JopaTtok

«Mepenik cyTTeEBMX MONpaBOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOYBaHb, PO3rNsAHYTUX Ha 3acifaHHi
HTP Ne 32 Big 16.09.2021, Ha siKi 6y OTpUMaHi MO3UTUBHI BUCHOBKMU €KCMNEpPTIB.»

1. Po3pin «S.2 MANUFACTURE» [ocbe pocnigxyBaHOro nikapcbkoro saco6y MK-8591, Bepcisi
06FGZN Big 28 nunHa 2021 poky, aHrnificbkoo moBoto; Po3gin «S.3 CHARACTERIZATION» focbe
[ocnimpKyBaHOro Jsikapcbkoro 3acob6y MK-8591, Bepcis 06FGZN Big 28 nunHa 2021 poky,
aHrniicbkolo MoBoio; Po3gin «S.4 CONTROL OF DRUG SUBSTANCE» [locbe AochigxyBaHOro
nikapcbkoro 3acody MK-8591, Bepcia 06FGZN Big 28 nunHa 2021 poKy, aHr1iiCbKOK MOBOI [0
NPOTOKONY K/IHIYHOTO AOChimKeHHs «PaHgomizoBaHe, KiiHiuHe gocnigpkeHHs Il dasn y BISI-1-iHchikoBaHNX
nauieHTiB, sSiKUM MpoBoAMNacs IHTEHCMBHa Tepanisi, Ans OLUHKM aHTUPETPOBIPYCHOI aKTMBHOCTI CAinNoro
NikyBaHHsA icnaTpasipom, gopaBipuHOM abo AopaBipvHOM/icNaTpasBipoM NP MOPIBHAHHI KOXHOI rpynu
NikyBaHHA 3 nnauebo, a TakoX A8 OUiHKM aHTUPETPOBIPYCHOI aKTUBHOCTI, 6e3neku Ta NepeHOCUMOCTI
BIAKPUTOro NikyBaHHA AopasipvHom/icnatpasipoM», kog pgocnigpkeHHsa MK-8591A-019, 3 iHKOpNopoBaHo
nonpaskoto 03 Big 29 xo0BTHA 2020 poky; cnoHcop - «Mepk LWapn EHA Joym Kopn.», Ao4YipHE NigNpUeEMCTBO
«Mepk EHZ Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBifasbHICTI0O «MC/, YkpaiHa»

2. Jocbe pocnigpKyBaHOro nikapcbkoro 3aco6y (IMPD), JNJ-64264681-ZAT, kancynu, posginu 2.3
Introduction, 3.2.S Drug Substance, 3.2.P Drug Product Big 06 cepnHa 2021 poKy, aHrAiliCbKOLo
MOBOI0. [locb€e AocnigKyBaHoro nikapcbkoro 3aco6y (IMPD), JNJ-64264681-ZAT, kancynu, po3gin
3.2.A Appendices, Big 22 nunHA 2021 PpoKy, aHrAiliCbKOI MOBOI; 3pa3kym MapKyBaHHSA
pocnipkysaHoro npenapaty JNJ-64264681, kancynu no 35 mr, 140 mr, Bepcia 1 Big 12 nunHa 2021
POKY, YKpalHCbKOI0 MOBOI0; 3a/ly4eHHs HOBUX BUPOOHU4YUX AinsiHok Catalent (Shanghai) clinical trial
supplies Co., LTD, Kutaii; MogoBxeHHs TepMiHy npuaaTHocTi A0 36 MicALiB ANA NikapCbKnUX 3aco6iB
G004 Tta G005 kancynu; MpoAoBXeHHs TPUBANOCTI AOCAiMKEHHA Yy BCiX KpaiHax, Ae NpoBOAUTLCA
KNniHiYHe BUNpoGyBaHHS, BK/IloHaloUun YKpaiHy A0 2 pokis 10 MicsauiB 13 AHIB [0 NPOTOKOY K/iHIYHOIo
JocnipkeHHs «Bigkpute gocnimpkeHHA 1 dpa3n 3 ouiHKM 6e3nedHocTi, hapMakoKiHETUKN | hapMakoavHaMiKu
npenapaty JNJ-64264681 B y4yacCHVKIB 3 HEXO[KKIHCbKOK NIMCPOMOI Ta XPOHIYHUM AiMddouuTapHUM
Neiiko3oM», Kog [ocnimkeHHs 64264681LYM1001, nonpasBka 4 Big 18 noToro 2021 poky; CAOHCOP -
AHcceH-Cinar IHTepHewHn HB, benbris / Janssen-Cilag International NV, Belgium

3anBHKK - TOB «APEHCIA EKCIN/IOPATOPI MEAICIH», YkpaiHa

3. OHOBNEeHWii NPOTOKON 3 nonpaBkot 2 Big 20.05.2021 p.; IHchopmauia ans naudieHta ta dopma
iHcbopmoBaHoi 3rogu— Mpotokon CNTO1959LUN2001, Bepcii 4.0 yKpaiHCbKOO MOBOIO Ansl YKpaiHu
Big 13.07.2021 p.; IHdopmauia aNa nauieHta Ta Popma iHdopmoBaHol 3rogu— [poTokon
CNTO1959LUN2001, Bepcii 4.0 pociiicbkolo MoBO AnA YkpaiHu Big 13.07.2021 p.; IHopmauia ans
naugieHTa Ta ®opma iHpopMOBaHOI 3rogun AN ydacTi y HE0OG0B’A3KOBIl YacTuHi gocnimkeHHa AHK -
MpoTokon CNTO1959LUN2001, Bepcia 2.0 ykpaiHCbKOO MOBOK AN YkpaiHu Big 13.07.2021 p.;
IHhopmauia gna nadieHta Ta dopma iHpopMOBaHOI 3rogn A/1A ydacTi Y HeOGOB’A3KOBI YaCTUHI
pocnipkeHHa AHK - Mpotokon CNTO1959LUN2001, Bepcisa 2.0 pocilicbkoio MOBOIO AN YKpaiHu Bipg,
13.07.2021 p.; OHoBneHwuii po3gin 3.2.S pocbe A/13 guselkumab (CNTO1959), 3a kBiTeHb 2021 p.;
OHoBneHuit po3gin 3.2.P pocbe O/13 guselkumab (CNTO1959), nonepeaHb0 3anoBHeHuM wnpuy 1
Mn., 100 mr/imn 3a kBiTeHb 2021 p.; OHoBneHun po3gin 3.2.P pgocbe guselkumab (CNTO1959)
nnaue60, nonepegHbo 3anoBHeHU wnpuy, 1 mna., 100 mr/mn 3a KBiTeHb 2021 p.; JopaHo po3gin 3.2.P
pocbe AN13 guselkumab (CNTO1959), nonepegHbLO 3anoOBHeHWI wnpuy 2 M., 100 mr/mn 3a YepBeHb
2021 p.; AopaHo po3gin 3.2.P gocbe guselkumab (CNTO1959) nnauye6o, nonepegHbO 3anoBHEHWM
wnpuy, 2 ma.,, 100 mr/imn 3a uepBeHb 2021 p.; OHoBneHuii po3gin 3.2.R pocbe guselkumab
(CNTO1959) 1 mn. UltraSafe Plus, Big 07 TpaBHAa 2021 p.; AopaHo pos3gin 3.2.R gocbe guselkumab
(CNTO1959), nonepeaHbO 3anoBHeHW wnpuy, 2 ma. YpsoMate, Big 04 uepBHa 2021 p.; OHOBNEHWIA
po3gin 3.2.A pocbe guselkumab (CNTO1959)., 3a kBiTeHb 2021 p.; BK/1IOYEHHA BUPOOGHUYOI AiNAHKN
Catalent Pharma Solutions, Kutaii, gna A/13 guselkumab (CNTO1959), nonepeaHbO 3anOBHEHUIA
wnpuy, 1 mn 100 mr/mn ta 2 mn 100 mr/mn T1a guselkumab (CNTO1959) nnaue60, nonepeaHbLO
3anoBHeHuid wnpuy 1 ma 100 mr/imn ta 2 mn 100 mr/mn; BkntovyeHHA BUPOGHUYOI AinAHkn Catalent
Germany Schorndorf GmbH, HimeuunHa, ana [A/13 guselkumab (CNTO1959), nonepeaHbO
3anoBHeHuit wnpuy 1 mn 100 mr/mn ta 2 ma 100 mr/imn ta guselkumab (CNTO1959) nnaue6o,
nonepegHbo 3anoBHeHWid wnpuy 1 ma 100 mr/mn 1a 2 ma 100 mr/mn; BkAlOYeHHA BUPOOGHMYOT
AinsHkn Catalent Pharma Solutions, LLC, CWUA, gna AN3 guselkumab (CNTO1959), nonepegHbO
3anoBHeHwuid wnpuy 1 mn 100 mr/imn ta 2 ma 100 mrimn T1a guselkumab (CNTO1959) nnaue6o,
nonepegHbo 3anoBHeHW wnpuy 1 ma 100 mrimn 1a 2 ma 100 mrimn; LWoAeHHMK ydacHUKa
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YKpaiHCbKOIO MOBOI Big 27.05.2021p.; KapTKa-WOAEHHUK Yy4vyacHUKa AOCNiIMKEHHS POCIACHKOIO
MOBOIO Bif, 27.05.2021p.; MoAoBXeHHA TepPMiHIB KMiHIYHOro BUNpPoGyBaHHA B YKpaiHi o 25.12.2025
p.; BknoueHHsA popatkoBoro cpacyBaHHA AJ13 rycenbkyma6, guselkumab (CNTO1959), po3uuH gns
iH'eKkUii Y nonepegHbO 3anoBHEHOMY wnpuui, 200 mr, 2 mn, 100 mr/mn; 3pa3ok MapKyBaHHA AnA
Fycenbkyma6 200mr/nnaue6o, 2mn po3unHy A0 NPOTOKOY KNiHIYHOrO BUNpobyBaHHA «baraToueHTpose,
paH4oMi3oBaHe, noAgiiHe cnine, Naauebo KOHTPO/IbOBaHe, B MapasieNlbHUX rpynax KiiHiYHe AO0CNifKEHHS
rycesibkymaoy y naui€HTiB 3 aKTMBHMM BOBYaKOBMM HEPUTOM», KOA gocnimkeHHs CNTO1959LUN2001, 3
Monpaskoto 1 Big 07.05.2020 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», Benbris

3anBHuK - «AHCCEH ®APMALLEBTUKA HB», Benbris

4. OHOBEHUIH NPOTOKO KNiHiuHOro Bunpo6yBaHHs TVB009-IMB-30085, nonpaBka npotokony 02 Big,
29 yepBHA 2021 p.; Aocbe gocnigkyBaHOro siikapcbkoro 3aco6y TVB-009 (denosumab), Bepcia 2.0
Big 09 nunHA 2021 poKy, aHrnificbkoo mMoBolo; IHhopmauisa ana naudieHTta i popma iHchopmoBaHoT
3rogu, apantoBaHa pAansa YkpaiHn Bepcia 3.1 Big 16 nunHA 2021 p., aHrIiiCbKOW MOBOIO;
IHchopmauiiiHuii nucToK nauieHTa | dopma iH(hopMoBaHOI 3roau, aganToBaHa As YkpaiHu Bepcis 3.1
Big 16 nunHa 2021 p., wo ocHoBaHa Ha /1M ®I3 gna Bcix kpaiH okpim CLUA, maiictep Bepcii 3 Big 06
nunHa 2021 p. Mepeknag 3 aHrAiACbKOi Ha yKpaiHCbKy mMoBY 02 cepnHA 2021p.; IHdopmauiiHnii
nNCToK nauieHTa i ®opma iHPopmoBaHoOI 3roaun, agantoBaHa AnA YkpaiHu Bepcia 3.1 Big 16 nunHs
2021 p., wo ocHoBaHa Ha /TN PI3 gnsa Beix KpaiH okpim CLUA, maiictep Bepcii 3 Big 06 nunHa 2021 p.
Mepeknag 3 aHrNiicbKoi Ha pociicbKy MoBY 03 cepnHs 2021 p.; 3a/lyyeHHS JliKAPCbKOro 3acooy
BigeiH 12.5 mkr, BupoGHuuTBa AT «KuiBCcbKMi BiTaMiHHUIA 3aBof», YKpaiHa, B AKOCTi npenapary
CYNnyTHbOI Tepanii; 3miHa KinbKOCTi gocnimKyBaHnX B YKpaiHi 3 36 Ao 280; Bk/iloueHHA Jo[aTKoBUX
MicUub NpoBeAeHHSA K/iHIYHOro BUNPoGyBaHHA: Micusa npoBeAeHHA KNiHIYHOrO BUMNPOGYBaHHA Ta
BignoBiganbHi gocnigHuku: 1.1. Hassa JIN3 Ta Micus npoBeAeHHs KIHIYHOroO BUNPOGYBaHHA:
MeguuHuii UeHTp ToBapucTBa 3 OOMEXEHOK BiAnoBiganbHiCTIO «MeauuHa KniHika «Bnaromep,
nikyBa/sibHO-giarHoCTUYHMIA nigpo3gin ; 1.2. MicuesHaxomkeHHA: Byn.. EcnnaHagHa 20, odpic 417
01023. m. KuiB, YKkpaiHa; BignoBiganbHuii gocnigHuK K.MeA.H., nikap-peBmaronor ®egbkoB AMUTPO
NeoHigoBuu; 2.1. Ha3ea /N3 T1a Micya NpoBeAeHHA K/iHIYHOro BUNPOGyBaHHA: MeguuHWA LEHTP
TOBapucTBa 3 OOGMEXEHOW BignoBiganbHicTio «Meabya-KniHik», niKyBaslbHO-NpPOMiNakTUUHUIA
nigposain; 2.2. Micuye3HaxomKkeHHA: npocn. Jlo6aHoBcbkoro 17, 03037, M.KuiB, YkpaiHa
BignoBiganbHui pocnigHukK nikap-eHAOKpUHONoOr, nikap-tepaneBT MocTton CsiTnaHa
BonogumupiBHa [0 NPOTOKO/Y  K/IHIYHOrO  JOCNifpkeHHs  «PaHgomisoBaHe, MoABiiHe — chine,
GaraToHalioHanbHe, 6GaraTtoueHTpoBe AOCAIMKEHHS ANsA  MOPIBHAHHA  edekTUBHOCTI, 6e3nekn Ta
iMyHoreHHocTi TVB-009P Ta geHocymaby (MPOJIIA®) y nauieHTiB 3 NOCTMEHONay3a/lbHUM OCTEONOPO30M»,
Koa pocnimpkeHHs TVB009-IMB-30085, npotokon 3 nonpaskoto 01, agata Bepcii 03 ntoToro 2021 p. ; CNoOHCop
- Teva Branded Pharmaceutical Products R&D, Inc., USA

3asBHuK - TOB «CaHaKric», YkpaiHa

Ne MN.L.B. BignoBiganbHOro gocnigHuka

n/n HasBa Micus npoBeAeHHs K/iHIYHOro BUNPOGyBaHHS

K.M.H. PeabkoB [.J1.

