOeHTeposnoriuHe BiafiNeHHs,
M. YXropoj

5 A.M.H. Focnogapcbkuii |.5.

KomyHanbHe HekomepuiliHe nNignpuemMcTBo «TepHONiNIbCbKa YHiBepCcUTETCbKa NikapHA»
TepHONiNbCLKOI 06Gn1acHOI pagu, o6nacHWii LEeHTpP racTpoeHTeponorii 3 renarosiori€to,
racTpoeHTepoJsioriyHe BigAineHHs, M. TepHoninb

6 nikap bapaHeHko B.M.

MeauuHuii UeHTpP «YHiBepcasibHa KiiHika «OO6epir» TOBapucTtBa 3 OOMEXEHOI
BignoBiganbHicTIO «KanuTtasn», KNiHiKO-KOHCY/NbTaTUBHE BiggisieHHA, M. KuiB

6. OHOB/IEHMII MPOTOKOJ1 KJiHIYHOro BUnpoG6ysaHHa MK-1986-018, 3 iHkopnopoBaHO0 nonpaskoto 06
Bif, 24 TpaBHsA 2021 poKy, aHrnilicbKolo MOBOLO; Bpoulypa gocnigHmka MK-1986 (TR-701 FA), BugaHHsa
14 Big 16 uyepBHA 2021 pOKYy, AaHrIACBLKOK MOBOK [0 MPOTOKO/Y KAIHIYHOrO AO0CAIAKEHHS
«PaHgomizoBaHe, KOHTPO/IbOBaHe 3a A40NOMOrol akTMBHOMO Npenapary NOPIBHAHHSA, KNiHiYHe gocnigxeHHs 1l
hasn ansa BMBUEHHA 6e3neyHocTi Ta edpekTMBHOCTI MK-1986 (Teamsonigy docdaTy) y naujieHTiB BikOM Bif
HapoKeHHA [0 <12 pokiB 3 rocTpymy GakTepiaNbHUMU HPEKUIAMU LWKIpU Ta LWKIPHUX CTPYKTYP», KOA
pocnipkeHHa MK-1986-018, 3 iHkopnoposaHo nonpaskoto 05 Big 16 BepecHa 2020 poky; cnoHcop - «Mepk
Wapn EHg Ooym Kopn.», godipHe nignpuemctso «Mepk EHZ Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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

7. Bpowypa gocnigHuka JNJ-212082 ZYTIGA (aGipaTtepoHa auetar), BugaHHsa 16 Big 11.06.2021 p. go
NPOTOKONY KNIHIYHOTO AOCNimKeHHs «PaHaomi3oBaHe, noAgiiiHe crine, KNiHiYHe AO0C/iMKEHHST NMOPIBHSIHHSA
npenapaTy AGipaTepoHa aueTtaTy M/0C HU3bKI 031 NPeAHi30HY MC aHApPOreHHa aenpusadiiHa Tepanis
(ADT) y nopiBHSAHHI 3 Ti/IbK1 aHAPOreHHoW AenpuBaL|iiHOK Tepanielo y nauieHTiB 3 BnepLue BCTaHOB/IEHUM
MeTacTaTUYHUM Pakom nepeaMixypoBOl 3as103M BUCOKOTO PU3MKY, SKMM He NpoBOAMIOCA nonepesHe
ropmoHasnbHe nikyBaHHA (MHNPC)», ko gocnigxeHHa 212082PCR3011, 3 nonpaskoto INT-4 Big 15.02.2017
p.; cnoHcop - « AHCCEH ®APMALEEBTUKA HB», Benbris

3asBHuK - «AHCCEH ®APMALIEBTVKA HB», benbris

8. MaTtepianu gna yyacHukiB gocnigxeHHs: Jliuct go nauieHrta (Dear Patient Letter), Bepcisa 1.0 Big 23
noToro 2021 poky, yKpaiHCbKOIO Ta pocilicbKoio MoBamu; Bpowypa ansa naudieHta «JOCAMHEHHSA
KPALLWMX PE3Y/NbTATIB Y BUBUYEHHI MCOPIATUYHOIO APTPUTY. focnigxeHHa APEX», Bepcisa 1.0
Big 23 noTtoro 2021 poKy, YKpaiHCbKOIO Ta pociiicbkoto moBamu; Moctep «JOCANHEHHA KPALLUX
PE3Y/IbTATIB Y BUBYEHHI MCOPIATUYHOIO APTPUTY», Bepcia 1.0 Big 23 ntoToro 2021 poky,
YKpPaiHCbKOIO Ta POCilicbKkoo MmoBaMu; KepiBHMLTBO Ans ydyacHUKIB gocnigpxkeHHsa APEX, Bepcis 1.0 Big,
23 notoro 2021 poKy, YKpaiHCbKOK Ta pocilicbKoo moBamu; KapTka ansa nayieHta «4AKYEMO 3A
BALL BHECOK Y AOCNIMKEHHA APEX!», Bepcia 1.0 Big 23 ntotoro 2021 poKy, YKpaiHCbKOI Ta
pocilicbkolo MoBamu; BK/IlOUEHHA A0AATKOBUX MicUb NPOBEeAEHHA KNiHIYHOro BUNPOGYBaHHA [0
MPOTOKO/TY  K/HIYHOTO  AochifpkeHHs «PaHgomizoBaHe, noAgifiHe cnine, naueb0-KOHTPONbOBaHe,
6araToLeHTpoBe AocnimkeHHs 3b ha3u 3 MeTOO OLHKM e(pekTUBHOCTI Ta 6e3neYHOCTi NiALWKIPHOro BBEAEHHS
rycesibKymMaoy [/ 3MEHLUEHHA 03HaK i CMMNTOMIB Ta CMOBI/IbHEHHSA PEHTIEHO/0rNYHOT NPOrpecii y nauieHTis
3 aKTMBHVM McopiaTU4yHUM apTpuTOM», Kog AochigkeHHs CNTO1959PSA3004, nonpaska 1 Big 07 kBiTHA 2021
poky; cnoHcop - Janssen Pharmaceutica NV, Belgium / AHcceH ®apmaueBTuka HB, benbris

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

Ne MN.I.B. BignoBiganbHOro gocnigHuka

n/n HasBa micus npoBefeHHs K/iHIYHOro BUNPOGyBaHHSA

O.M.H., npod. Ky3sbmina I".IN.

KomyHanbHe nignpuemctBo «KpuBopisbka MicbKa KniHiuHa nikapHs Ne2» KpuBopi3bKoi
MIiCbKOI paau, KapAionoriyHe BigAi/IeHHA 3 PeBMaTONOTNIYHUMK nixkkamu, M. Kpusui Pir

2. | nikap TkauyeHko M.B.

KomyHanbHe niagnpMemMcTBO «MonTaBCbKa o6nacHa KNiHiyHa NiKapHsA




iMm. M.B. CknichocoBcbkoro MontaBcbKoi oGnacHoi pagu», O6GnacHuii NikyBaJlbHO-
AiarHOCTUYHWIT peBMaToNOoriYHuiA LeHTp, MonTascbkuii gepxaBHUii MegUYHUIA yHiIBEpcUTeT,
Kacegpa cimeitHoi MeguLmHK | Tepanii, M. MonTaBa

3. | K.M.H., goueHT Tpuninka C.A.

KomyHanibHe HekoMepLiiiHe NignpMeMcTBO XapKiBCbKOi o6nacHoOi pagn «O6nacHa KniHiuHa
NiKapHA», KOHCY/IbTATUBHA NOANIKAiIHIKa, M. XapKiB

4. | K.M.H. ¥Ypcon H.B.

KomyHanlbHe  HekomepuiliHe  nignpuemcTBO  «XMe/ibHULbKa OGslacHa  NikapHA»
XMenbHULbKOI 06/1aCHOT paau, peBMaToJIorivyHe BiggiNneHHs, M. XMenbHULbKUiA

9. OHOB/IEHMI NPOTOKOA KJliHIYHOro gocnigkeHHa APD334-210 3 nonpaskoto 1.0 Big 02 uepBHsa 2021
POKy, aHrniicbkoto moBoto; IHhopmauiiHnii nucTtok i chopma 3rogu, Bepcia V3.0UKR(uk)1.0 Big, 06
nunHAa 2021 poky, nepeknag yKpaiHCbKo MoBOHo Big 19 nunHAa 2021 poky; IHchopmauiiHuiA NMUCTOK i
thopma 3roam, Bepcia V3.0UKR(ru)l1.0 Big 06 nunHa 2021 pokKy, nepeknapg pociiicbkolo MOBOIO Big, 19
nunHAa 2021 poky; Bpowypa ansa naugieHta, Bepcis [VO1 UKR(uk)] Big 27 kBiTHA 2021 poKy, YKPaiHCbKOIO
MoBolo; Bpoluypa ana nauieHTa, Bepcis [VO1 UKR(ru)] Big 27 kBiTHA 2021 poKy, pOCil/iCbKOI0 MOBOIO;

Bpowypa gnAa nauieHta, Bepcia [VO1 Global(en)] Big 27 kBiTHA 2021 poKy, aHrNifiCbKOIO MOBOK [0
NPOTOKO/Y KMNiHIYHOTO AocimkeHHs «PaHgomizoBaHe, NoABiiiHe chine, niauebo-KOHTPOo/IboBaHe 52-TuHeBE
OOCNipKeHHA ONA OUiHIOBaHHA edeKTUBHOCTI Ta 6e3MeYHOCTi 3acTOCyBaHHA eTpaciMogy B MauieHTIB i3
aKTVBHUM BMPA3KOBMM KOJTITOM MOMIPHOrO CTyNeHs TSXKOCTI», kof, gocnimpkeHHa APD334-210, sepcis 0.0 Big,
20 nunHa 2020 poky; cnoHcop - «ApeHa ®apmMacbioTikan3, IHK.» (Arena Pharmaceuticals, Inc.), United States
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

10. Bpowypa ana gocnigHuka 3 npenapaty Ozanimod (RPC1063), pepakuis 14.0 Big 22 kBiTHA 2021 p.;
OuiHKa cniBBigHOWeEHHA KopucTi Ta pusuky (Benefit and Risk Assessment) gna gocnigxeHHsa RPCO1-
3001, pepakuia 7.0 Big 04 TpaBHA 2021 p.; 3miHa Micusa nNpoBeAeHHS K/IHIYHOro gocnigkeHHA A0
MPOTOKO/y KAiHIYHOro BMNPObGYBaHHA «baraToueHTpoBe BigKpWUTE [A0A4ATKOBE AOCMIMKEHHA npenapaty
RPC1063 npu nepopasibHOMYy 3aCTOCyBaHHi Yy XBOpPMX Ha pPeuuavBYOUWn PO3CISHWUIA CKIepo3», Kopg
pocnipkeHHa RPC01-3001, pegakuia 9.0 Big, 26 ntotoro 2020 p.; cnoHcop - «CengxeH IHTepHewHn 1l Capn»
(Celgene International Il Sarl), LLseliyapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

BY/O CTAJIO

O.M.H., npody. Mockosko C.I1. O.M.H., npody. Mockosko C.I1.

