Hopmatok Ne 1

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
28.04.2021 Ne 833

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure pocmimpkenHs 1b da3u 3 orjiHku 6e3rmeyHocTi, (hapMakoKiHETHKH i papMaKoAWHAMIKH MperapaTy
JNJ-64264681 y kombiHarjii 3 nmperaparom JNJ-67856633 B yyacHUKIB 3 HEXO/PKKiHCHKOIO JIiM(POMOIO Ta
XPOHIYHUM iMGOLIUTaPDHUM JIeMKo30M», KOJ [dociimkeHHs 642646811L.YM1002, mompaBka 1, Big 06
»KOBTHS1 2020 poKy

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», ¥YKpaiHa

CnioHCOop, KpaiHa

SAnccen-Cinar Intepreinnn HB, Besnbris / Janssen-Cilag International NV, Belgium

[Tepetik goC/iIKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

JNJ-64264681; JINJ-64264681-ZAT (JNJ-64264681; INJ-64264681-ZAT, G004; JNJ-64264681); karicynu;
35 mr; Janssen Pharmaceutica NV, Benbris; Fisher Clinical Services, CIITA; Shanghai STA Pharmaceutical
Product Co., Ltd, Kuraii; Fisher Clinical Services GmbH, IlIBetitjapisi;

JNJ-64264681; JNJ-64264681-ZAT (JNJ-64264681; INJ-64264681-ZAT, G008; JNJ-64264681); karicynu;
140 wmr; Janssen Pharmaceutica NV, Benbris; Fisher Clinical Services, CIIIA; Shanghai STA
Pharmaceutical Product Co., Ltd, Kuraii; Fisher Clinical Services GmbH, IlIBeiitjapis;

JNJ-67856633; JNJ-67856633-ZAF (JNJ-67856633; JNJ-67856633-ZAF, GO008; JNJ-67856633; JNJ-
67856633; JNJ-67856633-ZAF); karicynu; 50 mr; Janssen Pharmaceutica NV, Besnsrisi; Catalent CTS, LLC,
CIIIA; Catalent Pharma Solutions, LLC, CIIIA; PHAST Development Gmbh & Co. KG, HimeuuuHa;
Eurofins Pharma Quality Control — Les Ulis, ®panuisi; Fisher Clinical Services, CIIIA; Shanghai STA
Pharmaceutical Product Co., Ltd, Kuraii; Fisher Clinical Services GmbH, I1IBeiiiiapis;

JNJ-67856633; JNJ-67856633-ZAF (JNJ-67856633; INJ-67856633-ZAF, G012; JNJ-67856633); karicy/y;
100 mr; Janssen Pharmaceutica NV, benwrig; Catalent CTS, LLC, CIITA; Catalent Pharma Solutions, LLC,
CIIIA; PHAST Development Gmbh & Co. KG, Himeuunna; Eurofins Pharma Quality Control — Les Ulis,
®pamiiis; Fisher Clinical Services, CIIIA; Shanghai STA Pharmaceutical Product Co., Ltd, Kutaii; Fisher
Clinical Services GmbH, I1IBetitjapis

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUNIPOOYBaHHs B YKpaiHi

1) a.m.H. [Tepexpecrenko T.IT.

ToBapucTBO 3 0OMEXXEHOI BiANOBifanbHiCTIO «MeauuHMii 11eHTp iMeHi akazgemika FOpisi ITpokorioBuua
CrikeHKa», Biggin kmiHiuHux pgociimkeHb Nel, KuiBckka o06sacth, KueBo-CBATOIIMHCHKHEN paiioH, C.
KarmiTaHiBka

ITpenapatu MOpiBHSHHS,
BHUPOOHMK Ta KpaiHa




CynyTHi Lab kits from Covance
MaTepianu/rpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopatok Ne 2

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
28.04.2021 Ne 833

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«52-TiKHeBe, paH/IOMi30BaHe, MOABiMHe cjiinie, 3 TIOABIMHMM MacKyBaHHSIM, 3 KOHTpOJeM Iiaiebo Ta
aKTUBHUM KOHTpoJieM gociifpkeHHs (Podnayminact, Janipecn® 500 MKT), 1110 TPOBOJUTHLCS B MapasiebHUX
rpyrax 3 MeTOH OL[iHKK edeKTHBHOCTI Ta Oe3meuHocTi gBOoX 103 mperapatry CHF6001 y dopwmi cyxoro
MOPOLIKY [/1s1 iHrassLid, 10 AO0JAKThCA O MiATPUMYIOUOI MOTPiMHOI Teparii y Malji€HTiB i3 XpOHIUHUM
OOCTPYKTUBHUM 3axBopioBaHHSAM JjereHb (XO3JI) Ta XpOHIUHMM OpOHXITOM», KOZ AOCTi[PKEeHHS
CLI-06001AA1-05, Bepcig 1.0 Big 20 mmcronazsa 2020 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

«K’e3i @apmanenriui C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

ITepesnik fociipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMma,
J103yBaHHsI, BUDOOHUK,
KpaiHa

CHF6001 (DPI NEXThaler®), CHF6001, CHF6001 DPI (CHF6001; 1239278-59-1; CHF6001; C30 H30
CI2 F2 N2 O8 S; CHF6001.00; CHF 6001.00; SUB1800242; Tanimilast); Cyxuii MOpOILLOK AJis iHTa/IsLIii;
Inransrop, o Mictute 120 go3; 400 Mkr (mikporpam)/mo3a; Chiesi Farmaceutici S.p.A., Itanis; Chiesi
Farmaceutici S.P.A, Iranisi; ALMAC CLINICAL SERVICES LIMITED, Benuka bpurtaHis;
LABANALYSIS S.R.L, Itanisi; PPD Development Ireland Ltd., Ipnanzisi; Micro-Macinazione SA,
[IIBeiitjapis;