MeauuHuiA UEHTP ToBapucTBa 3 OOMEXeHOI BignoBigalbHICTIO «MeguuHa KhiHika
«Bnaromeg», nikyBasibHO-AiarHOCTUYHUIA Nigpo3ain, m. Kuis

2. | nikap MNocton C.B.

MeauuHuiA UeHTP TOBapucTBa 3 OOMeEXeHOw BignoBiganbHicTio «Mepnoya-KniHik»,
nikyBa/ibHO-NpodpiNakTUYHWIA nigposain, M. Kuis

5. OHOB/EHUII NPOTOKON K/iHIYHOroO BMNPOGYBaHHA nonpaBka 5, Bepcia 6.0 Big 26 6epe3Ha 2021
pPOKy; 3MiHa Ha3BM NPOTOKOJ/Y KJ/iHIYHOro BUNPOOYBaHHSA; 3MiHA KOHTAKTHOI oco6u CnoHcopa
KNiHIYHOrO BUNpPOGYyBaHHA; bBpowypa pgocnigHuka no npenapaty bBpasukymao (Brazikumab,
MEDI2070, AMG 139), Bepcia 8.0 Big 02 Gepe3Hsa 2021 poKy; 3miHa AO03yBaHHA [O0CAIAKYBaHOIo
nikapcbkoro 3aco6y Bpasukyma6 (Brazikumab), po3umH ans iHdysiii gna BHyTpilULHLOBEHHOrO
3acTocyBaHHs Ha 720 mr/Mmn y cpnakoHi 6mMn; 3MiHa A03YBaHHA [,0CAIAKYBaHOrO NiKapCbKOro 3acooy
Bpasukyma6 (Brazikumab), po3unH gnsa iHdysii ana nigwkipHoro 3actocyBaHHA Ha 120 mrimn y
nonepegHbO HanoBHEHOMY wnpuui 1 mna; 3anyvyeHHA [04aTKOBUX BUPOGHUUUX AIIAHOK A0
AOCNifKyBaHOro Jlikapcbkoro 3aco6y bBpasukyma6é (Brazikumab), po3uuH pgna iHdysii gnsa
BHYTPILUHLOBEHHOTro 3acTtocyBaHHA 720 mr/imn y donakoHi 6M1; A0 AOCNIAKYBAHOrO JliKapCbKOro
3aco6y bpasukyma6 (Brazikumab), po3uunH ans iHdysiii ana nigwkipHoro 3actocyBaHHA 120 mrimn y
nonepegHbLO HaNOBHEHOMY Lwnpuui 1 mna:



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, Mélndal, 431 83, Sweden

ASTRAZENECA UK LIMITED - MACCLESFIELD DEVELOPMENT, United Kingdom

Silk Road Business Park, Macclesfield, SK10 2NA, United Kingdom; 3anyuyeHHA poaaTtkoBux
BUPOGHMUUNX AINAHOK A0 niaue6o AocnimKyBaHOro nikapcbkoro 3aco6y bpasukymat (Brazikumab),
po3unH pgnA iHdysiii gna nigwkipHoro sactocyBaHHA 120 mr/mn y nonepegHb0O HaNnOBHEHOMY LUNpuLi
1wmn:

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; 3anyuyeHHs popaTKoBoOil
BUPOGHMUOI AiNAHKN A0 nnaue6o [OocCnigpKyBaHOro NikapcbKoro 3acoG6y Bpasukymab, po3uvH gns
BHYTPIilWHbOBEHHUX iH’eKUiii, 720 Mr y conakoHi 6 mn: [odipHe nignpuemcTBo «dapmarpeng»
YKpaiHa, 82100, J/IlbBiBCbka 060n., M.[lporo6uu, Byn.CambGipcbka, 85; YactuHa 2.1.P [ocbe
AocnigpkyBaHoro nikapcbKoro 3aco6y. MeguuHuii npenapart (Bpa3sukymad), Bepcisi 5.0 Big 25 6epes3Hs
2021p.; YactuHa 2.1.P [Jocbe pocnipkyBaHOro nikapcbkoro 3aco6y. [penapar nnaue6o
(Bpasukymab), Bepcisi 6.0 Big 25 6epesHs 2021p.; YacTuHa 2.1.S [locbe AOCNiAKYBaHOro NiKapCcbKoro
3aco0y. Jlikapcbka peuoBuHa (Bpasukymal), Bepcis 2.0 Big 05 Gepe3Hs 2021 p.; IHCTpyKuia ansA
MeAMYHOro 3acTOCYyBaHHA Mikapcbkoro 3aco6y (nnaue6o go PR 1: Bpasukyma6, po3uuH pns
BHYTPIlWWHbOBEHHUX iH'€KUi, 720 mr y donakoHi 6 mn) nokosa (Glucose) 5%, po3uuH gna
BHYTPIlWHbOBEHHUX iH(Y3ili, nakeT 100mn (AN BHYTPILLHLOBEHHOrO BBeAEeHHSA); IHcopmauis npo
pocnipkeHHa Ta c¢opma 3rogum ANA A0POCAMX, JIOKa/lbHA Bepcia Homep 2.0 gnsa  YKpaiHu
YKpaiHCbKOIO MOBOI0, AaTta Bepcii 8 nunHA 2021 poky Ha OCHOBi MacTtep Bepcii Homep 8.0 Big 01
KBiTHA 2021 poky; IHhopmauis Npo onuioHasibHe reHeTU4YHe focnigpkeHHA Ta hopma iHhopmoBaHOI
3rogu, nokanbHa Bepcia Homep 1.0 ona YkpaiHM yKpaiHCbKOI0 MOBOIO, Aata Bepcii 8 nunHa 2021 poky
Ha ocHoBi MacTtep Bepcii Homep 1.0 Big 30 O6epe3Ha 2021 poky; IHchopmauia Ta dopma 3roaum Ha
HafaHHA AaHUX BariTHOI NapTHEPKM AOPOC/IOro yYacHUKa AOCNifKEHHSs, JIOKa/ibHa Bepcis Homep 2.0
ANnA YKpaiHu yKpaiHCbKOK MOBOIO, aaTa Bepcii 8 nunHa 2021 poky Ha ocHoBi MacTep Bepcii Homep

3



2.0 Big 30 Oepe3Ha 2021 poky; MapKyBaHHA pN1aKOHY AOCAIAKYBAHOrO JliKAPCbKOro 3acooy
Bpasukymab (Brazikumab), po3uuH pansa iH’exuii, 720mr y cnakoHi 6 mn a6o nnaue6o AnA
BHYTpPIlULHLOBEHHOTro 3acTocyBaHHSl, Bepciss 1.0 Big 29 6epes3Hsa 2021p.; MapKyBaHHA MaKyBaHHS
pocnigpkyBaHoro nikapcbkoro 3aco6y Bpasukyma6 (Brazikumab), posuuH gnsa iH’ekuii, 720mr y
c¢hnakoHi 6 mn a6o nnaue6o ANA BHYTPIWLHLOBEHHOrO 3acToCcyBaHHs, Bepcia 1.0 Big 29 GepesHs
2021p.; MapKkyBaHHS nakyBaHHA AOC/iAKyBaHOro nikapcbKoro 3aco6y Bpasukyma6 (Brazikumab),
po3uuH Aana in'ekuii, 120mr/mn y nonepegHbO HanoBHeHOMY wnpuuyi lmn a6o nnauye6o Ans
niagWwkipHoro sacrtocyBaHHsl, Bepcia 1.0 Big 01 kBiTHA 2021p.; MapKyBaHHS WNpuULa AocnigxyBaHOro
nikapcbkoro 3aco6y Bpasukyma6 (Brazikumab), po3umH pgnsa iH’ekuii, 120mr/mn y nonepegHbo
HanoBHeHOMY wWNpuui 1Mn a6o nnaue6o, AnA NigWKIPHOro 3acTocyBaHHA, Bepcia 1.0 Big 01 KBiTHA
2021p.; MapkyBaHHA nnaue6o (FCnoko3a, po3unH ana iHdysiii 5%, 100 mn y KoHTeilHepax MBX) go
[ocnifpKyBaHOro nikapcbKoro 3acoGy Bpasukyma® pAnsi BHYTPiLUHbOBEHHUX iH’EKUiA, 720 Mr y
chnakoHi 6 Mn.; KapTka yuyacHuka pocnigkeHHs, JlokasibHa Bepcia Homep 1.0 gna YkpaiHu
YKpaiHCbKOIO MOBOIO, gaTta Bepcii 02 nunHa 2021 poky Ha ocHoBi Mactep Bepcii Homep 1.0 Big 25
6epe3HAa 2021 poky; KapTka gocTyny A0 iHTepPaKTUBHOI Bepcii NOCIGHMKA 3 AOCiAKEHHS ANns YKpaiHu
yKpaiHCbKol MoBolo, Bepcia 1.0 Big 28.04.2021; KapTka nogsikm 3a yyacTb Yy AOChigkKeHHI ans
YKpaiHu ykpaiHCbKolo mMOBOO, Bepcia 1.0 Big 16.04.2021; IHCTPYKLUii 4O CaMOCTI/iHOro 3anoBHEHHA
aHKeTU Mo 3anasibHOMy 3aXBOPIOBaHHIO KMULIEYHUKA AN YKPaiHWU YKPaiHCbKOK MOBOIO, Bepcis Bif, 30
G6epe3HA 2017p.; OnutyBanibHUK «SF-36v2® Health Survey Single-ltem Standard Recall for Handheld
Device» ans YkpaiHu yKpaiHCbKOIO MOBoOlo, Bepcis 1.1 Big 23 nuctonaga 2015; OnutyBanibHUK «EQ-
5D-5L» pgnA YKpaiHu yKpaiHCbKOK MOBOK Bepcis Big 2021p.; OnutyBa/ibHUK «3ara/ibHe BpaXeHHsA
nauieHTa wWwoao 3MiHM-BUPA3KOBUI KOMIT» ANns YKpaiHM YKpaiHCbKOK MOBOLO, Bepcis Big 2021p.;
onuTyBa/NibHUK «3ara/ibHe BPaXXeHHA MauieHTa LWoA0 TSKKOCTi-BUPA3KOBOro KONiTy» Ans YKpaiHu
YKpaiHCbKOIO MOBOIO, Bepcis Big 2021p.; OnutyBanbHUK «LLLOAEHHUK BUNOPOXHEHb KULIEYHUKa» AN1A
YKpaiHu yKpaiHCbKOIO MOBOIO, Bepcifi Big 2021p.; OnuTyBasibHUK «BeuipHili WoaeHHUK» ansa YKpaiHu
YKpaiHCbKOI0 MOBOIO, Bepcif Big 2021p.; OnutyBanibHUK «FACIT Llkana BTomu (BapiaHT 4)» ans
YKpaiHn yKpaiHCbKOK MOBOK, Bepcisa Big 7 nunHa 2012p.; 3anyydyeHHA pAoaaTtKoBUX Micub
npoBefleHHs K/iHIYHUX BUNPoOGYyBaHb [0 [MPOTOKO/Y KAiHIYHOTO AJocnigkeHHA «baraTtoueHTpose,
paH4oMi3oBaHe, noAgiliHe crine, nnauebo-KOHTPO/IbOBaHE Ta KOHTPO/IbOBAHE 3a aKTUBHMM MpenapaTtoM
JocnipkeHHs a3 2 3 MOABIMHMM MacKyBaHHAM B MapasiesibHUX rpynax i3 54-TWKHEBMM Mepiogom
NiKyBaHHS 3 OLIHKM eheKTMBHOCTI Ta 6e3MeYHOCTI 6pasuKymady npu 3acTOCYBaHHI B yYaCHMWKIB 3 aKTUBHUM
BMPA3KOBMM KOJIITOM Bif CepefHbOro CTYNeHs TSXKKOCTI 00 TAXKOro», koA pocnimkeHHs D5272C00001
(MonepepHin kog 3151-201-008), nonpasBka Homep 4 Big 17 cepnHs 2020 poky; cnoHcop - AstraZeneca AB,
Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO CTANO
BaraToueHTpoBe, paHAoMi3oBaHe, noABiliHe | 54-TMXHeBe, GaraToOLEeHTpPoOBe, paHAoOMi3oBaHe,
cnine, nnaue60-KOHTPOSIbOBaHe Ta | nogBiiiHe  cnine, nnaye60-KOHTPO/IbOBaHe
KOHTPO/IbOBaHe 3a aKTMBHUM MNpenapaTtoMm | AoChiMKeHHA da3um 2 B napasiefibHUMX rpynax
pocnipKeHHs casu 2 3 noAaBiiiHAM | AN ouiHKM  ed)eKTMBHOCTI Ta  GesneKku