KomyHanbHuii 3aknag «BiHHMUbKa o6GnacHa | ToBapucTBO 3 OOMEXEHO BiANOBIAANLHICTIO
NCUXOHEBPONOriYHa flikapHA iMeHi  akag. | «MeguuHuMii UeHTp «CantoTeM», nNiKyBaJlbHO-
O.l. KOweHKa», BiaggineHHa Hesposiorii Ne3, | npocpinakTMUHMIA BiAAIN MeAUUYHOrO LUEHTPY,

BiHHULbKWIA HauioHa/IbHWA MeguuHuiA | M. BiHHMLA
YHiBepcurter im. M.l. MuporoBa, kacpegpa

HEepPBOBUX XBOPOO 3 KypcoM HeWpoxipyprii, m.

BiHHUUA

11. OHoOBnEeHU NPOTOKON KNiHiYHOro gocnigxkeHHs CLI-06001AA1-05, Bepcia 2.0 Big 03 TpaBHsa 2021
poky; IHchopmauiiiHnii nncTok yyacHuka ta Popma iHhopMoBaHOiI 3roaM Ha yvyacTb Y K/iHiYUHOMY
pocnipxkeHHi 3 kogom CLI-06001AA1-05, pocnimxeHHA PILLAR, Bepcis 2.0 Big 05 cepnHs 2021 poky
aHrnificbkoro MoBoo; IHhopMauiiiHuii NMCTOK yyacHMUKa Ta dopma iHhopMoBaHOi 3roAu Ha yyacTb y
KNniHiYHOMY pocnipkeHHi 3 kogom CLI-06001AA1-05, pocnigpkeHHa PILLAR, Bepcisa 2.0 Big 05 cepnHs
2021 poky yKpaiHCbKOK MOBOLO; IHhopMauiliHuii McToK | Popma iHpOpMOBaHOI 3roau BariTHOI
y4yacHMLi Ha y4yacTb y nporpami crnoctepeXxeHHsl 3a BariTHICTIO B MeXaXx K/iHIYHOro gocnigXeHHs 3
kogowm CLI-06001AA1-05, pocnimkeHHAa PILLAR, Bepcia 2.0 Big 11 uepBHA 2021 poOKy aHriiCbKOKO
MoBoto; IHhopmauiiiHuii nuctok i dopma iH(hopMOBaHOI 3rogn BariTHOI yyacHULUi Ha y4vyacTb Yy
nporpami cnocTepeXxeHHs 3a BariTHICTIO B MeXaxX KiHiuHOro gocnigpkeHHAa 3 kogom CLI-06001AA1-05,
pocnipkeHHs PILLAR, Bepcis 2.0 Big 11 uepBHsA 2021 poKy yKpaiHCbKO MOBOW; IHhopmauiiHMiA
nucToK i dopma iHhopmoBaHOiT 3roAun BariTHOI NapTHEPKN Ha y4acTb y Nporpami cnocrepexxeHHs 3a
BariTHICTIO B MeXax K/liHiYHOoro gocnimxeHHa 3 kogom CLI-06001AA1-05, nocnigkeHHs PILLAR, Bepcis
2.0 Big 11 uepBHA 2021 pOKy aHriicbKO MOBOW; IHchopMauiiiHuii nucTok | dPopma iHhopmoBaHOI
3rogu BariTHOI NapTHEPKU Ha yyacTb y NMporpami CnocTepeXXeHHA 3a BariTHICTIO B MeXaxX K/iHiYHOro
pocnipkeHHa 3 kogom CLI-06001AA1-05, pocnipxeHHa PILLAR, Bepcis 2.0 Big 11 uepBHA 2021 poky
YKpaiHCbKOI0 MOBOI; 3MiHa HaliMeHyBaHHs 3asBHUKa B YkpaiHi 3 TOB «KOBAHC K/IHIKAN



LEBENOMMEHT YKPAIHA» Ha TOB «/IABKOPM KNIHIKAN AEBE/IONMEHT YKPAIHA»; 3anyueHHs
[0[aTKOBOro Micus nNpoBeAeHHA K/iHIYHOro aocnigXeHHs [0 NPOTOKO/Y KNiHIYHOIo JOCNimKeHHA «52-
TWXKHEBe, paHAoMi30BaHe, NoABiiHe cnine, 3 NoABINHMM MackyBaHHAM, 3 KOHTpoNeM naauebo Ta akTUBHUM
KOHTposieM pocnimkeHHsa (Podnyminact, fanipecn® 500 MKr), WO NpOBOAUTLCA B NapasiesibHuX rpynax 3
MeTOI0 OLiHKM edheKTUBHOCTI Ta 6e3neyHocTi ABoxX [03 npenapaty CHF6001 y dpopMi cyxoro nopoLuky Asis
iHransyii, Wwo gojatTbCa A0 MATPMMYKOYOT MOTPINHOI Tepanii y nauieHTiB i3 XPOHIYHUM OOCTPYKTUBHUM
3axBOpPHOBaHHAM fiereHb (XO3/1) Ta XpOHIYHUM BPOHXITOM», koA gocnimxeHHs CLI-06001AA1-05, Bepcisa 1.0
Big, 20 nuctonaaa 2020 poky; cnoHcop - «K’e3i ®apmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3anBHVK - TOBapUCTBO 3 06MEXEHOI BiANoBigasibHICTIO «/TABKOPI KMIHIKA AEBENOMMEHT YKPAIHA»

Ne MN.L.B. BignoBiganbHOro gocnigHuKa

n/n HasBa Micusa npoBefeHHs KMiHIYHOro BUNPOGYBaHHS

3acTynHuK gupektopa Bunoscbka B.B.

KomyHanbHe HekoMepLiliHe MeaguuHe nignpnemMcTBo «KpeMeHuyLbKa nepa MicbKa JlikapHs
im. O.T.BoraeBCcbKOro», nyJioMOHOMOriYHe BigaineHHA, M. KpemeHUyK

12. OHoOBnMeHWi MNPOTOKON KNiHIYHOro BUNpoGyBaHHA Bepcia 6.0 Big 27 TpaBHA 2021 p.;
IHchbopmauiiiHuiA nucToKk ANA naudieHTa Ta cpopma iHpopmoBaHoi 3roau, Bepcia 2.0_06 nunHa 2021p.
ANA YKpaiHM yKpalHCbKOK MOBOIO, 3acHOBaHa Ha Maiictep Bepcii IHhopmauiiHoro nuctka gnsA
nauieHta ta popmu iHhopmoBaHOi 3roau, Bepcis 2.0_19 6epesHa 2021p.; IHdopmaLiiiHUA NnUCTOK AnA
nauyieHta Ta cpopma iHpopmoBaHoi 3rogn, Bepcia 2.0_06 nunHA 2021p. gnA YKpaiHu PoOCiiicbKoo
MOBOIO, 3acHOBaHa Ha Maiictep Bepcii IHdopmayiiiHoro nucTtka AnA nauieHta Ta copmu
iHdhopMmoBaHoi 3roau, Bepcifa 2.0_19 6epe3Ha 2021p.; Bpouwypa gocnigHuka /13 C21 Bepcis 5.0 Big 05
G6epe3HA 2021p.; Jocbe gocnimKyBaHOro fikapcbkoro 3aco6y (IMPD) 413 C21 Bepcisa 27 ciuHa 2021p.;
MopoBxeHHs TepMiHy npugatHocTi A/13 C21 go nunHAa 2022p. ana naptii 20A17 Ta 20L11 oo npoTokony
KNiHiYHOro gocnimkeHHs «barartoueHTpoBe, BigkpuTe BMNPo6byBaHHs ddasn 2 3 OAHIE rpynoto flikyBaHHSA Ans
OOCNiMKEHHs1 6e3neYHOoCTi, eDEKTMBHOCTI Ta hapMakokiHETMKM npenapaTy C21 y nauieHTiB 3 igionatnyHnm
nereHeBuM hibpo3om», kog focnimpkeHHs VP-C21-005, sepcis 3.0 Big 15 yepsHa 2020 poky; cnoHcop - «Bikop
dapma Ab» /Vicore Pharma AB, Sweden