CHF6001 (DPI NEXThaler®), CHF6001, CHF6001 DPI (CHF6001; 1239278-59-1; CHF6001; C30 H30
CI2 F2 N2 O8 S; CHF6001.00; CHF 6001.00; SUB1800242; Tanimilast); Cyxuii MOpOILLOK AJis iHTa/IsLIii;
[nransrop, o Mictute 120 go3; 800 Mkr (mikporpam)/mo3a; Chiesi Farmaceutici S.p.A., Itanis; Chiesi
Farmaceutici S.P.A, Iranisi; ALMAC CLINICAL SERVICES LIMITED, Benuka bpurtaHis;
LABANALYSIS S.R.L, Itanisi; PPD Development Ireland Ltd., Ipnanzisi; Micro-Macinazione SA,
[IIBeiitapis;

nnane6o go CHF6001 (DPI NEXThaler®), CHF6001, CHF6001 DPI (mnmane6o mo CHF6001 (DPI
NEXThaler®), CHF6001, CHF6001 DPI); Cyxuii nopomok Ajs iHransiiu; IHraastop, mo mictuts 120
no3; Chiesi Farmaceutici S.p.A., Irtanisg; Chiesi Farmaceutici S.P.A, Itanis; ALMAC CLINICAL
SERVICES LIMITED, Bemvka bputanigs; LABANALYSIS S.R.L, Irtanig; Micro-Macinazione SA,
[IIBeriapis

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUNIPOOYBaHHs B YKpaiHi

1) K.M.H., 3aB. BiZl. biaxxko B.I.

KomyHanbHe HekoMepLiliHe miAnpueMcTBO «Micbka KiliHiuHa jikapHs Ne 13» XapKiBCbKOI MiCbKOI pajw,
My IbMOHOJIOTiuHe BifgiseHHs Ne 2, M. XapkiB

2) A.M.H., ipod. OcTpoBchkuii M.M.




KomyHanbHe HekoMepIiiiiHe TinpueMCcTBO «IBaHO-PPaHKIBCHKUIM 00/1aCHUIM (PTH3i0IMy/TbMOHOIOTiUHUH
1[eHTp [BaHO-®paHKiBCHKOT 00/1aCHOI pazivi», BifiseHHs My ibMOHOIOTIT Ne2, M. IBaHO-®paHKiBChK

3) K.M.H. JIebeap K.M.

KomyHasibHe HeKoMepIjiliHe TMiANPHUEMCTBO «XepCOHChKa MichbKa KiiHiuHa JiikapHs iM. €.€. Kapabeneria»
XepCOoHCBbKOI MICBKOI pajy, MMyJIbMOTeparneBTUYHe BiJzlisieHHs, M. XepCOH

4) k.m.H. [Ipumymko H.A.

HepxaBHa ycrtaHoBa «HarjioHanbHu#i iHCTUTYT TU3iaTpii i mysneMoHosorii iM. @.I. fHoBCHKOrO
HatjioHanbHOI akafieMii MeIMYHUX HaYK YKpaiHW», Biili/IeHHs TTyJIbMOHOJIOrIT, M. KuiB

[IpenapaTtu MOpiBHAHHS,
BHUPOOHUK Ta KpaiHa

Pobnyminact (Janmipecni®), Roflumilast (Daliresp®), Daliresp® (podayminact) (162401-32-3;
C17H14CI2F2N203; SUB10358MIG; ROFLUMILAST); Ttab6metku; 250 wmxkr (mikporpam); Chiesi
Farmaceutici S.P.A, Itanis; ALMAC CLINICAL SERVICES LIMITED, Benuka bpurtanis; Almac
Sciences Ltd, Benvika BputaHis;

Podbnyminact (Janmipecni®), Roflumilast (Daliresp®), Daliresp® (podnayminact) (162401-32-3;
C17H14CI2F2N203; SUB10358MIG; ROFLUMILAST, Ttabnetku; 500 wmxkr (mikporpam); Chiesi
Farmaceutici S.P.A, Itanis; ALMAC CLINICAL SERVICES LIMITED, Benuka bputanis; Almac
Sciences Ltd, Benvika BputaHis;

maiebo go Poduyminact (danipecn®), Roflumilast (Daliresp®), Daliresp® (poduyminact) (riariebo 10
Podnyminacr ([Janipecn®), Roflumilast (Daliresp®), Daliresp® (poduyminact)); Ttabimetku; Chiesi
Farmaceutici S.P.A, Itanis; ALMAC CLINICAL SERVICES LIMITED, Benuka bpurtanis; Almac
Sciences Ltd, Benuka bpuranis; ALMAC PHARMA SERVICES LIMITED, Benvka Bputanisi

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

_

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




Hopatok Ne 3

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
28.04.2021 Ne 833

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«OmnTumizoBaHe, OaraTolieHTPOBe, PaHAOMi30BaHe, MO/BilHe crire, T1are00-KOHTPOIbOBaHe JOCIiPKEeHHS
y TapanefbHUX Tpyrnax i3 BUBYEHHS BIUIMBY eMmMariaidio3vHy Ha 4acTOTy TrOCIHiTamisalii 3 MpuBoAy
cepLieBOi He/IOCTaTHOCTI Ta BIVIMBY Ha piBeHb CMEPTHOCTI Yy MAalli€HTIB i3 rocTpuM iH(apKTOM MioKapza»,
Koz mocaipkeHHs 1245-0202, Bepcist 1.0 Big 03 aurnHsg 2020 poky

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CnioHCOop, KpaiHa

Boehringer Ingelheim International GmbH, HiMmeuunHa

[Tepetik goC/iIKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Emmnarnidnosun, JXKAPAIHC®, Jardiance® (BI 10773; Emmarsicdio3uH); TabneTK BKPUTI TTIBKOBOIO
obononkoro; 10 mr (minirpam); Boehringer Ingelheim Pharma GmbH &Co. KG, Himeuunna; Boehringer
Ingelheim Pharma GmbH &Co. KG, Himeuunna; Almac Clinical Services Limited, BemukoOpuTaHis;
Almac Clinical Services (Ireland) Limited, Ipnangisi; Almac Clinical Services, LLC, CHIA; A&M
STABTEST Labor fur Analytik und Stabilitatsprufung GmbH, Himeuunna; Labor LS SE & Co.KG,
Himeuunna; SGS INSTITUT FRESENIUS GmbH, Himeuunna; Eurofins PHAST GmbH, HimeuunHa;
ninane6o po Emnarnidnosun, IJ)KAPATHC®, Jardiance® (Lactose monohydrate, microcrystalline cellulose,
croscarmellose sodium, and colloidal anhydrous silica, magnesium stearate Film coating suspension: An
aqueous suspension of Opadry® yellow ); TabneTku BKpuTi T1iBKOBOIO 060/10HKOI0; Boehringer Ingelheim
Pharma GmbH &Co. KG, HimeuunHa; Boehringer Ingelheim Pharma GmbH &Co. KG, HimeyuuHa; Almac
Clinical Services Limited, Benmuko6puranisi; Almac Clinical Services (Ireland) Limited, Ipmanzisi; Almac
Clinical Services, LLC, CIIA; A&M STABTEST Labor fur Analytik und Stabilitatsprufung GmbH,
Himeuunna; Labor LS SE & Co.KG, Himeuunna; SGS INSTITUT FRESENIUS GmbH, HimeuunHa;
Rottendorf Pharma GmbH, Himeuunna

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHSA B YKpaiHi

1) ronoenwmii yikap Kypba C.B.