MacKyBaHHSIM B napasieflbHUX rpynax i3 54-
TWKHEBUM nMepiogoM JliKyBaHHA 3  OL{HKWK
edpeKTUBHOCTI Ta Ge3ne4yHOCTi OGpasukymady
npu 3acTocyBaHHi B YYaCHUKIB 3 aKTUBHUM
BUpPa3KOBUM KOJIiTOM Bif cepeAHbOro CTyneHsi
TSXKKOCTi 10 TAXKKOTro

Bpasukymaoy y
nauieHTiB 3  BUPA3KOBMM  KO/IITOM  Bif
cepefHbLOro [0 BaXKOro CTYMeHsi aKTMBHOCTI
(Expedition Lead-in)

BYno

CTANO

M LB. KoHTakTHOI oco6u: Alison McGhee
Micue3HaxomKeHHA opuguvHoi ocobu | micue
npoXxuBaHHA pi3muHoi ocobu: 85 Karlebyhus,

N 1.B. KoHTaKTHOi oco6u: Eva Barkstedt
Micue3HaxomKeHHs opuagnvHoi ocobu | micue
npoXxuBaHHA pisnuHoi ocob6u: Sodertalje, SE-

Astraallen, Sodertalje, SE 151 85, Sweden | 151 85, Sweden
KoHTakTHUii TenedoH: + 46 8 533 26904 | KoHTakTHMiA TenechoH: +46 0 855321613
dakc: + 46 8 533 26904 | dakc: + 46 855326904
Appeca €/1eKTPOHHOT nowTu: | Agpeca e/1eKTPOHHOT nowTun:

Alison.mcgheel@astrazeneca.com

eva.barkstedt@astrazeneca.com

Ne MN.l.B. BignoBiganbHOro gocnigHuka

n/n

HasBa MicLs NpoBeAleHHA KNiHIYHOro BUNpooyBaHHs

1 nikap Manuubka A.I.




KomyHanbHe HeKoMmepuiiHe nignpueMcTBO «XepCcoHCbKa MicbKa K/iHiYHA JflikapHA
iM. €.€. KapaGenewa» XepCOHCbKOI MICbKOI pagu, racTporepaneBTUYHe BiAAiNeHHs,
M. XepCcoH

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

KomyHanbHe HekomepuiiiHe nignpuemctBo «Micbka KniHiYHa nikapHA Ne2 iMeHi npod.
0.0. WanimoBa» XapKiBCbKOI MiCbKOI paau, MPOKTOJIOriYHe BigAineHHs, M. XapkiB

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

MeagunuHuii LeHTp ToBapucTBa 3 OGMeXeHolo BignoBiganbHicTio «KoHcuniym Megikan»,
KNiHIKO-KOHCY/IbTaTUBHE BiafAisIeHHs, M. KuiB

4 nikap Piwko A.P.

KomyHanbHe HekomepuiiiHe NignpuemMcTBO «3akapnaTcbKa o6nacHa KniHiuHa nikapHs iMeHi
AHApia HoBaka» 3akapnaTtcbKoi o06nacHOi paawu, racTpoeHTeposioriyHe BiAAiNeHHs,
M. YXXropog

5 A.M.H. Focnopapcbkuii LA,

KomyHanbHe HekomepuiiiHe NiaANpPUEMCTBO «TepHOMiNIbCbKa YHIBEPCUTETCbKA JliKapHA»
TepHONINbLCLKOI 0G/IACHOT pagun, 06MacHWii LEeHTP racTpPOEeHTEeponorii 3 renarosiori€to,
racTpoeHTeposIoriyHe BiagAiNneHHA, M. TepHoninb

6 nikap bapaHeHko B.M.

MeguuHuii UeHTP «YHiBepcasibHa KJiHika «OGepir» TOBapucTBa 3 OOMEXEHOI
BignoBiganbHicTiO «Kanutan», KNiHiKO-KOHCYbTAaTUBHE BigAineHHs, M. KuiB

6. OHOBNIEHUIA MPOTOKOJ KiHIYHOro BUNpo6yBaHHA MK-1986-018, 3 iHKOpnopoBaHOI0 nonpaBkoto 06
Big 24 TpaBHA 2021 poKy, aHrniiicbko MoBoOW; Bpowypa pocnigHuka MK-1986 (TR-701 FA),
BMAAHHA 14 Big 16 uepBHA 2021 poKy, aHrNiACbKOK MOBOK [0 NPOTOKOJY K/HIYHOTO AOCAigKEHHS
«PaHAoMmi30BaHe, KOHTPO/IbOBaHe 3a [0NOMOrol akTMBHOrO npenapaTy MOPIBHAHHA, KNiHIYHE AO0CNigKeHHSA
[l cha3m ana BuBUEHHA 6e3neyvHocTi Ta edhektuBHOCTI MK-1986 (Teausonigy cdocdarty) y nauieHTiB BiKOM Bif
HapoKeHHA [0 <12 pokiB 3 rocTpUMu GakTepiaNbHUMU HPEKUIAMU LWKIPpU Ta LWKIPHUX CTPYKTYP», KOA,
pocnipkeHHa MK-1986-018, 3 iHkopnoposaHoto nonpaskoto 05 Bif 16 BepecHa 2020 poky; cnoHcop - «Mepk
LWapn Exg Aoym Kopn.», govipHe nignpuemcTtso «Mepk EHA Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp.,
a subsidiary of Merck & Co., Inc., USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAASIbHICTIO «MC/[], YkpaiHa»

7. Bpowypa gocnigHuka JNJ-212082 ZYTIGA (aGipaTepoHa aueTar), BugaHHsa 16 Big 11.06.2021 p. go
NPOTOKONY KNIHIYHOTO AoCnimKeHHs «PaHaomizoBaHe, noAgiiHe crine, KNiHiYHEe AO0CAiIAKEHHST NOPIBHSAHHS
npenapaTy AGipatepoHa aueTaTty N/H0C HMU3bKi A03M NPeAHi30Hy N/0C aHAPOreHHa AenpuBadiiHa Tepanis
(ADT) y NOpPIiBHSIHHI 3 TifIbkKM aHAPOreHHOK AenprBaLiliHO Tepanielo y nauieHTiB 3 BrepLue BCTaHOBIEHUM
MeTacTaTMYHUM pakoMm nepeaMiXypoBOi 3a/103M BUCOKOTO PU3UKY, SAKMM He MpOoBOAMMOCA MonepesHe
ropMoHasnibHe nikyBaHHA (MHNPC)», kop pgochnigpkeHHsa 212082PCR3011, 3 nonpasBkoi INT-4 Big
15.02.2017 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HBx», Benbris

3aaBHUK - «AHCCEH ®APMALIEBTUVKA HB>», Benbris

8. Martepianu gnsa yyacHuKiB gocnigxeHHs: Jiuct go nauieHta (Dear Patient Letter), Bepcis 1.0 Big 23
nTtoro 2021 poky, YKpaiHCbKOIO Ta pociiicbkolo moBamu; Bpowypa ana nauieHta «JOCATHEHHA
KPALWWMX PE3Y/IbTATIB Y BUBYEHHI MCOPIATUYHOIO APTPUTY. AocnigxeHHa APEX», Bepcisa 1.0
Big 23 noTtoro 2021 pokKy, YKpaiHCbKO Ta pociiicbkolo moBamu; Moctep «4OCAMHEHHA KPALLUX
PE3Y/IbTATIB Y BUBYEHHI NMCOPIATUYHOIO APTPUTY», Bepcia 1.0 Big 23 notoro 2021 poky,
YKpaiHCbKOI Ta pocilicbkolo MoBamu; KepiBHMUTBO Ans yyacHuKiB gocnigkeHHa APEX, Bepcia 1.0
Bif 23 noToro 2021 poKy, YKpaiHCbKOIO Ta pociiicbkolo MoBamu; KapTka ansa nauieHta «4AKYEMO
3A BALLU BHECOK Y AOCNIAXEHHA APEX!», Bepcia 1.0 Big 23 ntoToro 2021 poky, yKpaiHCbKOI Ta
pociiicbkolo MoBamu; BK/lOUEHHA [OAATKOBMX MiCLb NPOBEAEHHA KNiHIYHOro BUNPOOGYBaHHA [0
MPOTOKOMY  KAIHIYHOTO  JocnifpKeHHs «PaHgomizoBaHe, MoggiiHe criine, Maueb0-KOHTPOsIbOBaHe,
GaratoueHTpoBe gocnimpkeHHa 3b dasn 3 mMeTo OouiHKM edIeKTMBHOCTI Ta 6e3MevHOCTi MiALWKIPHOro
BBEAEHHS TycesibKyMaoy /151 3MEHLUEHHSI O3HaK i CMMMNTOMIB Ta CMOBIIbHEHHSA PEHTIEHO/IOTNYHOT nporpecii
Yy Maui€HTIB 3 akTUBHMUM MCOpIaTUMHUM apTpuTOM», Kog gocnigpkeHHss CNTO1959PSA3004, nonpaBka 1 Big,
07 kBiTHS 2021 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium / fAHcceH ®apmaueBTtrka HB, benbris
3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

Ne MN.I.B. BignoBiganbHOro gocnigHuka
n/n HasBa Micus npoBefeHHs KiHIYHOro BUNpPoGyBaHHA




1. | A.M.H., npodp. KysbmiHa I".IN.

KomyHanbHe nignpnemMctBo «KpuBopisbka Micbka KiiHiuHa nikapHA Ne2» KpuBopisbKoi
MiCbKOI pagu, KapaionoriuHe BigAiNeHHA 3 peBMaTOIOriYHMmMN nibdkkamu, M. Kpusnii Pir

2. | nikap TkauyeHko M.B.

KomyHanbHe niagnpuemMcTBO «MonTtaBcbKa obGnacHa KniHiyHa nikapHsA
iMm. M.B. CknidocoBcbkoro [MMontaBcbkoi o6GnacHoi pagu», O6GnacHWii NiKyBa/lbHO-
BiarHOCTUYHMIA peBMaTONOTIUHMIA LeHTP, MonTaBCcbKkuii AepXaBHUIA MeAUYHUIA YHIBEpPCUTET,
Kadpegpa cimeiiHoi meguUMHM | Tepanii, M. MonTaBa

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

KomyHanbHe HekomepuiiiHe nignpuemcTBo XapKiBCbKOi 06/1acHOi pagy «O6nacHa KiiHiuHa
NiKapHA», KOHCY/IbTATUBHA NOANIKAiHIKa, M. XapKiB

4. | K.M.H. Ypcon H.B.

KomyHanbHe  HekomepuiiiHe  MiANPUEMCTBO  «XMesibHULbKA  O6GnacHa  JliKapHA»
XMenbHULKOI 06/1aCHOT paguy, peBMaTOJIONYHE BiagineHHs, M. XMeNbHULbKUA

9. OHOBNEHUIT NPOTOKOJ KAiHiYHOro gocnigpkeHHa APD334-210 3 nonpaBkoto 1.0 Big 02 uepBHsa 2021
POKyY, aHrniicbkoto moBoto; IHhopmauiiHnia nucTok i chopma 3rogu, Bepcia V3.0UKR(uk)1.0 Big 06
nunHAa 2021 poky, nepeknag yKpaiHCbKo MOBOHO Big 19 nunHAa 2021 poky; IHdopmauliiHuiA NUCTOK i
c¢hopma 3rogu, Bepcia V3.0UKR(ru)1.0 Big 06 nunHa 2021 poky, nepeknag pocificbkolo MOBoH Big 19
nunHa 2021 poky; Bpouwypa ans nauieHTa, Bepcia [V01 UKR(uk)] Big 27 kBiTHA 2021 poky,
YKpaiHCbKOIO MOBOIO; Bpowypa ana nadieHta, Bepcia [V01 UKR(ru)] Big 27 kBiTHA 2021 poky,
pociiicbKol MOBOIO;

Bpowypa gnAa nauieHta, Bepcia [VO1 Global(en)] Big 27 kBiTHA 2021 poKy, aHrNiicbKO MOBOI [0
NMPOTOKOMY K/IHIYHOrO AJochigpkeHHA «PaHgomizoBaHe, nofgiiHe chnine, nnaueb0-KoOHTPoiboBaHe 52-
TUXKHEBE [OCIMKEHHS A5 OLiHIOBaHHSA edqeKTMBHOCTI Ta 06e3Me4yHOCTI 3acTocyBaHHSA eTpacimoay B
NawuieHTIB i3 aKTUBHUM BMPA3KOBMM KOJTITOM MOMIPHOrO CTYMEHS TAXKOCTi», Kog, aocnimpkeHHs APD334-210,
Bepcia 0.0 Big 20 nunHa 2020 poky; crnoHcop - «ApeHa ®apmacbkioTikans, IHk.» (Arena Pharmaceuticals,
Inc.), United States

3asBHYK - MignpremcTtso 3 100% iHo3eMHoto iHBECTULje «ANK'IOBIA PAC YkpaiHa»

10. Bpowypa gnsa gocnigHuka 3 npenapary Ozanimod (RPC1063), peaakuia 14.0 Big 22 kBiTHA 2021
p.; OuiHka cniBBigHOWEHHA KopucTi Ta pusuky (Benefit and Risk Assessment) gna pgocnifpxeHHs
RPC01-3001, pegakuis 7.0 Big 04 TpaBHsA 2021 p.; 3miHa Micua NpoBeAeHHs KNIHIYHOro AocnigKeHHs
00 NpOTOKO/Y KAiHIYHOro BMNpobyBaHHA «baratoueHTpoBe BigkpuTe AO0AATKOBE AOCNiMKEHHA npenapaty
RPC1063 npu nepopasibHOMY 3aCTOCyBaHHi Yy XBOPMX Ha pPeuuauBYHOUMA PO3CIAHWI CKNepos», Kopg
pocnipkeHHs RPCO01-3001, peaakuia 9.0 Big 26 motoro 2020 p.; cnoHcop - «CenmkeH IHTepHewwHn 1l Capn»
(Celgene International Il Sarl), LBeiuapis

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMOBIAANBHICTIO «Ml EC AN-YKPAIHA»

BYNO CTA/IO
O.M.H., npody. Mockosko C.I1. O.M.H., npody. Mockosko C.T1.
KomyHanbHuiA 3aknap «BiHHuMUbKa o6GnacHa | ToBapucTBO 3 OOMEXEHO BignoBigasibHICTIO
NCUXOHEBpPONOriyHa fikapHA iMeHi akag. | «MeguuHuii UeHTp «Cantotem», niKyBa/lbHO-
O.l. WOweHKa», BiggineHHa HeBponorii Ne3, | npodinakTuuHMii  BigAIN MegUUHOro LEHTpY,

BiHHULbKNIA HaLiOHa/IbHUIA MeAuYHUIA | M. BiHHMUA
YHiBepcurer iMm. M.l. MuporoBa, kachegpa

HepBOBUX XBOPOG 3 KYpcOM Heiipoxipyprii, M.