3asaBHUK - TOB «HO CI TI-IJIOBAJT», YkpaiHa

13. TAK-935-3002 dopma iH(popMOBaHOI 3rogu Aornagava asisi OPOC/IOro nalieHTaHa y4vyactb Yy
[ocnipkeHHi pnAa YkpaiHu, aHrfaiicbkoo mMoBolo, Bepcia 1.1 Big 29 nunHa 2021 p.; TAK-935-3002
dopma iHopMOBaHOI 3roan gornsigaya ons AOPOC/Oro nauieHTa Ha yyacTb Y AOCNigKeHHi ansa
YKpaiHu, ykpaiHCbKOI0 MOBOt0, Bepcisa 1.1 Big 29 nunHsa 2021 p.; TAK-935-3002 ®opma iHpopmoBaHoI
3rogn pgornspgada AnAa AOPOC/AOro nauieHTa Ha yyacTb Yy AOChimpKeHHi gns YKpaiHu, poCiiCbKolo
MoBoto, Bepcia 1.1 Big 29 nunHa 2021 p.; 3pasok iHopmauii, Wo O6yae BuAaaHa NauUi€EHTY Ha
eneKTpoHHOMY Hocii eCOA «C-SSRS BuxigHi gaHi giteit/Big6ip», ykpaiHCbKOI0 MOBOIO, Bepcis 1.00 Big,
27 nunHAa 2021p.; 3pa3oK iHhopMmauii, Wo 6yae BuAaaHa NauieHTY Ha eNIeKTPOHHOMY Hocii eCOA
«OUiHKa BUXigHOro cTaHy/CKPUHIHT giTel 3a wKanot C-SSRS», pociiicbkotlo moBoto, Bepcis 1.00 Big 15
yepBHA 2021p.; 3pa3ok iHhopmadii, Wo 6yae BuAaHa nauieHTy Ha eN1IeKTPOHHOMY Hocili eCOA «C-SSRS
[JiTeil 3 MOMEHTY OCTaHHbOTO Bi3VUTY», YKpaiHCbKOK MOBOIO, Bepcito 1.00 Big 27 nunHsa 2021 p.; 3pa3ok
iHhopMaLlii, Wo 6yae BuAaHa nauieHTy Ha enleKTPoHHOMY Hocii eCOA «OujiHKa 3a WwKanoww C-SSRS 3
MOMEHTY OCTaHHbOIO Bi3UTY AUTUHN», POCICbKOIO MOBOLO, Bepcisa 1.00 Big, 15 uepBHA 2021p.; 3pa3ok
iHcpopmaLil, wo 6yae BMAaHa NaLieHTY Ha enneKTPoHHOMY Hocil eCOA «EQ-5D-5L PDA version, AHKeTa
cTaHy 3a0poB’a», Mepeknag Ha yKpalHCbKYy MOBY Ansi YKpaiHu, Bepcia 1.00 Big 23 uepBHAa 2021p.;
3pasok iHchopmauii, Wwo 6yae BuagaHa nayieHTy Ha enekTpoHHomy Hocii eCOA «EQ-5D-5L PDA version,
OonuTyBa/IbHUK NMPO CTaH 340pOB’A», Bepcia pocificbkolo MoBOK AnA YKpaiHu, Bepcia 1.00 Big 23
yepBHA 2021p.; 3pas3oK iHopmauii, Wo Oyae BupaHa MaLEHTY Ha eNIeKTPOHHOMY Hocii eCOA
«HaBYyanbHWi1 MOAYNb i3 KOPUCTYBAHHA NOPTATUBHMUM NMPUCTPOEM», YKPAIHCLKOIO MOBOIO, Bepcia 1.00
Big 17 rpyaHa 2020p.; 3pa3ok iHhopmauii, wo 6yae BugaHa nayieHTy Ha eNIeKTPOHHOMY Hocii eCOA
«HaBuasibHMII MOAYNb NO POGOTi 3 NTOPTATUBHUM NPUCTPOEM>», POCiiicbKOl MOBOIO, Bepcia 1.00 Big 11
rpyaHa 2020p.; 3pasok iHhopMmauil, Wwo OGyae BuAaHa NauieHTY Ha enekTPpoHHOMy Hocii eCOA
«ONUTYBaJIbHUK LLOAO AKOCTI XUTTA: OLliHKa iHBanign3auii», ykpaiHCbKO MOBOIO, Bepcis 1.00 Big 04
cepnHa 2021 p.; 3pasok iHchopmauii, Wo OGyAe BuAaHa NauieHTYy Ha eNeKTPOHHOMY Hocii eCOA
«ONUTYBaJIbHUK AJ151 OLiHKU AKOCTI XXUTTA NPY OGMEXEHHI Aie3[aTHOCTI», pOCiiCbKOI0 MOBOIO, BepcCis
1.00 Big 27 nunHa 2021p.; 3pa3ok iHchopmaLil, o 6yae BUAaHa NnauieHTy Ha efleKTPOHHOMY Hocii eCOA
«OnutyBanbHUK CareGl-l ana 3actocyBaHHs NiCNA BUXiAHOrO PiBHSA», YKPAiHCLKOIO MOBOLO, Bepcis
1.00 Big, 04 cepnHsa 2021 p.; 3pa3okK iHhopmauii, Wwo 6yae BUgaHa nauieHTy Ha eN1IeKTPOHHOMY HOCIT
eCOA «OujiHKa 3a wkanot CareGl-l nicna BuxigHoro piBHsA», pociicbkolo MoBOlo, Bepcia 1.00 Big, 27
nunHAa 2021 p.; 3pa3ok iHchopmalil, Wo oyae BuaaHa nayieHTy Ha eNeKTPOHHOMY Hocii eCOA «LUkana
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CGIl-l woao IHTEHCUBHOCTI Ta TPMBAIOCTI eninenTUYHMX HanagiB Mnicna BUXIQHOTO PiBHA»,
YKpaiHCbKOl0 MoOBOW, Bepcisa 1.00 Big 04 cepnHAa 2021p.; 3pa3ok iHopmauii, wWo 6yae BuaaHa
nauieHTy Ha eNleKTPOHHOMY HoCiT eCOA «OLjiHKa iIHTEHCUBHOCTI | TPUBaIOCTI CYOMHOro Hanaay nicns
BUXiAHOro piBHA 3a wKanot CGIl-I», pociiicbkoto MoBoto, Bepcis 1.00 Big 27 nunHa 2021 p.; 3pas3ok
iHhbopMaLii, Wwo 6yae BuAaHa NalieHTy Ha enekTPoHHOMY Hocil eCOA «IHdopMaLuisi Nnpo 3acTocyBaHHA
npenapary npuv Bi3uTi B KNiHiKy», YKpaiHCbKOO MOBOO, Bepcisa 1.00 Big 04 cepnHa 2021p.; 3pa3okK
iHpopMmauii, Wwo Gyae BuaaHa NauieHTYy Ha e/IeKTPOHHOMY Hocii eCOA «lHchopmauia npo npuiiom
npenapariB B X0Ai Bi3UTiB B pamMKax K/iHIYHOro focifKeHHs», pocCilficbKolo MoBolto, Bepcis 1.00 Big, 27
nunHAa 2021p.; 3pa3ok iHhopmauii, Wo 6yae BugaHa nauieHTy Ha eleKTPOHHOMY Hocii eCOA «Takeda
TAK-935-3002 Reminder Icon eCOA Handheld Screenshots», ykpaiHcbKkol0 MOBOLO, Bepcif 1.00 Big 04
cepnHa 2021p.; 3pa3ok iHchopmaLuil, Wo 6yae BugaHa nalieHTy Ha efleKTpoHHOMY Hocii eCOA «Takeda
TAK-935-3002 Reminder Icon eCOA Handheld Screenshots», pociiicbkolo moBoto, Bepcis 1.00 Big 27
nunHa 2021 p.; 3pasok iHdopMauii, Wo Oyae BuAaHa NalieHTY Ha eneKTPoHHoMy Hocii eCOA
«lLlogeHHUK peecTpauii 3acTocyBaHHsA npenapartiB HeBigKnagHoOi Tepanii», YKpaiHCbKOH MOBOLO,
Bepcia 1.00 Big 04 cepnHsa 2021p.; 3pa3okK iHhopmauil, o oyae BuaaHa nalieHTy Ha eNeKTPOHHOMY
Hocii eCOA «llloaeHHVK NnpuiiloMy nNpenapartiB HeBiAKMaAHOI Tepanii», pociiicbkolo MOBOIo, Bepcis 1.00
Bif 27 nunHa 2021 p.; 3pa3ok iHopmadii, Wo oyae BuaaHa nauieHTy Ha efleKTPoHHOMY Hocil eCOA
«lloaeHHUK eninenTUYHUX HanagiB», yKpaiHCbKOI MOBOO, Bepcis 1.00 Big 04 cepnHsa 2021p.; 3pa3ok
iHpopmauii, Wwo O6yae BuAaHa nauieHTy Ha efnneKTPoHHOMY Hocii eCOA «LLoAeHHUK Cy[OMHUX
HanagiB», pocilicbKoto MoBol1o, Bepcia 1.00 Big 27 nunHa 2021p.; 3pasok iHhopmaduii, Wwo o6yae BugaHa
nauieHTy Ha enneKTpoHHomy Hocii eCOA «lLogeHHMK peecTpaulil 3acToCyBaHHA AO0CAIf4KYBaHOIo
npenapary», yKpaiHCbKOK MoBOIo, Bepcis 1.00 Big 04 cepnHAa 2021 p.; 3pa3ok iHdopmadii, wo oyae
BuAaHa nauieHTy Ha efieKTPOHHOMY Hocii eCOA «LlogeHHUK NpuiioMy focnigKyBaHOro npenapary»,
pociiicbkolo MoBoto, Bepcia 1.00 Big 27 nunHa 2021 p. A0 NPOTOKOAY KNiHIYHOrO BUNPOGYBaHHS
«baraToueHTpoBe, paHAOMi30BaHe, NoAgiliHe cnine, Nnnaueb0-KOHTPO/IbOBaHE AOC/IMKEHHS B NapanenbHuX
rpynax ans ouiHkn epekTMBHOCTI, 6e3neyYHOCTi Ta nepeHocumocTi CoTiknecTaty B AKOCTi 404aTKOBOI Tepanii y
nawieHTiB AMTAYOro Biky Ta [OpOoC/uX i3 cuHapomom JleHHokca-Macto (C/N)», kog, pocnigpkeHHa TAK-935-
3002, iHiyianbHa Bepcis Big 24 6epe3Hs 2021 poky; cnoHcop - Takeaa [esenonmeHT CeHTep Amepikac, IHK.
(TAC Awmepikac) (Takeda Development Center Americas, Inc.(TDC Americas)), United States of America
3asaBHUK - ToBapucTBo 3 O6MexeHoto BignosigasbHicTio «KoHTpakTHO-ocnigHubka OpraHizadis IHHodapm-
YkpaiHa»

