Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

InenTudikamis cyrreBoi
MONIPaBKU

Pozgin «S.2 MANUFACTURE» [locke nocmimkyBaHoro Jikapcbkoro 3aco0y MK-8591, Bepcis 06FGZN
Bin 28 mumas 2021 poky, anrmiiicekoro MoBoro; Poszmin «S.3 CHARACTERIZATION» ocke
JOCITIKYBaHOTO JliKapcbkoro 3acody MK-8591, Bepcist 06FGZN Big 28 numas 2021 poxy, aHTIIHCHKOO
MoBoto; Pozain «S.4 CONTROL OF DRUG SUBSTANCE» Jlocke 10CiiIxKyBaHOTO JTIKapChbKOTo 3aco0y
MK-8591, Bepcis 06FGZN Bix 28 ymmas 2021 poky, aHTTIHCHKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 1574 Bix 10.07.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«PannomizoBane, kiniHiuHe pocnikeHHs I ¢asu y BIJI-1-iH¢ikoBaHMX Mall€HTIB, SKMM IMPOBOAMIIACS
IHTEeHCUBHA Tepamis, A OIL[IHKM aHTUPETPOBIPYCHOI AKTHUBHOCTI CIIMOrO JIIKYBaHHS icjaTpaBipoM,
JOpaBipMHOM ab0 JOpaBIpMHOM/ICIATPaBIPOM IPH MOPIBHSAHHI KOXKHOI TPYNHU JIIKyBaHHS 3 Iutanebo, a
TaKOX JJISl OLIHKM aHTUPETPOBIPYCHOI aKTHBHOCTI, O€3MEeKH Ta MEPEHOCHMMOCTI BIIKPUTOIO JIIKYBaHHS
nopasipuHoM/icnatpaBipom», MK-8591A-019, 3 inkopmopoBaHor monpaBkoo 03 Bix 29 KOBTHA
2020 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk lapn Exg JJoym Koprm.», nouipue mignpuemctBo «Mepk Enn Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA IBan 3A/IBOPHHUX




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

Jlocke pmocaimkyBaHoro Jikapcbkoro 3acoOy (IMPD), JNJ-64264681-ZAT, xancymu, posmiau 2.3
Introduction, 3.2.S Drug Substance, 3.2.P Drug Product Big 06 cepmast 2021 poky, aHIITIHCEKOI0 MOBOIO.
Hocke nocnimkyBaHoro jiikapcbkoro 3acody (IMPD), JNJ-64264681-ZAT, xamcynu, poszain 3.2.A
Appendices, Bin 22 numas 2021 poKy, aHTIIKHCHKOI0O MOBOIO; 3pa3Kd MapKyBaHHS JIOCIIIKYBaHOTO
npenapaty JNJ-64264681, xancynu no 35 mr, 140 mr, Bepcis 1 Big 12 munHs 2021 poky, yKpaiHCBKOIO
MOBOIO; 3any4deHHss HOBHX BHpoOHMuUmx nursHOK Catalent (Shanghai) clinical trial supplies Co., LTD,
Kuraii; [TogosxkeHHS TepMiHy mpuiaTHOCTI A0 36 MicamiB ans jdikapcbkux 3aco0iB G004 ta G005
karicynu; [IpomoBXKEHHST TpHBAIOCTI JOCT/DKEHHS Yy BCIX KpaiHaxX, 1€ NPOBOJUTHCA KITiHIYHE
BUNIPOOYBaHHS, BKJIIOUa0Un YKpainy A0 2 pokiB 10 micsuis 13 guiB

Howmep ta nara Hakasy
MO3 mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure nocmimkxenHs 1 ¢a3u 3 OmiHKM Oe3Me4YHOCTi, (apMakoKiHETHKH 1 (hapMaKOAMHAMIKU
npenapaty JNJ-64264681 B y4acHMKIB 3 HEXO/DKKIHCHKOIO JIM(POMOIO Ta XPOHIYHUM JIIM(OLIUTAPHUM
neiiko3om», 64264681LYM1001, nompaska 4 Bix 18 mororo 2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCITJIOPATOPI MEAICIH», Ykpaina

Crnoncop, kpaina

Succen-Cinar Intepuenan HB, Bensris / Janssen-Cilag International NV, Belgium

CynyTHi
MaTtepiaiu/mpenapaTu
CYNMYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

OnoBnenuii mpotokosn 3 mompaBkor 2 Big 20.05.2021 p.; Imdopmamis mis mamieHta ta dopma
iandopmoBanoi 3rogu— [Ipotokon CNTO1959LUN2001, Bepcii 4.0 ykpaiHCHhKOIO MOBOKO JJisi YKpaiHU BiJ
13.07.2021 p.; Indopmamis ans namienta Tta @Dopma iHbopmoBaHOi 3rogu— [Ipotokon
CNTO1959LUN2001, Bepcii 4.0 pociiicbkoro MoBoro miist Ykpaiau Big 13.07.2021 p.; [ndopmanis mis
namienta ta ®opma inpopmoBaHoi 3roau s ydacTi y HeoOOB’s3koBii yactuni mocmimkenns JJHK —
IMporokonr CNTO1959LUN2001, Bepcis 2.0 ykpaiHcbkoro MoOBOw s Ykpainu Bim 13.07.2021 p.;
[ndopmaris nns mamienta ta ®opma iHGopmMoBaHOT 3rogu AN ydacTi y HEOOOB’S3KOBIM 4YacTHHI
nocmimxenns JJHK — IIporokon CNTO1959LUN2001, Bepcist 2.0 pociiicbkoro MOBOIO Uit YKpaiHU Bij
13.07.2021 p.; Ononennit po3ain 3.2.S gocke JJI3 guselkumab (CNTO1959), 3a kBitens 2021 p.;
Omnositenuii posain 3.2.P nocwe JJI3 guselkumab (CNTO1959), monepenHbo 3anoBHEHMIA TpuI] 1 ML,
100 mr/mn 3a xBitenb 2021 p.; OnoBnenuit po3ain 3.2.P mocbe guselkumab (CNTO1959) mnane6o,
nonepeaHbo 3anoBHeHUH mmpun 1 mut., 100 mr/ma 3a kBitens 2021 p.; Hdogano posain 3.2.P nocee 1JI3
guselkumab (CNTO1959), nonepennbo 3amoBHeHui mmpur 2 mit., 100 mr/ma 3a yepBeHs 2021 p.;
Honano pozain 3.2.P nocke guselkumab (CNTO1959) miane6o, nmonepeaHb0 3aIOBHEHUH IMPHUIL 2 MIL.,
100 mr/mn 3a uepBenb 2021 p.; OnoBnenuit po3ain 3.2.R pocke guselkumab (CNTO1959) 1 ma. UltraSafe
Plus, Bim 07 tpaBus 2021 p.; Homano posnin 3.2.R mocee guselkumab (CNTO1959), monepennbo
3anoBHeHUH mmpul 2 mit. YpsoMate, Big 04 uepBHs 2021 p.; OnoBnenuit po3nin 3.2.A nocbe guselkumab
(CNTO1959)., 3a kBitenb 2021 p.; Brxirouenns Bupoonuuoi auisaku Catalent Pharma Solutions, Kurait,
st J1JI3 guselkumab (CNTO1959), nonepenubo 3anosHeHut mmpwui 1 vt 100 mr/mut ta 2 vt 100 mr/mi
ta guselkumab (CNTO1959) nnane6o, nonepenuso 3amoBHeHui mmpuil 1 ma 100 mr/ma ta 2 ma 100
mr/mi; Brmrouennst BupoOnnuoi gurstaku Catalent Germany Schorndorf GmbH, Himewwwna, nns JI3
guselkumab (CNTO1959), nonepenubo 3amoBHeHu# mmpuil 1 mia 100 mr/ma ta 2 M 100 mr/mi Ta
guselkumab (CNTO1959) mmanie60, nmonepenubo 3anmoBHeHu mmpuil 1 M 100 mr/mur ta 2 M 100 mr/mor;
Bxurouenns Bupoouuyoi ainsgaku Catalent Pharma Solutions, LLC, CIIA, ms 1JI3 guselkumab
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(CNTO1959), monepenuro 3anoBHeHmi mmpui 1 v 100 mr/mm ta 2 mor 100 mr/mi ta guselkumab
(CNTO1959) mnarne6o, momnepeauso 3amoBaeHui mmpuil 1 Ma 100 mr/mi ta 2 mia 100 mr/mur; [{ogeHHuk
y4JacHHMKa YKpaiHChKOI0 MOBOIO Bijx 27.05.2021p.; KapTka-110ileHHUK y9acHUKA JOCTIKEHHS pOCIHCHKOIO
MoBoIO Bin 27.05.2021p.; [TomoBkeHHs TEpMiHIB KIIIHIYHOTO BUIIPOOYBaHHs B YKpaini no 25.12.2025 p.;
Brxurouenns nomarkoBoro dacysanus JIJI3 rycenskyma0, guselkumab (CNTO1959), po3unn s iH'exii
y monepeaHbo 3anoBHeHoMy mmpuil, 200 mr, 2 mu, 100 mMr/mi; 3pa3ok MapkyBaHHS i | 'ycenbkyma0
200mr/mtane6o, 2 MJ1 po3dunHY

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2110 Bix 16.09.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararomeHTpoBe, paHIOMIi30BaHe, MOJBIHHE Ciimne, IUIaned0 KOHTPOJILOBAHE, B MapalieIbHUX TPyIax
KIIHIYHE JOCT)KeHHS TycellbkyMal0y y TAIll€HTIB 3 AaKTUBHUM BOBYAKOBUM HEPPUTOMY,
CNTO1959LUN2001, 3 ITompaskoro 1 Bix 07.05.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepaabnoro jupekropa Jlupexkropary

(¢apmManeBTHYHOTO 3a0€e3NMeYeHHS

IBan 3AZIBOPHHUX




Jonmarok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

InenTudikamis cyrreBoi
MONIPaBKU

OnoBnenuid mpoTokon KiiHiyHOTrOo BuIpoOyBanHs TVB009-IMB-30085, nompaska mportokomy 02 Bix
29 yepBns 2021 p.; Hocke nochimxkyBaHoro Jikapcbkoro 3acody TVB-009 (denosumab), Bepcis 2.0 Bin
09 mumast 2021 poky, aHrIiHCHKOI MOBOX; IHpOpMaris ans mamienta i ¢popma iHpopmMoBaHOi 3roy,
aganToBaHa jia YKpainu Bepcis 3.1 Big 16 munus 2021 p., aHraiiicekor0 MoBoO; [HhopMariitHuii TUCTOK
narfienra i @opma iHPOpPMOBaAHOI 3roau, ananToBaHa g Ykpainu Bepcis 3.1 Bix 16 mumas 2021 p., mo
ocHoBana Ha UJIIT ®I3 mns Beix kpain okpim CIIA, maiictep Bepcii 3 Bin 06 munus 2021 p. [epexnan 3
aHrmiicbkoi Ha ykpaincbky MoBy 02 cepmust 2021p.; Indopmamiiiuii nmctok mnamienta i @opma
iHpopmoBaHoi 3roau, aganToBaHa ajs Ykpainu Bepcis 3.1 Big 16 mumas 2021 p., mo ocHoBana Ha LJITI
@I3 nmns Beix kpain okpim CHIA, maiictep Bepcii 3 Bim 06 mumus 2021 p. Ilepexian 3 aHrmiiicekoi Ha
pociiicbky MoBy 03 ceprius 2021 p.; 3amyuenHs jiikapcbkoro 3acody Binein 12.5 mkr, BupoOuuntsa AT
«KuiBcpkuil BiTaMIHHMM 3aBon», YKpaiHa, B SKOCTI IpemnapaTy CyHyTHbOI Teparii; 3MiHA KIUJIbKOCTI
JIochiKyBaHUX B Ykpaini 3 36 mo 280; BkimroueHHS AOAATKOBHX MICIh MPOBEIEHHS KIIIHIYHOTO
BUnpoOyBaHHs: Miclis IpoBeIeHHs KIIHIYHOTO BUNIPOOYBaHHS Ta BiANMOBiAaNbHI focaigHuku: 1.1. Ha3zsa
JIII3 Ta wmicus MpoBeAEHHS KIIHIYHOTO BUMPOOyBaHHS: MenuuHMii IIEHTP TOBAapHCTBA 3 OOMEXEHOIO
BiMOBiAaNbHICTIO «Menuuna KiiHika «bmaromeny, JiKyBaIbHO-MIarHOCTHYHUN migpo3mur, 1.2.
Micuesnaxomxkenns: Byn.. Ecmmanagna 20, odic 417 01023. m. KwuiB, VYkpaina, Biamosiganbauii
JOCIITHUK K.MEJ.H., Jikap-peBmaroior deapkoB Jmutpo Jleonimosuy; 2.1. Haszsa JIII3 Ta wmicus
MIPOBEJICHHS KJIIHIYHOTO BUNPOOYBaHHSA: MelInyHUI EHTp TOBapUCTBA 3 OOMEXKEHOIO BIJIOBIIAIbHICTIO
«Mendya-Kninik», mikyBalbHO-TpOGITakKTHUHUNA  miapo3aiur; 2.2.  Micle3Haxo/KeHHs:  MPOCIIL.
Jlo6anoBcbkoro 17, 03037, m.KuiB, Ykpaina BignoBimanpHUIT AOCTITHUK JIIKAp-€HIOKPUHOJOT, JIKap-
tepaneBT [locron CeiTiiana BonogumupiBHa:

Ne I1.1.B. BiAIOBIZAJILHOTO JOCHITHUKA

n/m Hazpa Micuisg mpoBeieHHS KJITHIYHOTO BUITPOOYBAHHS

1 k.M.H. ®eapkon J1.JI.
MenauuHuii LEHTpP TOBapUCTBA 3 OOMEXKEHOK BIAMOBINATBHICTIO «MeauyHa KIiIiHIKa

«bmaromeny, TIKyBaJIbHO-A1arHOCTUYHUHN TT1po3ai1, M. Kuis
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2 nikap [Tocton C.B.
MenuyHuii [EHTp TOBapHCTBAa 3 OOMEXKEHOI0 BianoBimaimpHICTIO «Menoyn-Kiiniky,
JIKYBaJIbHO-TIPO(IAKTHYHUHN miapo3ais, M. KuiB

Howmep ta nara Hakasy
MO3 o0 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Pannomi3zoBane, mojBiliHe ciine, O6araToHaI[iOHAJIbHE, 0araTOLEHTPOBE AOCIIHKEHHS IS TOPIBHSIHHS
epexTuBHOCTI, Oe3neku Ta imyHoreHHocTi TVB-009P ta nenocymadby (ITPOJIIA®) y mamieHTiB 3
MOCTMEHONay3allbHUM ocTeornopo3om», 1VB009-IMB-30085, nporokon 3 mompaBkoro 01, mara Bepcii
03 motoro 2021 p.