BiHHUUSA

11. OHOBNEHUA NPOTOKON KNiHiYHOrO pgocnimkeHHsa CLI-06001AA1-05, Bepcis 2.0 Big 03 TpaBHsA 2021
poky; IHchopmauiiiHnii nMcTok yyacHuka Ta Popma iHhopmoBaHOI 3rogu Ha ydyacTb Y KAiHiYHOMY
pocnipkeHHi 3 kogom CLI-06001AA1-05, nocnimkeHHsa PILLAR, Bepcisa 2.0 Big 05 cepnHAa 2021 poky
aHrniicokoo moBoo; IHhopmauiiiHMIi NTNCTOK yyacHMKa Ta dPopma iHhopMOBaHOI 3rogn Ha yvyactb y
KNniHiYHOMY pocnigpkeHHi 3 kogom CLI-06001AA1-05, gocnipkeHHa PILLAR, Bepcisa 2.0 Big 05 cepnHsA
2021 poky yKpaiHCbKOK MOBOLO; IHhopMauiliHuii nuctok i Popma iHhopMoBaHOI 3roau BariTHOI
yyacHUL Ha yyacTb Yy nporpamMi CnocTepeXxXeHHs 3a BariTHICTIO B MeXaX K/iHIYHOro gocnigkeHHA 3
kogom CLI-06001AA1-05, pocnimkeHHA PILLAR, Bepcis 2.0 Big 11 uepBHsa 2021 poKy aHrNificbKOO
MoBoto; IHchopMauiiiHnii nuctok i Popma iHchopmoBaHOi 3rogM BariTHOI yyacHULi Ha y4yacTb Yy
nporpami crocTtepeXxeHHs1 3a BariTHICTIO B MeXax K/liHIYHOro gocrimkeHHAa 3 kogom CLI-06001AA1-



05, pocnimkeHHA PILLAR, Bepcis 2.0 Big 11 uepBHA 2021 poKy yKpaiHCbKOK MOBOIO; IHhopmauiiiHuii
nucTok i dopma iHhopMOBaHOT 3roaun BariTHOT MAPTHEPKU HA yyacTb Y NMporpamMi cnocTepeXxeHHA 3a
BariTHICTIO B MeXaXx KiHiyHoro pocnigpkeHHs 3 kogom CLI-06001AA1-05, pocnigpxeHHs PILLAR,
Bepcia 2.0 Big 11 uepBHA 2021 poKy aHrnilicbkor MOBOO; IHopmauiiiHiA nucTok i Popma
iHhopMoBaHOI 3roan BariTHOI MapTHEPKU Ha yyacTb y Mporpami cnocTepeXeHHsA 3a BariTHICTIO B
MeXax KNniHiuHoro gocnimxkeHHs 3 kogom CLI-06001AA1-05, pocnigxeHHAa PILLAR, Bepcisa 2.0 Big 11
yepBHSA 2021 poKy yKpaiHCbKOI MOBOIO; 3MiHA HaliMeHyBaHHSA 3asBHUKA B YKpaiHi 3 TOB «<KOBAHC
KNIHIKANT AEBEJIONMMEHT YKPAIHA» Ha TOB «/TIABKOPN K/MIHIKAN AEBE/IONMEHT YKPAIHA»;
3anyuyeHHA [0[aTKOBOrO Micusi MPOBEAEHHA K/MiHIYHOrO AOCNIMKEHHA [0 NPOTOKO/Y K/HIYHOIo
JocnimkeHHss «52-TxkHeBe, paHAoMi3oBaHe, MoABiliHe chnine, 3 MOABIHMM MacKyBaHHSIM, 3 KOHTPOJIEM
nnauebo Ta akTMBHMM KOHTpOsieM docnimkeHHst (Podnyminact, Janipecn® 500 Mkr), Wo nNpoBOoAUTLCS B
napanenibHUX rpynax 3 MeTo OLiHKM etheKTUBHOCTI Ta 6e3nedHocTi A4BoX A03 npenapaty CHF6001 y copwmi
CYXOro NOPOLLKY ANS iHrasIAUiii, Wo AoAaTbCA 40 NiATPMMYYOT NOTPIAHOT Tepanil y NauieHTiB i3 XPOHIYHMM
OOCTPYKTUBHUM 3axBOPIOBaHHAM JsiereHb (XO3J1) Ta XPOHIYHUM OpPOHXITOM», KOA, [OCnifikeHHs CLI-
06001AA1-05, Bepcia 1.0 Big 20 nuctonaga 2020 poky; crnoHcop - «K'e3i ®apmauesTivi C.n.A.» [Chiesi
Farmaceutici S.p.A.], Itania

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTIO «/TABKOPM K/IHIKAN AEBE/IONMEHT YKPAIHA»

Ne MN.l.b6. BignoBiganbHOro gocnigHuka

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPoGyBaHHS

3acTynHuUK gupektopa Bunoecbka B.B.

KomyHanbHe HeKkomepuiiiHe MeguuHe nignpuemMcTBo «KpemeHuyubka nepla Micbka
nikapHsa iMm. O.T.BoraeBcbKoro», NyJibMOHO/OriYHe BigAineHHs, M. KpeMeH4YyK

12. OHoOBnNeHWii MNPOTOKON K/IHIYHOrO BUNPOGYBaHHA Bepcia 6.0 Big 27 TpaBHA 2021 p.;
IHcbopmauiiiHuii NMUCTOK ANA naudieHTa Ta chopma iHthopmoBaHoi 3rogu, Bepcia 2.0_06 nunHa 2021p.
ANna YKpaiHu yKpailHCbKOKO MOBOIO, 3acHOBaHa Ha Maiictep Bepcii IHhopmauiiiHoro nuctka ansa
nauyieHTa Ta popmun iHchopmoBaHoi 3roaun, Bepcia 2.0_19 6epe3Hs 2021p.; IHdopMaLiiHUIA NUCTOK
Ana nadieHTa Ta popma iHhopmoBaHoi 3rogu, Bepcia 2.0_06 nunHa 2021p. ana YKpaiHU pociiicbKoo
MOBOIO, 3acHoBaHa Ha Maiictep Bepcii IHopmayiiHoro nucTtka AnA nauieHta Ta copmu
iHcbopMmoBaHoOi 3roau, Bepcis 2.0_19 6epe3Hsa 2021p.; Bpowypa gocnigHuka A/13 C21 Bepcisa 5.0 Big
05 6epesHa 2021p.; Aocbe pocnipKyBaHoro Jslikapcbkoro sacooy (IMPD) A/13 C21 Bepcia 27 ciuHA
2021p.; NopoBxeHHA TepMmiHy npuaaTtHocTi A/13 C21 go nunHa 2022p. ana napTii 20A17 ta 20L11 a0
NPOTOKOY KNiHIYHOrO AO0CNipKeHHA «baraToueHTpoBe, BifkpuTe BUNPOOYBaHHA hasn 2 3 OAHIEN rPymnoto
NiKyBaHHS Ans JOCNiMpKEHHSA 6e3neYHoCTi, eqhekTUBHOCTI Ta hapmakokiHeTUKM npenapaty C21 y nauieHTiB 3
igionatnyHMmM nereHeBnM pibposom», kog gocnigpkeHHs VP-C21-005, sepcia 3.0 Big 15 uepsHa 2020 poky;
crnoHcop - «Bikop ®apma Ab» /Vicore Pharma AB, Sweden