KomyHanbHe HekomepiiifiHe mignpreMcTBo «Uepkacbkuii obmacHuii Kapgiosoriunuii rieHTp YepkacbKoi
obacHoOI paju», BiJfii/IeHHsI TOCTPOI KOPOHAPHOI HeIOCTAaTHOCTI Ta MOpYIlIeHb PUTMY, M. UepKacu

2) A.M.H., npod. Lenyiiko B.M.

KomyHanbHe HekoMepiiitiHe mianpueMcTBo «MickbKa KiiHiuHa jikapHsi Ne 8» XapkiBCcbKOi MiCbKOI pajw,
Kapziosioriune BiazgisieHHs 1, XapkiBcbka MeAuuHa AkajeMis TMicasaguruyioMHoi ocBith MO3 Ykpaiuu,
Kadezapa Kap/ionorii Ta ¢GyHKIiOHaILHOT AiarHOCTUKU, M. XapKiB

3) A.M.H., mpod. Kapnenko FO.I.




KomyHanbHe HekoMepliiliHe mianpueMcTBo «Opecbka ob/siacHa KiiHiuHa JjikapHs» OpechKoi o06sacHOI
pazn», PerioHanbHuii LIeHTp KapAioXipyprii, BiagineHHs kapioxipyprii, M. Ozeca

4) unen-kop. HAMH Ykpainu, A.M.H., npod. [Tapxomenko O.M.

HepxaBHa ycrtaHoBa «HarjioHanbHul HaykoBui 1eHTp «IHCTUTYT Kapziosorii imeHi akazemika
M.[. Crpaxecka» HaruioHa/nbHOI akazemii MeJUUHUX HayK YKpaiHuW, Bifzis peaHiMarjii Ta iHTeHCUBHOI
Tepanii, M. Kuis

5) 3aB. Bif. Pygenko JI.B.

KomyHanbHe HekoMepliiiiHe mignpueMcTBO «KuWiBCbKa MiCbKa K/IiHIYHA JiKapHS IIBUAKOI MeAUUYHOI
JIOTIOMOTM» BHMKOHaBYoro oprany KuiBcbkoi Micekol pagy (KuiBcbKol MiChKOI /lep>KaBHOI afMiHicTpatiii),
KapziosnoriyHe BiagineHHs (4715 xBopux Ha iHbapkT mMiokapay), M. Kuis

6) K.M.H. [Tepenenuist M.B.

KomyHanbHe HekoMepliitiHe TiarnpueMcTBo JIbBiBChKOI 00/1acHOI pagu «JIbBiBChKHMM 00/1acHUN KITiHIUHUH
JIIKyBaJ/IbHO-Z1iaTHOCTUYHWI Kap/ioJIOTiUHUM LIeHTP», BiJii/IeHHs] KOHCYJIbTaTUBHOI MOMIK/IiHIKY, M. JIbBiB
7) nikap ITetpoBcbkuii T.P.

Koiniynuii iKyBanbHO-iarHOCTUUHHI TIeHTP TOBapHCTBa 3 00Me)KeHOr BifmoBifanbHicTIO «CiMeArpyI»,
M. IBaHO-DpaHKiBCBK

8) k.M.H. Kapnienko O.I.

KomyHanbHe HekoMepLiikiHe mianpueMcTBo «KuiBcbka Micbka KiliHiuHa jikapHs Nel» BUKOHAaBYOTrO OpraHy
KuiBcekoi micekoi paau (KuiBCbKOT MiChKOI [jep>KaBHOI afiMiHiCTpallii), KapionoriuHe BigaineHHs, M. Kuis
9) n.M.H., ipod. AreHcbkuit A.B.

KomyHanbHe mignpueMcTBo «JIyllbka MichbKa KiliHiUHA JTiKapHS», BOJWMHCbKMI 00MacCHUM 1[eHTP
Kap/lioBacKy/ISIpHOI MaToJIOTii, BifineHHs: peabiniTarii, M. JIybK

10) k.m.H. Knanna A.L

KomyHanbHe HeKOMepIiiiiHe TiZMPHUEMCTBO «XMeJIbHUIIBKUM 00/IaCHUIA  CepIieBO-CYAMHHUM IIeHTP»
XMenbHUIBKOI 00/1acHOi pajy, BiAgineHHs KapAio i eHAOBacKyssipHOi Xipyprii Ta iHTepBeHIIiHHOI
pazioJsiorii 3 masaTor iHTeHCUBHOI Tepartii, M. XMe/IbHULIbKUN

11) 3aB. Big. Baiiga M.®.

KomyHasbHe HeKoMepliiliHe TTiANPUEMCTBO «3aKapraTChKui 007acHUM KTiHIYHMM LIeHTp KapAiosiorii Ta
KapAioxipyprii» 3akaprnarcbkoi o6siacHOI pajy, CrieljiasizoBaHe BiffieHHs [jsi XBOpUX 3 iH(apKTOM
MiOKap/ia, M. Y Kropoz,

12) 3as. Bif. [TeTpoBcekuii P.B.

KomyHanbHe HekoMepiiiiiHe MigNpUeMCTBO «IBaHO-DpaHKIBCHKUN 00/acCHUM KITHIUHUM Kap/[io/oriuHui
11eHTp IBaHO-®paHKiBCHKOI 00/1aCHOI pajy», BiagineHHs iHdapKkTy Miokapza 3 610KOM iHTEHCHUBHOI Tepartii,
M. IBaHO-DpaHKiBCBK

13) 3as. Big. Kymnip M.O.