3asiBHUK, KpaiHa

TOB «CanaKuicy, Ykpaina

CnoHncop, kpaina

Teva Branded Pharmaceutical Products R&D, Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3neYCHHS Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 No 2076
Inentudikarist CyrTeBoi OHOBJIEHUH TIPOTOKOJ KJIIHIYHOTO BUIIPOOyBaHHS morpaBka 5, Bepcis 6.0 Big 26 Oepesns 2021 poky;
MONPaBKHU 3MiHa Ha3BU MPOTOKOJY KIIHIYHOTO BUITPOOYBAHHS:
BYJIO CTAJIO
bararonienTpoBe, paHgoMi3oBaHe, TMOABIMHE | S4-THKHEBe, OaraTtoleHTPOBE, PaHIOMI30BaHE,
climne, 1a11e00-KOHTPOJIbOBaHE Ta | moaBliiHE ciimne, 1a11e00-KOHTPOJIbOBAHE

KOHTPOJIbOBaHE 32 AaKTHBHUM I[pEmapaToM | JIOCHIKCHHS (a3d 2 B MapalelbHUX TpyNax s
JnochipkeHHs Ga3u 2 3 MOABIMHUM MAacKyBaHHSIM | OLIIHKM eeKTUBHOCTI Ta Oe3neku bpasukymaly y
B MapajelpbHUX Tpymnax i3 S54-TIKHEBUM | MAIiEHTIB 3 BHPA3KOBUM KOJITOM BiJl CEPEIHBOTO
NepioJIoM JIiIKyBaHHS 3 OI[IHKUA €(EeKTHUBHOCTI Ta | 10 BaxKOro cryneHs aktuBHocTi (Expedition Lead-
OesnedHoCcTi Opa3ukymaly HpW 3aCTOCYBaHHI B | IN)
YYaCHUKIB 3 aKTHBHUM BHPA3KOBHUM KOJITOM Bij
CEPETHBOTO CTYICHSI TSHKKOCTI J0 TSHKKOTO
3MiHa KOHTaKTHOT ocobu CroHcopa KIIHIYHOTO BUIIPOOYBaHHS:

BYJIO CTAJIO
IT Lb. xourtaktHOi ocobu: Alison McGhee | IT LB. xonrtakTHOi ocobu: Eva Barkstedt
Micue3Haxo/KeHHsT IOpUANYHOI ocoOu / micie | Micliie3Haxo/pKeHHsT IOpUANYHOI ocobu /  wicie
npoxxuBaHHs (izuuHOi ocobu: 85 Karlebyhus, | mpoxuBanns ¢izuunoi ocobu: Sodertalje, SE-151

Astraallen, Sodertalje, SE 151 85, Sweden | 85, Sweden
Konraktauit tenedon: + 46 8 533 26904 | Kontaktuit  Ttenmedon: +46 0 855321613
daxc: + 46 8 533 26904 | daxc: + 46 855326904
Anpeca €JIEKTPOHHOL nowtu: | Aapeca €JIEKTPOHHOI IOIITH:
Alison.mcgheel@astrazeneca.com eva.barkstedt@astrazeneca.com

Bporypa mociinnuka mo mpemapary bpasukyma6 (Brazikumab, MEDI2070, AMG 139), Bepcis 8.0 Big
02 Gepesns 2021 poxy; 3MiHa 103yBaHHS AOCIIPKYBAHOTO JIiIKapchkoro 3aco0y bpasukymab
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(Brazikumab), po3umnn mns iH(y3ii A7 BHYTPIIHBOBEHHOTO 3acTocyBaHHs Ha 720 mr/ma y daakoHi
6M1; 3MiHA J03yBaHHS JOCIIIKYBAaHOTO JIiKapchKoro 3aco0y bpasukymab (Brazikumab), posuwmn mis
iHOY31 A8 mamKipHOro 3acTocyBaHHsA Ha 120 Mr/mi y momnepeqHbO HAarmoOBHEHOMY mmpuii 1 wmi;
3aydeHHs JOJAaTKOBUX BHUPOOHMUMX [IISHOK IO JOCIHIIKYBaHOTO JiKapchKoro 3aco0y bpasukymab
(Brazikumab), po3uun juist iHYy3iit Ui BHYTPIIIHBOBEHHOT0 3acTOoCyBaHHst 720 Mr/mit y takoHi 6MI1; 10
JOCITIIKYBAHOTO JIiIKapchbkoro 3aco0y bpasukymabd (Brazikumab), pozuun mis indys3ii as miamkipHoro
3actocyBanHs 120 Mr/mi y monepeaHbo HAMOBHEHOMY IIIpHULli 1 Mit:

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, Mdlndal, 431 83, Sweden;

ASTRAZENECA UK LIMITED — MACCLESFIELD DEVELOPMENT, United Kingdom;

Silk Road Business Park, Macclesfield, SK10 2NA, United Kingdom.

3anmyyeHHS JOJATKOBUX BHUPOOHWUYMX JIUISTHOK J0 TManedo JOCHiIKyBaHOTO JIiKapChKOro 3acoly
Bbpasukymab (Brazikumab), pozumn s iH(Qy31d 108 migmkipHoro 3actocyBaHHs 120 mr/ma y
MoTepeHhO HATOBHEHOMY IITpHUIli 1 MiT:

Vetter Pharma-Fertigung GmbH & Co. KG, Germany;

Schuetzenstrasse 87 and 99-101, 88212 Ravensburg, Germany;
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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;

3amyuyeHHs 10AaTKOBOi BUPOOHUYOI AUISHKH JI0 Mare0o T0CIiIKyBaHOTO JIiIKapChKOTo 3ac00y
Bbpazukymal, po3unH /Ui BHYTPIIIHBOBEHHUX 1H €Ki, 720 Mr y (priakoH1 6 Mi:

HouipHe nignpuemctBo «Dapmarpei» Ykpaina, 82100, JIbiBcbka 06011., M.J[poroouy, Byn.Cambipchka,
85; Yactuna 2.1.P Jlocke 10CIiIKYBaHOTO JTiKapchkoro 3aco0y. Mennunuii npenapar (bpasukyma0),
Bepcis 5.0 Bix 25 6epesnst 2021p.; Yactuna 2.1.P Jlocke nociniakyBaHoro Jikapcbkoro 3aco0y. [Ipenapar
tane6o (bpasukymab), Bepeis 6.0 Bix 25 Gepesns 2021p.; Yactuna 2.1.S Jlocbe g0CIipKyBaHOTO
JiKapchKoro 3aco0y. Jlikapceka peuoBuHa (bpasukxyma0), Bepcis 2.0 Bix 05 6epesnst 2021 p.; [HcTpykiis
JUI. MEIMYHOTO 3aCTOCYBaHHS JIiKapchKoro 3aco0y (rutane6o 1o PR 1: bpasukymab, po3uns uis
BHYTPIIIHROBEHHUX 1H €Ki, 720 Mr y duakoni 6 mi) 'moko3a (Glucose) 5%, po3unn mis
BHYTpPIIIHBOBEHHUX 1H(Y31H, makeT 100Mi1 (Juist BHYTPIIIHBOBEHHOTO BBeleHHs ); [Hopmartis mpo
JOCTIKEHHS Ta popMa 3roAu JUIsl TIOPOCIINX, JToKalibHa Bepcist Homep 2.0 11 YKpaiHu yKpaiHCHKOIO
MOBOI0, 1aTa Bepcii 8 nmunHs 2021 poky Ha ocHOBI Mactep Bepcii Homep 8.0 Bix 01 kBiTHs 2021 poky;
[ndopmariis npo omniioHaTIbHE TEHETUYHE JOCTIIKEHHS Ta popMa iHPOPMOBAHOI 3r0/H, JIOKaIbHA BEPCis
Homep 1.0 st Ykpainu ykpaiHChKOIO MOBOIO, fata Bepcii 8 mumnus 2021 poky Ha ocHOBI Mactep Bepcii
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VYkpainu ykpaincbkoro MoBoo, nata Bepceii 02 nmunus 2021 poky Ha ocHoBi Mactep Bepcii Homep 1.0 Bin
25 Gepesns 2021 poky; Kaptka noctymy 10 iHTEpaKTUBHOI Bepcii MOCIOHUKA 3 TOCHIKSHHS 111 Y KpaiHu
ykpaincpkoro MoBoro, Bepeia 1.0 Bix 28.04.2021; KapTka moasku 3a y4acTh y JOCHIIPKEHH] Uit YKpaiHu
yKpaincbkoro MoBoro, Bepcis 1.0 Big 16.04.2021; IHcTpykmii 70 caMOCTIMHOTO 3alOBHEHHS aHKETH I10
3arajbHOMY 3aXBOPIOBAHHIO KHINEYHHMKA JJIs YKpaiHU YKpaiHChKOIO MOBOIO, Bepcis Bing 30 OepesHs
2017p.; OnuryBansauK «SF-36V2® Health Survey Single-ltem Standard Recall for Handheld Device» mist
VYkpainu ykpaiHchkor MoBoo, Bepcis 1.1 Bixg 23 mucromama 2015; OnutyBanpHuk «EQ-5D-5Ly» s
Ykpainu ykpaincbkor MoBoro Bepcis Bif 2021p.; OnutyBanbHUK «3arajibHe Bpa)KEHHS Malli€eHTa 100
3MIHU-BUPA3KOBUH KOJIT» uig YKpaiHW YKpaiHCbKOIO MOBO10, Bepcis Bing 2021p.; OnuryBambHUK
«3arajbHe BpaXCHHS MAIli€HTA 1010 TSHKKOCTI-BUPA3KOBOTO KOJITY» Il YKpaiHH yKPaiHChKOIO MOBOIO,
Bepcis Bix 2021p.; OnuryBanbHuK «l1[0IeHHUK BHUITOPOKHEHb KUIICYHHKA» U YKpaiHU YKPaiHCHKOO
MoBoM0, Bepcis Big 2021p.; OnurtyBanbHUK «BewipHiil moaeHHUK» A YKpaiHU YKpPaiHChKOIO MOBOIO,
Bepcis Big 2021p.; OnutyBanbHuk «FACIT Illkamna Bromu (Bapiant 4)» mis Ykpainu ykpaiHCBKOO
MOBOO, Bepcis Bif 7 yumHs 2012p.; 3anyyeHHs 10AATKOBHUX MICI[b IPOBEACHHSI KJIIHIYHUX BUNPOOYBaHb:
No I1.1.B. BiAMOBIMAIEHOTO AOCITITHUKA

/o Hazpa micuis mpoBeieHHs! KJIIHIYHOTO BUITPOOYBAaHHS

1 | nikap Manumpka A.I1.

KomyHanbHe HeKoOMepliifHE MiANPUEMCTBO «XEpCOHChbKAa Micbka KIIIHIYHA JIIKapHS
M. €.€. Kapabenema» XepcoHChKOI MICBKOI pajau, TacTpOTEpaneBTUYHE BiJIICHHS,
M. X€epCOoH

2 | k.M.H. [lanienko O.T.

KomyHnanbHe HekomepuiiiHe mignpueMcTBo «Micbka KiiHIYHA JiikapHs Ne2 iMmeHi mpod.
0.0. lanimoBa» XapKiBCbKOiI MICbKOi pajii, IPOKTOJIOTIUHE BiIIIeHHs, M. XapKiB

3 | k.M.H. [Tonskosa I'.B.

Meauunuii 1EHTp TOBapucTBa 3 OOMexeHOw BiAmoBimanbpHICTIO «KoHcumimiym Memnikamny,
KJIIHIKO-KOHCYJIbTaTUBHE BlIIIeHHs, M. KuiB
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4 | mixap Pimxo S.®.

KoMyHanpHe HEKOMEpIIiHE MiMPHUEMCTBO «3aKaprnarchka oOJiacHA KJIIHIYHA JIKapHS IMEHi
Annpis  HoBaka» 3akapriarcbkoi o007acHOi paju, TacTPOCHTEPOJIOTIYHE BiIUICHHS,
M. YKropona

5 | a.m.H. 'ocnogapcekmii 1.51.