3aaBHuK - TOB «HO CI TI-TNTOBAJ», YkpaiHa

13. TAK-935-3002 dopma iHpopmoBaHOI 3rogu pornsagada st AOPOC/IOro nayieHTaHa y4vacTb Yy
[ocCnimKeHHi ana YkpaiHu, aHrniicbkoo moBolo, Bepcis 1.1 Big 29 nunHa 2021 p.; TAK-935-3002
dopma iHhopMoOBaHOI 3roan gornsgaya ons AOPOC/IOro nauieHTa Ha yyacTb Y AOCAIfKEeHHI ansa
YKpaiHu, yKkpaiHCbKol MOBOI0, Bepcia 1.1 Big 29 nunHsa 2021 p.; TAK-935-3002 ®opma iHthopmoBaHOi
3rogu gornsgada Ans AOPOC/ION0 NawieHTa Ha yyacTb Yy AOCAiMKeHHi AnA YKpaiHu, pociiiCbKoo
MoBoOt, Bepcifa 1.1 Big 29 nunHa 2021 p.; 3pas3ok iHpopmauii, WO O6yAe BuAgaHa NaLiEHTY Ha
enieKTpoHHoMy Hocii eCOA «C-SSRS BuxigHi aaHi giteii/Big6ip», ykpaiHCbKOO MOBOtO, Bepcisa 1.00
Big 27 nunHAa 2021p.; 3pa3ok iHopMmauii, Wo Oyae BugaHa nauieHTy Ha e/IeKTPOHHOMY Hocii eCOA
«OuiHKa BUXigHOro ctaHy/CKpUHIHr giTeid 3a wkanot C-SSRS», pocilicbkolo moBoto, Bepcisa 1.00 Big
15 yepBHA 2021p.; 3pa3ok iHopmadii, Wwo 6yae BuaaHa Nawi€eHTY Ha efIeKTPOHHOMY Hocii eCOA «C-
SSRS [liTein 3 MOMEHTY OCTaHHbLOIO Bi3UTY», YKPAiHCbKOIO MOBOLO, Bepcito 1.00 Big 27 nunHa 2021 p.;
3pas3ok iHchopmadil, Wwo 6yae BuAgaHa nayieHTy Ha efIeKTPOHHOMY Hocii eCOA «OuiHKa 3a LwKanor C-
SSRS 3 MOMEHTY OCTaHHbLOrO Bi3UTY AUTUMHU», POCIiCbKOK MOBOI, Bepcifa 1.00 Big 15 uepBHA
2021p.; 3pa3ok iHthopMmauii, wo oyae BuaaHa nayieHTy Ha eneKTpoHHOMY Hocii eCOA «EQ-5D-5L PDA
version, AHKeTa cTaHy 30pOB’sA», Mepeknag Ha yKpaiHCbKY MOBY Ans YKpaiHu, Bepcia 1.00 Big 23
uepBHA 2021p.; 3pa3okK iHopmauii, Wo 6yae BUAAHA NaUi€eHTY Ha eNleKTPOHHOMY Hocii eCOA «EQ-
5D-5L PDA version, OnuTyBaJIbHUK NPO CTaH 3[40pOB’A», Bepcia pociiicbkolo MOBOIO ANnA YKpaiHu,
Bepcis 1.00 Big 23 yepBHA 2021p.; 3pa3okK iHopMalLlii, Wo 6yae BUAAHA NaALiEHTY HA €NIeKTPOHHOMY
Hocii eCOA «HaByanbHWii MOAyNb i3 KOPUCTYBaHHA MNOPTAaTUBHMM MPUCTPOEM», YKPaiHCLKOO
MoBoto, Bepcia 1.00 Big 17 rpygHsa 2020p.; 3pa3ok iHpopmauii, Wo O6ype BugaHa nNauieHTy Ha
eNleKTPOHHOMY Hocii eCOA «HaBuanbHUiA MoAy/b NO PO6GOTI 3 MOPTATUBHUM MNPUCTPOEMD»,
pociiicbkolo moBoto, Bepcia 1.00 Big 11 rpyaHa 2020p.; 3pasok iHcopmauii, wo 6yae BupaHa
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nauieHTy Ha efIeKTPOHHOMY Hocii eCOA «OnUTYBa/IbHUK LLOAO SKOCTi XXUTTA: OLUiHKa iHBanigu3auii»,
YKpaiHCbKOI0 MoOBoOlo, Bepcisi 1.00 Big 04 cepnHa 2021 p.; 3pasok iHopmauil, wo 6yae BugaHa
nauieHTy Ha eNneKTPOoHHOMY Hocil eCOA «OnNUTYBa/lbHUK AN151 OLHKN AKOCTi XUTTA NMPU OGMEeXeHHi
Aie3gaTHoCTi», pocilficbkolo MoBoo, Bepcis 1.00 Big 27 nunHAa 2021p.; 3pa3sok iHopmaLuii, wo 6yae
BuUAaHa nauieHTy Ha enleKTPOHHOMY Hocii eCOA «OnutyBasibHUK CareGl-l gns 3actocyBaHHA nicnA
BUXigHOro piBHs», YKpalHCbKOIO MOBOIO, Bepcis 1.00 Big 04 cepnHa 2021 p.; 3pa3ok iHthopmauii, Lo
Oyae BuAgaHa nauieHTy Ha efieKTPOHHOMY Hocii eCOA «OuiHka 3a wkanol CareGl-1 nicna BuxigHoro
piBHA», pociicbKol0 MOBOIO, Bepcis 1.00 Big 27 nunHa 2021 p.; 3pa3ok iHpopmadii, wo 6yae BuaaHa
nauieHTy Ha enekTpoHHoOMy Hocii eCOA «llkana CGI-l wopo iHTEHCUBHOCTI Ta TPMBaNoCTi
eninenTMYHMX HanagiB nicna BUXiQHOToO PiBHA», YKpaiHCbKOK MOBOW, Bepcia 1.00 Big 04 cepnHs
2021p.; 3pas3ok iHhopmauii, wWo Oyae BugaHa nauieHTY Ha enekKTPOHHOMY Hocii eCOA «OuiHKa
iHTEHCUBHOCTI i TpUBa/IOCTi CYyAOMHOro Hanagy nicnsa BuxigHoro piBHA 3a wWkanow CGl-I»,
pociiicbkoto moBoto, Bepcia 1.00 Big 27 nunHa 2021 p.; 3pasok iHcopmauii, wo Gyae BupaHa
nauieHTy Ha eneKkTpoHHomy Hocii eCOA «lHchopmauis Npo 3acTtocyBaHHA npenaparty MNpu Bi3uTI B
KNiHiKy», YKpaiHCbKOO MOBOIO, Bepcia 1.00 Big 04 cepnHsa 2021p.; 3pasok iHcopmauil, wo oyae
BuAaHa nauieHTy Ha enekTpoHHOMY Hocii eCOA «IHdhopMalisi npo npuiiom npenapartiB B Xogi Bi3uTiB
B pamKax K/iHIYHOro [OC/ifKeHHs», POCiicbKO MOBOLO, Bepcia 1.00 Big 27 nunHAa 2021p.; 3pasok
iHcbopmauil, wo O6yae BuAaHa nauieHTy Ha enekTpoHHoMy Hocii eCOA «Takeda TAK-935-3002
Reminder Icon eCOA Handheld Screenshots», ykpaiHCbkOol0 MOBoOIO, Bepcis 1.00 Big 04 cepnHA
2021p.; 3pa3okK iHhopmalii, wo 6yae BugaHa nauieHTy Ha esleKTpoHHoMy Hocii eCOA «Takeda TAK-
935-3002 Reminder Icon eCOA Handheld Screenshots», pocilicbkolo moBoto, Bepcia 1.00 Big 27
nunHAa 2021 p.; 3pa3ok iHdopmaduii, Wwo O6yae BugaHa nauieHTY Ha eneKTPoOHHOMY Hocii eCOA
«lllogeHHUK peecTpauil 3acToCyBaHHA MpenapartiB HeBigKMaQHOI Tepanii», YKpaiHCbKOK MOBOIO,
Bepcia 1.00 Big 04 cepnHa 2021p.; 3pa3okK iHchopmalil, Wo 6yae BugaHa nayieHTy Ha eNeKTPOHHOMY
Hocii eCOA «lllogeHHUK npuiiomy npenapaTiB HeBigKnagHoi Tepanii», pociicbKkolo MOBOIO, Bepcis
1.00 Big 27 nunHsa 2021 p.; 3pasok iHopMaLlii, Wo 6yae BuAaHa NALEHTY Ha eNeKTPOHHOMY HOCIT
eCOA «LlopgeHHMK eninenTUYHUX HanagiB», YKpalHCbLKOIO MOBOIO, Bepcis 1.00 Big 04 cepnHAa 2021p.;
3pas3ok iHchopmalil, Wo 6yae BuaaHa nauieHTy Ha eneKTPpoOHHOMY Hocii eCOA «LlofeHHUK CyaAOMHUX
HanagiB», pocificbkolo MOBOIO, Bepcis 1.00 Big 27 nunHa 2021p.; 3pa3ok iHcopmauii, wo oyae
BugaHa nauieHTy Ha enekTpoHHoMy Hocii eCOA «llogeHHUK peecTpauil 3acTocyBaHHS
pocnipkyBaHoro npenapary», yKpaiHCbKOlo MoBolo, Bepcia 1.00 Big 04 cepnHsa 2021 p.; 3pasok
iHpopmauii, wo O6yae BugaHa nauieHTy Ha efleKTPOHHOMy Hocii eCOA «llogeHHUK npuiiomy
[OCnNiopKyBaHOro npenapary», pociiicbkolo moBoto, Bepcisa 1.00 Big 27 nunHa 2021 p. 40 NpOTOKONy
KNiHiYHOro BMNpObYBaHHS «baraToueHTpoBe, paHAOMi3oBaHe, NoABiiHe cnine, nnauebo-KOHTPO/bOBaHe
OOCMIMKEHHST B MapanefibHnx rpynax [Ans OuiHkM ed)eKTMBHOCTI, 6e3ne4yHOoCTi Ta MepeHOCUMOCTI
CoriknecraTty B sIKOCTi 404AaTKOBOT Tepanii y NauieHTiB ANTSY0ro BiKy Ta AOPOCANUX i3 CUHAPOMOM JIeHHOKCa-
Facto (CNIN», kog pocnimkeHHs TAK-935-3002, iHiuianibHa Bepcis Bif 24 6epe3Hsa 2021 poky; cnoHcop -
Takega [esenonmeHT CeHTep Amepikac, IHK. (TAC Amepikac) (Takeda Development Center Americas, Inc.
(TDC Americas)), United States of America

3asBHMK - Toapucteo 3 OO6OMexeHow BignosigasbHiCTIO «KoHTpakTHO-AocnigHubka OpraHisauis
IHHOhapMm-YKpaiHa»

14. MopoBXeHHA TepMmiHy npupaTtHocTi A0 36 MicAWiB ANA AOCAIAHKYBAHOrO NiKapCbKOro 3acooy
Mmapsentakor anbd)a (aktuBoBaHuii) [npenapatr MarzAA] [0 NPOTOKO/Y KAIHIYHOrO BUMPOGYBaHHS
«JocnipkeHHsa gasn Il gna ouiHkM edhekTMBHOCTI Ta 6e3neyHoCTi Map3enTtakory asibca (akTMBOBaHOrO)
AN NigwKipHOro BBEAEHHSI MPU JliKyBaHHI Ha BUMOry Ta KOHTPO/O €eni3ofiB KpoBOTEY Yy MalieHTiB 3
remodinieto A abo remocpinieto B, 3 iHribiTopamu: gocnigkeHHs KpimcoH 1 [Crimson 1]», koA, AOCAIoKEHHS
MAA-304, Monpaska 1.0, 02 yepsBHA 2020, JlokasibHa nonpaska MAA-304, Bepcia 1.1 Big 04 ciuHa 2021
poKy (nvwe ans Ykpainu); cnoHcop - «KeTenict BaitocaiieHcns, IHkopnopenTea» [Catalyst Biosciences, Inc.],
CLWA

3asBHK - TOBAPNUCTBO 3 0BMEXEHOIO BiANOBIAaNbHICTIO «MEAMENC YKPAIHA»

15. Po3kopgyBaHHA JliKyBaHHA Ta MPUMNUHEHHA NpPUiOMYy JeHBaTUHIOy/nnaue6o [0 NpPOTOKONy
KNIHIYHOTO  pocnimkeHHs «PaHgomizoBaHe, nogpiiHe cnine  pocnigpkeHHs |l dasm  komGiHauji
nemoponisymady (MK-3475) 3 abo 6e3 neHBatuHiba (E7080/MK-7902) y paHille HesfikoBaHUX MaLieHTIB 3
MeTacTaTU4YHUM HeAPiGHOKNITUHHUM pakom nereHb (HAKPJ/1) 3 nokasHukom nponopuii nyxnnHun (TPS), wo
6inbwe abo gopisHoe 1% (LEAP-007)», koa gocnipkeHHs MK-7902-007, 3 iHKkopnopoBaHO nonpaskoto 05
Big 02 6epesHs 2021 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», godipHe nianpuemctso «Mepk EHA,
Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BignoBigasibHICTIo «MC/L YkpaiHa»



16. OHoBneHWi npoTokon Bepcia 2.0 Big 08 nunHA 2021 poky; OHoBnieHa dopma iHchopMoBaHOI
3rogu Ta A03BiN Ha PO3KPUTTA iHopMaLii Npo cTaH 340pOB'A Bepcia 2.0 ansa YKpaiHu Big, 27 nunHsA
2021 poKy yKpaiHCbKOI, POCIICbKOIO Ta aHr/iiCbKOK MOBaMU [0 MPOTOKONY KAiHIYHOrO BUNPO6yBaHHS
«ApanTuBHe, BigKpUTE AOCNIMKEHHA 2 doa3n 3 3aCTOCYyBaHHAM MHOXMHHMX 003 3 X 36iNbLUeHHAM, WO
NpoBOAMTLCA AN OLUiHKA eeKTUBHOCTI, 6e3neku, nepeHocMMmocTi Ta apmMakokiHeTvku AMB-05X npwu
BHYTPILULHbOBEHHOMY BBE[EHHI Y MNauieHTIB 3 TEHOCWHOBI&/IbHOK T[IrAHTOKNITUHHOK MYX/IMHOK», KOf4,
pocnipkeHHs AMB-051-02, sepcia 1.1 Big 12 nuctonaga 2020; cnoHcop - AmMax Bio., Inc. («<AMMakc bio.,
IHK.»), CLLUA

3asaBHUK - TOB "EXiH", YKpaiHa

17. BkIOYEHHA [00aTKOBOro MicusA MpoOBeAeHHs K/iHIYHOro AocnigjxkeHHA; 3MiHa Ha3BU Micus
npoBefieHHs KNIHIYHOro AOCAIMKEHHA [0 MNPOTOKONY KNiHIYHOrO JocnimkeHHs «BbaratoueHTpose,
noAgiliHe cnine, paHAoMi30BaHe, niaue60-KOHTPONbOBaHe AOCIMKEHHA dha3n 3 AN OUiHKM eddeKTUBHOCTI,
6e3neyHOCTi Ta NEPEHOCMMOCTI 3aCTOCYBaHHS iTPAKOHA30/1y Y BUISAAI CyXOro MOPOLUKY ANS iHranauin ans
NpodiNlakTUKM iHBA3MBHOIO LBINIEBOTO MIKO3y B MaLi€HTIB i3 rOCTPO JIEMKEMIEID Ta HEMTPOMNEHIE», KOA
pocnipkeHHs ASPER-III-19-1, octaTouHa Bepcis 2.0 Big 09 BepecHA 2020 p.; cnoHcop - «J/labopatyap CMb
C.A.» [Laboratoires SMB S.A.], Benbris

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMOBIAANBHICTIO «Ml EC AN-YKPAIHA»

Ne MN.L.B. BignoBiganbHOro gocnigHuka

n/n HasBsa Micus npoBeAeHHSA K/iHIYHOro BUNPOGYBaHHA

1. K.M.H. NMonoBuy 10.10.

KomMyHanbHe HeKoMepuiliHe NignprMeMcTBO «3aKkapnatcbka o6nacHa KniHiuHa flikapHA iMeHi
AHppia HoBaka» 3akapnaTcbKoi 06/1acHOI pagun, remMaTtonoriyHe BigAineHHs, M. Yropog

BYNO CTANO
K.M.H. apToBcbKka I.P. K.M.H. apToBCbKa I.P.
KomyHanbHuiA 3aknag KuiBcbkoi o6nacHoi pagn | KomyHanbHe — HeKomepuiiiHe  nignpuemcTBoO
«KWIBCbKMIA 06M1aCHUA OHKOMOTYHUIA aucnaHcep», | Kuiscbkoi 06nacHoi pagn «KuiBCbkuiA 06/1acHWMiA
remaTtosioriyHe BigaineHHsa, m. Kuis OHKOJIOTNYHMIA AnucnaHcep», LeHTP remaTtonorii Ta
TpaHcnaaHTauii KICTKOBOro Mo3Ky, M. Kui

18. Bpouwypa gocnigHuka nikapcbkoro 3acooy 3umoepenima6 (Zimberelimab, AB122), Bepcis 6.0 Big,
20 TpaBHA 2021 poKy, aHrfilicbko mMoBow; floaatok 2.0 Big 20 TpaBHA 2021 poky go Bpouwypu
pocnigHuka nikapcbkoro 3aco6y [omBaHanima6é (Domvanalimab, AB154), sugaHHa 4.0 Big 02
XOBTHA 2020 poOKy, aHrniiicbkoro MOBOW; IHdpopmauiiiHiAi nuctok i chopma 3rogu, Bepcia
V3.0UKR(uk)1.0 Big 15 nunHAa 2021 poky, nepeknaj yKpaiHCbKO MOBOIO Bif 04 cepnHs 2021 poky;
IHchbopmauiiiHuii nucTok i chopma 3rogm, Bepcia V3.0UKR(ru)1.0 Big 15 nunHa 2021 poky, nepeknap,
pociiicbkolo MoBol Bif 04 cepnHsa 2021 poKy; BkiioyeHHA [0[aTKOBOrO Micusi NMPOBeAEHHSs
[OCNIMKEHHA [0 NPOTOKO/Y K/IHIYHOrO AOC/imKeHHsA «JocnimpkeHHs ha3n 3 Ans OuiHKM MoHoTepanii
3umbepenimaéom (AB122) nopiBHAHO 3i CTaHAAPTHOK XiMioTepanielo abo kombiHauieo 3umbepenivaba i
npenapaty AB154 B sKocTi Tepanii nepwoi niHii PD-L1-n03MTMBHOrO, MICLEBO-MOLIMPEHOTO abo
MeTacTaTUYHOro HeApPIGHOKNITUHHOTO paky JereHiB», kop gocnigpkeHHss ARC-10, Bepcis 2.0 Big 18
nuctonaga 2020 poky; cnoHcop - Arcus Biosciences, Inc., United States

3anBHWK - NignpuemcTBo 3 100% iHO3eMHolo iHBecTULco «ANKHOBIA PAC YkpaiHa»

Ne MN.l.6. BignosiganbHOro gocnigHuka

n/n HasBa Micus npoBeAeHHs1 K/iHIYHOro BUNPOOGyBaHHS

K.M.H. Tono6opoabko 0.0.