KomMyHa/ibHe HeKoMepIjiiiHe MmignpueMcTtBO «00sacHa KiiHiyHa JiikapHs iM. O.®. I'epbaueBCHKOTrO»




’Kutomupcekoi obs1acHOI paziy, KapZioJioriute BifjineHHs, M. 2Kuromup

14) p.m.H., npod. Barymikin B.B.

KomyHanbHe HekoMmepLiiliHe miAnpueMcTBo «KuiBcbKa MicbKa KiliHiYHa iKapHs Ne5» BUKOHAaBYOIrO OpraHy
KuiBcbkoi Micbkoi pagu (KuiBcbKOI MichKOI fepykaBHOI aAMiHicTpaliil), Kap/iosioriuHe BiajisieHHs AJis
JKyBaHHSI XBOPUX Ha TOCTpUM iH(apKT MioKap/ia 3 ranaroro iHTeHCUBHOI Tepariii, M. KuiB

15) a.m.H., pod. Koanbs O.A.

KomyHanbHe HekomepiiiiiHe mianpueMcTtBo «KiiHiUHa JikapHs IIBUAKOI MeAWUHOI  /I0TIOMOTH»
JHIrpoBCchKOi MiCbKOI pa/iv, Kap/io/ioriuHe BifiiiieHHs /11 XBOpUX Ha iHbapKT Miokapga Ne2, M. JIHinpo
16) n.m.H. Cepik C.A.

[HepxaBHa ycraHoBa «HatlioHanbHulM iHCTUTYT Teparii iM. JI.T. Masnoi HaijioHanbHOI akajgeMii MeJuUHHUX
HayK YKpaiHu», Bifis imemMiuHo1 XBopoOu cepiis i MeTabO/TiUHUX MOpYIeHb, M. XapKiB

17) p.Mm.H., ipod. fApema H.I.

KomyHanbHe HekoMepLiiliHe MiANpUEMCTBO «TepHOMINbCbKa YHiBepCUTeTChbKa JiKapHs» TepHOMiIbChbKOI
obmacHoi pajy, KapfionoriuHe BiggineHHsi, TepHOMiIbCbKUNA HalliOHA/JILHUN MeJUUHUIN YHIBEPCUTET iMeHi
[.51. TopbaueBcbkoro MiHicTepcTBa OXOPOHM 3[[0POB'St YKpaiHW, Kadeapa BHYTPIlIHbOI MeAWIMHU Nel,
M. TepHOTiIb

18) A.M.H., pod., 3aciy>keHuit fikap Ykpainu Korurs M.IT.

[HepxaBHa ycraHoBa «HarlioHanbHuM iHCTUTYT Teparii iM. JI.T. Masnoi HatjioHanbHOI akajgeMii MeJuUHHUX
HayK YKpaiHu», Bifjii/1 mpoilakTUKK Ta JiKyBaHHS HeBiJJK/IaJHUX CTaHiB, M. XapKiB

19) K.Mm.H., 3aB. Bij. Ky3Henos [.B.

KomyHanbHe HekoMepljifiHe MignprueMCTBO XapKiBCbKOI 00siacHOi pagu «OO0sacHa KiTiHiUHa JliKapHs»,
KapZio/oriyHe BigijieHHs], M. XapKiB

20) a.m.H., ipod. Bakastok L.IT.

KomyHanbHe HekoMepiiiiiHe MigNpUeMCTBO «IBaHO-DpaHKIBCHKUN 00/acHUM KITiHIUHUM Kap/[io/oriuHui
11eHTp IBaHO-®paHKiBCHKOI 00/1aCHOI paju», BifieHHs XpOHiIuHOI iliemMiuHOi XBOpoOM cepli, IBaHO-
@®paHKIiBCbKWIM HalliOHaZbHUK MeJWUYHWI yHiBepcuTeT, Kadegpa BHYTpIlIHbOI MeAuLMHU Ne2 Ta
MeJiCeCTPUHCTBA, M. IBaHO-PpaHKiBCbK

[Ipenapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 4

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
28.04.2021 Ne 833

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«52-T>KHeBe, paH/IOMi30BaHe, TMOABiiiHe ciiire, ryalebo KOHTPOJIbOBaHe [JOC/iKeHHs y TapaielbHUX
rpyrax 3 MeTOH OL[iHKK edeKTHBHOCTI Ta Oe3meuHocTi gBOoX 103 mperapatry CHF6001 y dopwmi cyxoro
MOPOLIKY [/1s1 iHrassLid, 10 AO0JAKThCA O MiATPUMYIOUOI MOTPiMHOI Teparii y Malji€HTiB i3 XpOHIUHUM
OOCTPYKTUBHMM 3axBOpIOBaHHsM JiereHb (XO3JI) Ta xpoHiuHMM OpoHXiTOM», Koj mociimkeHHs CLI-
06001AA1-04, Bepcis 1.0 Big 20 ysmcronazga 2020 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

«K’e3i @apmanenriui C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

ITepesnik fociipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMma,
J103yBaHHsI, BUDOOHUK,
KpaiHa

CHF6001 (DPI NEXThaler®), CHF6001, CHF6001 DPI (CHF6001; 1239278-59-1; CHF6001; C30 H30
CI2 F2 N2 O8 S; CHF6001.00; CHF 6001.00; SUB1800242; Tanimilast); Cyxuii MOpOILLOK AJis iHTa/IsLIii;
Inranstop, wo mictute 120 fgo3; 400 pg (mikporpam)/mosa; Chiesi Farmaceutici S.p.A., Itanis; Chiesi
Farmaceutici S.P.A, Iranisi; ALMAC CLINICAL SERVICES LIMITED, Benuka bpurtaHis;
LABANALYSIS S.R.L, Itanisi; PPD Development Ireland Ltd., Ipnanzisi; Micro-Macinazione SA,
[IIBeiitjapis;