KomyHnaneHe HexoMepuiiHe miANpueMcTBO «TepHOMNIbChKAa YHIBEPCUTETChKA JIIKApHS»
TepHominbcbkoi 00macHOi paau, OOJTACHWIA IEHTP TacCTPOCHTEPOJIOTii 3 TemaToJoTier,
racTPOEHTEPOJIOTIUHE BiIIIICHHS, M. TepHONIb

6 | mikap bapanenko B.M.

Menuunuii  1eHTp «YHiBepcanbHa KiiHika «OO0epir» ToBapucTBa 3 OOMEXKEHOIO
BiIOBIHaNTbHICTIO «KanuTay, KIIiHIKO-KOHCYIbTaTHBHE Bl IIICHHS, M. KuiB

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2707 Bix 28.12.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«bararonieHTpoBe, paHAOMI30BaHE, MOJBIMHE clline, IUIale00-KOHTPOJIbOBAHE Ta KOHTPOJbOBAaHE 3a
aKTUBHHUM IIpernapaToM JAOCHipkeHHs ¢a3u 2 3 NOJBIMHUM MAaCKyBaHHSM B MapalielbHUX Tpynax i3 54-
THUKHEBUM I€P10JIOM JIIKYBaHHS 3 OLIIHKH €()EeKTUBHOCTI Ta O0e3meuHoCcTi Opa3ukyMady Mpu 3aCTOCYBaHHI
B YYaCHMKIB 3 AKTUBHUM BHMPA3KOBUM KOJITOM BiJl CEPEIHBOIO CTYHEHS TSXKKOCTI JIO TSHKKOTO»,
D5272C00001 (TTonepenniii kox 3151-201-008), monpaBka Homep 4 Bin 17 ceprust 2020 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Crnoncop, kpaina

AstraZeneca AB, Sweden

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX




JlonaTok 6
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KIHIYHUX

BUIIPOOYBAHb
27.09.2021 No 2076

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnienuit mpoTokon KiiHiuHOrO BunpoOyBanus MK-1986-018, 3 inkoprnopoBanoto nomnpaBkoio 06 Bix
24 tpaBHs 2021 poky, aHMIIiHCHKOI MOBOIO; bpornypa mocnigauka MK-1986 (TR-701 FA), Buaanns 14
Bix 16 uepBHsa 2021 poky, aHTIIIHCHKOIO MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannoMizoBaHe, KOHTPOJHOBAHE 3a JONOMOIOK0 AaKTHBHOIO IIpenapary IOpiBHSIHHS, KIiHIYHE
nocnipkenus 11 da3u s BuBuenHs Oesnednocti ta epextuBHocTi MK-1986 (Tenuzomniny ¢ocdaty) y
NAIIEHTIB BIKOM BiJI HApOPKEHHS 10 <12 pOKiB 3 TOCTpUMH OaKTepiaJbHUMU 1H(EKUISIMU IIKIpH Ta
mKipHUX cTpYKTYp», MK-1986-018, 3 inkopriopoBanoro nmonpaskoto 05 Bix 16 Bepecust 2020 poxy

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk lapn Exg Joym Kopr.», nouipre mignpuemctBo «Mepk Enn Ko., Iak.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbsHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

bpomypa nociigauka JNJ-212082 ZYTIGA (abiparepona anerar), Buganus 16 ig 11.06.2021 p.

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, MOJBIHHE CIlile, KIIHIYHE TOCIIHKCHHS IMOPIBHSAHHS npenapary AbipaTepoHa arerary
TUTIOC HU3bK1 103U TMIPEIHI30HY IUTI0C aHAporeHHa AenpuBaiiiina tepamis (ADT) y mopiBHSHHI 3 TUTBKH
aHJIPOTEHHOIO JICTIPUBAIIIHOIO TEPAITi€l0 y MAIIEHTIB 3 BIEPIIC BCTAHOBICHUM METACTATUYHUM PaKOM
MEepeMiIXypOBOT 3aJI03U BUCOKOT'O PU3HKY, SKUM HE TMPOBOJIMIIOCS TOINEPEIHE TOPMOHAIBHE JIIKYBaHHS
(mMHNPC)», 212082PCR3011, 3 monpaskoro INT-4 Bix 15.02.2017 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX
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110 Haka3y MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

Marepianu s yyacHukiB pociimpkeHHs: Jluct mo mamienta (Dear Patient Letter), Bepcis 1.0 Bix
23 mrotoro 2021 poky, yKpaiHCBKOIO Ta pocilickkoro MoBamu; bporrypa mist mamienta «JIOCATHEHHSA
KPAIIUX PE3VJIBTATIB ¥V BUBYEHHI TICOPIATUYHOI'O APTPUTY. [Hocmimkenns APEX»y,
Bepcis 1.0 Big 23 mrotoro 2021 poky, ykpaiHChKOK Ta pociiicbkoro moBamu; Iloctep «IOCATHEHHSA
KPAIIMX PE3VJIBTATIB Y BUBUYUEHHI IICOPIATUYHOI'O APTPUTY», Bepcis 1.0 Big 23 mrororo
2021 poky, yKpalHChKOIO Ta POCIHCHKOIO MoBaMH; KepiBHHIITBO I y49acHUKIB gociimkeHHs APEX,
Bepcis 1.0 Bim 23 mrororo 2021 poky, ykpaiHCBKOIO Ta pociiicbkoro MoBamu; KapTka nis maiieHTa
«IAKYEMO 3A BAIII BHECOK Y JOCJIIXKEHHSA APEX!», Bepcist 1.0 Big 23 mrotoro 2021 poky,
YKpalHCHKOIO Ta POCIHCHKOIO MOBamMu; BKiIOueHHS [OJAaTKOBUX MICIb MPOBEIACHHS KJIIHIYHOTO

BUIIPOOYBaHHS:
Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
n/m Hazpa Micuisg mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS
1. | n.m.H., mpod. Ky3pmina I'.I1.

Komynanene nianpuemctBo «KprBopi3bka Michbka kiiHiuHa JikapHa Ne2y» KpuBopi3bkoi MicbKOT
pajay, KapAl0JoriyHe BIUICHHS 3 peBMAaTOJIOTIYHUMH JikKamMu, M. Kpusuii Pir

nikap Tkauenko M.B.

Komynanbhne MiITPUEMCTBO «ITontaBchka obacHa KJIIHIYHA JKapHA
iMm. M.B. Ckuidococskoro IlontaBcbkoi oOnacHoi paam», OOnacHU — JiKyBaJbHO-
JTIarHOCTUYHUN peBMATOJOrYHMM LeHTp, [lonTaBchkuil nep)kaBHUM METUYHMNA YHIBEPCUTET,
kadenpa cimeliHo1 MenuiMHY 1 Tepamii, M. [TonraBa

K.M.H., fouieHT Tpuminka C.A.
KomyHanbHe HekoMepliifHe MiAnpueMCcTBO XapKiBChbKOi oOsacHOi pagu «OOjacHa KiiHIYHA
JKapHs», KOHCYJIBTATUBHA MOJIIKTIHIKA, M. XapKiB

K.M.H. ¥Ypcon H.b.
KomyHnanpHe HekoMepIiifHE MiAITPHUEMCTBO «XMEIbHHUIIbKA 00JIacHA JIIKapHs» XMEIbHHUIIbKOT
00J1acHOI paJid, peBMATOJIOTIUHE BIIUICHHS, M. XMEITbHHUIIBKUI
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Howmep 1a nara Hakasy
MO3 o0 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1586 Bix 29.07.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«PangomizoBaHe, mojBiliHe ciiire, maneb0-KOHTPOJIbOBaHE, OaraToleHTpoBe aociimkenHs 3b dasu 3
METOI0 OIIIHKM e(EeKTUBHOCTI Ta OE3MEYHOCTI MiAIIKIPHOTO BBEJCHHS TyCelIbKyMaly Ui 3MEHIICHHS
03HaK 1 CHMIITOMIB Ta CIIOBIJILHEHHS PEHTTE€HOJIOTIYHOI Mporpecii y MamieHTiB 3 aKTUBHUM IICOPIaTUIHUM
aptpurom», CNTO1959PSA3004, monpaska 1 Bix 07 kBitHs 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHncop, kpaina

Janssen Pharmaceutica NV, Belgium / Sluccen ®apmanestuka HB, benbris

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Tepanii

B.o. resepanbHoro rupexkropa JIlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

OnHoBneHu# mnpotokos KiiHigHOTO nociipkeHHs APD334-210 3 mompaBkoro 1.0 Bim 02 dyepBHS
2021 poky, aHrIiHChKOI MOBOIO; [H(opMaliiinuit muctok i popma 3romu, Bepcis V3.0UKR(uk)1.0 Bix
06 munus 2021 poky, nepekiaa ykpaiHChbkor MOBoIO Bij 19 numnus 2021 poky; [Hpopmariiinuit IMCTOK i
dopma 3romau, Bepcis V3.0UKR(ru)1.0 Big 06 sumus 2021 poky, mepekiiaz pOoCiiChKOI MOBOIO Bij
19 mumus 2021 poky; Bpomypa ams mamienta, Bepcist [VO1 UKR(uk)] Bim 27 xBitHs 2021 poky,
yKpalHChKOI0 MOBOIO; bpornypa s mamienta, Bepcist [VO1 UKR(ru)] Bim 27 keitas 2021 poky,
pociiicbkkoro MoBor; bpomrypa miast mamienta, Bepcisi [VO1 Global(en)] Bin 27 xsitas 2021 poky,
AHTITIHCHKOI0 MOBOIO.

Homep ta narta Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 516 Binx 22.03.2021

HasBa xiriHiYHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBaHe, MOJABIWHE CIIiNE, MIae00-KOHTPOIbOBAHE S2-THXKHEBE JOCITIHKEHHS VISl OI[IHIOBaHHS
e(peKTUBHOCTI Ta O0€3MEeYHOCTI 3aCTOCYBaHHs €TPaciMOy B MAlli€HTIB 13 aKTUBHUM BUPA3KOBUM KOJIITOM
MOMIPHOTO CTYNEHs TshKKocTi», APD334-210, Bepcist 0.0 Bix 20 smmas 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

«Apena dapmacsrotikans, [Hk.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

bpomypa s mocmigauka 3 mpernapaty Ozanimod (RPC1063), pemakmis 14.0 Bim 22 xBitHs 2021 p.;

Omninka criBBigHOIIEHHS KopucTi Ta pusuky (Benefit and Risk Assessment) mns gocmimxenns RPCO1-

3001, penaxuis 7.0 Big 04 tpaBus 2021 p.; 3miHa Miclig IPOBEICHHS KIIHIYHOTO JOCIIKEHHS!
byno Crano

I.M.H., ipo¢. Mockosko C.I1.
Komynanenuii 3aknan «Binaumbka obnacHa
IICUXOHEBPOJIOTIYHA  JIIKApHA  IMEHI  aKaj.
O.1. FOmenkay, BiiIeHHs] HEBPOJIOTii
Ne3, BIiHHMIBKHA HAaI[lOHAJIBHUA MEIUYHUH
VHIBEPCHUTET im. M.I. Tluporosa, kadexapa
HEPBOBHUX XBOpPOO 3 KypcoMm HeHpoXipyprii, M.
Biaauus

1.M.H., mpod. Mockosko C.II.

ToBapucTBo 3 OOMEXKEHOI BiJIOBIJAIBHICTIO
«Memnunuii ueHtp «Camotem», JiKyBalbHO-
npopUIAKTUYHAN BIAAIT MEIUYHOTO LEHTPY,
M. Bigauns

Howmep Ta nara Hakazy
MO3 o0 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 743 Big 11.11.2015

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararornieHTpoBe BigKpHTE JOAAaTKOBE JjociipkeHHs mpenapaty RPC1063 mnpu mepopambHOMY
3aCTOCYBAaHHI y XBOPHX Ha pPEHUIUBYIOUMN po3cisHui ckiepo3», RPC01-3001, pemakmis 9.0 Bix
26 motoro 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJTAJILHICTIO «I1I EC AUI-YKPATHA»

CnoHcop, kpaiHa

«Cenmxen Inreprenrnin I Capn» (Celgene International II Sarl), [lIsefinapis

CynyTHi
MaTtepiaiu/mpenapaTu
CYNYTHBOI Tepamii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOrO 3a0e3MeYeHHS

Isan 3AZIBOPHUX
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110 Haka3y MiHicTepcTBa OXOPOHU 370POB A
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