14. MNMopoBXeHHA TepMiHY npugatHocTi Ao 36 micAuiB ANsa [OCAIAKYBAHOrO JliKApCbKOro 3acooy
Mapsentakor anbca (aktuBoBaHuii) [npenapar MarzAA] [0 NPOTOKOAY K/HIYHOrO BUNPOOGYBaHHS
«JlocnigkeHHs chasu Il s oUiHKM edpeKTUBHOCTI Ta 6e3ne4YHOCTi Map3enTakory anbga (akTMBoBaHOro) A/s
NigLWKIPHOro BBEAEHHSA MpU NiKyBaHHI HA BUMOrY Ta KOHTPOJII0 eni3oiB KPOBOTEY Y MaLieHTiB 3 reModinieto A
abo remodpinieto B, 3 iHribiTopamu: pocnimpkeHHa Kpimcod 1 [Crimson 1]», kof pocnigxeHHs MAA-304,
Monpaska 1.0, 02 yepBHsa 2020, /lokanbHa nonpaeka MAA-304, Bepcia 1.1 Big 04 ciuHa 2021 poky (nvwe a1
Ykpainn); cnoHcop - «KeTenicT baiocaieHcus, Inkopnopelitea» [Catalyst Biosciences, Inc.], CLLUA

3anBHUK - TOBAPUCTBO 3 06MEXEHO0 BiANOBiAanbHICTI0 «MEAMENC YKPAIHA»

15. Po3koayBaHHA NikyBaHHA Ta NPUNUHEHHS NPUIAOMY NleHBaTMHIGY/nnawe6o 40 NPOTOKOY KNiHIYHOro
pocnimpkeHHs1 «PaHgomisoBaHe, noagiiHe cnine gocnigkeHHs 1l dasn komGiHauii nemoponizymady
(MK-3475) 3 abo 6e3 neHBatuHiba (E7080/MK-7902) y paHiwe HenikoBaHWX MauieHTiB 3 MeTacTaTU4yHUM
HeAPIGHOKNITUHHUM pakoMm nereHb (HOKPJ/1) 3 nokasHukoM nponopuii nyxanHu (TPS), wo 6inbwe abo
popisHoe 1% (LEAP-007)», kog pocnipkeHHs MK-7902-007, 3 iHKkoprniopoBaHow nonpaekoto 05 Big 02
6epesHsa 2021 poky; cnoHcop - «Mepk Wapn EHg Jdoym Kopn.», godipHe nignpuemcTtBo «Mepk EHA, Ko., [HK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

16. OHoBNeHuWI NpoToKoJ Bepcis 2.0 Big 08 nunHa 2021 poky; OHoBneHa Popma iH(hopMOBaHOI 3roau
Ta A03BiN Ha PO3KPUTTA iH(hopMaLlii Npo cTaH 340poB's Bepcifa 2.0 AnA YKpaiHu Big, 27 nunHa 2021 poky
YKPAiHCbKOIO, POCI/iCbKOIO Ta aHrnificbKoro MOBaMu [0 NPOTOKO/Y K/IIHIYHOTO BMUMPOGYBaHHSA
«AganTuBHe, BigKpUTE AOCAIMKEHHS 2 dia3n 3 3aCTOCYBAHHAM MHOXWMHHMX 03 3 iX 36iNbLUEHHAM, WO
NpoBOANTLCA ANS1 OUIHKA edeKTUBHOCTI, 6e3nekn, NepeHocMMocTi Ta chapmakokiHeTukn AMB-05X npwu
BHYTPILLHbOBEHHOMY BBEAEHHI Yy MNaUieHTIB 3 TEHOCWUHOBIA/IbHOK FIFAHTOKNITUHHOI MYX/IMHOW», KOpg,
pocnipkeHHs AMB-051-02, sepcisa 1.1 Big 12 nuctonaga 2020; cnoHcop - AmMax Bio., Inc. («kAmMakc bio.,
IHK.»), CLLUA

3aaBHUK - TOB "EXIH", YKpaiHa



17. BkIOYEHHA [0[AaTKOBOro MicusA NMPOBEAEHHS KiHIYHOro AocnimjxeHHA; 3MiHa HasBu Micus
npoBeAeHHA KNiHIYHOro focnimKeHHs 40 NPOTOKO/TY K/iHIYHOTO AoChigkeHHs «baraToueHTpoBe, noagiliHe
cnine, paHgomizoBaHe, nnauebo-KOHTPOsIbOBaHe AOCNiMKeHHA dasu 3 AN OuiHKM  edpeKTUBHOCTI,
6€e3MeyYHOCTi Ta NEPEHOCUMOCTI 3aCTOCYBaHHS iTpaKoOHAa30/y Y BUI/IAALI CyXOro NOPOLKY A/18 iHransauin gns
NPOMiNaKTUKM IHBA3MBHOIO LBIZIEBOTO MIKO3y B MaLi€HTIB i3 rOCTPOO JIEMKEMIEHD Ta HEMTPOMNEHIED», KOA
pocnipkeHHs ASPER-III-19-1, octatouyHa Bepcis 2.0 Big 09 BepecHs 2020 p.; cnoHcop - «/labopatyap CMb
C.A.» [Laboratoires SMB S.A.], benbris

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

Ne MN.L.B. BignoBiganbHOro gocnigHuKa

n/n HasBsa micusa npoBeAeHHSA KNiHIYHOro BUNPoGYyBaHHA

1. K.M.H. Monoswuy HO.1O.

KomMyHanbHe HeKoMepuiliHe NignpMeMCTBO «3aKkapnarcbka o6/1acHa KniHiuHa NikapHA iMeHi
AHpapia HoBaka» 3akapnaTcbKoi 061acHOI paau, rematonoriyHe BigAineHHsa, M. Y)xropog,

BYNO CTANO
K.M.H. [apToBCbKa I.P. K.M.H. [apToBCbKa I.P.
KomyHanbHuii 3aknapg KuiBcbkoi obnacHoi pagy | KOMyHanbHe  HeKoMmepuiiiHe  NignpPMeEMCTBO
«KWiBCbKMIA 06MACHUIA OHKOMOTiIYHNIA aucnaHcep», | Knuiscbkoi o6nacHoi pagn «KWiBCbKMiA 06GnacHuii
remaTosioriyHe BigaineHHsa, m. Kuis OHKOJIOTNYHWIA AnucnaHcep», LeHTP rematonorii Ta
TpaHcnaaHTauil KICTKOBOro Mo3ky, M. Kuis

18. Bpouwypa gocnigHuka nikapcbkoro 3acooy 3nmoepenimat (Zimberelimab, AB122), Bepcis 6.0 Big,
20 TpaBHA 2021 poKy, aHrjilicbkolo mMoBowo; floaatok 2.0 Big 20 TpaBHA 2021 poky go Bpowypu
pocnigHuKa nikapcbkoro 3acooy JomBaHasniimaoé (Domvanalimab, AB154), BupgaHHsA 4.0 Big, 02 )XOBTHA
2020 poky, aHrnificbko MoBoto; IHopmaLiviHMiA NUCTOK | hopma 3roau, Bepcia V3.0UKR(uk)1.0 Big,
15 nunHa 2021 poKy, nepeknag yKpaiHCbKoo MOBOlo Big 04 cepnHAa 2021 poky; IHhopmaviiiHuiA NIMcToK
i popma 3rogu, Bepcia V3.0UKR(ru)1.0 Big 15 nunHa 2021 poKy, nepeknag pociiicbkoio MoBolo Big 04
cepnHa 2021 poky; BkiloueHHs1 4OAATKOBOro MicLsl NPOBeAEHHSA A,OCIAXEHHS 10 MPOTOKOY KiHIUHOro
JocnipkeHHa «JocnimpkeHHa dpasm 3 419 ouiHKM MOoHoTepanii 3um6epenimaéom (AB122) nopiBHSAHO 3i
CTaHAapTHOI XiMioTepanieto abo KombiHaLieto 3umbepenimaba i npenapaty AB154 B skocTi Tepanii nepLuof
NiHii PD-L1-n03nTUBHOrO, MiCLLEBO-NOLLUMPEHOr0 abo MeTacTaTUYHOro HeApPiGHOKNITUHHOTO paKy /IEreHiB», Kog,
pocnipkeHHss ARC-10, Bepcis 2.0 Big 18 nuctonaga 2020 poky; cnoHcop - Arcus Biosciences, Inc., United
States

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

Ne MN.l.b. BignosiganbHOro gocnigHuKa

n/n HasBa micus npoBeAeHHs K/iHIYHOro BUNPOGYyBaHHSA

K.M.H. Fono6opoabko O.0.