KomyHanbHe HekoMmepuiliHe NigNnpueMcTBO «3anopisbKuii perioHasibHUiA NPOTUNYXJIMHHWUIA
LeHTp» 3anopi3bKoi 06/s1acHOI pagun, OHKOXiMmioTepaneBTUUHE BigAiNeHHA 3 [EeHHUM
cTauioHapom, M. 3anopixoks

19. Bpouwypa gna gocnigHuka 3 npenapaty UGN-102 (MiTOMILVYH), pO3UuH AN1S iHTPaBe3UKa/1IbHOro
BBeAEHHA, pegakuia 6.0 Big 24 uepBHA 2021 p.; BkOUEHHA [O0AATKOBUX Micub MPOBEAEHHA
KNiHIYHOTO  pochnimkKeHHA [0 NPOTOKO/Y  KAIHIYHOro  AocnimkeHHs  «Bigkpute paHgomizoBaHe
KOHTPO/IbOBaHe [OCNIMKEHHS 3 METOI OLIHKU edhekTUBHOCTI Ta 6e3neyHocTi npenapaty UGN-102, a Takox
CTiliKOCTi BignoBigi Ha Tepanito npenapaTtoM y MNOEAHAHHI 3 TpaHCYpeTpasibHOK PE3EKLEI0 CEYOBOro Mixypa



un 6e3 Hel B NauieHTiB i3 M'A30BO-HEIHBA3UBHMM PakoM CEYOBOro Mixypa HU3bKOro CTYNeHs 3/105KICHOCTI 3
rpynu NPOMKHOrO puU3nKy (KoLoBe Mo3HayeHHs focnimxkeHHsa: ATLAS)», kog gocnifgxeHHs BLO06, peaakuis
1.1 Big, 16 BepecHa 2020 p.; cnoHcop - «FOpoxeH ®apma Nimitea» [UroGen Pharma Ltd.], I13painb

3asBHNK - TOBAPUCTBO 3 OBMEXEHOLO BIAMOBIAANBHICTIO «Ml EC AN-YKPAIHA»

Ne MN.l.6. BignosiganbHOro gocnigHuka

n/n HasBa Micus npoBeAeHHs K/iHIYHOro BUNPoGyBaHHs

K.M.H. BoHgapeHko HO.M.

AepxaBHa yctaHoBa «IHCTUTYT yponorii HauioHanbHOI akageMii MeAUYHUX HayK YKpaiHu», 2-
€ yposnoriyHe BigaineHHs, M. Kuis

2 | nikap raspuniok I.C.

KomyHasibHe HekoMepijiiiHe MiJIpueMcTBO «TepHOMiNbCHKUN 00/1aCHUH K/IIHIYHUHA OHKOJIOTiYHHI
aucnancep» TepHoOniILCHKOI 00/1acH0i paju, xipypriune Biggiienus Ne2, M. TepHomninb

3 | nikap CemeHyxa B.A.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «Ogecbka oGsilacHa KniHiuHa nikapHa» OpgecbKol
06nacHOl paau», yponorivyHe BigaineHHs, M. Ogeca

20. OHOB/IEHHS1 BepcCii KapTKU y4yacHUKa [OC/iMKEeHHA JioKanbHa Bepcia Homep 1.1 anAa YKpaiHu
YKpaiHCbKOI0 MOBOIO, garta Bepcii 18 cepnHAa 2021 poky Ha ocHoBi MacTtep Bepcii Homep 1.0 Big 28
rpygHa 2020p. 0O NPOTOKO/Y K/IHIMHOrO BMNpoOyBaHHA «PaHgomizoBaHe, noggiliHe chnine, nnaue6o-
KOHTpO/IbOBaHe, gocnimkeHHs Il dasu nigTpumytovoi MoHoTepanii onanapnéom y yyacHukis 3 BRCA Wild
Type po3snosctogpkeHnm (FIGO ctagisa llI-IV) cepo3HuM abo eHAOMETPIOiAHMM pPaKkOM SIEYHWKIB BMCOKOrO
CTYMNEHK 3N0SKICHOCTI nicns BignNoBi4i Ha CTaHO4APTHY MAATMHOBMICHY XiMioTepanito nepuwoi niHii (MONO-
OLA1)», koa pocnimkeHHsa D9319C00001, Bepcia 1.0 Big 17 rpyaHa 2020 ; cnoHcop - AstraZeneca AB,
Sweden

3asABHVK - TOB «ACTPA3EHEKA YKPAIHA»

21. NonpaBka 3 ao focbe AocnigKyBaHOro nikapcbkoro sacody SEP-363856, Big 19 cepnHsa 2021
POKY, aHIMiNCbKOK MOBOIO; NOAOBXEHHA TEPMiHY NPUAATHOCTI AOCIiAKYBaHOIO /liIKapCbKOro 3acooy
SEP-363856, Ta6netku, 50 mr, 75 mr ta 100 mr, go 48 micAuiB; NOAOBXEHHA TEPMiHY NMPUAATHOCTI
[OCNifpKyBaHOro nikapcbkoro 3aco6y SEP-363856, ta6neTku, 25 mr, Ao 60 micAuiB; NOJOBXEHHSA
TepMiHy NpuMpaTHOCTI BiANOBIAHOro nnaue6o [0 AoCNigKyBaHOro slikapcbKoro sacooy SEP-363856,
Ao 60 micAuiB A0 NPOTOKOMIB K/IHIYHMX BMNPOOGyBaHb: «PaHaoMisoBaHe, MnoABiiHe cnine, nnauebo-
KOHTPO/IbOBaHe, 6aratoLeHTpoBe AOC/IMKEHHS, WO NPOBOAMTLCA B NapasiesibHMX rpynax, i3 3actocyBaHHAM
dhikcoBaHMX 003 AN OUiHKM edIeKTMBHOCTI Ta 6es3nedyHocTi npenapaty SEP-363856 y naujieHTiB i3
LWUM30COPEHIED Y TOCTPOMY MCUXOTUYHOMY €eni3ofi», kofh pocnimpkeHHs SEP361-301, Bepcia 4.00 3
iHKOpnopoBaHol cyTTEBOK nonpaskoto 3.00 Big 26 ciuHa 2021 poky; «BigkpuTe poswmpeHe AocnigKeHH:
AN ouiHkM 6e3nedHocTi Ta nepeHocuMmocTi npenapaty SEP-363856 y naujieHTIB i3 LWM30(peHieto», Kopg,
pocnipkeHHs SEP361-303, Bepcia 3.01 3 iHKOpNnopoBaHO HecyTTeBOW nonpaskot 2.00 Big 25 ciuHa 2021
poky; «PaHgomizoBaHe, nogpiliHe crine, nnaueb0-KOHTPOJIbOBaHe, 6GaraTOUEHTPOBE [OCIMKEHHS, L0
NpoOBOAMTLCA B NapasneflbHUX rpynax, i3 3acTtocyBaHHAM (iKCOBaHWX [03 AN OLUiHKA e(eKTUBHOCTI Ta
6e3neyvHocTi npenapaTy SEP-363856 y nauieHTiB i3 LWM30gPEHIEI Y TOCTPOMY NMCUXOTUHHOMY €ni3odi», KOf
pocnipkeHHs SEP361-302, sepcia 3.00 3 iHKOpnopoBaHOK CyTTEBOK nornpasBkoto 2.00 Big 26 ciyHa 2021
POKy; cnoHcop - «CyHoBioH dapmacboTikasic IHK.» (Sunovion Pharmaceuticals Inc.), CLUA

3asBHYK - MignpremcTtso 3 100% iHo3eMHoto iHBECTULjel «ANK'IOBIA PAC YkpaiHa»

22. bpouwypa gocnigHuka NUC-1031, BugaHHsa 10.0 Big 04 cepnHA 2021 poky, aHrNilicbKOO MOBOIO [10
NPOTOKOMY KNiHIYHOTO [OCNIMKEHHS «Bigkpute, 6aratoueHTpoBe, paHAoMi3oBaHe JocnimpkeHHsA dhasum I, B
AKOMY nopiBHIOETLCA npenapaT NUC-1031 y noefHaHHi 3 UMCnAaTUHOM | reMumTtabiH y noegHaHHi 3
UMcnaaTUHOM y nauieHTiB i3 paHille He niKoBaHWM MiCLEeBO-MOWMPeHM abo MeTacTaTUYHUM PakoMm
XOBYHUX LWNIAXiB», Kog gocnigpkeHHs NuTide:121, sepcis 4.0 Big 18 rpyaHa 2020 poky; cnoHcop - NuCana
plc, Benvka bputaHis

3anBHuK - MignpuemcTso 3 100% iHo3eMHoI iHBecTuLjeln «AVK'HOBIA PAC YkpaiHa»

23. flocbe paocnipxyBaHoOro sikapcbkoro 3acody CT-P39, Posgin «HAkictb», Bepcifa 4.0, aHrnificbKoto
MOBOIO; MOAOBXEHHA TepMmiHy npugatHocTi A/13 CT-P39 (po3uuMH pnsa iH’ekuii y nonepegHbo
3anoBHEHOMY wWnpuui, 150 mr) go 18 micsAuiB 40 NPOTOKOAY KAiHIYHOrO AocnigpkeHHs «MoagiliHe cnine,
paHoMi30BaHe, KOHTPO/IbOBaHE aKTVBHMM MpenapaToM AOCNiMKeHHS dasn 3 B napanefibHUX rpynax ans

10



NOPIBHAHHA edeKkTUBHOCTI Ta 6e3neuyHocTti npenapatisB CT-P39 i Kconap y nauieHTiB i3 XPOHIYHOIO
CMOHTAHHOK  KPOMUB'AHKOK, Yy SAKUX 36epiraloTbCAd  CUMMNTOMM, He3Baxawun Ha nikyBaHHA HI1-
aHTUricTaMiHHUMK npenapaTtamu», kog gocnimkeHHs CT-P39 3.1, sepcia 2.2 Big 04 nuctonaga 2020 poky;
cnoHcop - CELLTRION, Inc., Republic of Korea

3aaBHuK - MignpuemcTso 3 100% iHo3eMHot iHBecTuLjeto «AVK'HOBIA PAC YkpaiHa»

24. flocbe pocnigKyBaHOro nikapcbkoro 3aco6y PeticpaHnima6 (RETIFANLIMAB), Bepcis 8.0 Big 01
yepBHA 2021 poOKy, aHrNiiCbKO MOBOIO; 3MiHA Ha3BM [OOC/iAKYBaHOro JliKAPpCbKOro 3acoby 3
INCMGAO00012 Ha PetichaHnimadé (INCMGAO00012); 3anyuyeHHA A0[ATKOBOI BUPOOHWUYOT AiNbHUL
BUPOGHMLTBA AOCNiAKYBaHOro nikapcbkoro 3aco6y PetichaHnimaé (INCMGA00012), po3uuH ansa
iHy3ii 3 KoHUeHTpauieo 25 mrimn, 375 mr/l5 mn y dnakoHi MIAS Pharma Limited, IpnaHpgis;
nofoBXeHHA TepmiHy npupgatHocti ON13 PetichaHnimadé (RETIFANLIMAB), po3uuMH ans iHdysii 3
KOHUeHTpauieto 25 mrimn, 375 Mmr/l5 mn y dponakoHi, go 48 micsauie, Ta naaue6o go 60 micauiB 1o
MPOTOKO/TY K/HIYHOTO BMNPOByBaHHA «PaHaomizoBaHe, noggiiHe cine AociimkeHHs dha3n 3 Ans OLiHKKM
ximioTepanii npenaparamMmy Ha OCHOBI NnaTtuHKM y koMb6iHaLii 3 npenapatom INCMGAO00012 a6o 6e3 HLOro B
AKOCTI  Tepanii nepwoi  NiHii  NpM  MeTacTaTtMyHOMY  MJIOCKOK/IITUHHOMY | HEMNJIOCKOKNITUHHOMY
HeapibHOKNITUHHOMY paky nereHis (POD1UM-304)», ko gocnin3xeHHA INCMGA 0012-304, sepcisa 1 Big 14
nncrtonaga 2019 poky; cnoHcop - Incyte Corporation, United States

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBeCTULjel «ANK'IOBIA PAC YkpaiHa»

Byno Crano
INCMGA00012 PemidgpaHnima6é (INCMGA00012)

25. 3pasok TekcTy wkanu PAS-SI Bepcia 2.0 Big 17 cepnHa 2021 p., yKpaiHCbKOI0O MOBOIO; 3pa3oK
TeKkcTy wkanu PAS-SI Bepcia 2.0 Big 17 cepnHAa 2021p., pOCiiCbKOIO MOBOK [0 NPOTOKOMY K/iHIYHOIO
BMNPOOYyBaHHA «baraToueHTpoBe, paHAOMi3oBaHe, MNOABiHe cnine, y napanenbHWX rpynax, nnaueoto-
KOHTpO/IbOBaHe AochimkeHHs dasu || gnsa ouiHkM edekTMBHOCTI Ta 6e3nedHocTi npenapaty RO6889450
(PanmiTapoHT) Y NOpiBHAHHI 3 Nnauebo y nauieHTiB i3 WM3odpeHieo abo 3 Wn30adieKTUBHUM PO3/1a[oM Y
CTafji 3arocTpeHHs», kog, focnimxeHHs BP41743, sepcis 4 Big 03 yepsHa 2021p.; cnoHcop - ®. XodhdmaHH-
Na Pow Ntga, Weelinapis (F. Hoffmann-La Roche Ltd, Switzerland)