Onosnenuii mporokon kiaiHivHoro gociimkeHHs CLI-06001AAL-05, Bepcis 2.0 Bix 03 tpaBus 2021 poky;
[adopmarniitnuii mucTok ydacuuka ta @opma iHGOPMOBAHOI 3T0/IM HA YYacTh Y KIIHIYHOMY JOCIIIKEHHI
3 konoMm CLI-06001AA1-05, nocmimxenns PILLAR, Bepcis 2.0 Big 05 cepnns 2021 poky aHTIiHCBKOIO
MoBOI0; [H(opmamiitHuii nrcTok ydacHuka Ta ®opma iHGOpMOBaHOI 3rogu Ha y4acTb Yy KIIIHIYHOMY
nocaimkenni 3 konom CLI-06001AA1-05, nocnimxenns PILLAR, Bepcis 2.0 Bix 05 cepnus 2021 poky
YKpaiHChKOI0 MOBOIO; IH(popmariiiauii muctok i Popma iHGOpMOBaHOT 3roAM BariTHOI y4acHUII Ha
y4acTh Yy IMpOrpaMmi CHOCTEPEKEHHS 3a BAriTHICTIO B MeXaxX KIIHIYHOrOo aociuijkeHHs 3 kogom CLI-
06001AA1-05, mocmimxennss PILLAR, Bepcis 2.0 Bim 11 uepBrs 2021 poky aHIITIHCBEKOIO MOBOIO;
[ndopmariitnuit nmuctok 1 dopma iHpopMOBaHOT 3roau BariTHOI y4aCHUII Ha Y4acThb y Mporpami
CIIOCTEPE)KEHHSI 3a BariTHICTIO B MeXax KiiHiyHOro pociimpkenHss 3 komom CLI-06001AA1-05,
nocmimkenns PILLAR, Bepcis 2.0 Big 11 yepBust 2021 poky ykpaiHChKOO MOBOMW; [HbopMmaniiHuit
mucTok 1 @opma 1HPOPMOBAHOI 3roAM BariTHOI MAPTHEPKM HA y4yacTh Yy MPOrpaMi CIIOCTEPEXKEHHS 3a
BATITHICTIO B MeXXax KiiHiuHoro mocaimkeHHs 3 xogoM CLI-06001AA1-05, mocmimxenus PILLAR,
Bepcis 2.0 Big 11 wuwepBHs 2021 poky aHrmifcekoro MoOBOwO; I[Hpopmaniiinuit aucrok 1 Popma
iH(OpMOBaHO{ 3roJi BariTHOI MapTHEPKU HA y4acTh Y MPOrpami CIIOCTEPEXKEHHS 3a BATITHICTIO B MEXax
KiiHigHOTO nociimkenHs 3 kogoM CLI-06001AA1-05, nocnimkenns PILLAR, Bepcis 2.0 Bix 11 uepBHs
2021 poky yKpaiHCBKOIO MOBOIO; 3MiHa HaliMeHyBaHHs 3asBHHUKa B YkpaiHi 3 TOB «KOBAHC
KJITHIKAJI JEBEJIOIIMEHT YKPAIHA» wa TOB «JIABKOPIT KJIIHIKAJI JAEBEJIOIIMEHT
VKPAIHA; 3any4eHHs JOJJaTKOBOT'O MICIISl TPOBEICHHS KIIIHIYHOTO JTOCI1KEHHS:
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MpOJIOBKEHHs noaatka 11

No [1.L.B. BiIMOBIJAILHOTO JOCIITHAKA
Ha3sa miciis nmpoBeieHHS KJIIHIYHOTO BUIPOOYBaHHS

1 3aCTyNHUK aupekropa Bunosceka B.B.

iM. O.T.boraeBcbKoro», NyJbMOHOJIOTTYHE Bi/TiIeHHs, M. KpemeHuyk

KomyHaneHe HekoMepLiliHe Meau4He mianpueMcTBo «KpemeHuynbka mnepiia Michbka JIiKapHs

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 833 Binx 28.04.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«52-TIXKHEBE, PaHIOMI30BaHe, MOJBIHHE CIiNe, 3 MOJABIHHMUM MAacKyBaHHSM, 3 KOHTpOJIEM Iuianebo Ta
aKTUBHUM KOHTposieM aociipkeHHs (Podmyminact, [damipecn® 500 wkr),
napajelbHUX Ipynax 3 METOI0 OLIHKH €(peKTUBHOCTI Ta Oe3nedyHocTi aABox 103 mpemapaty CHF6001 y
(opMi CyxOro MoOpoIIKy JUIsl IHTAIALIN, IO JOJAI0ThCS 10 MiATPUMYIOUOi MOTPIHHOT Tepamii y HamieHTiB
13 XpOHIYHUM OOCTPYKTUBHMM 3axBopioBaHHAM Jierenb (XO3JI) ta xponiynum Oponxitom», CLI-

06001AA1-05, Bepcist 1.0 Big 20 ymcromama 2020 poxy

o IMpOBOAWUTHCA B

3asBHUK, KpaiHa

ToBapucTBO 3 06MekKeHOI0 BifnoBiganbHicTIo «JIABKOPIT KJIIHIKAJI IEBEJIOTIMEHT YKPATHA»

Crnoncop, kpaina

«K’e31 @apmanentivi C.1m.A.» [Chiesi Farmaceutici S.p.A.], Itamis

CynyTHi
MaTtepiaiu/mpenaparu
CYNMYTHBOI Tepamnii

B.o. renepanbnoro gupekropa Jlupexkropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3A/IBOPHUX



JlonaTok 12
10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

OHOBJIEHUH MPOTOKOJ KIIIHIYHOTO BUIPOOyBaHHs Bepcist 6.0 Bim 27 TtpaBHs 2021 p.; IHpopmamiiiaumit
JUCTOK JuId TamieHTa Ta ¢opma iHpopmoBanoi 3rogu, Bepcis 2.0 06 mumus 2021p. ans Ykpainu
YKpaiHChKOI0 MOBOIO, 3aCHOBaHa Ha Maiictep Bepcii [HdopmariiitHoro nuctka ans mamieHta ta GopMu
iHpopmoBanoi 3roau, Bepcis 2.0 19 6epesns 2021p.; [ndopmariitnuii 1ucToK Ans mamieHTa ta Gopma
iHdopmoBanoi 3roau, Bepcia 2.0 06 numas 2021p. mns YkpaiHu pociiicbkOl0 MOBOIO, 3aCHOBaHA Ha
Maiicrep Bepcii I[HdopmaniliHoro nmcTka ans mamieHTa Ta (GopMu 1HPOPMOBAHOI 3rojau, BepCis
2.0 19 Gepesns 2021p.; bpomrypa mocmimnuka JI3 C21 Bepcis 5.0 Bim 05 Oepesns 2021p.; Hocke
JOoCTipKyBaHoOTro Jiikapchkoro 3acody (IMPD) IJI3 C21 Bepcist 27 ciuns 2021p.; [TogoBxeHHS TEpMiHY
npugatHocTi JIJI3 C21 no mumuas 2022p. mis maprii 20A17 ta 20L11

Howmep ta nara Hakasy
MO3 o010 3aTBEPIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2674 Bix 18.11.2020

Ha3ssa xiiniuyHOro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta qaTa

«bararonienTpoBe, BiAKpuUTe BUNPOOYBaHHSA (ha3u 2 3 OJHIEI0 TPYMOI JIKYBaHHS Ul JOCIIJUKEHHS
6e3meyHocTi, ehekTuBHOCTI Ta (hapmakokiHeTHKH nperapary C21 y nmamieHTiB 3 ii0naTHYHUM JIETEHEBUM
¢b16po3om», VP-C21-005, Bepcis 3.0 Bix 15 uepsust 2020 poky

3asiBHUK, KpaiHa

TOB «tO CI TI-I'JIOBAJI», Ykpaina

Crnoncop, kpaina

«Bikop ®apma Ab» /Vicore Pharma AB, Sweden

CynyTHi
MaTtepiaiu/mpenapaTu

CYNMYTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»

27.09.2021 Ne 2076
Inentudikarist CyrTeBoi TAK-935-3002 ®opma iHdopMOBaHOI 3roau JOIUIsLAaya JUIs JOPOCIIOro Mali€eHTa Ha  y4acTb Y
MONPaBKHU JOCIIJKeHH JUIst YKpaiHu, aHrimiicekoro MoBoto, Bepcis 1.1 Bim 29 mumus 2021 p.; TAK-935-3002

®opma 1H(pOPMOBAHOI 3roAM Joryggada s AOPOCIOro MalleHTa Ha Y4acTh y JOCHIIKEHHI JUIs
VYxpainu, ykpaincbkoro MoBoto, Bepceist 1.1 Big 29 mumas 2021 p.; TAK-935-3002 ®opma inpopmoBaHoi
3roJy JIorJisijiaya JAJs JOpOCIoro HalieHTa Ha y4acTh y JOCHIKEHHI A YKpaiHH, pociiChKOK MOBOIO,
Bepeis 1.1 Bix 29 mumas 2021 p.; 3pa3ok iHpopmariii, mo Oyae BHIaHa NAIiEHTY HA €JIEKTPOHHOMY HOCIi
eCOA «C-SSRS Buxiani gani miTeit/Bigdip», ykpaincbkoro MoBoro, Bepcis 1.00 Big 27 mumus 2021p.;
3pa3zok iHdopmariii, mo Oyme BHIaHa mamieHTy Ha enekTpoHHOMY Hocii eCOA «OmiHKa BHUXITHOTO
cTaHy/ckpuHIiHT nitedt 3a mkanoio C-SSRS», pociiicbkoro moBoto, Bepcis 1.00 Big 15 uepBusa 2021p.;
3pa3ok indopmariii, mo Oyae BuaaHa manieHTy Ha enekrpoHHoMy Hocii eCOA «C-SSRS Jliteii 3 MOMEHTY
OCTaHHBOTO BI3UTY», YKpaiHChbKOI MOBOMO, Bepcito 1.00 Bim 27 mumns 2021 p.; 3pasok iHbopmartii, 110
Oyne BupaHa marieHTy Ha enekrpoHHOMYy Hocii eCOA «Ominka 3a mkamoro C-SSRS 3 MomeHTty
OCTaHHbOT'O BI3UTY JUTHHW», pOCiiicbkoro MoBo10, Bepcis 1.00 Bix 15 yepBHs 2021p.; 3pa3ok iHpopmanii,
mo Oyne BuaaHa marieHTy Ha enekrpoHHoMy Hocii eCOA «EQ-5D-5L PDA version, Ankera cTaHy
310poB’si», Ilepeknan Ha ykpaiHCbKy MOBY Juist Ykpainu, Bepcis 1.00 Big 23 uepBHsa 2021p.; 3pa3ok
iHpopMmariii, mo Oyae BuIaHa malieHTy Ha eiekrpoHHomy Hocii eCOA «EQ-5D-5L PDA version,
OnurtyBabHUK PO CTaH 370pOB’s», Bepcist pociiicbkoro MoBoOo it YKpainu, Bepcis 1.00 Big 23 uepBHA
2021p.; 3pazok indopmarii, mo Oyme BHaaHa marmieHTy Ha enekrpoHHOMY Hocii eCOA «HaBuanbHMiA
MOJYJIb 13 KOPUCTYBaHHSI OPTATUBHUM IPUCTPOEM», YKpaiHChKOIO MoOBOM0, Bepcisd 1.00 Big 17 rpyaHs
2020p.; 3pa3ok iHpopmauii, mo Oyae BuAaHa MauieHTY Ha enekTpoHHoMy Hocii eCOA «HaBuanbHuit
MOJYJIb IO POOOTI 3 MOPTATUBHUM MPUCTPOEM», pOCiiicbkor0 MoBoto, Bepcist 1.00 Bix 11 rpyans 2020p.;
3pa3zok iHdopmarii, mo Oyne BUaaHa MaiieHTy Ha enekTpoHHoMy Hocii eECOA «OnuTyBalbHUK 110710
SIKOCT1 JKUTTSI: OIlIHKA 1HBaJIU3aIlii», yKpaiHCbkor MoBoto, Bepcis 1.00 Bix 04 cepmust 2021 p.; 3pazox
indopmarii, mo Oyae BuaaHa maimieHTy Ha enekTpoHHOMY Hocli eCOA «OnuTyBanbHHUK AJS OIIHKA
SIKOCTI JKUTTS MPU OOMEKEHHI JII€31aTHOCT1», POCIChKOI0 MOBOIO, Bepcist 1.00 Bix 27 mumas 2021p.;
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3pa3ok iHpopmMarii, mo Oyae BugaHa naiieHty Ha enekrpoHHoMy Hocii eCOA «Onurysansauk CareGl-I