CHF6001 (DPI NEXThaler®), CHF6001, CHF6001 DPI (CHF6001; 1239278-59-1; CHF6001; C30 H30
CI2 F2 N2 O8 S; CHF6001.00; CHF 6001.00; SUB1800242; Tanimilast); Cyxuii MOpOILLOK AJis iHTa/IsLIii;
Inranstop, mwo mictute 120 fgo3; 800 pg (Mmikporpam)/mosa; Chiesi Farmaceutici S.p.A., Itanis; Chiesi
Farmaceutici S.P.A, Iranisi; ALMAC CLINICAL SERVICES LIMITED, Benuka bpurtaHis;
LABANALYSIS S.R.L, Itanisi; PPD Development Ireland Ltd., Ipnanzisi; Micro-Macinazione SA,
[IIBeiitapis;

nnane6o go CHF6001 (DPI NEXThaler®), CHF6001, CHF6001 DPI (mnmane6o mo CHF6001 (DPI
NEXThaler®), CHF6001, CHF6001 DPI); Cyxuii nopomok Ajs iHransiiu; IHraastop, mo mictuts 120
no3; Chiesi Farmaceutici S.p.A., Irtanisg; Chiesi Farmaceutici S.P.A, Itanis; ALMAC CLINICAL
SERVICES LIMITED, Benuka bputanisi; Micro-Macinazione SA, IlIBetitapisi; LABANALYSIS S.R.L,
ITanis

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUNIPOOYBaHHs B YKpaiHi

1) K.M.H., 3aB. BiZl. biaxxko B.I.

KomyHanbHe HekoMepLiliHe miAnpueMcTBO «Micbka KiliHiuHa jikapHs Ne 13» XapKiBCbKOI MiCbKOI pajw,
My IbMOHOJIOTiuHe BifgiseHHs Ne 2, M. XapkiB

2) A.M.H., pod. OcTpoBcbkuii M.M.




KomyHanbHe HekoMepIiiiiHe TinpueMCcTBO «IBaHO-PPaHKIBCHKUIM 00/1aCHUIM (PTH3i0IMy/TbMOHOIOTiUHUH
1[eHTp [BaHO-®paHKiBCHKOT 00/1aCHOI pazivi», BifiseHHs My ibMOHOIOTIT Ne2, M. IBaHO-®paHKiBChK

3) K.M.H. JIebeap K.M.

KomyHasibHe HeKoMepIjiliHe TMiANPHUEMCTBO «XepCOHChKa MichbKa KiiHiuHa JiikapHs iM. €.€. Kapabeneria»
XepCOoHCBbKOI MICBKOI pajy, MMyJIbMOTeparneBTUYHe BiJzlisieHHs, M. XepCOH

4) k.m.H. [Ipumymko H.A.

HepxaBHa ycrtaHoBa «HarjioHanbHu#i iHCTUTYT TU3iaTpii i mysneMoHosorii iM. @.I. fHoBCHKOrO
HatjioHanbHOI akafieMii MeIMYHUX HaYK YKpaiHW», Biili/IeHHs TTyJIbMOHOJIOrIT, M. KuiB

[IpenapaTtu MOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CynyTHi —
Marepianu/npernapaTy
CyNyTHBOI Tepariii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHUYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hopatok Ne 5

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo npoBefjeHHs KITiHIYHUX

BUTIPOOYBaHb JTiIKapChbKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
28.04.2021 Ne 833

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHziomi3oBaHe, 3 MOABIMHOIO iMiTalli€l0 Ta 3 aKTUBHUM KOHTPOJIEM /ISl TiZIOOPY /103H, TOABiMHe ciiire
JOCTiHKeHHs1 y TaljieHTiB 3 peduokc-e3odaritom cryreHss C abo D 3a  Jloc-AH/Ke/neCcbKor
K/IacudiKalli€ro, a TAKOXK y Mal{i€HTIB 3 MPUHAWMHI YaCTKOBUMU CUMIITOMaMu pediiroKc-e30darity, ane 6e3
3arO€HHSl 3a pe3yJ/IbTaTOM €eHJOCKOMIYHOr0 JOC/i/pKeHHS MiC/As OTPUMaHHS HUMU 8-TH)XKHEBOTO KypCy
3aroroBajIbHOI CTaHAapTHOI Teparii iHribitopom nportonHoi mommnu (ITIIT), 3az/1 BUBUEHHS Oe3MeuHOCTi Ta
TIepeHOCUMOCTI JTIKyBaHHSI, IIIBUIKOCTI 3arOrOBaHHS epo3ili mic/is 3actocyBaHHS X842 abo naHCOMpa3osy
MPOTArOM 4 TW)KHIB, a TaKOXX XapakKTepy 3MiH CUMIITOMIB TPOTSATOM HACTYITHOTO 4-TU)KHEBOTO Tepioay
JIIKyBaHHSI JTaHCONPA3070M», Koz, gocsimkeHHs CX842A2201, Bepcis 1.0 Big 03 BepecHst 2020 poky.

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CnioHCOp, KpaiHa

«Cinknyc ®@apma ATl'», IIBetitiapisi/ Cinclus Pharma AG, IlIBetinapis

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

X842 (X842; X842); TabneTku 3 HeralHuM BUBiIbHeHHSAM; 200 Mr/25 mr (Misirpam); Parexel International
GmbH EuDC, European Distribution Center, Himeuunna; Recipharm Pharmaceutical Development AB,
[gerisi; Clinical Supplies Management Europe sa (CSM Europe sa), Watson & Crick Hill, benbris;
Mikrolab Stockholm AB, IlIBeris;

X842 (X842; X842); TabneTku 3 HeraiHuM BuBiIbHeHHSAM; 200 mMr/50 mr (Misirpam); Parexel International
GmbH EuDC, European Distribution Center, Himeuunna; Recipharm Pharmaceutical Development AB,
[Igerisi; Clinical Supplies Management Europe sa (CSM Europe sa), Watson & Crick Hill, benbris;
Mikrolab Stockholm AB, IlIBeris;

ninanebo g0 X842; TabneTku 3 HeraiHMM BuBi/bHeHHsM; Parexel International GmbH EuDC, European
Distribution Center, Himeuunna; Recipharm Pharmaceutical Development AB, IIgewisi; Clinical Supplies
Management Europe sa (CSM Europe sa), Watson & Crick Hill, Bensrisi; Mikrolab Stockholm AB,
[MIBeris;

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHsA B YKpaiHi

1) nikap Lapunna H.IT.