KomyHasibHe HekomepuiiHe nignpuemcTBO «3anopisbkuii perioHaIbHWUIA NPOTUNYX/IMHHUIA
LeHTp» 3anopisbkoi 06s1acHOI pagun, OHKOXiMioTepaneBTUUYHE BigAiNeHHA 3 [eHHUM
cTauioHapom, M. 3anopixoks

19. bpouwypa ans gocnigHuka 3 npenapaty UGN-102 (MiToMiLuvH), pO3UnH NS iHTPaBe3nKasbHOro
BBeAEHHsA, pegakuia 6.0 Big 24 uepBHA 2021 p.; BkAO4YEeHHA AO0AATKOBUX Micub MpPOBeAEHHSA
KNiHIYHOTO focnigkeHHsA A0 NPOTOKONY KNiHIYHOro AOCAIMKEHHS «BigKpuTe paHA0oMi30BaHe KOHTPO/IbOBaHe
OOCiMKEHHST 3 METOH OLLIHKM e(peKTUBHOCTI Ta 6e3neyHocTi npenapaty UGN-102, a TakoxX CTilikOCTi BignoBigi
Ha Tepanito NpenapaToM y NOEAHAHHI 3 TpaHCYpPeTPasibHOK Pe3eKLE CeuoBoro Mixypa 4m 6e3 Hel B nauieHTiB
i3 M'I30BO-HEIHBa3UBHVM PaKkoM CE4YOBOro MixXypa HU3bKOrO CTYMNeHs 3/105KiCHOCTI 3 Fpyny MPOMIXKHOTO PU3MKY
(kopoBe no3HayeHHA gocnimkeHHsa: ATLAS)», kog gocnigpkeHHs BL006, pepakuisa 1.1 Big 16 BepecHsa 2020 p.;
crnoHcop - «fOpoxeH ®apma Nimiteg» [UroGen Pharma Ltd.], I13painb

3aaBHuK - TOBAPVCTBO 3 OBMEXXEHOHO BIAMOBIAA/LHICTHO «Ml EC AN-YKPAIHA»

Ne MN.L.B. BignoBiganbHOro gocnigHuka

n/n HasBa micus npoBeAeHHs K/iHIYHOro BUNPOOGYyBaHHSA

K.M.H. BoHgapeHko FO.M.

AepxaBHa ycTaHoBa «IHCTUTYT yponorii HauioHanbHoOI akageMii MeguuHuUX HayK YKpaiHu», 2-e
yporsnoriyHe BiggineHHs, m. Kuis

2 | nikap laBpuniok I.C.




KomyHaslbHe HeKomepuiliHe nignpuemMcTBo «TepHONINILCbKUI  06GNAaCHWUIA  KNiHIYHWIA
OHKOJIOTiYHUI AucnaHcep» TepHONiINbCLKOI 0Gs1acHOi pagu, XipypriuHe BiggineHHsa Ne2,
M. TepHoninb

3 | nikap CemeHyxa B.A.

KomMyHanbHe HekomepLuiliHe nignpueMcTBo «Ogecbka ob6siacHa KiiHidyHa flikapHa» OpgecbKoi
o6nacHol pagu», yponoriyHe BigaineHHsa, m. Ogeca

20. OHOB/IEHHSA1 Bepcii KapTKU y4yacHUKa [OC/iSKEHHS1 NoKanbHa Bepcis Homep 1.1 ana YkpaiHu
YKpaiHCbKOI0 MOBOIO, Aarta Bepcii 18 cepnHsa 2021 poky Ha ocHoBi MacTtep Bepcii Homep 1.0 Big 28
rpyaHa 2020p. 0O MpOTOKOAy K/HIYHOrO BMNpobyBaHHA «PaHgomizoBaHe, noggiiHe cnine, nnaue6o-
KOHTpO/IbOBaHe, aocnimkeHHs |l dpasu nigTpumytovoi MoHoTepanii onanapnéom y yyacHukis 3 BRCA Wild
Type po3snosctogpkeHnm (FIGO crtagisa Ill-IV) cepo3HrM abo eHAOMETPIOIAHMM pakoM SIEYHUKIB BMCOKOro
CTYMEHI 3M105KICHOCTI nicns BignoBiAi Ha CTaHAAPTHY MAATMHOBMICHY XiMioTepanito nepuwoi niHii (MONO-
OLA1)», kog pocnimkeHHs D9319C00001, Bepcia 1.0 Big 17 rpyaHs 2020 ; cnoHcop - AstraZeneca AB,
Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

21. NMonpaBka 3 ao Jocbe aocnimKyBaHoro nikapcbkoro sacody SEP-363856, Big 19 cepnHa 2021 poky,
AHINIACbKOIO MOBOIO; MOJOBXEHHA TEePMiHY NPUAATHOCTI AOC/iAKYBaHOro JliKapCbKOro 3acoby
SEP-363856, Ta6netku, 50 mr, 75 mr ta 100 mr, go 48 wmicAuiB; NOAOBXEHHA TePMiHY NPUAATHOCTI
[ocnipkyBaHOro nikapcbkoro 3aco6y SEP-363856, Ta6neTtku, 25 mr, go 60 micAuiB; NOAOBXEHHSA
TepMiHy NpupaTHOCTI BiANOBIAHOro nnaueto A0 AOCNiIgKYBaHOrO NnikapcbKoro saco6y SEP-363856,
Ao 60 micAuiB A0 NPOTOKOMIB K/IHIYHMX BMNPoOOyBaHb: «PaHgomioBaHe, MoABiiHe chine, nnauebo-
KOHTPO/IbOBaHe, 6aratoLeHTpoBe AOC/IMKEHHS, L0 NMPOBOAUTLCA B NapasiefibHUX rpynax, i3 3acTocyBaHHAM
dhikcoBaHMX 003 AN OUIHKM edIeKTMBHOCTI Ta 6es3neyHocTi npenapaty SEP-363856 y naujieHTiB i3
LWM30DPEHIED Y TOCTPOMY MCUXOTUYHOMY eni3ofi», koh pocnipkeHHs SEP361-301, Bepcia 4.00 3
iHKOpnopoBaHoto cyTTeBO nonpaskoto 3.00 Bif 26 ciyHa 2021 poky; «BigkpuTe po3wmpeHe focigkKeHHsA Ans
OUiHKM 6e3neyHoCTi Ta nepeHocumocTi npenapaty SEP-363856 y nauieHTiB i3 wWuM30peHielo», Kog
pocnipkeHHs SEP361-303, Bepcia 3.01 3 iHKOpNOpoBaHO HecyTTEBOK nonpaskot 2.00 Big 25 ciuHa 2021
poky; «PaHgomizoBaHe, noggiliHe cnine, nauebo0-KOHTPOsIbOBaHe, OGaraToueHTPOBE [AOCAIMKEHHS, L0
NpOBOAMTLCA B NapaneflbHUX rpynax, i3 3acTocyBaHHAM (IKCOBaAHWX 003 ANA OUiHKA eddeKTUBHOCTI Ta
6e3neyHocTi npenapaTy SEP-363856 y nauieHTiB i3 LUM30QIPEHIE Y TOCTPOMY MCUXOTUHHOMY €ni304i», KOZ
pocnipkeHHs SEP361-302, sepcisa 3.00 3 iHkopnopoBaHoo cyTTEBO nonpaskoto 2.00 Bif 26 ciuHa 2021 poky;
cnoHcop - «CyHoBioH ®apmachkioTikanc IHK.» (Sunovion Pharmaceuticals Inc.), CLLUA

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTULje «AVK'IOBIA PAC YkpaiHa»

22. bpouwypa gocnigHuka NUC-1031, BugaHHsa 10.0 Big 04 cepnHA 2021 poky, aHrNilicbKOO MOBOIO [10
NMPOTOKONY KNiHIYHOTo [OCNIAXEHHS «Bigkpute, 6aratoueHTpoBe, paHAoMi3oBaHe JochnimkeHHsa dhasum I, B
AKOMY nopiBHIOETbCA npenapaT NUC-1031 y noefHaHHi 3 uUuMCnaaTUHOM | reMumTtabiH y noegHaHHi 3
LMCnAaTUHOM Y NauieHTiB i3 paHille He NikoBaHNM MiCLEeBO-MoLIMpeHM abo MeTacTaTUYHUM PakoM XXOBUYHUX
winaxie», kog gocnimkeHHa NuTide:121, sepcia 4.0 Big 18 rpyaHsa 2020 poky; cnoHcop - NuCana plc, Benvka
BputaHis

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

23. flocbe paocnipxyBaHoOro siikapcbkoro 3aco6y CT-P39, Po3gin «fAkictb», Bepcia 4.0, aHrniicbkoro
MOBOIO; NMOAOBXEHHA TepMiHy npupaTHocTi O/13 CT-P39 (po3uuMH pna iH’ekuii y nonepeaHbo
3anoBHeHoMYy Lwwnpuui, 150 mr) go 18 micAuiB A0 NPOTOKOMY K/iHIYHOro gocnimkeHHs «MoagiliHe cnine,
paHAoMi30BaHe, KOHTPOSIbOBaHe aKTUBHUM MpenapaToM AOCAiMKEHHSA dpa3n 3 B mapasiesibHUx rpynax ans
NopiBHAHHA edheKTMBHOCTI Ta 6e3neyHocTi npenapaTiB CT-P39 i Kconap y nauieHTiB i3 XpOHIYHOI CMOHTaHHOI
KPOMUB'AHKOIO, Yy SKUX 36epiraloTbCA CUMMMATOMMW, He3BaXaluum Ha fikyBaHHA HIl-aHTuricTamiHHUMU
npenapatamu», kof pocnimkeHHsa CT-P39 3.1, epcia 2.2 Big 04 nuctonaga 2020 poky; CNOHcop -
CELLTRION, Inc., Republic of Korea