JUTSL 3aCTOCYBAHHSI ITCIISI BUXITHOTO PiBHS», yKpaiHChkor Moo, Bepcis 1.00 Bix 04 cepmus 2021 p.;
3pa3ok iH(popmarii, mo Oyne BumaHa mamieHTy Ha enekTpoHHoMy Hocii eCOA «OmiHka 3a HIKaIo0
CareGl-l micnsa BuXimHOTO piBHS», pociiicbkoro MoBoro, Bepcis 1.00 Bim 27 mumus 2021 p.; 3paszok
iHpopmanii, mo Oyne BugaHa mnauieHTy Ha enekTponHomy Hocii €COA «lllkana CGI-lI momno
IHTEHCUBHOCTI Ta TPHUBAJIOCTI EMIJCNTUYHUX HAIaJiB IICIs BHUXITHOTO PIBHSA», YKPaiHCHKOI MOBOIO,
Bepcis 1.00 Bix 04 ceprias 2021p.; 3pazok indopwmairii, mo Oy/e BUAaHA MAIIEHTY HA eIEKTPOHHOMY HOCIT
eCOA «Orinka IHTEHCUBHOCTI 1 TPUBAJIOCTI CYJIOMHOT0 Hamay Micjig BUXIAHOTO piBHsA 3a mkanow CGl-
I», pociiicekoro MoBoto, Bepcis 1.00 Bix 27 mumus 2021 p.; 3paszok indopmariii, mo Oyae BUIaHa NAIiEHTY
Ha enekTpoHHOoMY Hocii eCOA «lHdopmarliss mpo 3acTOCyBaHHsS Npenapary MpH Bi3UTI B KIHIKY»,
ykpaincpkoro MoBoto, Bepcist 1.00 Big 04 cepmust 2021p.; 3pas3ok inpopmarii, mo Oyae BUAaHa MaLi€HTY
Ha enekTpoHHOMY Hocii ECOA «IHdopmarist mpo npuitom npenapariB B X0/(1 BI3UTIB B paMKaxX KIHIYHOTO
JOCIIJKeHHs», pociiicbkoro MoBoro, Bepcis 1.00 Bix 27 mumas 2021p.; 3pasok indopmarii, mo Oyzae
BUJaHa TmailieHTy Ha enektponHoMmy Hocii eCOA «Takeda TAK-935-3002 Reminder Icon eCOA
Handheld Screenshots», ykpaincskoro moBoro, Bepcis 1.00 Bix 04 ceprias 2021p.; 3pa3ok iHpopmaitii, 1110
Oynme BuaaHa maifienty Ha eiekrpoHHomy Hocii eCOA «Takeda TAK-935-3002 Reminder Icon eCOA
Handheld Screenshotsy, pociiicbkoro moBoto, Bepcist 1.00 Bix 27 mumus 2021 p.; 3pa3ok indopmariii, 1o
Oyze BuaHa nauieHTy Ha enekTpoHHoMy Hocii ECOA «IlloneHHuK peecTpallii 3aCTOCYBaHHS Mpenaparis
HEBIAKJIAIHOI Tepartii», ykpaiHcbkoto MoBoro, Bepcist 1.00 Bix 04 cepmust 2021p.; 3pazok indopmariii, mo
Oyne BugaHa maiieHTy Ha enekTpoHHoMy Hocli €COA «llloneHHuk mpuiiomy npenapariB HEBiIKIaIHOL
Teparii», pocificekoro MoBoro, Bepcis 1.00 Bixg 27 mumast 2021 p.; 3pa3ok iHpopMariii, o Oyae BUmIaHA
naiieHTy Ha enekTpoHHoMy Hocli €COA «llloeHHUK enienTUYHUX HamaiiBy, YKpaiHChKOI MOBOIO,
Bepcis 1.00 Bix 04 ceprias 2021p.; 3pa3ok indopmairii, mo Oy/ie BUAaHA MAIIEHTY HA eICKTPOHHOMY HOCIT
eCOA «llloneHHHK CyTOMHUX HamaliB», pociiicbkoro MoBoto, Bepcis 1.00 Bix 27 mumasa 2021p.; 3pa3ok
iHdopmanii, mo Oyne BuAaHa mnaiieHTy Ha enekTpoHHoMy Hocii €COA «lllomeHHUK peecTparii
3aCTOCYBAHHS JIOCHIDKYBAHOTO Tpenapary», ykpaiHcbkor MoBoro, Bepcis 1.00 Bix 04 cepmas 2021 p.;
3pa3ok iH(opmarii, mo Oyae BUAaHa maiieHTy Ha enekTpoHHoMy Hocii ECOA «llloneHHuk npuitomy
JOCTIDKYBAHOTO Mpemnapaty», pociiicbkoro MoBoro, Bepcis 1.00 Bix 27 mumas 2021 p.
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Howmep 1a nara Hakasy
MO3 o0 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1966 Big 15.09.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

bararoneHTpoBe, paH10Mi30BaHe, MMOJIBIHE CIIiNE, TUIaIe00-KOHTPOIBOBAHE JOCIHKCHHS B ITapalieIbHUX
rpynax Juis OUiHKA eQeKTHBHOCTI, Oe3meyHocTi Ta nepenocuMocti CoTikiectaty B SIKOCTI JOAATKOBOI
Tepamii y marieHTiB AUTIYO0ro BiKy Ta Jopociux i3 cuHapomoM Jlennokca-I"acro (CJITY), TAK-935-3002,

iHiianpHa Bepcis Bin 24 6epe3ns 2021 poky

3asiBHUK, KpaiHa

Toapucto 3 OOmexeHowo BimmosimansricTio «KonTpakTtHO-[ochinnunpeka Opranizaimis [HHOapm-

YkpaiHa»

CnoHcop, kpaina

Takena [eenonment Centep Amepikac, Ik, (TC Awmepikac) (Takeda Development Center Americas,
Inc.(TDC Americas)), United States of America

CynyTtHi
Marepiaiau/mpenaparu
CYNYTHBOI Tepanii

B.o. renepasbHoro qupexkropa Jlupekropary
(apmManeBTHYHOTO 3a0e3MeYeHH

Isan 3AZIBOPHUX



Jomarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

InenTudikamis cyrreBoi
MONIPaBKU

[TomoBxkeHHS TepMiHY IPUAATHOCTI 10 36 MICSIIIB IS TOCIIIKYBAHOTO JIIKAPCHKOTO 3aC00y Map3enTaKor
anb(da (akTuBOBaHwMii) [mpemapar MarzAA]

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«Jocnimkenns dazu Il qis ominku eexkTUBHOCTI Ta 6E3MEYHOCTI Map3enTakory ajibga (aKTUBOBAHOTO)
JUISL THIMIKIPHOTO BBEACHHS NPH JIIKyBaHHI Ha BUMOTY Ta KOHTPOJIIO €Mi30ZiB KPOBOTEY Y MAIliEHTIB 3
remodimero A abo remodimiero B, 3 inriditopamu: mocaimkenns Kpimcon 1 [Crimson 1]», MAA-304,
ITonpaska 1.0, 02 uepsHs 2020, JlokansHa nompaBka MAA-304, Bepcis 1.1 Bix 04 ciuns 2021 poky
(e ayist Ykpainu)

3asBHUK, KpaiHa

ToBapHCTBO 3 06GMeEsKeHO0 BianosinanbHicTio «MEJITTENC YKPATHA»

Crnoncop, kpaina

«Keremnicr baitocaiiencus, Inkopropeitreny [Catalyst Biosciences, Inc.], CILIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNMYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Jlomatok 15

10 Haka3y MiHicTepcTBa OXOpPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

Po3koayBaHHs JIiKyBaHHS Ta TPUITUHEHHS TPUHOMY JIEHBAaTHHIOY/T1ae60

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 727 Bin 04.04.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBane, nmoagiiiHe ciine gociimkenus 11 ¢asu komOinarii nemoponizymady (MK-3475) 3 abo
6e3 nenuBaruniba (E7080/MK-7902) y panime HeJTiKOBaHMX TMAaIll€HTIB 3 METaCTaTHYHUM
HeapioHoKmiTHHHIM pakoM JiereHs (HAKPJI) 3 mokazaukom nporopuii myxiauau (TPS), mo 6inbme abo
nopiBHioe 1% (LEAP-007)», MK-7902-007, 3 inkopniopoBanoto nonpaskoro 05 Bix 02 6epesns 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHoto BianoBinaibHicTIO «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk lapn Enn JJoym Kopn.», nouipne nianpuemctso «Mepk Eng Ko., Hk.», CHIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYNMYTHBOI Tepamii

B.o. renepaibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

Onosnenuii nmpotokois Bepcis 2.0 Bix 08 mumas 2021 poky; Onoiiena @opma iHGOPMOBaHOI 3roau Ta
JI03BUI HA PO3KPUTTS iH(opMarii mpo ctan 310poB'st Bepeis 2.0 mis Ykpaiau Bix 27 munas 2021 poky
YKPaTHCHKOIO, POCIMCHKOIO Ta aHTIIHCHKOI0 MOBaMH

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 614 Bin 01.04.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta gaTa

«AanTHuBHE, BIIKPHUTE JOCTIKEHHS 2 (ha3u 3 3aCTOCYBaHHSAM MHOXXMHHHX 103 3 iX 301IBIICHHSM, IO
MPOBOJIUTHCS JUIS OLIHKH €()EeKTUBHOCTI, Oe3reKku, nmepeHocuMocTi ta dpapmakokinetuku AMB-05X mpu
BHYTPIITHLOBEHHOMY BBEJICHHI Y Malli€HTIB 3 TEHOCHHOBIAIILHOIO TMTAaHTOKIITUHHOW MyXJIuHO0», AMB-
051-02, Bepcis 1.1 Bix 12 nucronama 2020

3asBHUK, KpaiHa

TOB «Elxin», Ykpaina

Crnoncop, kpaina

AmMax Bio., Inc. («<AMMakc bio., Iak.»), CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNMYTHBOI Tepamii

B.o. renepasbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHHUX

Inentudikarist CyrTeBoi
MOTIPaBKH

BUIIPOOYBaHb»
27.09.2021 Ne 2076
BxuroueHHs J0JJaTKOBOTO Miclisl MPOBEIEHHS KIHIYHOTO JOCIIIPKEHHS:
Ne I1.1.B. BiAIIOBINAILHOTO HOCIITHUKA
/1 Hazpa micuisg mpoBeieHHs! KJIIHIYHOTO BUITPOOYBaHHS

1. | k.m.H. [TorroBuy 10.10.

KomyHanpHe HEKOMEpIliiHE MiAMPUEMCTBO «3akapriaTchka OOJacHa KITiHIYHA JIKapHS IMEHI
Amnnpis HoBakay 3akapraTrcbkoi 001acHOl pajy, reMaToJIOTYHE BiJTUICHHS, M. Y KIOpoJI

3MiHa HA3BU MICIIS MPOBEACHHS KITHIYHOTO AOCIIHKCHHS:

byno

Craio

K.M.H. ['apToBcbka [.P.
«KuiBcpkuii oOmacHuit

Kuis

Komynanenuit 3axnan KuiBcbkoi obnacHoi paau | KomyHanbhe HEKOMepLiliHe H1IPUEMCTBO

IUCHaHcep», TeMaTolIoriyHe BIJUIEHHS, M. | OHKOJOTIYHUN AMCIIaHCep», LIEHTP reMaTosorii Ta

K.M.H. ['apToBChKa I.P.

onkonoriyaui | KuiBcbkoi oGnacHoi pagu «KuiBcbkuil obmacHuit

TpaHCIUIaHTalii KICTKOBOro Mo3ky, M. KuiB

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1143 Bix 15.05.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«baratonieHTpoBe, MOJBIMHE CIIiNe, paHAOMI30BaHe, IIane00-KOHTPOIBOBAHE MOCHIKEeHHs (a3u 3 s
OLIIHKA e()eKTUBHOCTI, OE3MEeYHOCTI Ta MEPEHOCHMOCTI 3aCTOCYBaHHS ITPAKOHA30Jly y BHUIUIAII CYXOro
MOPOIIKY JJIsi 1HTaIsAUid A7 NpoQUIAKTUKY 1HBa3WBHOTO IIBUIEBOrO MIKO3y B MAIIEHTIB 13 TOCTPOIO
neiikemiero Ta HelTponeHieto», ASPER-111-19-1, ocrarouna Bepcis 2.0 Big 09 BepecHs 2020 p.
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3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXXEHOIO BIJITIOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»
CnoHcop, kpaina «Jlaboparyap CMBb C.A.» [Laboratoires SMB S.A.], benbris

CynyTtHi —

MaTtepiaiu/mpenaparu

CYNYTHBOI Tepanii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomrypa nocnmigamka nmikapcbkoro 3aco0y 3umbepenimabd (Zimberelimab, ABI122), Bepcis 6.0 Bix
20 tpaBus 2021 poky, anriilicbkoro MoBoro; Jlomarok 2.0 Bim 20 tpaBHs 2021 poxy mo bpomrypu
JOCTiAHKKA JTiKapchkoro 3acody JlomBananimab (Domvanalimab, AB154), sunanns 4.0 Bix 02 >kOBTHs
2020 poky, aHrmiiicbkor MoBorw; [Hpopmaniiinuii muctok i ¢popma 3roau, Bepcis V3.0UKR(uk)1.0 Bix
15 mumas 2021 poky, nmepekiaz ykpaiHcbkoro MoBoto Bif 04 ceprast 2021 poky; [Hdopmariiftauii TMCTOK i
¢dopma 3romu, Bepcis V3.0UKR(ru)l.0 Bim 15 numusa 2021 poky, mepekian pociiicbKOIO MOBOIO Bif
04 cepriast 2021 poky; BriIFoueHHs JOJATKOBOTO MiCIsl TPOBEICHHS JIOCIIKCHHSI:

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA

n/n HasBa micus nmpoBeieHHs KIIIHIYHOTO BUIPOOYBaHHS

1 | x.m.H. ['onobopoasko O.0.

KomyHansHe HekoMepliiiHe HiANPUEMCTBO «3amopi3bKuil perioHaJIbHUN MPOTUNYXJIMHHUN
LEHTP» 3amopi3bKoi O0JIACHOI pajad, OHKOXIMIOTE€panmeBTUYHE BIAJAUICHHS 3 JICHHUM
CTalllOHApOM, M. 3arOpIAOKs

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1966 Bix 15.09.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«ocnimkenHs ga3u 3 ans omiHKKM MOHoTepamii 3uMbepenimadom (AB122) nopiBHSIHO 31 CTaHIApPTHOIO
ximioTepaniero abo komOiHaliero 3uMbepenimada 1 npenapaty AB154 B sikocti Tepanii nepuoi minii PD-
L1-mo3uTHBHOTO, MiCIIEBO-TTOIIAPEHOTO 200 METACTATUIHOTO HEIPIOHOKIITHHHOTO paky JiereHiBy, ARC-
10, Bepcis 2.0 Big 18 nucromana 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO iHBECTHITIEIO «AVK’TOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

Arcus Biosciences, Inc., United States

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

B.o. renepansHoro qupexkropa Jupexropary

dapmaneBTHYHOIrO 3a0€e3MeYeHHS

Isan 3AZIBOPHUX




JonaTok 19

110 Haka3y MiHicTepcTBa OXOPOHH 3710POB A
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

bpomypa mna mocmimamka 3 mpemapary UGN-102 (MitominuH), po34dH Ui 1HTPaBE3WKAJIBHOTO
BBenleHHs, peaakiis 6.0 Bix 24 uyepBHs 2021 p.; BkitoueHHS T0AaTKOBHX MICIh MPOBEICHHS KIIHIYHOTO
JOCJIIIKEHHS

Neo I1.1.B. BiamIoBigaJIbHOTO AOCIITHHKA

/1 Hazpa micuis mpoBeieHHs! KJIIHIYHOTO BUITPOOYBaHHS

1 | x.m.H. bongapenko 10.M.