Meauunuii 11eHTp «OK! KiiHik+» ToBapuCTBa 3 00MeXXeHOH BiNOBiZaMbHICTIO « Mi>KHApOAHUN iHCTUTYT
K/IIHIYHUX AOC/IiI)KeHb», BiJ/i/l raCTpOEHTepOJIOTi] Ta renaTo/Iorii CTaljioHapHOTO BiaAiieHHs, M. KuiB

2) a.m.H. JleBuenko O.M.

KomyHansHe HeKoMepijitiHe miarnpueMctBo «OmecbKa 0b/1acHa KiliHiuHa JslikapHsi» OfecbKoi 06/1acHOI pajy,
TNOJIiK/IiHIYHe BiazisieHHs, M. Ofeca




3) a.M.H. ['onoBuenko O.1.

MeauuHUi 1IEHTP TOBApHCTBa 3 0OMeKeHOW BiAmnoBizanpHicTIO «Xenc KiiHik», MeauuHuii KmiHiuHUN
JIOC/TiIHALILKWY L[eHTP, Bifi/Ii/1 raCTPOeHTEePOJIOrTii, rernaTo/Iorii Ta eHJOKPHUHOJIOT1, M. BiHHuULIs

4) nikap Pimko A.D.

KomyHanbHe HeKOMepIiiiiHe TMiZIPUEMCTBO «3aKapraTchbka o0JsilacHa KiTiHiuHA JliKapHs iMeHi AHApis
HoBaka» 3akapraTceKoi 06/1acHOT pajiv, TaCTPOEHTEePOJIOTiUHe Bifili/IeHHs, M. Y KrOpOJ

5) K.M.H. Tomarkesuu I'.1.

KomyHanbHe — HekoMmepljiliHe  miAnpueMcTBo  «BiHHUWIbKA  Micbka  KiiHiuHa  jikapHsa — Nelx,
racTpOeHTEePOJIOTiuHe BifzisieHHs, M. BiHHULIA

6) k.M.H. Onitinuk O.1.

KomyHaneHe HekoMmepljiliHe mianpuemMcrBo «Micbka sikapHsg Ne6» 3amopi3pkol MiCbKOI  pajw,
racTPOEeHTEepOJIOTiYHe Bij/IiJieHHs, M. 3amOPiXiKs

IIpenapatu NOpiBHAHHS,
BHUPOOHUK Ta KpaiHa

Jlanconpaszon (Lansoprazole, Lansoprazol, naHcompa3son.; Lansoprazole); TBepAi KHWIIKOBOPO3UWHHI
karicynu; 30 mr (misirpam); Parexel International GmbH EuDC, European Distribution Center, HimeuunHa;
Clinical Supplies Management Europe sa (CSM Europe sa), Watson & Crick Hill, Bensris; KRKA d.d.,
Novo mesto, C/10BeHis;

[Tnaiebo mo JlaHcompason, TBepZi KHWIIKOBOpO3uMHHI Karicynu; Parexel International GmbH EuDC,
European Distribution Center, Himeuunna; Clinical Supplies Management Europe sa (CSM Europe sa),
Watson & Crick Hill, benpris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 6

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
28.04.2021 Ne 833

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«Panziomi3oBaHe, mojBiliHe ciiine, TUialebo- KOHTPO/bOBaHe AoCHimkeHHs da3u II ayia omiHku edekTiB
niperniapaty RO6889450 (PanmiTapoHT) y maijieHTiB i3 mm3odpenieto abo 3 mm3oageKTUBHUM PO3/1aZioM Ta
HeraTUBHUMU CUMITTOMaMm» , Koz pociimkenHss BP40283, Bepcis 5 Big 15 BepecHst 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OO0MmexxeHoro BigmosigameHicTio «KoHTpakTHO-[locmigavibka Opradizaris [HHObapM-
YKpaiHa»

CnioHCOop, KpaiHa

@. Xoddmann-JIsa Pow Jita, HIBetitapis (F. Hoffmann-La Roche Ltd, Switzerland)

[Tepetik goC/iIKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
JI03yBaHHS, BUPOOHUK,
KpaiHa

Panmitapont, RO6889450, Ralmitaront, TAAR1, Ro 688-9450/F05, RO688-9450-F05 (RO6889450,
TAARI1, Ro 688-9450/F05, RO688-9450-F05; yacTKOBHM aroHiCT perLientopa 1-ro Ty, acOLiliOBaHOrO 3i
crifloBUuMH amiHamu (trace amine-associated receptor 1, TAAR1)); TBepai karicymiu no 50 Mr Ne54 y
rsiigi; Almac Pharma Services Limited, UK; Almac Pharma Services Limited, United Kingdom; F.
Hoffmann-La Roche Ltd., Switzerland; F. Hoffmann-La Roche Ltd., Switzerland; Catalent Pharma
Solutions LL.C, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK Limited,
United Kingdom; Fisher Clinical Services, Inc., USA; Almac Clinical Services Limited, UK; Genentech
Inc., USA; Almac Clinical Services LLC, USA; Catalent Germany Schorndorf GmbH, Germany; DHL
Solutions Fashion GmbH, Germany; Solvias AG, Switzerland;

mnare6o g0 Panmmitapont, RO6889450, Ralmitaront, TAAR1, Ro 688-9450/F05, RO688-9450-F05
(Microcrystalline cellulose); tBepi kamncynu mo 50 mr Ne54 y msmgi; 50 mr; Almac Pharma Services
Limited, UK; F. Hoffmann-La Roche Ltd., Switzerland; F. Hoffmann-La Roche Ltd., Switzerland; Catalent
Pharma Solutions LLC, USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services UK
Limited, United Kingdom; Fisher Clinical Services, Inc., USA; Almac Clinical Services Limited, UK;
Genentech Inc., USA; Almac Clinical Services LL.C, USA; Catalent Germany Schorndorf GmbH, Germany;
DHL Solutions Fashion GmbH, Germany; Solvias AG, Switzerland

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHsA B YKpaiHi

1) ron. nikap [Tanamapuyk I1.B.