3aaBHUK - ToBapucTBo 3 O6MexeHow BignosiganbHicTio «KoHTpakTHO-AocnigHuubka OpraHizauis
IHHOhapM-YKpaiHa»

26. OHOBeHWT NPOTOKON KiiHIYHOro Bunpo6ysaHHAa NDO0612-317, Bepcia 3.0 Big 11 niotoro 2021
POKy aHrnificbkoro mMoBolo; Bpowypa gocnigHuka AocnigxyBaHoOro ikapcbkoro 3acooy ND0612
(levodopalcarbidopa gnsa nigwkipHoro BBeaeHHs), Bepcia 14 Big 03 yepBHA 2021 poKy aHIMiNCbKOIO
MOBOI0; OHOBJ/IEHe A0CbE AOCIAKYBAHOrO fikapcbkoro 3acooy ND0612 AA/13; Bepcia 10.5 Big 01
yepBHA 2021 poKy aHrniicbkow mMoBow; OHoBneHe focbe ana Mnauye6o ana A/13 ND0612-317,
Bepcisa 5.0 Big 01 uepBHs 2021 poOKy aHrniiicbkoro MoBOK; OHOB/IeHe [0CbE AOC/iAKYBaHOro
nikapcbkoro 3zaco6y, 2.1.P - gna nnauye6o ao Carbidopa-Levodopa B kancynax (6ini), Bepcia 3.0
aHrnificbkolo MoBoto; OHOBJIEHE AOCbE AOC/MIMKYyBaHOrO NlikapcbKoro 3acooy, 2.1.P - gna nnauye6o
po Carbidopa-Levodopa B kancynax (cipi), Bepcia 3.0 aHrniiicbkoro MoBoOw; OHOB/IEHE [O0Cb€E
pocnigpkyBaHoro sikapcbkoro saco6y, 2.1.P - ana Carbidopa-Levodopa B kancynax (cipi, 6ini),
Bepcia 3.0 aHrnilicbkolo MoBoto; OcHOBHa ¢hopma iHhopMoBaHoOiI 3roau, Bepcis 6.1 Big 06 NuNHA
2021 poKy yKpaiHCbKOK Ta pociiicbkoo moBamu; Popma iHpopmMOBaHOI 3roauM Ha p[opaTKoBe
reHeTU4YHe pgocnigkeHHs, Bepcia 5.1 Big 06 NunHA 2021 poKy YKPaiHCbLKOKO Ta POCIACHLKOK MOBaMu;
®dopma iHpopMoOBaHOI 3roagn NOMIYHMKA yYacHUKa gocnigxeHHs, Bepcisa 4.1 Big 06 nunHsa 2021 poky
YKpPaAiHCbKOIO Ta pocCiiicbKoo moBamu; Popma iHthopMoBaHOiI 3rogu BariTHOI NapTHepKU, Bepcia 3.1
Big 06 nunHa 2021 poKy YKpaiHCLKOK Ta POCiCbKO MoBaMu; MaTtepianinm gns nauieHTiB: AHKeTa
ANA BU3HAUYEHHA [O0CBigy KopucTtyBauda, Bepcia 1 Big 19 nwotoro 2021 poKy YKpaiHCbKOKW Ta
pocilicbkolo moBamu; Bpowypu gnsa nadieHTa 3 onucaHHAM 3axogiB 3 6e3neku (Local safety
brochure for patients) aHrnilicbkoio MOBOI Ta TaG/IMUYHI NepeKkNnagu YKpPaiHCbKOK Ta POCINCbKOK
MoBamu; TekcT Bpowypu ana nauieHTiB y BunpooysaHHi NEURODERM PARKINSON'’S DISEASE 317,
Bepcisa 3 Big 16 Gepe3Hsa 2021 poKy YKpaiHCbKOK Ta pocilicbkolo moBamu; padik AHanisiB Ta
npouenyp y gocnimxeHi NEURODERM PARKINSON'’S DISEASE 317, Bepcis 3 Big 16 6epes3Hs 2021
POKY YKpaiHCbKOIO Ta POCiicbKOIO MOBOLO; JInCcT-HanpaB/ieHHA Big nikaps, Bepcia 3 Big 16 6epesHsA
2021 poKy YKpaiHCbKOI Ta pPOCilficbKoo MoBaMu; PopMa NpU3HA4YeHHA NS nepiogy KOpUryBaHHS
Ao3un nepopanbHoro IR-LDICD y Bigkputomy pexumi, Bepcia 2.0 Big 19 nuctonaga 2020 poky
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YKpaiHCbKOI Ta pociiicbKoio MmoBamu; dopma npusHavueHHA pns Mepiogy nepexogy Ha ND0612 y
BigKpuTOMYy pexumi, Bepcis 2.0 Big 19 nuctonapga 2020 poKy yKpaiHCbKOIO Ta POCIliCbKOO MOBaMu;
®dopma npusHaueHHs ana Mepiogy nigTpMmyloyoi Tepanii B paMKkax paHAoMi3oBaHOro, noasiiHOro
cninoro pAocnimpkeHHss 3 NOABIiHAM MackyBaHHAM, Bepcia 2.0 Big 19 nuctonaga 2020 poky
YKpalHCbKOlO Ta pociiicbkoto moBamu; CueHapiii Bigeo Boundless Micro Learning Clips Neria-Guard:
3AMIHA AKYMYINATOPA, Bepcia Big 10 ciuHA 2021 poKy YKpaiHCbKOIO Ta POCIACbKOI MOBaMW;
OKNMo3IA NMPU NOAAUI MPEMAPATY, Bepcisa Big 10 ciuHa 2021 poKy YKpaiHCbKOIO Ta POCiliCbKOIO
mosamu; MEPEBIPKA IH®Y3II, Bepcis Big 10 ciuHa 2021 poKy yKpalHCbKOIO Ta POCiliCbKOI MOBamu;
NPU3YNNMHEHHA TA BIAHOB/IEHHA POBOTU NMOMIMW, Bepcis Big 10 ciuHA 2021 poKy yKpaiHCbKOIO
Ta pociiicbkoto moBamu; BAXX/IMBICTb 3ACNINNEHHA, Bepcisa Big 10 ciuHa 2021 poKy,yKpaiHCbKOIO
Ta pociicbkoo mosamn; BUSHAUYEHHA MICUA ONA BBEAEHHSA, Bepcia Big 10 ciuHa 2021 poky
YKpaiHCbKOI Ta pocilicbkoto moBamu; 3MIHA YACY, Bepcisa Big, 10 ciuHa 2021 pokKy YKpaiHCbKOIO Ta
pociiicbkoto moBamu; MOBIAOMNEHHA A1 NAPTHEPIB MO AOrndny, sepcia Big 10 ciuHa 2021
POKY YKpaiHCbKOK Ta pociiicbkolo moBamu; CueHapii go Bigeo «HABYAJIbHE BIAEO 3
EKCNNYATALII MOMMA CRONO TWIN ND», Bepcis 01-5 Big 10 ciuHa 2021 poKy YKPaiHCbKOIO Ta
pociiicbkoto mMoBamu; CueHapiii «Boundless Welcome video», Bepcia Big 10 ciuHa 2021 poky
YKpPaiHCbKOIO Ta pociicbKolo MoBamu; JIMCT A0 nikaps 3aranibHOI NPaKTUKK Bifg, 17 yuepBHA 2021 poky
aHrNiNCbKOK MOBOIO Ta MNepeknaj YKpaiHCbKO MOBOW; Martepiann pna pocnigHukiB: Study
reference card, Bepcia 3.0 Big 11 notoro 2021 poKy aHrnificbkoto moBoto; Chart review checklist,
Bepcisa 3 Big 16 Gepe3HA 2021 poKy aHrnificbkoro MOBOK; 3MiHa MicUA NPOBeAEHHA K/iHIYHOro
BUNPOOYBaHHA [0 MNPOTOKO/Mly  KAIHIYHOTO  BUMNpobyBaHHA  «baraToueHTpoBe, paHgoMi30BaHe,
KOHTPO/IbOBaHe aKTMBHUM NpenapaToMm, NoABiiiHe cnine, NoABiliHe MackoBaHe K/iHIYHE AOCNiAKEHHA B
napanesibHuX rpynax i3 BUBYEHHS €DEKTMBHOCTI, 6€3NeYHOCTi Ta NEPEHOCUMOCTI 6e3nepepBHOI MiALKIPHOT
iHdoy3ii npenapaty ND0612 nopiBHSHO 3 nepopasibHMM npuiioMoM IR-LD/CD y naujieHTiB i3 XBOpPO6OID
MapkiHCOHa, Yy SIKMX PO3BMBAKTLCA MOTOPHI dnykTyauii (BouNDless)», kog pocnimpkeHHs ND0612-317,
Bepcia 2.1 Big 25 uepsHA 2020 poky; cnoHcop - NeuroDerm Ltd., Israel (I13paisnb)

3asBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO
O.M.H., npody. Mockosko C.IM. O.M.H., npod). Mockosko C.IM.
KomyHanbHuii  3aknag — «BiHHMUpka o06nacHa | MeguuHuii LeHTP ToBapucTBa 3 OOMEXEHOHo
ncuxoHeBposiorivHa  flikapHa  iM.  akagd. O.l. | BignoBigasibHICTIO «MepguuHuiA LeHTp
FOweHka»,  HeBposorivHe  BigdineHHs  Ne3, | «CanoTem», niKyBanbHO-NpodinakTUUHUi

BiHHVLbKWI HaUiOHa/TbHWIT MeAMYHWIA yHiBEpCUTET | Bigain, M. BiHHMUA
iM. M.1. MuporoBa, kathegpa HeEPBOBMX XBOPOO, M.
BiHHMUA

27. 3anpoBafKyeTbCA OHOBMEeHuii MPOTOKON KAiHIYHOrO AgocnipkeHHA, Bepcia 2.0 Big 24 uepBHsA
2021 poky (aHrnincbKo MOBOIO); 3anpoBafXylTbCA OHOBJEHi IHCTpyKuii go SDMT [Symbol Digit
Modalities Test, TecT Ha 3icTaBneHHA cumBonie Ta undp] - AnbtepHatuBHa ¢popma 1, yKpaiHCbKOIO
Ta pociiicbkoio MoBamu Bepcii 1 Big 16.06.2021; 3anpoBaKylOTbCs OHOB/MEHI IHCTpyKUii o SDMT
[Symbol Digit Modalities Test, TecT Ha 3icTaBneHHs cuMmBOnNiB Ta undp] — AnbTepHaTuBHa hopma 2,
YKpaiHCbKOIO Ta pocilicbkolo MoBamu Bepcii 1 Big 16.06.2021 10 NpOTOKOY K/IiHIMHOTO BMNPOGYBaHHSA
«baratoueHTpoBe, paHAoOMi30BaHe, NoAgiiiHe cnine, nnaueb0-KOHTPOsIbOBaHe AOCAIMKEHHA AN OLiHKM
edpekTMBHOCTI, 6e3neyHocTi i nepeHocumocTi npenapaty IMU-838 y naujieHTiB 3 NporpecyoymmM po3cCigHUMm
CKNepo3om», Ko gocnimxeHHsa P2-IMU-838-PMS, sepcisa 1.0 Big 03 TpasHA 2021 poky; CNOHCOP - «IMMYHiK
Al», HimeuunHa / Immunic AG, Germany