JepxaBHa ycraHoBa «lHCTUTYT yposorii HarionanpHO1 akageMii MeIMYHUX HAayK YKpaiHu», 2-€
ypoJoriune BiaaiieHHs, M. Kuis

2 | nmixap I'aBpmmiok 1.C.

KomyHnaneHe  HekomepiiiHe  miaAnpueMcTBO  «TepHOMUIbCHKUN  OONACHUN — KIIHIYHHUN
OHKOJIOTIYHUI aucnaHcep» TepHONIbCHKOI 00JacHOi paau, XipypriuHe BigauleHHs No2,
M. TepHomisb

3 | mixap Cemenyxa B.A.

KomyHnaneHe HekomepliiiHe mianpueMctBo «Ojechbka obiacHa KiiHIUHA JiKapHs» Onecbkoi
00Js1acHO1 paauy, ypoJsioriune BiuieHHs, M. Oneca

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ssa xiiniyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«Bigkpure panaoMizoBaHe KOHTPOIHOBAHE JOCITIKEHHS 3 METOIO OLIHKH €()eKTUBHOCTI Ta OE3MEUHOCTI
npenapary UGN-102, a Takox CTiHKOCTI BIiINOBiAI Ha Tepamilo TpernapaToM Yy TMOETHAHHI 3
TPaHCYPETPAIBLHOIO PE3EKIII€I0 CEYOBOro Mixypa 4M 0e3 Hei B Malli€HTIB i3 M S30BO-HEIHBA3UBHUM PAaKOM
CEYOBOr0 MiXypa HH3bKOI'O CTYMEHs 3JI0SKICHOCTI 3 IPyNH MPOMIKHOIO PU3MKY (KOAOBE MO3HAYEHHS
nocaimkenus: ATLAS)», BL006, penakuist 1.1 Bing 16 Bepecus 2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJJAJIBHICTIO «ITI EC A-YKPATHA»




2
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CnoHcop, kpaina

«Opo/lxxen @apma Jlimiten» [UroGen Pharma Ltd.], 3pains

CynyTtHi
Mmarepianu/mpenaparu
CYNYTHBOI Tepamnii

B.o. renepanbHoro nupexkropa Jupexkropary

(papmaneBTHYHOrO 3a0e3ne4YeHHS

Isan 3AZIBOPHHUX



Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

OHOBJICHHS Bepcii KapTKK yU4acHHKa JTOCIIDKEHHS JIOKajbHa Bepcis HoMep 1.1 ms Ykpainu yKpaiHChKOIO
MOBOIO, f1aTa Bepcii 18 cepmast 2021 poky Ha ocHOBI Mactep Bepcii Homep 1.0 Big 28 rpymas 2020p.

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, MOMABIMHE ciine, IuTane0o-KOoHTpoiboBaHe, mocuimkeHas |l dasm migTpumyrodoi
MoHoTeparii onanapubom y ydacuukis 3 BRCA Wild Type posnosciomxenum (FIGO cranis 11-1V)
Cepo3HUM ab0 EHJOMETPIOIMHUM PaKOM SIEYHUKIB BUCOKOTO CTYICHIO 3JIOSIKICHOCTI TICIISI BiIMOBiAI Ha
CTaHJapTHY IJIaTHHOBMICHY XimioTepamito nepiroi jinii (MONO-OLAT)», D9319C00001, Bepcis 1.0 Bix
17 rpynus 2020

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, Sweden

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJ/IBOPHHUX




JonaTok 21
10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

[TormpaBka 3 mo Jlocke mocmimkyBaHOTO Jikapckkoro 3aco0y SEP-363856, Bin 19 cepnus 2021 poky,
AHIITIMCHKOI0 MOBOIO; TMOJOBXKEHHS TEPMiHY MPUAATHOCTI IOCIIIKYBaHOTO Jikapchkoro 3acody SEP-
363856, tabnerku, 50 mr, 75 mr ta 100 mr, go 48 wMicsIiB; MOJOBXKEHHS TEPMIHY NPUIAATHOCTI
JOCTIKYBaHOTO JIiKapchkoro 3aco0y SEP-363856, tabnerku, 25 mr, g0 60 MiCSIiB; TOJOBXKEHHS
TEPMiHY MPUAATHOCTI BIAMOBIIHOTO IUIane0o A0 JOCTiIKYyBaHOro Jikapcbkoro 3aco0y SEP-363856, no
60 Mics1iB

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 38 Big 11.01.2020
Ne 38 Big 11.01.2020
Ne 38 Big 11.01.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«Bigkpurte po3mmpeHe JOCTIDKEHHS TS OIiIHKKA 0e3IeYHOCTI Ta mepeHocuMocTi npenapary SEP-363856
y namieHTiB i3 mmsodpenieto», SEP361-303, Bepcig 3.01 3 iIHKOPIOPOBAHOIO HECYTTEBOIO MOINPABKOIO
2.00 Bix 25 ciunst 2021 poky;

«PannomizoBaHe, TMojBiMHE ciine, IUIalEe00-KOHTPOIbOBaHE, OaraToOLEHTPOBE JOCHIIKEHHS, IO
MIPOBOJUTHCS B MapajelbHUX IpyIax, 13 3aCTOCYBaHHAM (IKCOBaHUX 03 AJIs OLIHKM €(EeKTUBHOCTI Ta
6e3neynocTi npenapary SEP-363856 y martieHTiB 13 N30 PEHIEI0 Y TOCTPOMY NCUXOTHUYHOMY €Mi30.11»,
SEP361-301, Bepcis 4.00 3 iHKOpIOpOBaHOK CyTTEBOIO mompaBkoro 3.00 Big 26 ciuas 2021 poxy;
«PangomizoBaHe, MoOjBIMHE ciine, IUIalE00-KOHTPOIbOBaHe, OaraToOLEHTPOBE JOCHIIKEHHs, 110
MIPOBOJUTHCS B MapajelbHUX IpyIax, 13 3aCTOCYBaHHAM (IKCOBaHUX 03 AJIs OLIHKH €(EeKTUBHOCTI Ta
6e3neynocTi npenapary SEP-363856 y mariieHTiB 13 MU30(pPEHIEI0 Y TOCTPOMY IICUXOTHUYHOMY €Mi30.11»,
SEP361-302, Bepcis 3.00 3 iHKOpITOpoBaHO CyTTEBOO monpaBkoro 2.00 Bix 26 ciuns 2021 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’TOBIA PJC Ykpaina»

Cnoncop, kpaiHa

«Cynosion ®apmaceroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK J0 MPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

bpomypa nocaigauka NUC-1031, Bumganns 10.0 Bix 04 ceprias 2021 poky, aHTIIIHCHKOI MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2487 Bin 17.12.2019

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpure, 6araToneHTpoBe, paHaoMi3oBaHe AociipkeHHs ¢a3u I, B skoMy MOpPIBHIOETHCS Mpemapar
NUC-1031 y noegHaHHi 3 HUCIIIATHHOM 1 TeMIIMTA01H Y TOE€JHAHHI 3 IIUCIUIATUHOM Y Malli€HTIB 13 paHilie
HE JIIKOBaHMM MICIIEBO-TIOIIMPEHUM a00 METACTATUYHUM pakoM >KoBUHMX muisixiB», NuTide:121, Bepcis
4.0 Big 18 rpyans 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

NuCana plc, Benuka bpuranis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

InenTudikamis cyrreBoi
MONIPaBKU

Hocke nocmimkyBanoro jikapcebkoro 3aco0y CT-P39, Posnin «fxkictey, Bepcis 4.0, aHTT1HCHKOI0 MOBOIO;
nonoBxkeHHs: tepMminy mpuaatHocti JI3 CT-P39 (po3umH s iH’e€Kuii y MOMEpeAHbO 3alIOBHEHOMY
mmpui, 150 mr) go 18 micsmis.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2674 Bix 18.11.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta JaTa

«[loxBiliHe ciiirte, paHIOMi30BaHE, KOHTPOJIHOBAHE AKTHBHHM IIpENapaToM JIOCHIKCHHS ¢a3u 3 B
napajelnbHUX Ipymnax Juisi TOpiBHAHHA e(exTuBHOCTI Ta OesneyHocti npemapaTiB CT-P39 1 Kcomap y
MAIIEHTIB 13 XPOHIYHOIO CIIOHTAHHOIO KPOIMMB’SHKOI0, Y SKMX 30€piraloThCsi CUMITOMH, HE3BAXKAIOUM Ha
nikyBaHHs Hl-anturicraminaumu npenaparamu», CT-P39 3.1, Bepcis 2.2 Bix 04 nucronana 2020 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

CELLTRION, Inc., Republic of Korea

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

InenTudikamis cyrreBoi
MONIPaBKU

JHocke nocmimkyBaHoro Jgikapcbkoro 3aco0y Peridgannimad (RETIFANLIMAB), Bepcis 8.0 Bix 01 yepBHs
2021 poky, aHITHCbKOI0 MOBOIO; 3MiHA HA3BH JIOCIIIKYBaHOTO JiKapcbkoro 3acody 3 INCMGAO00012 na
Peripannimad (INCMGAO0012); 3asydeHHS JOAATKOBOi BUPOOHWYOI JUIBHHUIII  BHPOOHHUIITBA
JocTiKyBaHoro Jikapcbkoro 3aco0y Peripannimad (INCMGAO00012), poszuumn i iHPY3il 3
KoHIeHTpamieto 25 mr/mm, 375 mr/15 mn y ¢umakoni MIAS Pharma Limited, Ipmanmis; monoBkeHHs
tepminy npuaatHocti JJI3 Peridannimad (RETIFANLIMAB), po3uun mis iH}yY3ii 3 KOHIEHTpali€ew 25
mr/mt, 375 mr/15 vt y dutakoHni, g0 48 micsis, Ta miamnedo 10 60 micsiiB

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1468 Bix 26.06.2020

HasBa xiriHiYHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PannomizoBaHe, moBiliHE ciine AOCHKeHHS (a3u 3 A OLiHKK XIMIOTepanii npenapaTaMy Ha OCHOBI
watuHu y komoOiHanii 3 npenapatom INCMGAO00012 aGo 6e3 HbOro B SIKOCTI Teparlii nepiuoi JiHil npu
METaCTaTUYHOMY IUJIOCKOKJIITUHHOMY 1 HEIUJIOCKOKIITUHHOMY HEJIpIOHOKIITUHHOMY paKy JIETeHIB

(POD1UM-304)», INCMGA 0012-304, Bepcisi 1 Bin 14 mucronana 2019 poky

3asiBHUK, KpaiHa

[MignpuemctBo 3 100% 1HO3EMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaina

Incyte Corporation, United States

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JlonaTok 25

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

3pazok Tekcty mkaiu PAS-SI Bepcis 2.0 Big 17 cepmas 2021 p., yKpaiHChKOIO MOBOO; 3pa3oK TEKCTY
mkanu PAS-SI Bepcist 2.0 Big 17 ceprust 2021p., pociiicbKOIO MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2110 Bix 16.09.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararoneHTpoBe, paHIOMI30BaHE, MOJBIMHE Clile, y MapalelbHUX TIpymnax, Mmianedo-KOHTPOIbOBaHE
nocmimkenns ¢aszu Il qis ouinku edekTuBHOCTI Ta 6e3neunocti npenapary RO6889450 (PanmitapoHT) y
MOPIBHSIHHI 3 IUianebo y mnarmiedTiB i3 mm3odpeHiero abo 3 mmu30aeKTHBHUM PO3JIAIOM y CTafil
3aroctpeHHs», BP41743, Bepcis 4 Bix 03 yepBHs 202 1p.