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

24. flocbe pocnigKyBaHOro nikapcbkoro 3aco6y PetichaHnima6 (RETIFANLIMAB), Bepcia 8.0 Big 01
yepBHs 2021 pOKy, aHr/iicbKO0 MOBOL; 3MiHA Ha3BM AOC/iAKYBaHOro JiKapCcbKoro 3acoby 3
INCMGAO00012 Ha PetithaHnimabé (INCMGA00012); 3anyuyeHHA A0[ATKOBOI BUPOOHUYUOT AiNbHUL
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BUPOOHMLTBA AOCNifKyBaHOro nikapcbkoro saco6y PetidhaHnimaé (INCMGAO00012), po3uuH Ans
iHy3ii 3 KOoHueHTpauieto 25 mrimn, 375 mr/l5 mn y cdnakoHi MIAS Pharma Limited, IpnaHgis;
nofoBXeHHA TepmiHy npupatHocti AN13 PertichaHnimadé (RETIFANLIMAB), po3uuH ans iHdysii 3
KOHUeHTpauieto 25 mrimn, 375 mr/l5 mn y donakoHi, go 48 micsauie, Ta naaue6o go 60 micauwiB 10
MPOTOKOMY KIHIYHOTO BMNPOOYBaHHS «PaHgomizoBaHe, noggiiHe cnine JoCAifpKeHHA a3 3 ANs1 OLiHKM
xiMioTepanii npenapaTtamMu Ha OCHOBI NNaTuHK y KoMb6iHauji 3 npenapatom INCMGA00012 a60 6e3 HbOro B
AKOCTI  Tepanii nepwoi  NiHii  nIpM  MeTactaTtuyHOMY  MJIOCKOK/IITUHHOMY | HEMNJSIOCKOKNITUHHOMY
HeapibHOKNITMHHOMY paky nereHis (POD1UM-304)», kog pgocnig3xeHHs INCMGA 0012-304, sepcis 1 Big 14
nuctonaga 2019 poky; cnoHcop - Incyte Corporation, United States

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

Bbyno Crano
INCMGA00012 PemichaHnimab (INCMGA00012)

25. 3pa3ok TeKkcTy wkanu PAS-SI Bepcia 2.0 Big 17 cepnHa 2021 p., yKpAiHCbKOKO MOBOLO; 3pa3sokK
TeKcTy wkanm PAS-SI Bepcia 2.0 Big 17 cepnHa 2021p., pocCiiicbkoo MOBOK [0 NPOTOKO/Y K/iHIYHOro
BMNpobyBaHHA «BbaratoueHTpoBe, paHAOMi3oBaHe, MOABiliHE crine, y napaienbHWX rpynax, nnauebo-
KOHTpO/IbOBaHe focnimkeHHa asun Il ansa ouiHkn edrekTMBHOCTI Ta 6e3neyHocTi npenapaty RO6889450
(PanmiTapoHT) Y NOPiBHAHHI 3 Nnauebo y nauieHTiB i3 Wr3ogpeHieto abo 3 Wn3oadeKkTMBHUM po31a[om y
CTafil 3aroCcTpeHHs», ko4 fgocnimkeHHs BP41743, sepcia 4 Big 03 uepBHsa 2021p.; cnoHcop - ®. XodhdpmaHH-
Na Pow N1, Weeliyapis (F. Hoffmann-La Roche Ltd, Switzerland)

3asaBHUK - ToBapncTeo 3 ObMexeHoto BignosiganbHicTio «kKoHTpakTHO-JocnigHuuska OpraHisauis IHHodhapM-
YkpaiHa»

26. OHOBNEHWIA NPOTOKON KiiHiuHOro BunpooyBaHHA ND0612-317, Bepcis 3.0 Big 11 notoro 2021 poky
aHrniicbkolo MOBOIO; bBpolwypa pocnigHuka pgocnigkyBaHoOro nikapcbkoro 3aco6y ND0612
(levodopalcarbidopa pnsa nigwkipHoro BBegeHHs), Bepcisa 14 Big 03 uepBHa 2021 poKy aHIMilicCbKOK
MOBOI0; OHOBJ/IEHE A0CbLE AOCiAKYBaHOro snikapcbkoro 3acoéy ND0612 AA4/13; Bepcia 10.5 Big 01
uepBHA 2021 poky aHrniiicbko MoBoK; OHoBeHe Jocbke ana Mnauye6o ana A/13 ND0612-317, Bepcis
5.0 Big 01 yepBHsA 2021 poKy aHr/iiCcbKOO MOBOIO; OHOBJ/IEHE [OCLE AOC/IAKYBAHOIO /1iKapCbKOro
3aco0by, 2.1.P - pna nnauye6o ao Carbidopa-Levodopa B kancynax (6ini), Bepcia 3.0 aHrniicbkoto
MOBOI0; OHOB/IEHEe A0CbLE AOCAIMKYBaHOrO slikapcbKoro 3aco6y, 2.1.P - ana nnaue6o o Carbidopa-
Levodopa B kancynax (cipi), Bepcia 3.0 aHrnificbkotro mMoBOt0; OHOBJ/IEHE [OCHLE AOCIiAKYBaHOro
nikapcbkoro 3aco6y, 2.1.P - gnsa Carbidopa-Levodopa B kancynax (cipi, 6ini), Bepcisi 3.0 aHr1iicbKo
MoBoto; OcHoBHa ¢hopma iHthopmoBaHoi 3rogu, Bepcis 6.1 Big 06 nunHa 2021 poky yKpaiHCbLKOIO Ta
pocilicbkolo moBamu; ®opma iH(hopMOBaHOI 3roaun Ha 4O0AATKOBE reHeTUUYHe AoCiAKeHHs, Bepcia 5.1
Big 06 nunHA 2021 poKy YyKpaiHCbKOK Ta pocilicbkolo MoBamu; dopma iHchopmMoBaHOI 3rogu
NOMi4YHUKA yYacHMKa [BOChifAKeHHA, Bepcia 4.1 Big 06 nunHa 2021 poKy yKpaiHCbLKOI Ta POCiiCbKOo
moBamu; Popma iHhopmMoBaHOI 3roau BariTHOI napTHepku, Bepcia 3.1 Big 06 nunHA 2021 poky
YKpaiHCbKOI Ta pocilicbkolo MoBamu; MaTepianu ansa nauieHTiB: AHKeTa A1 BUSHAYEHHA [OCBigy
KopucTyBaua, Bepcif 1 Big, 19 ntotoro 2021 poKy yKpaiHCbKOIO Ta pociiicbkolo MoBamu; Bpolwypu gns
nauieHTa 3 onucaHHAM 3axopgiB 3 6e3nekun (Local safety brochure for patients) anrniiicbkolo moBolto Ta
TaG/IMYHI nNepekniagn YKpaiHCbKOK Ta pociiicbkolo moBamu; TekcT Bpowypu gna naudieHTiB Yy
Bunpo6ysaHHi NEURODERM PARKINSON’S DISEASE 317, Bepcisa 3 Big 16 6epe3Hs 2021 poky
YKpaiHCbKOIO Ta pociiicbkolo moBamu; Fpadiik AHanisiB Ta npouegyp y gocnigpkeHi NEURODERM
PARKINSON'’S DISEASE 317, Bepcis 3 Big 16 6epe3Hsi 2021 poKy yKpaiHCbKOIO Ta POCIiACbKOI0 MOBOIO;
NucT-HanpaBneHHA Big nikapAa, Bepcia 3 Big 16 6epe3HA 2021 poKy YKPaiHCbKOKO Ta POCiiiCbKOIO
MoBamu; dopma NpU3HaAYEeHHs ANA nepiogy KopuryBaHHsA 4,03u nepopasnibHoro IR-LDICD y Bigkputomy
pexuwmi, Bepcia 2.0 Big 19 nuctonaga 2020 poKy YKpaiHCbKOK Ta POCICbKO MoBamMu; dopma
npusHaueHHA ana Mepiogy nepexoay Ha ND0612 y BigkpuTtoMy pexumi, Bepcia 2.0 Big 19 nuctonaga
2020 poKy yKpaiHCbKOK Ta pocilicbkoo moBamu; dopma npusHaveHHA gns Mepiogy nigrpumytouoi
Tepanii B paMKax paHA0Mi30BaHOro, NoABiliHOro cninoro AocifgXXeHHA 3 NOABIAHUM MaCKyBaHHAM,
Bepcia 2.0 Big 19 nuctonaga 2020 poKy yKpaiHCbLKOK Ta pociiicbkolo MoBamu; CueHapiii Bigeo
Boundless Micro Learning Clips Neria-Guard: 3AMIHA AKYMYJTIATOPA, Bepcis Big 10 ciuHsa 2021 poky
yKpaiHCbKOlo Ta pociiicbkolo moBamu; OK/THO3IA MPU MNOAAUI MPEMNAPATY, Bepcis Big 10 ciuHa 2021
POKY YKpaiHCbKOI Ta pocilicbkolo mosamu; MEPEBIPKA IH®Y3II, sepcia sig 10 ciuHa 2021 poky
yKpaiHCbKoOlo Ta pociiicbkoto moBamu; MPU3YNMUHEHHSA TA BIAHOB/TEHHA POBOTU MOMIMW, Bepcis
BiA 10 ciuHA 2021 poKy yKpaiHCbKOIO Ta pocilicbkoto moBamu; BAXX/TUBICTb 3AC/INNEHHSA, Bepcis
BiA 10 ciuHsa 2021 poky,yKpaiHCbKOlo Ta pocilicbkoto moBamu; BUSBHAUEHHA MICLA A1 BBEOEHHSA,
Bepcif Big 10 ciuHa 2021 poKy yKpaiHCbKOIO Ta pocilicbkoto moBamu; 3MIHA YACY, Bepcis Big 10 ciuHA
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2021 poky yKpaiHCbKOO Ta pociiicbkolo moBamu; MOBIAOM/TEHHA A1 MAPTHEPIB MO Aorndaay,
Bepcia Big 10 ciuHA 2021 poky YyKpaiHCbKOIO Ta pocilicbkolo moBamu; CueHapiii [o Bigeo
«HABYA/IbHE BIAEO 3 EKCIM/TYATAUII MOMM CRONO TWIN ND», Bepcisa 01-5 Big 10 ciuHs 2021
POKY YKpaiHCbKOIO Ta pociiicbkolo MoBamu; CueHapiii «Boundless Welcome video», Bepcis Big 10
ciuHa 2021 poKy yKpaiHCbKOIO Ta pociiicbkolo moBamu; JIUcT A0 fikapa 3arasibHOI NpakTUKu Big, 17
yepBHA 2021 poKy aHI/MiNCbKOKD MOBOK Ta Mepeknaj YKpaiHCbKO MoBoOW; Martepiann pgns
pocnigHukiB: Study reference card, Bepcisa 3.0 Big 11 ntotoro 2021 poky aHrnificbkoto moBoto; Chart
review checklist, Bepcis 3 Big 16 6epe3Hs 2021 poky aHrnificbKo MoBOLo; 3MiHa MiCLis NPOBeAEHHSA
KMiHIYHOTrO BUNPOGYBaHHA [0 MPOTOKONY KAiHIYHOTO BMNPOOyBaHHA «bBaratoueHTpoBe, paHAoMi30BaHe,
KOHTPO/IbOBaHe aKTMBHUM NpenapaToM, NoABiiHe cnine, noABiliHe MackoBaHe K/iHIUHE AOCNiMKEHHA B
napanesibHuX rpynax i3 BUBYEHHS1 €DEKTMBHOCTI, 6€3MeYHOCTi Ta NEPEHOCUMOCTI 6e3nepepBHOT MiALKIPHOT
iHdoy3ii npenapaty ND0612 nopiBHSHO 3 nepopasibHuM npuiiomom IR-LD/CD y nauieHTiB i3 XBOp0O6OID
MapkiHCOHa, Y AKX PO3BUBaOTLCA MOTOPHI chiykTyauii (BouNDless)», kog, focnipxkeHHs ND0612-317, Bepcis
2.1 Big 25 uepBHA 2020 poky; cnoHcop - NeuroDerm Ltd., Israel (I3painb)

3asBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTAIO
O.M.H., npody. Mockosko C.IM. O.M.H., npodp. Mockosko C.IM.
KomyHanbHuiAi 3aknag «BiHHMLbKa o6GnacHa | MeguuHuii UeHTP ToBapucTBa 3 OOMEXEHOIo
ncuxoHeBponoriyHa nikapHa iMm. akag. O.l | BignoBiga/ibHICTIO «MepguuHuit LEeHTP
HOweHka», HeBponoriyHe BiagineHHsa Ne3, | «Cantotem», nikyBanbHO-NpodinakTMUHMiA
BiHHULUbKWA HauioOHaIbHWIA MeguuHwiA | Biggin, M. BiHHMUSA
yHiBepcuter iM. M.l. TMuporoBa, kadeapa
HEepPBOBUX XBOPO6, M. BiHHMLSsA

27. 3anpoBagXyeTbCA OHOB/eHUiA NMPOTOKO KNiHiYHOTrO focnigkeHHs, Bepcis 2.0 Big 24 uepBHsa 2021
poKy (aHrniicbKolo MOBOI0); 3anpoBafKylOTbCA OHOBJeHi IHCTpykuii go SDMT [Symbol Digit
Modalities Test, TecT Ha 3icTaBneHHA cumBOiB Ta uudp] — AnbTepHaTuBHa (hopma 1, ykpaiHCbKOlo Ta
pociiicbkoto moBamu Bepcii 1 Big 16.06.2021; 3anpoBaKyloTbCA OHOBMEHi IHCTpykuii go SDMT
[Symbol Digit Modalities Test, TecT Ha 3icTaBNneHHs CUMBOJIiB Ta Uugp] — AnbTepHaTuBHa chopma 2,
YKpaiHCbKOO Ta pociiicbkolo moBamu Bepcii 1 Big 16.06.2021 g0 npOTOKO/Y K/IiHIYHOrO BUNPOOGYBaHHS
«BbaraToueHTpoBe, paHAoOMi30BaHe, MoABiiHE cnine, Miaueb0-KOHTPO/IbOBAHE [OCMIMKEHHS A5 OUiHKK
ehekTnBHOCTI, 6e3neyHocTi i nepeHocumocTi npenapaty IMU-838 y naujieHTiB 3 NPOrpecyymMm po3cCistHUM
CK/1Iepo30M», Kof, nocnimkeHHs P2-IMU-838-PMS, Bepcia 1.0 Big 03 TpaBHs 2021 poky; CNOHCOp - «IMMYyHIK
Al», HimeuwunHa / Immunic AG, Germany

3asaBHUK - TOB «Bepym KniHikan Picepu», YkpaiHa

28. OHOBNEHUIT NPOTOKOJ KAiHiYHOro gocnimpkeHHsa MS200662_0001, Bepcis 11.0 Big 27 TpaBHA 2021
POKy, aHrniicbkolo mMoBOl; Bpowypa gocnigHuka, TL-895, Bepcia 5.0, 16 uepBHA 2021 pokKy,
aHrnivicbkoo mMoBoto; Kaptka gna gocnigHukKiB i3 nepesniikom KputepiiB BK/1IOYEHHA/HEBKIIOUEHHS
3rigHo MpoTokony KniHiuHOro pgocnimxkeHHsa MS200662_0001, sBepcis 11.0 Big 27 TpaBHA 2021 poKy,
aHrniicbKo MoBOH; dopma iHPOPMOBAHOI 3rogM yyacHuKa AOC/IAKEHHA HA HafaHHA Mocnyr 3
opraHizauii noisgoK Ta BigwKogyBaHHA BUTpaT Komnadiclo «['piHcpalip» [Greenphire] B xopgi
npoBefeHHsA KNiHiYHOrO BUNpPOGYBaHHA MS200662_0001: MS200662_0001_<I3
Greenphire_YkpaiHa_Bepcis 1.0 Big 17 uepBHA 2021 poky Ha ocHoBi Greenphire ICF ROW, Bepcis 2.0
Big, 16 >xoBTHA 2019 poOKy, YKpaiHCbKOIO, POCIICLKOIO, aHIMiliCbKO MoBamu; [ oBigKoBe KepiBHULTBO
WoAo 3A4iliCHEHHA NOAOPOXiI Nifg vac KNiHiYHOro pocnimkeHHA Komnadii Greenphire gnsa ocio, wo
noaopoOXylThb: Bepcia 4.0 - OHOBNEeHO B cepnHi 2021 poKy, YKpaiHCbKO MoBOM; KapTtka 3
KOHTAaKTHUMW AaHUMU ANA opraHisauii nogopoxi komnaHii Greenphire: Bepcis 3.0 - OHOB/N1€HO B CepriHi
2021 poky, yKpaiHCbKOI MOBOI; Ornsag nocnyr komnadii Greenphire, Bepcia 2.0, oHoBneHa 24
BepecHs 2020 poky, aHIMiNcbKol MoBOI; Bpowypa «4Yu cnoctepiraBca y Bac peuuguB XJ/1/1 a6o
ONN?», Bepcia 2, 07 kBiTHA 2021 p., YKPaiHCbLKOI, POCIfiICbKOI, aHI/MiACbKO MOBaMW;
IHhopMauiliHnii GlosieTeHb NPO AOCAIMKEHHA A1 MeAUUYHUX NpauiBHUKIB: Bepcia 1 Big 18 cepnHA
2021 poky Ans YKpaiHM Ha ocHoBi Maiictep-Bepcii 2 Big 05 cepnHs 2021 poKy, yKpaiHCbKOIO,
POCIACbKOIO, aHrAilicbko MoBamu; IHpopMaUiiHUIA NUCT ANA YYaCHUKIB AOCNimKEHHA: YKpaiHa
Bepcia 1 Big, 25 uepBHA 2021 Ha ocHOBI MaiicTtep Bepcii 1 Big 25 ntoToro 2021 poKy, yKpaiHCbKOIO,
pociiicbKolo, aHrnificbkoto moBamu; LLnax yuacHukiB: Bepcis 2, 07 kBiTHA 2021, yKpaiHCbKOIO,
pocilicbkolo, aHrniicbkolo moBamu; LLoAeHHUK NMpuiiMaHHA npenapaty yYaCHUKOM AOC/iAXEeHHs:
Bepcis 4.0, 23 kBiTHA 2021 poKy, YKPAiIHCbKOIO, POCINCLKOIO, aHTNiicbKO MoBamu; Fpadik OuUiHOK B
pamkax gocnigpxeHHs: Bepcis 1, 25 notoro 2021 p, yKpaiHCbKOI, POCiliCbKOI0, aHINMiCbKOID MOBaMu;
KOHTpONIbHUIAI nepenik gna BUKOpUCTaHHA neped CkpuHiHrom: Bepcis 2, 26 Gepe3Hsa 2021 p.,
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YKPaiHCbKOIO, POCIICbKOIO, aHTNiliCbKOIO MOBamMu; YTOUHEHHA CTOCOBHO afjpecu MicuA NpoBeAeHHSA
KNiHIYHOro BUMNPOOYBaHHA [0 NPOTOKOJY KNiHIYHOro BUNpobyBaHHA «®asza /I, focnifxeHHs nepLuoro
3acTocyBaHHA y nogei npenapaty TL-895 3 eckanavieto 403K y NaLEHTIB 3 peumanBHUMU/peddpakTepHumMm
B-KNITUHHUMKX  3N0AKICHAMM ~ 3aXBOPIOBAHHAMM Ta i3 MOA4&IbLUMM  3aCTOCYBaHHAM Yy MalieHTiB 3
peunanBHUM/pedpakTeEPHUM  XPOHIYHUM  NiMdouuTapHUM  fleliko3oM abo  peuuanBHor/pedpakTepHO0
OPiGHOKNITUHHOK NiMcpboumTapHO NiMmcpomoro», kof pocnimkeHHs MS200662_0001, sepcis 9.0 Big 29
XOBTHA 2020 poky; cnoHcop - «Tenioc ®apma, IHk» [Telios Pharma, Inc.], CLUA

3anBHUK - TOBAPUCTBO 3 0BMEXEHO0 BiANOoBiAanbHICTIO «MEAMENC YKPAIHA»