3aaBHUK - TOB «Bepym KniHikan Picepu», YkpaiHa

28. OHOBNEHMIA NPOTOKON KiiHIYHOro gocnimkeHHA MS200662_0001, Bepcia 11.0 Big 27 TpaBHA 2021
POKy, aHrniicbkolo moBol; Bpowypa pocnigHuka, TL-895, Bepcia 5.0, 16 uepBHA 2021 poky,
aHrnivicbkoro moBolo; KapTtka gna pgocnigHuKiB i3 nepesniikom KputepiiB BK/IIOUEHHA/HEBK/IIOUEHHS
3rigHo MpoTokony KniHiyHoro aocnigpxeHHa MS200662_0001, Bepcia 11.0 Big 27 TpaBHA 2021 poKy,
aHrnificbkoro MoBor; Popma iHhOopMOBaHOI 3roaM yyacHuUKa AOC/iMHKEHHA Ha HagaHHA Nocnyr 3
opraHizauii noisgok Ta BigwKogyBaHHS BUTpaT Komnadiclo «['piHcpalip» [Greenphire] B xopgi
npoBefeHHs KniHiYHOro BUNPOOYBaHHA MS200662 0001: MS200662 0001 I3
Greenphire_YkpaiHa_Bepcis 1.0 Big 17 uepBHAa 2021 poKy Ha ocHoBi Greenphire ICF ROW, Bepcis 2.0
BiA 16 )xoBTHA 2019 poKy, YKPaiHCbKOIO, POCIiICbKOLO, aHIiiCbKOK MoBamu; JoBigKkoBe KepiBHULTBO
Woao 3AiliCHEHHA NOAOPOXiI Mig Yac KNiHIYHOro pocnimpkeHHA komnaHii Greenphire gnsa oci6, wo
noaopoXylTb: Bepcia 4.0 - OHOBNMeHO B cepnHi 2021 poKy, YyKpaiHCbKO MoBol; KapTtka 3
KOHTAKTHAMW AaHMMWU AN opraHisauii nogopoxi komnadii Greenphire: Bepcia 3.0 - oHOBNeHO B
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cepnHi 2021 pokKy, YKpaiHCbKOIO MOBOLO; Ornsg nocnyr komnaHii Greenphire, Bepcia 2.0, oHoOB/MeHa
24 BepecHA 2020 pokKy, aHrniicbKolo MOBOIO; Bpolypa «Yu cnocTtepiraBca y Bac peungus XJ/1/1 a6o
ONN?», Bepcia 2, 07 kBiTHA 2021 p., YKpPaiHCbKOK, POCIfiICbKOI, aHIMiACbKOID MOBaMWu;
IHhopmauiiiHuii GroneTeHb NPO AOCNIMKEHHA ANA MeAUMUHUX NpauiBHUKIB: Bepcia 1 Big 18 cepnHA
2021 poky Ansa YKpaiHM Ha ocHoBi Maiictep-Bepcii 2 Big 05 cepnHA 2021 poky, YKpaiHCbKO}O,
POCIACbKOIO, aHrfiicbkolo MoBamu; IHoOpMaUiiHMIA NUCT ANA YYAaCHUKIB [OCnimKeHHA: YKpaiHa
Bepcia 1 Big 25 uepBHA 2021 Ha ocHOBiI Maiictep Bepcii 1 Big 25 noToro 2021 poKy, yKpaiHCbKOHO,
pociiicbKolo, aHrnificbkoto moBamu; LLUnax yuacHukiB: Bepcis 2, 07 kBiTHA 2021, yKpaiHCbKO}O,
pociiicbkolo, aHrniicbkolo moBamu; LWLoAeHHUK NpuiiMaHHA npenapaty yYaCHUKOM [OOC/iAKEeHHs:
Bepcis 4.0, 23 kBiTHA 2021 poKy, YKPAiHCbKOIO, POCINCBKOIO, aHrNiicbKO MoBamu; Fpacik OLiHOK B
pamkax pocnigpkeHHA: Bepcia 1, 25 nwTtoro 2021 p, YKpaiHCbKOK, POCIACBKOK, aHrNiiicbKow
MoBamu; KOHTponbHUIA nepenik gna BUKOPUCTaHHSA nepep CKpuHiHrom: Bepcis 2, 26 6epe3Hsa 2021
P., YKPaAiHCbKOK, POCI/iCbKOI, aHrMiACbKOl0 MOBaMW; YTOYHEHHA CTOCOBHO ajpecu Micus
npoBefieHHs KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKOJY K/iHIYHOro BUNpobysaHHA «®a3sa I/Il, gocnigpkeHHs
MepLloro 3acTtocyBaHHs y Jiogeli npenapaty TL-895 3  eckanauielo [03u Yy  nauieHTiB 3
peunamBHuMu/pedpakTepHUMM  B-KITITUHHUMY  3/109KICHAMM ~ 3aXBOPIOBAHHAMM  Ta i3 nogasiblumMm
3aCTOCYBaHHAM Yy nNauieHTiB 3 peunamBHUM/pedpakTePHNM XPOHIYHUM AiIMAOUMTapHUM Neiko3om abo
peunausHoo/pedpakTepHod  APIOGHOKNITUHHOKW  fliMpoUUTapHOO  NIMCOMOIO», KO, AOCNiAKEHHS
MS200662_ 0001, sepcia 9.0 Big 29 )oBTHA 2020 poky; cnoHcop - «Tenioc ®Papma, IHk» [Telios Pharma,
Inc.], CLLA

3asBHYK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBiganbHICTIO «MEAMENC YKPAIHA»

BYNO CTANO
K.M.H. KydkoBa O.HO. K.M.H. Kyukosa O.}O.
KomyHanbHe HekomMepLUiiHe nignpuemcTeo | KomyHasnbHe HekomMepLiiHe nignpUeMCTBO
«O6nacHWiA  LEHTP OHKOMOrii», remarosnoriyHe | «O6nacHMii  LEeHTP  OHKONOrii», remartonoriyHe
BigaineHHs, M. iHinpo BigAiNeHHs, M. XapkiB

29. MpoTokon KiHiYHOro BUNpooyBaHHA J2G-MC-JZJX, Bepcia 3 nonpaskoto (d) Big 21 TpaBHa 2021
poKy; Bpolwypa gocnigHuka [ocnigxyBaHoOro nikapcbKoro 3aco6y Selpercatinib [LY3527723], Bepcisa
BiA 28 uepBHA 2021 p.; IHhopMaLis anA naudieHTa gocnigkeHHs Ta ®opma IHchopmoBaHoi 3rogu ans
yJyacTi y pocnigjxeHHi ANA BUKOPUCTAHHA B YKpalHi yKpalHCbKOO MoBoOlo, Bepcia Ne 2.0 Big 02
cepnHa 2021 poky; IHhopmaulia ana naudieHTa gocnimkeHHs ta dopma IHchopmoBaHoi 3rogu ans
yyacTi y AOC/iAKEHHI ANA BUKOPUCTAHHA B YKpaiHi pocilficbkolo MoBoto, Bepcisa Ne 2.0 Big 02 cepnHaA
2021 poky; IHcpopmauia ana naudieHTa gocnimkeHHA Ta Popma IHhopmoBaHoi 3roau ans nepexony
Ha iHWe J/iKyBaHHA B paMKax AOCAiMKeHHA A1 BUKOPUCTAHHA B YKpaiHi YKpPaiHCbKOK MOBOIO,
Bepcia Ne 2.0 Big 02 cepnHAa 2021 poky; IHcopmauia Ana nauieHTa pocnigkeHHa Ta Popma
IHcbopmoBaHOi 3rogu AnA nepexoay Ha iHWwe NiKkyBaHHA B paMKax AOC/iMKEeHHsA ANs BUKOPUCTAHHA B
YKpaiHi pocilicbkolo moBolo, Bepcia Ne 2.0 Big 02 cepnHA 2021 poky; IHcopmauia gna naugieHta
pocnipkeHHa Ta ®Popma IHhopmoBaHoi 3roau Ana yyacTi y npoueaypi nonepegHbLoro Bigoopy no
[ocnifKeHHs AN BUKOPUCTaHHA B YKpalHi yKpalHCbKol MOBOO, Bepcisi Ne 2.0 Big 02 cepnHa 2021
poky; IHcdopmauisa ana nauieHta gocnigpkeHHA Ta dopma IHcopmoBaHOi 3roaum Ana ydacti y
npoueaypi nonepeaHbLOro BiAGOPY A0 AOCNIMKEHHS ANA BUKOPUCTAHHA B YKpaiHi pocilicbKoto
MoBolo, Bepcis Ne 2.0 Big 02 cepnHs 2021 poky; LLlogeHHUK ANnA nauieHTa gocnigkeHHsa J2G-MC-JZJIX
Big 03 uepBHA 2021 p., yKpalHCbKOIO MOBOIO; LLloaeHHUK Ana nauieHTa gocnimkeHHa J2G-MC-JZJX
Big 03 uepBHA 2021 p., pociiicbKOlo MOBOIO; MOCIGHNK 3 KOPUCTYBAHHA €NeKTPOHHUM LLOAEHHUKOM
nig yac yyacti B gocnimxeHHi J2G-MC-JZJX, Bepcisa 1 Big 17 TpaBHA 2021 p., YKpaiHCbKOIO MOBOIO;
KepiBHULTBO NO KOPUCTYBAHHIO €MEeKTPOHHUM LWOAEHHUKOM nig 4vac AocnimkeHHs J2G-MC-JZJX,
Bepcia 1 Big 17 TpaBHA 2021 p., pPOCIACbKOIO MOBOIO; 306paXEHHA E€eKpaHy esfIeKTPOHHOro
woAeHHUKa, Bepcia 1 Big 14 TpaBHA 2021 p., YKPAIHCbKOIO MOBOIO; 300paXeHHs eKpaHy
€/IeKTPOHHOro uWoAeHHuKa, Bepcia 1 Big 14 tpaBHA 2021 p., pPOCIACLKOW MOBOK [0 MPOTOKOY
KniHiYHoro BunpobyBaHHSA «LIBRETTO 432: lMnauebo-koHTpOsibOBaHe MoABiiHE crine paHaoMizoBaHe
pocnimpkeHHs 3 dasn  gna  OUiHKM - afd’loBaHTHOT Tepanii  cennepkatuHIoOM nicnis  pagukasibHOT
JNIOKOperioHapHOoT Tepanii y nauieHTiB 3 HeApiGHOKNITUHHMM pakoM JsiereHi cragii IB—IIIA 3 HasBHICTO
riopugHoro reHa RET», kof pocnimpkeHHa J2G-MC-JZJX, Bepcia 3 nonpaskot (c) Big 03 6epesHa 2021
poky; cnoHcop - Eni Nlinni eHg Komnani, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LUBeliLapis

30. OHOBNEHWI NPOTOKON KJliHiYHOro Bunpo6yBaHHA MK-3475-630, 3 iHKOPNOPOBaHOIO MOMNPaBKOIO
07 Big 09 cepnHA 2021 poOKy, AaHIMIVCbKOK MOBOK [0 MPOTOKO/MY K/IHIYHOrO BUNPOOYBaHHS
«PaHpgomizoBaHe, noggiiiHe cnine, nnauebo-kOHTPo/boBaHe AocnimkeHHs Il dasm  gna  ouiHKK
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nemoponisymMady nopiBHAHO 3 nnauebo SK af'toBaHTHOI Tepanii nmicns onepauii Ta ONPOMIHEHHS B
YYaCHUKIB 3 MICLLEBO PO3MOBCIOMKEHOI M/IOCKOKNITUHHOK KapUUHOMOLO LLKIPU 3 BUCOKUM CTYMNEHEM PU3UKY
(KEYNOTE-630)», kKoa pocnigpkeHHs MK-3475-630, 3 iHkoprnopoBaHot nornpaskoto 06 Big 10 uepsHA 2021
poKy; crioHcop - «Mepk Wapn eHp Joym Kopr.», godipHe nignpuemctso «Mepk eHg Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBifasbHICTI0O «MC/, YkpaiHa»

31. OHOBNEHWIA NPOTOKON KiiHiYHOro Bunpo6yBaHHa MK-7339-013, 3 iHKOPNOPOBAaHOKO NOMNPaBKOKO
03 Big 16 nunHa 2021 poky, aHrNiiCbKOK MOBOLO; YKpaiHa, MK-7339-013, Bepcia 1.00 Big 09 cepnHsa
2021 p., YKpAiHCbKOIO Ta POCiliCbKO MoBamu, IHhopmaLiiiHUi NNCTOK | LOKYMEHT NMpo iHhopMoBaHy
3rogy Ha MaiibyTHe OGiomeguuHe pocnigpkeHHs; IHopmaliiiHa KapTKa YydacHMKa KIiHiYHOro
[OCNiMKEeHHA, YKpaiHCbKOIO Ta pociiicbKolo mMoBamu, Bepcia 2.0 Big 20 nunHA 2021 poky no
MPOTOKO/Ty  KAiHIYHOrO BuMpobyBaHHA «PaHgomizoBaHe, noAgiliHe cnine, nnaue60-KOHTPONbOBaHe
pocnipkeHHa Il dasm  gna  ouivkm  nemoéponizymady (MK-3475) y noegHaHHi 3 CynyTHLOI
xiMionpoMeHeBot Tepanielo 3 NoAasiblunMM BBeAEHHAM nemoposisymady 3 onanapuoom (MK-7339) a6o 6e3
HbOTO Yy TMOPIBHAHHI J/iMWe 3 CynyTHbOK XiMIONMPOMEHEBOIO Tepanield B YYacHWKIB 3 HeLoAaBHO
JiarHoCToBaHMM /10Kas1i30BaHUM APIGHOKMITUHHUM pakoM sereHis (JIAPM)», kog gocnimpkeHHa MK-7339-013,
3 iHkopnoposaHot nornpaskoto 02 Big 04 ntotoro 2021 poky; cnoHcop - «Mepk LWapn EHg Ooym Kopn.»,
podipHe nignpnemcteo «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck &
Co., Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BianoBigasbHICTI0O «MC/, YKkpaiHa»

32. OHOB/EHNI NPOTOKO K/iHIYHOro BUMNpo6yBaHHA, Bepcis 6.0 Big 09 nunHa 2021p. aHrniicbKoo
MoBoto; IHhopmauia npo gocnigpkeHHs Ta chopMa 3roau Ans AOPOC/IUX, NOKa/lbHa Bepcis Homep
10.0 ansa YkpaiHM yKpaiHCbKOIO Ta pocilicbkolo moBaMu, gaTta Bepcii 13 cepnHA 2021 poky Ha OCHOBI
MacTtep Bepcii Homep 10.0 Big 19 nunHA 2021 poKy [0 MNPOTOKO/Y K/IHIYHOrO BUMPOGYBaHHSA
«MixHapogHe, 6araToueHTpOBe, paHOOMi30BaHe, BigKpWUTE, MOpPIBHANbHE AOC/iMKeHHSA ¢a3m 3 no
BM3HAYEHHIO ediekTMBHOCTI [ypBasiymaby uu KombGiHauii AypBanymady i Tpemenimymaoy i3
NJaTMHOBMICHOK XimioTepanieo ans 1-1 niHii AiKyBaHHA NauieHTiB 3 MeTacTaTUYHUM HeApiOHOKAITUHHUM
pakom nereHis (HOKPJ/T) (POSEIDON)», koa pocnimkeHHs D419MCO00004, sepcia 5 Big 20 kBiTHA 2020
POKy; cnoHcop - AstraZeneca AB, Sweden
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