3asiBHUK, KpaiHa

ToBapucto 3 O6MmexeHoro BinnmopinanbHicTio «KoHTpakTHO-/{ochinnuipka Opranizaiis IHHOpapm-
Ykpaina»

CrnoHcop, kpaiHa

@. Xopdpmanu-Jls Pom JItn, Hseitnapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




JlonaTok 26

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»

27.09.2021 Ne 2076
Inentudikarist CyrTeBoi OnHoBieHUN TPOTOKOJI KiiHIYHOTO BUmpoOyBanHs NDO0612-317, Bepcia 3.0 Big 11 mrororo 2021 poxky
TIOTIPaBKH aHITMCBKOI0O MOBOIO; bpomrypa nmochigHuMKa — JOCHIKYBaHOTO JiKapcbkoro 3aco0y NDO0612

(levodopa/carbidopa mns migmkipHoro BBeneHHs), Bepcis 14 Big 03 uepBHs 2021 poky aHITHCHKOIO
MOBOI0; OHOBJICHE JOCHE JOCIIPKYBaHOTO JiKapchkoro 3acody NDO0612 [JIJI3; Bepcis 10.5 Bin
01 uepBus 2021 poxy aurmificekoro mMoBoro; Ononene Jlocke mis Ilmane6o mns JI3 ND0612-317,
Bepcisa 5.0 Bix 01 wepBus 2021 poxy aHTiCbKOI0 MOBOIO; OHOBJICHE OCHE JOCIIIKYBAHOTO JIIKAPCHKOTO
3aco0y, 2.1.P - ana nnane6o no Carbidopa-Levodopa B karncynax (0imi), Bepeis 3.0 aHr1iiicbKOI0 MOBOIO;
OHoOBIIEHE OCHE JTOCIIHKYBAHOTO JTiKapchkoro 3acoly, 2.1.P - mnsa mnane6o no Carbidopa-Levodopa B
Karcynax (cipi), Bepcis 3.0 anrmniicbkoro MOBOIO; OHOBJICHE OCHE JOCIIIKYBAHOTO JIIKAPCHKOTO 3ac00Y,
2.1.P - nna Carbidopa-Levodopa B kamcynax (cipi, 6imi), Bepcis 3.0 anrmiiicekoro MoBor0; OCHOBHA
¢dbopma iHDopMoBaHoOi 3roau, Bepcis 6.1 Big 06 munHs 2021 poky yKpaiHCHKOIO Ta POCIHCHKOIO MOBaMU;
®opma 1H(HOPMOBaHOT 3ro/IM Ha I0AATKOBE T€HETUYHE J0CIiKeHHs], Bepeid 5.1 Big 06 nunusa 2021 poky
YKpaiHChKOIO Ta pociiicbkoro MoBamu; dopma iHPOPMOBAHOI 3rofM MOMIYHUKA YYaCHUKA JTOCIIIKEHHS,
Bepcis 4.1 Bix 06 nunas 2021 poky yKpaiHCBKOIO Ta pociiicbkoro MoBaMu; @opma iHPOPMOBaAHOI 3roiu
BariTHOoi mapTHepku, Bepcia 3.1 Bim 06 numHs 2021 poky yKpaiHCBKOIO Ta pPOCIHCBKOIO MOBAaMU;
Marepianu s marieHTiB: AHKeTa IJisi BU3HAYEHHS JIOCBIY KOpucTyBaua, Bepcis 1 Bim 19 mrororo
2021 poxy yKpaiHChKOIO Ta pOCiiiCbKOI0 MOBaMU; bporrypu a1 namieHTa 3 OMMCaHHAM 3aX0/l1B 3 O€3MeKH
(Local safety brochure for patients) aHrmifickkoro MOBOIO Ta TaOJHM4YHI TEPEKIaaAM YKPAiHCHKOK Ta
pociiicbkoro MoBamu; Texct bpomrypu s namientiB y BunpoOyBanHi NEURODERM PARKINSON’S
DISEASE 317, Bepcis 3 Bix 16 Gepe3nss 2021 poky ykpaiHCBKOIO Ta pociiicbkoro mMoBamu; ['padik
AmnaniziB ta nporeayp y nocmimkeHi NEURODERM PARKINSON’S DISEASE 317, Bepcis 3 Bin
16 Gepesnst 2021 poky yKpaiHCHKOIO Ta POCIHCHKOI0 MOBOIO; JIMCT-HANpaBlIeHHs BiJ Jlikaps, Bepcis 3 Bix
16 Oepe3nst 2021 poky YKpaiHCBKOIO Ta pociiicbkoro MoBamu; dopma mpu3zHadeHHsS U1 Mepioay
KopuryBauHs jao3u nepopanbHoro IR-LD/CD y Biakputomy pexumi, Bepcig 2.0 Bix 19 nmcromana
2020 poky ykpaiHChbKOIO Ta pociiickkoro MoBamu; @opma npuszHaueHHs a7s [lepiony nepexoay Ha
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NDO0612 y Binkputomy pexkumi, Bepcis 2.0 Bix 19 mucronana 2020 poxy yKpaiHCBKOIO Ta pOCIHCHKOIO
moBamu; @Dopma mnpusnHadenns s llepiony miaTpumyroudoi Tepamii B paMKax paHOMI30BaHOTO,
MOJIBIHOTO CIIIMOTO JOCTIIKEHHS 3 MOABIMHIUM MacKyBaHHsM, Bepcis 2.0 Big 19 mucromana 2020 poky
YKpaiHCBKOIO Ta pociiickkoro MoBamu; Crienapiii Bizeo Boundless Micro Learning Clips Neria-Guard:
3AMIHA AKYMVIIATOPA, Bepcia Bix 10 ciuns 2021 poky yKpaiHCBKOIO Ta POCIHCBKOI0 MOBAMU;
OKJIIO3IA TTPU TTOJAUI ITPEITAPATY, Bepcis Bixg 10 ciuas 2021 poky yKpaiHChKOIO Ta POCIHCHKOIO
mosamu; [IEPEBIPKA TH®VY3II, Bepcis Big 10 ciunst 2021 poky yKpaiHCHKOIO Ta POCIHCHKOI0 MOBAMH;
[MPU3YIIMHEHHA TA BIJHOBJIEHHSA POBOTU IIOMIIU, Bepcis Bim 10 ciuyas 2021 poky
YKpaiHChKOO Ta pociiicbkoro moBamu; BAXJIMBICTb 3ACJIITVIEHHSA, Bepcis Bim 10 ciuns
2021 poky,ykpaincekoro Ta pociiicbkoro MoBamu; BUSHAUYEHHSA MICUA 1JI BBEJIEHHS, Bepcis
Bix 10 ciuns 2021 poky ykpaincekoro Ta pociiicekoro moBamu; 3MIHA YACY, Bepcis Bix 10 ciuns
2021 poky ykpaiHcekoro Ta pociiicekoro moBamu; [TOBIZIOMJIEHHSA [JIS1 ITAPTHEPIB I10
JOTJIAY, Bepcis Big 10 ciuns 2021 poky ykpaiHCBKOIO Ta pociiichkoro MoBamu; CueHapiii 10 Bimeo
«HABYAJIBHE BIJIEO 3 EKCITJIYATALII ITIOMIIM CRONO TWIN ND», Bepcia 01-5 Big 10 ciuns
2021 poky ykpaiHChKOIO Ta pociiicbkoro MoBammu; CreHapiii «Boundless Welcome video», Bepcis Bix
10 ciyas 2021 poky yKpaiHCBKOIO Ta POCIHChKOIO MoBamu; JIMCT 10 Jikapsl 3arajibHOI HMPaKTHKH Bif
17 uepBHs 2021 poky aHIJIHCHKOIO MOBOIO Ta IMEpeKia] YKpaiHChKOIO MOBOW; Martepianu Uit
nocmigHukiB: Study reference card, Bepcia 3.0 Bix 11 motoro 2021 poky anrmiiicekoro MoBoro; Chart
review checklist, Bepcis 3 Bim 16 Gepe3ns 2021 poky aHTIIHCHKOI MOBOIO; 3MiHA MICIS MPOBEACHHS
KJIIHIYHOTO BUIIPOOYBaHHS:

byno Crano
I.M.H., ipo¢. Mockosko C.I1. I.M.H., ipo¢. Mockosko C.II.
Komynanehuii 3aknan «BinHMnbka o6nacHa | MennyHMH LEHTp TOBAapUCTBa 3 OOMEKEHOIO
MICUXOHEBpOJIOTIyHA JikapHa 1M. akaa. O.l. | BiIMOBIIAIBHICTIO «Mennuanii LIEHTP
IOmenka», HeBposoriune BigaieHHs Ne3, | «Camotemy, JKYBaJIbHO-MIPODUTAKTUYHUNA
Binuuubkuii HallOHAJILHUI MEIWYHUN | Biagiia, M. BiHauis
yuiBepcurer imM. M.L. Tluporosa, xadenpa
HEPBOBUX XBOp0O, M. BiHHMI
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Howmep 1a nara Hakasy
MO3 o0 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHsI, KO/,
Bepcis Ta JaTta

«bararorieHTpoBe, paHAOMi30BaHe, KOHTPOJILOBAHE aKTUBHUM IIperiapaToM, IMOJABIHHE ciine, MOoJBiiiHE
MacKOBaHE KIJHIYHE JOCHI[HKEHHS B MapajelbHUX TpyHax i3 BHBUEHHS €()EeKTUBHOCTI, OE3MEYHOCTI Ta
MepeHoCUMOCT] Oe3nepepBHOi  miAmKipHoi 1HQY31i mpemapaty NDO0612 mopiBHSHO 3 TepopaibHUM
npuiiomoMm IR-LD/CD y namienTiB i3 xBopoOotro [lapkiHCOHa, Y SIKHX PO3BUBAIOTHCS MOTOPHI (IIyKTYyaIii
(BouNDless)», ND0612-317, Bepcist 2.1 Big 25 uepBas 2020 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHncop, kpaina

NeuroDerm Ltd., Israel (I3pains)

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Tepanii

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Jonatok 27
10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist cyrTeBoOi
MOTIPaBKH

3anpoBaKyeThcsi OHOBIEHUH [IpoTokon kimHIYHOTO AochimkeHHs, Bepcis 2.0 Big 24 uepBusa 2021 poxy
(aHTTICHKOI0 MOBOI0); 3ampoBaKYIOThCsl oHOBIEHI [HCTpykiii 1o SDMT [Symbol Digit Modalities
Test, TecT Ha 3icTaBICHHS CUMBOIIIB Ta IU(p]| — AnbTepHaTUBHA GopMa 1, YKpaiHCHKOIO Ta POCIHCHKOIO
moBamu Bepcii 1 Bim 16.06.2021; 3ampoBamkytotscsi oHOBIeHi IHcTpykuii 1o SDMT [Symbol Digit
Modalities Test, TecT Ha 3icTaBieHHsS CUMBOJIB Ta uudp] — AnprepHatuBHa Gopma 2, YKPaiHCHKOIO Ta
pociiicekoro moBamu Bepcii 1 Bix 16.06.2021

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 1773 Bix 20.08.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«bararoreHTpoBe, paHI0oMi30BaHe, MOABIHHE cline, MIaned0-KOHTPOIbOBAHE AOCIIKEHHS IS OLIHKH
edexrrBHOCTI, Oe3meuHocTi | mepeHocumocti mnpernapaty IMU-838 y mamieHTiB 3 mporpecyrounm
po3scistHuM ckiepozomy», P2-IMU-838-PMS, Bepcis 1.0 Bix 03 tpasnst 2021 poky

3asiBHUK, KpaiHa

TOB «Bepym Kiinikan Picepuy», Ykpaina

CrnoHcop, kpaina

«Immynik AI'», Himeuunna / Immunic AG, Germany

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3A/IBOPHUX




JlonaTok 28
10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

OHoBeHUH MPOTOKOJ KiIiHIYHOTO AociimkeHHs MS200662 0001, Bepcis 11.0 Bix 27 tpaus 2021 poky,
aHTIiiChKOI0 MOBOMW; bpomrypa mocmimauka, TL-895, Bepcis 5.0, 16 yepBas 2021 poky, aHTIIHCHKOIO
MoBo10; KapTka /uist 1OCHiTHUKIB 13 MEpeslikoM KpUTEpiiB BKIIOUEHHS/HEeBKIIOUeHHs 3rigqHo [IpoTokomy
KiiHigHOTO AociimkeHHs MS200662 0001, sepcist 11.0 Bix 27 tpaBHs 2021 poky, aHTIIIHCHKOK MOBOIO;
®opma 1HGOPMOBAHOI 3rofM y4yacHHKA AOCII/KEHHS Ha HAJaHHS TMOCIYr 3 OpraHizamii Mmoi3IoK Ta
BimmkoxyBanHs BuTpar Kommauiero «[pingaiip» [Greenphire] B Xoai NpPOBENEHHSA KIIHIYHOTrO
BunpodyBanus MS200662 0001: MS200662 0001 ®I3 Greenphire Ykpaina Bepcis 1.0 Big 17 uepBHs
2021 poxy Ha ocHoBi Greenphire ICF ROW, Bepcis 2.0 Big 16 xoBtHs 2019 poky, yKpaiHCHKOIO,
POCIHCBKOI, aHTJIHCHKO0 MOBaMHU; JIOBiIKOBE KEPIBHHMIITBO INOAO 3JIMCHEHHS IOAOPOXKI Mija dYac
KIIIHIYHOTO AOCHipKeHHsT KommaHii Greenphire mis ocib, mo mogopoxyroTh: Bepcis 4.0 - OHOBIICHO B
ceprHi 2021 poky, ykpaiHChKOIO MOBOIO; KapTka 3 KOHTAaKTHUMHU JaHUMH AJIs OpraHi3amii Mmoaopoxi
kommadii Greenphire: Bepcia 3.0 - onoBneHo B ceprHi 2021 poky, ykpaiHChKOIO MOBOI; OrJisii mociayr
kommnadii Greenphire, Bepcisa 2.0, onosneHa 24 BepecHs 2020 poky, aHrmiicbkor MoBoro; bpomrypa «Hu
cnoctepirascs y Bac peruaus XJIJI ado JJIJI?», Bepcis 2, 07 kBitast 2021 p., ykpaiHCBKOIO, pOCIHCHKOIO,
aHrmiiceko0 MoBaMu; [HQoOpMarliitHuil OroeTeHs MPo JOCTIIKEHHS I MEAUYHUX MPAIliBHUKIB: BEpCis
1 Bin 18 cepnus 2021 poky ans YkpaiHu Ha ocHOBI Maiictep-Bepcii 2 Bin 05 cepnHs 2021 poky,
YKpaiHChKOO, POCIIICbKOI0, aHTNIIHChKO MoBamM; [HGOpMaLiiHUN JTUCT JUIsl YyYACHMKIB JTOCIIIKEHHS:
VYkpaina Bepcis 1 Bim 25 yepBHs 2021 Ha ocHoBi Maiictep Bepcii 1 Big 25 motoro 2021 poky,
YKpaiHChKOIO, POCIACHKOIO, aHriiicbkoro moBamu; [Insx yuacHukiB: Bepcis 2, 07 kBitHa 2021,
YKpaiHChKOIO, POCIHCHKOIO, aHriiiicbkoro MoBamu; IllofeHHMK mpuiiMaHHS Mpenapary Yy4aCHHUKOM
nociimkenns: Bepcis 4.0, 23 xBitHa 2021 poky, yKpaiHCBKOIO, POCIHCHKOIO, aHTJIIHCHKOIO MOBaMW;
I'padix ominok B pamkax mociijpkeHHs: Bepcis 1, 25 mrororo 2021 p, ykpaiHCBKOIO, POCIHCHKOIO,
aHriificekoro MoBamu; KoHTponbHUN nepenik uis BukopucTaHHs mnepea Ckpuninrom: Bepcis 2,
26 Oepe3ns 2021 p., yKpailHCHKOIO, POCIHCHKOIO, aHTIINCHKOI0 MOBaMH; YTOYHEHHS CTOCOBHO aJpecu
MICLSI TPOBEEHHS KIIHIYHOTO BUIIPOOYBAHHS:
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BYJIO CTAJIO
k.M.H. Kyukosa O.1O. k.M.H. Kyukosa O.1O.
Komynanene  HexomepuiiiHe — miampuemcTBo | KomyHanbhe HEKOMepIIiiiHe HiAPHEMCTBO
«ObnacHU TEHTP OHKOJOrii», remarojoriyne | «O0JacHUN I[EHTP OHKOJIOTii», TI'eMaToJIOTTYHE
BiJUTUTCHHS, M. JIHITTPO BiJUTUICHHS, M. XapKiB