KomyHa/ibHe HEKOMepIliiiHe MiIPUEMCTBO «XepPCOHCHKUM 00/IaCHUM 3aK/aj 3 Ha/laHHS TICUXiaTPUYHOI
JIOTIOMOTH» XepCOHCHKOI 006/1acHOI pa/id, YojIoBiue rcuxiaTpuuHe BifgineHHs Ne3 Ta >KiHOUe TiCMXiaTpUuHe
BigzainenHs Nel0, c. CrernaHiBka, M. XepCOH

2) a.mM.H. Mopo3 C.M.

KomyHanbHe mignpuemMcTBo «/IHimporeTpoBchka obsiacHa KiiHiyHa JiikapHsi iM. LI, MeuHuKOBa»




[uinporieTpoBcbkoi  0b6macHoi  pagu», OO6acHUM 1LIEHTP TICMXOCOMATHYHUX pO3/ajiB  Ha 0asi
TICUXOHEBPOJIOTIUHOT0 BifiieHHs1, M. IHITIpo

3) k.M.H. CepebpenHnikoBa O.A.

KomyHasibHe HeKoMepLIiliHe TiANPUEMCTBO «BiHHMIIbKa 061acHa K/TiHiYHA MICUXOHEeBPOJIOTiYHA JTiKapHS iM.
akaz. O.I. FOmenka Binnuipbkoi obsmacHoi Pagu», 3mimiaHe (4osioBiue Ta >kiHoue) BifgiseHHs Ne2, M.
BinHuis

4) n.m.H. MenbHuK E.B.

KomyHanbHe HeKoMepliiliHe TiipueMcTBO «OpmecbKuid 06/1acHUN MeJUUHUN 1[eHTP TICUXiYHOTO 37I0POB si»
OpecbKoi 06/1acHO1 paju, BiaaineHHs: Neb (wonoiue), Nel2 (xiHoue), M. Ozeca

[Ipernapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CyIyTHBOI Tepariii

*» O6sagHanHs 1715 ripoBeieHHst EKT

» JlTaboparopHi Habopu

» TecT-cMy>XKM /1714 aHasli3y ceul

* TecTn Ha BariTHICTb

* AiCure nipunaau/cMapThoHU

 O6napHanHs Bi Medavante (ruiaHieT, Be6-kamepa, Kabeiti)
* BuMiproBasibHi pyJIeTKU

* Min-Makc TepmomMeTpu

* [HIIi CynyTHI MaTepianu

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 7

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKUX 3ac00iB

Ta 3aTBepP/KeHHsI CyTTEBUX MOMPABOK»
28.04.2021 Ne 833

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Panziomi3zoBaHe mojBiliHe cire pocimpkeHHs (a3u 3 eHkopadeHiOy Ta OiHiMeTiHIOy B ToeqHaHHI 3
nemMOpostisymMaboM y TOpiBHAHHI [0 Tialebo B TO€gHAaHHI 3 meMOposisymaboM y TallieHTiB i3
MeTacTaTUYHOI abo HeorepabeslbHOIO MiCIIeBO TOIIMPEHO0 Me/laHOMOIO, TO3UTHUBHOO /10 MyTallii BRAF
V600E/K», ko nocnimpkenHs C4221016, octatouHa Bepcist npoTokoy Bif 13 »koBTHs 2020 p.

3asgBHUK, KpaiHa

[1¢arizep Iuk., CIITA

CnioHCOop, KpaiHa

[atizep Iuk., CIITA

[Tepetik goC/iIKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

BRAFTOVI® (PF-07263896; Braftovi; enkopadenib; enkopadenid); karncyau; 75 mr, Mmimirpam; Pfizer
Ireland Pharmaceuticals, Ireland;

[Tnare6o 1o BRAFTOVI®, karicynu; Pfizer Ireland Pharmaceuticals, Ireland;

MEKTOVI® (PF-06811462; binimetinib, Mektovi, Binimetinib (MEK162), 6iniMmeTini0; BiHiMeTiHi0);
TabseTky; 15 mr, minirpam; Pfizer Ireland Pharmaceuticals, Ireland,;

ITnare6o 1o MEKTOVI®, Tabnetku; Pfizer Ireland Pharmaceuticals, Ireland

BianosigansHuii (i)
JNOCJTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) k.M.H. Hedbpa M.1O.

KomyHanbHe HekoMepliiiHe mignpueMcTBO XapKiBcbKoi o0macHoi pagu  «Ob6sacHUN — KITiHIYHUH
crielfiasi3oBaHUM JUCIIaHCep PajiialliiHOro 3aXMCTy HacejeHHs», XipypriuHe BififiijieHHs 3 OHKOJIOTiUHUMU
JIbKKaMy, M. XapKiB

2) A.M.H., ipod. dyanivenko O.C.

HepxaBHa ycTaHoBa «IHCTUTYT 3aranbHOi Ta HeBifkaagHoi xipyprii imeni B.T. 3aiiueBa HaujioHanbHOT
akajieMii MeAMUHUX HayK YKpaiHW», BiffiisieHHs THiMHOI Xipyprii Ha 25 /J>KOK 3 IMajaTor iHTeHCUBHOL
Tepariii Ha 6 /i>koK, XapKiBCbKa Me/JUUHa aKka/ieMisl Mic/IsAUIIOMHOI OCBiTH, Kadepa OHKOJIOTIT Ta JUTSUO1
OHKOJIOTi1, M. XapKiB

3) k.M.H. Pucnaesa [1.E.

JIikyBa/ibHO-/iarHOCTUYHUM LIEHTP TOBAPHCTBa 3 00MeKeHOI0 BimoBijanbHicTIO «Megikc-peii [HTepHeHI
I'pyn» JlikapHsa i3painbcbkoi oHkosorii «LISOD», BiggineHHs KIiHIYHMX Ta HayKOBUX [OC/i[IKeHb, C.
[Tnrotn, KuiBceka 0671., O0YXiBCHKHI p-H.

4) k.m.H. T'omobopoeko O.0.

KomyHanbHe HeKoMepijiliHe TiANPUEMCTBO «3aropi3bKUi perioHaJbHUN TIPOTUITYXJIMHHUM  LIeHTp»
3arnopi3bKoi 00/1aCHOI pajii, OHKOXiMiOTeparieBTUYHE Bi/j/liJIeHHs 3 IEHHUM CTal[ioHapOM, M. 3aropioKs




5) A.M.H., ipod. boraapenko .M.