BYNO CTANO
K.M.H. KyykoBa O.1O. K.M.H. KyukoBa O.1O.
KomyHanbHe HekoMepLiiHe nignpuemcTBo | KomyHasbHe HeKoMepLUiiHe nigNnpUeEMCTBO
«O6nacHUin  UeHTp OHKoAorii», rematonoriyHe | «O6nacHWiA  LEHTP  OHKOMOril», remartosioriyHe
BigAineHHs, M. Hinpo BigAiNeHHs, M. XapkiB

29. MpoTokKon KiHiYHOro BUNpooyBaHHa J2G-MC-JZJX, Bepcis 3 nonpaskoto (d) Big 21 TpaBHa 2021
poKy; Bpoluypa gocnigHuka AocnigXyBaHoOro nikapcbKoro 3aco6y Selpercatinib [LY3527723], Bepcis
Bif 28 uepBHs 2021 p.; IHchopMauia anAa nauieHTa gocnigpkeHHA Ta ®opma IHchopmoBaHoi 3roau ans
yyacTi y gocnifkeHHi 511 BAUKOPUCTaHHA B YKpaiHi yKpalHCbKOlo MOBO1O, Bepcisi Ne 2.0 Big 02 cepnHA
2021 poky; IHchopmauis ana nauieHTa gocnimkeHHs Ta dopma IHhopmoBaHoi 3roau Ana yyacTti y
[OCNifKeHHi ANA BUKOPUCTaHHSA B YKpaiHi pocilicbkoto moBoto, Bepcisi Ne 2.0 Big 02 cepnHA 2021 poKy;
IHcbopmauia gna nauieHTa gocnimkeHHs Ta Popma IHopmoBaHoi 3roau Ans nepexoay Ha iHwe
NiKyBaHHA B pamMKax AOCNifKeHHA 411 BUKOPUCTAHHA B YKpaiHi YKpaiHCbKOI0 MOBOLO, Bepcis Ne 2.0
Big 02 cepnHAa 2021 pokKy; IHhopmauis gnsa nadieHTa gocnimpxkeHHs ta Popma IHchopmoBaHoi 3rogu ans
nepexoay Ha iHwe /iKyBaHHA B pamMKax AOCAIMKEHHA AN BUKOPUCTAHHA B YKpaiHi pocilicbkoio
MoBOt0, Bepcif Ne 2.0 Big 02 cepnHa 2021 poky; IHhopmauia gna nauieHTa gocnigpkeHHA Ta dopma
IHcbopmoBaHOi 3rogu Ana ydacTi y npouenypi nonepeaHboOro BifGopy [0 A[OCAIMKEHHA ANA
BUKOPUCTAHHA B YKpaiHi YKpaiHCbKOIO MOBOIO, Bepcisi Ne 2.0 Big 02 cepnHsa 2021 poky; IHchopmauis
ANA nauieHTa gocnipxkeHHa ta ®opma IHpopMmoBaHoT 3roau Ansa y4yacTi y npoueaypi nonepegHbLOro
BiAGOpPY A0 AOC/NiAKEHHA AN BUKOPUCTAHHA B YKpaiHi pociiicbkolo MoBoto, Bepci Ne 2.0 Big 02
cepnHa 2021 poky; LloaeHHUK AnA nauieHTa gocnigkeHHA J2G-MC-JZJX Big 03 uepBHA 2021 p.,
yKpaiHCbKOI MOBOIO; LLloaeHHUK ansa nauieHta gocnigkeHHa J2G-MC-JZJX Big 03 uepBHsa 2021 p.,
pociiicbkolo MOBOIO; [MOCIGHUK 3 KOPUCTYBAaHHA €/IEKTPOHHUM LWOAEHHMKOM Mig 4Yac y4yacTti B
pocnipkeHHi J2G-MC-JZJX, Bepcia 1 Big 17 TpaBHA 2021 p., yKpaiHCbKOIO MOBOIO; KepiBHMLTBO no
KOPUCTYBAHHIO €/IEKTPOHHUM LWOAEHHUKOM nig 4vac pocnimkeHHsa J2G-MC-JZJX, Bepcia 1 Big 17
TpaBHA 2021 p., poCiiicbKOI0 MOBOIO; 306paXKeHHS eKpaHy e/IeKTPOHHOro WoAeHHUKa, Bepcisa 1 Big 14
TpaBHA 2021 p., YKPATHCbKOIO MOBOIO; 306paXeHHA eKpaHy e/IeKTPOHHOrO WoAeHHWKa, Bepcia 1 Big 14
TpaBHs 2021 p., pocificbKOK MOBOIO [10 NPOTOKO/Y KMiHIYHOro BUNpobyBaHHs «LIBRETTO 432: Mnauebo-
KOHTpO/IbOBaHe MOoABiliHE cfine paHAoOMi3oBaHe AOCMNiMKEeHHA 3 diasu ANnA OUiHKM af'loBaHTHOI Tepanii
cennepkaTMHIOOM nicna pajukasibHOT NIOKOperioHapHOoT Tepanii y nauieHTiB 3 HeApPiGHOKNITUHHUM pakoMm
nereHi crtagii IB-IIIA 3 HasBHicTiO ribpugHoro reHa RET», kog pocnigpkeHHs J2G-MC-JZJX, Bepcia 3
nonpaskoto (C) Big 03 6epesHa 2021 poky; cnoHcop - Eni flinni eng Komnani, CLUA / Eli Lilly and Company, USA
3anBHuK - «Eni Nlinni Boctok CA», LLBeliLapis

30. OHOBEHUIT NPOTOKON KAiHiYHOro Bunpo6ysaHHa MK-3475-630, 3 iHKkopnopoBaHoIo nonpaskoto 07
Big, 09 cepnHsa 2021 poKy, aHrNiliCbKOK MOBOIO [0 NPOTOKO/Y K/iHIYHOro BMNPobyBaHHs «PaHagomi3oBaHe,
noagiiHe cnine, nnauebo-KOHTpoiboBaHe AocnimkeHHs Il hasm gnsa ouiHkm nemoponisymady NopiBHSHO 3
nnauebo sik af’toBaHTHOI Tepanii nicna onepadii Ta ONPOMIHEHHS B YYaCHUKIB 3 MICLlEBO PO3MNOBCHIKEHOID
NAOCKOKAITUHHOK KapLMHOMOK LWKipK 3 BUCOKUM cTyneHem pusnky (KEYNOTE-630)», kog4 [OCAIoKEHHS
MK-3475-630, 3 iHkoprioposaHoto nonpaskoto 06 Big 10 yepBHA 2021 poky; cnoHcop - «Mepk Wapn eng doym
Kopn.», gouyipHe nignpuemctBo «Mepk eHp Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asABHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBiAasbHICTIO «MC/[, YkpaiHa»

31. OHOBIEHWIT NPOTOKO KiHIYHOro Bunpo6yBaHHsa MK-7339-013, 3 iHkopnopoBaHOoIo nonpaBkoto 03
BiA 16 nunHa 2021 poKy, aHrnificbkoo MOBOIO; YKpaiHa, MK-7339-013, Bepcisa 1.00 Big 09 cepnHa 2021
p., YKPAiHCbKOIO Ta poCiiicbKOlo MoBamu, IHhopmauiiiHWUii TNCTOK | AOKYMEHT NPo iHhopmoBaHy 3rogy
Ha MailGyTHE GiomeguuHe gocnimpkeHHA; IHopmauliliHa KapTKa y4acHUKa KNiHIYHOTO A0C/igKEeHHs,
YKpaiHCbKOK Ta pocilicbKoo moBamu, Bepcis 2.0 Big 20 nunHa 2021 poKy [0 NPOTOKONY K/iHIYHOro
BMNpoOyBaHHsA «PaHAoMi3oBaHe, NoABiiHe cnine, nnaueb0o-koHTpoiboBaHe AochimpkeHHs [l dasn ans ouiHKmM
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nemoponisymady (MK-3475) y noegHaHHi 3 CynyTHbOK XiMIOMPOMEHEBOK Tepaniel 3 nogasiblunm
BBEAEHHAM nembponizymaby 3 onanapmoom (MK-7339) a6o 6e3 HbOro y MOPIBHAHHI Nuwe 3 CynyTHbLOK
XiMiONPOMEHEBOIO Teparnielo B y4aCHUKIB 3 HeL0AaBHO AiarHOCTOBaHWM JIOKasli30BaHUM APiOHOKTITUHHAM
pakom nereHis (J1APM)», koa pocnipkeHHs MK-7339-013, 3 iHkoprnopoBaHo nonpaskoto 02 Big 04 nwToro
2021 poky; cnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpnemcteo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

32. OHOB/EHUI NMPOTOKON KAiHIYHOrO BMNPOGYyBaHHA, Bepcia 6.0 Big 09 nunHAa 2021p. aHrniicbKoO
MoBoI0; IHhopmauia npo gocnimkeHHA Ta hopma 3rogu Ans JOpPOCnnX, IoKasibHa Bepcia Homep 10.0
ANA YKpaiHn yKpaiHCbKOIO Ta pocilicbKol moBamu, gaTta Bepcii 13 cepnHsa 2021 poky Ha ocHOBi MacTtep
Bepcii Homep 10.0 Big 19 nunHA 2021 poKy A0 MNPOTOKO/Y KNiHIYHOTO BUMPOBYBaHHA «MikHapoaHe,
bGaraToLEeHTpOBe, paHAOMI30BaHe, BiAKPUTE, MNOPIBHANbHE AOChimkeHHsa a3 3 N0 BU3HAYEHHIO
edpekTvBHOCTI AdypBautiymaby um KombGiHauii AypBanymady i Tpemenimymady i3 n1aTMHOBMICHOIO
ximioTepanieto AN 1-i NiHii NikyBaHHA NauieHTiB 3 MeTacTaTUYHUM HeAPiIOHOKNITUHHMM pPaKkoM JflIEreHis
(HAKP) (POSEIDON)», kof pocnimpkeHHss D419MC00004, sepcia 5 Big 20 kBiTHA 2020 poky; cnoHcop -
AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»
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