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

«®aza I/ll, gocmimKeHHsT MEPIIOro 3acTOCYBaHHs y jrofei mpemapaty TL-895 3 eckamariero 103u y
MAIi€eHTIB 3 peuuIuBHUMU/pedpakTepHUMH B-KIIITHHHUMH 370SKICHUMH 3aXBOPIOBAHHSMH Ta i3
MOJAJBIIMM 3aCTOCYBAaHHSM Yy TAIlEHTIB 3 PEUUIUBHUM/pePpakTepHUM XPOHIYHUM IIMOOIUTAPHUM
JCUKO30M a0  PelUIUBHOIO/PEPPAKTEPHOIO  JPIOHOKIITUHHOK  JTIM(OIUTAPHOK  JIIM(DOMOIO»,
MS200662 0001, Bepcis 9.0 Big 29 xoBTHs 2020 poxy

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MEsKeHOI0 BianosinanbHicTio «MEJIITEMC YKPATHA»

CrnoHcop, kpaina

«Temnioc ®apma, [nk» [Telios Pharma, Inc.], CIIIA

CynyTHi
MaTtepiaiu/mpenaparu
CYNMYTHBOI Tepamii

B.o. renepasnibHoro qupexkropa Jlupekropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




JlonaTok 29

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb

27.09.2021 Ne 2076
Inentudikarist CyrTeBoi ITpoTokoun kminigHOrO BHIpoOyBaHHus J2G-MC-JZJIX, Bepcis 3 monpaskoro (d) Big 21 tpaBus 2021 poky;
MOTIPaBKH Bporypa mocnmigHuka JOCHTIKYBaHOTO Jikapchkoro 3aco0y Selpercatinib [LY3527723], Bepcist Bin

28 yepsHs 2021 p.; [ndopmarnis qist manienta gociimkeHHs ta ®opma [ndopmoBanoi 3ronu g yqacti y
JOCITIJIKeHH1 [l BUKOPUCTAaHHS B YKpaiHi yKpaiHChKOI0 MOBOIO, Bepcist Ne 2.0 Bix 02 ceprust 2021 poky;
[ndopmariis ans namienta gociimkeHHs Ta @opma [HpopmoBanoi 3ronu ayig yyacTi y AOCHIIKEHH] AJs
BHKOPHUCTAaHHS B YKpaiHi pociiicbkoro MoBoto, Bepcis Ne 2.0 Big 02 cepmas 2021 poky; IHpopmartis ms
naiienra aociuipkeHHs Ta @opma IHdopmoBanoi 3roau A mepexoay Ha IHIIE JIIKYBaHHS B paMKax
JOCITIJIKSHHS U1l BAKOPUCTAaHHS B YKpaiHi yKpaiHCbKoI0 MOBOIO, Bepcist Ne 2.0 Bix 02 cepmast 2021 poky;
[ndopmaris ansa mnamienta pociuimxeHHs ta Popma IHpopmoBanoi 3roau i mepexoqy Ha iHIIE
JTIKyBaHHSI B paMKax JIOCII/KEHHS Ui BUKOPUCTaHHSA B YKpaiHi pociiicbkoro MOBOo, Bepcis Ne 2.0 Bix
02 cepmust 2021 poky; Indopmanis ana mamienta gocmimkenHs ta @opma IndopmoBanoi 3roam ams
y4dacTi y npolenypi HornepeIHboro Bia0opy A0 AOCHIKEHHS JUIsl BUKOPUCTaHHS B YKpaiHi YKpaiHChKOIO
MoBoto, Bepcis Ne 2.0 Big 02 cepnusa 2021 poky; [Hdopmanis mig mamieHta gociuipkeHHs Ta Popma
IndopmoBanoi 3roaum ansg ydacti 'y MpoONEAypl TOMEPEeIHBOrO BIiIOOPY MO0 JMOCHIDKEHHS IS
BUKOPUCTaHHA B YKpaiHi pociiicbkoro MoBoo, Bepcist Ne 2.0 Big 02 ceprus 2021 poky; HloaeHHuk mis
narieaTa gocmipkeHas J2G-MC-JZIX Bix 03 gepsas 2021 p., ykpaiHchkoro MoBoro; lllogeHHUK miist
narienta gocmipkeHHs J2G-MC-JZJX Big 03 uwepBHsa 2021 p., pociiicbkoro MoBow; IlociOHuK 3
KOPHUCTYBaHHS €JIEKTPOHHUM IIOJCHHUKOM ITiJT Yac ydacTti B mociimkenHi J2G-MC-JZJX, Bepcis 1 Bin
17 tpaBHs 2021 p., yKpaiHCbKOIO MOBOIO; KepiBHMIITBO 1O KOPUCTYBAaHHIO €JIE€KTPOHHUM IIOJAEHHUKOM
nig gac pocaimkeHHs J2G-MC-JZJIX, Bepcis 1 Bix 17 tpaBHsa 2021 p., pociiicbkoro MOBOIO; 300paKeHHS
€KpaHy eJEeKTpOHHOTo IoJieHHuKa, Bepcist 1 Big 14 tpaBHs 2021 p., ykpaiHCBbKOIO MOBOIO; 300paxKeHHs
€KpaHy eJIeKTPOHHOTO0 LI0IeHHUKa, Bepcis 1 Bix 14 TpaBus 2021 p., pociiicbkor0 MOBOIO

Howmep Ta nara Hakazy Ne 1265 Bix 23.06.2021
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS
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HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«LIBRETTO 432: IIname6o-KOHTpOILOBaHE IMOMABIMHE CIIiNE paHAOMi30BaHE JOCHIIKCHHS 3 (a3u I
OIIIHKM aJ1’FOBAHTHOI Tepalrii cenepKkaTuHiOOM MiC/sl paarKaabHO1 JIOKOPETiIOHAPHOT Teparii y MaIli€HTiB
3 HeIPiIOHOKIITUHHUM pakoM JiereHi cranii IB—I1A 3 nassrictio ribpuanoro rera RET», J2G-MC-JZJX,
Bepcis 3 monpaBkoio (¢) Big 03 6epesns 2021 poxy

3asBHUK, KpaiHa

«Eni Jlinmi Bocroxk CAw, [lBelinapis

Cnoncop, kpaiHa

Eni Jlinmi eng Kommnani, CILIA / Eli Lilly and Company, USA

CynytHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




Jonatok 30
10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

InenTudikamis cyrreBoi
MONIPaBKU

OnoBieHuit MPOTOKON KIiHIYHOTO BUNpoOyBanHs MK-3475-630, 3 inkoprnopoBaHoto nomnpaskoio 07 Bix
09 cepmnst 2021 poxy, aHTITIHCEKOK MOBOFO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1773 Bix 20.08.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PangomizoBaHe, MOJBIiHE ciine, IIanedo-KoHTposboBaHe pociimxkeHHs III da3m nmnsg  omiHkm
neMOpoITi3ymMaldy MOpIBHAHO 3 Iianebo SK aJ’IOBaHTHOI Teparii Imicis omeparlii Ta ONMPOMIHCHHS B
YYaCHHKIB 3 MICIIEBO PO3IOBCIOPKEHOK TUIOCKOKIIITHHHOK KapIMHOMOK IIKIPH 3 BHCOKUM CTYIIECHEM
pusuky (KEYNOTE-630)», MK-3475-630, 3 inkoprniopoBaroto nonpaskoto 06 Big 10 uepsus 2021 poxy

3asBHUK, KpaiHa

ToBapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»

Crnoncop, kpaina

«Mepk apn enn Joym Kopm.», nouipre nianpuemctBo «Mepk enn Ko., [ak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3AZIBOPHUX




Jonatok 31

110 Haka3y MiHicTepcTBa OXOPOHU 370POB A
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

OnoBneHu# poToKoa KiiHigyHOro BunpoOyBanHs MK-7339-013, 3 inkopnopoBaHoro morpaBkor 03 Bif
16 nunas 2021 poky, anriiiicekoro MoBoto; Ykpaina, MK-7339-013, sepcis 1.00 Big 09 cepmus 2021 p.,
YKpaiHCHKOIO Ta pOCiiicbKkol0 MoBamHu, [HdopmamiifHuii TUCTOK 1 JOKYMEHT Hpo iHGOpMOBaHY 3roAy Ha
MaiiOyTHe OloMenwuHe MIOCHi[KeHHS; [HpopMmamiiiHa KapTka ydYacHHKAa KIIHIYHOTO JOCIHIKCHHS,
YKPaiHCHKOIO Ta pociiicbkoro MoBamu, Bepcis 2.0 Bix 20 munus 2021 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 80 Bix 19.01.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, TMOJBIiHE ciine, IIanedo-KoHTpoiboBaHe mociimkeHHs |l da3su mna  omiakum
nemOposnizymady (MK-3475) y moenHaHHl 3 CYMYyTHBOI XIMIOIMPOMEHEBOIO TEparmi€lo 3 MOAATbIIUM
BBeJIEHHSM neMOposizymady 3 onanapudom (MK-7339) abo 6e3 HHOTO y MOPIBHSAHHI JUIIE 3 CYyTHHOIO
XIMIOITPOMEHEBOIO ~ TEpami€l0 B  yYaCHMKIB 3  HENIOJAABHO JIarHOCTOBAHUM  JIOKAJI130BaHUM
npiOHOKIITHHHUM pakoM JereHiB (JIIAPJI)», MK-7339-013, 3 inkoprnopoBaHoio mnomnpaBkor 02 Bifg
04 motoro 2021 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianoBinanbHicTIO «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk lapn Enn JJoym Kopn.», nouipae nianpuemctso «Mepk Enpg Ko., [nk.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTi
CYNMYTHBOI Tepamii

B.o. renepasibHoro aupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NMeYeHHS Isan 3AZIBOPHHUX




JlonaTok 32
10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
27.09.2021 Ne 2076

Inentudikarist CyrTeBoi
MOTIPaBKH

OHOBJIEHUH MPOTOKOJI KIiHIYHOTO BUIIPOOyBaHH:, Bepcis 6.0 Bix 09 ymmas 202 1p. aHTIIHCHKOI MOBOIO;
IHdopmartis mpo mocmimkeHHs Ta GopMa 3roau JUTsl TOPOCIHX, JIoKaabHa Bepeis Homep 10.0 ans Ykpainu
YKpaiHChKOIO Ta POCIHChKOI0 MOBaMH, naTta Bepcii 13 cepmus 2021 poky Ha ocHOBI Mactep Bepcii Homep
10.0 Big 19 mumas 2021 poky

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 687 Bin 21.06.2017

Hazsga xiriniyHOrO
BUIIPOOYBaHHS, KOJI,

«MixHapoaHe, OaraTOLEHTPOBE, PaHJIOMi30BaHE, BIAKPUTE, MOPIBHUIBHE AOCHiKeHHS ¢Gazu 3 1o
BU3HaueHHIO edekTuBHOCTI JlypBanmymaby um komOinamii JlypanmymalOy 1 Tpemenimymady i3

Bepcis Ta JaTa IUIATUHOBMICHOIO ~ XiMmioTepamiero jnusg  1-i  JiHIT  JIKyBaHHS  NAI[iEHTIB 3  METAacTaTUYHUM
HeapioHokmiTHHHUM pakom JereHiB (HJAKPJI) (POSEIDON)», D419MC00004, Bepcis 5 Big 20 kBiTHA
2020 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA VKPATHA»

CrnoHcop, kpaina

AstraZeneca AB, Sweden

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