KomyHanbHe HekoMepliiiiHe miAnpueMcTBo «Mickka KiiHiuHa jikapHs Ned» [THINPOBCHKOI MiChKOI pajw,
XiMioTepaneBTUUHe BiJ/i/IeHHs 3 IeHHUM CTaLl[ioHapoM, M. [IHirpo

6) A.M.H., npo@. Yernyk B.€.

KomyHanbHe HekoMepLiiliHe miAnpueMcTBo «KuiBcbKa MicbKa KiliHiuHa /iKapHs Ne2» BUKOHABYOIO OpraHy
KuiBcbkoi Micbkoi pazu (KuiBcbkoi MichbKOI Jlep>kaBHOI afgMiHicTpallii), XiMioTepameBTHUYHe BifiiiieHHs
JeHHOro riepeOyBaHHs, M. KuiB

7) k.M.H. Kykymkina M.M.

HarjioHampHUM iHCTUTYT paKy, BifJi/ileHHS OHKOOPTOIeZil, MyXJIMH IIKIpY Ta M’ IKUX TKaHWH, M. Kui

8) a.m.H. llampatii B.A.

KomyHanbHe HekomepliiiiHe MignpUeMCTBO «IloibCbKUM perioHalbHUN LIEHTP OHKOJIOTii BiHHULIBKOT
obmacHoi Pagy», XiMioTepaneBTHUHe BifgineHHs, M. BiHHUIS

9) nikap Jpobnep LT

KomyHanbHe HeKOMepIiiiiHe TMiJNPUEMCTBO «XMeTbHUIBKUN 00/aCHUM TPOTUITYX/IMHHUM — IIeHTP»
XMenbHULbKOI 007acHOl pajiy, BifiiieHHsT HOBOYTBOPeHb TPYJHOI 3a703, LIKipH, M’SIKUX TKaHWH Ta
KiCTOK, M. XMe/IbHUITbKUM

[IpenapaTtu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

KEYTRUDA® (miembposizymad, Keytruda, pembrolizumab; KEYTRUDA®); Po3uuH mmsa iH]y3il;
25 mr/mn, minirpam/misinitp; Pfizer Ireland Pharmaceuticals, Ireland

CynyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

Komnanisi, sika i€ 3a [OBipeHICTIO, IKy HaJaB CIIOHCOpP UM 3asBHUK Ha BBe3eHHS JOCIi[PKyBaHHUX
MKapchbKMX 3acobiB Ta cymyTHix MmarepianiB: ToBapuctBo 3 obmexeHoro BigmoBizanbHicTiIO «C.M.O.-
Ykpaina», «CMO-I'PYII Ykpaina», TOB «Ilapekcen»;

nabopaTopHi Habopu, CyxWii /bOJl, KOHBEPTH [/ TIaKyBaHHS CyMOK-7abopaTopiif, KOpoOKu [jis
TPaHCIIOPTYBaHHSI, Jla3epHi CKaHepH, YalllKU /I Cedi, TeCTH Ha BariTHICThb, IPYKOBAHI MaTtepiaau

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




HopnaTtok Ne 8

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
28.04.2021 Ne 833

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomisoBane, mozgiiiHe ciine pocmimkends III dasu nembponizymaby (MK-3475) y kombGiHariii 3
eH3a/lyTaMiZiIoM TIOPiBHSHO 3 eH3a/yTaMijoM 3 ruiariebo y Y4YacHUKIiB 3 MeTacTaTUYHHMM KacCTpaljiliHo-
pe3rcTeHTHUM pakoM TepeamixypoBoi 3ano3u (MCRPC) (KEYNOTE-641)», kox gocnimpkenHss MK-3475-
641, Bepcis 3 iHKopnopoBaHo nornpaBkoro 04 Big 11 rpyaxs 2020 poky

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BifnoBifanbpHicTI0O «MCJT YKpaiHa»

CnoHcop, KpaiHa

«Mepk Illapn enz Jdoym Kopm.», nouipHe mignpuemctBo «Mepk eHp Ko., IHk.», CIIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

ITepesnik fociipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMma,
J103yBaHHsI, BUDOOHUK,
KpaiHa

KITPYOA®; KEYTRUDA® (ITemGposnizyma6, Pembrolizumab) (MK-3475; SCH/900475; SCH/900475
(Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475, mem06poJiizyma0,
pembrolizumab, MK-3475 (aPD-1)); crepuibHU pPO3YMH /51 BHYTPIIlIHbOBEHHUX iHPY3ii; 25 mr/mi;
Werthenstein BioPharma GmbH, Switzerland; Almac Clinical Services, USA; Almac Clinical Services
Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services, Inc.,
United States; Fisher Clinical Services UK Ltd, United Kingdom; Merck Sharp and Dohme Corp., United
States; MSD International GmbH T/A MSD Ireland (Carlow), Ireland;

KCTAH/JI, Xtandi (Enzalutamide, enzanyramiz) (MDV3100; MDV3100; ASP9785; enzalutamide,
ensanytamin); karncynu; 40 mr; Werthenstein BioPharma GmbH, Switzerland; Almac Clinical Services,
USA; Almac Clinical Services Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland;
Fisher Clinical Services, Inc., United States; Fisher Clinical Services UK Ltd, United Kingdom; Merck
Sharp and Dohme Corp., United States; Astellas Pharma Europe B.V., Netherlands; Catalent Pharma
Solutions LL.C, United States;

ITnaue6o go KITPYIA® (HaTpiro X/I0pyzL); CTePUILHUNA PO3UMH [JIs BHYTPIlIHEOBEHHUX iHQy3iit; B. Braun
Melsungen AG, Germany

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefeHHS
BUMPOOYBaHHsA B YKpaiHi

1) nikap Towynsik 51.B.

KomyHanbHe HekoMmepiiitiHe mignpuemMctBo «O6sacHa KiiHiuHa JiikapHsi IBaHO-®paHKiBCHKOiI 006/1aCcHOI
pagu», BigaiseHHs yposorii, M. IBaHO-®paHKiBCbK

2) nikap 3BoHapboBa H.T'.

KomyHa/mbHe — MMATIPUEMCTBO  «/IHITIPOBCHKHM  00/acHMM — K/IiHIYHMA — OHKOJIOTiUHUIMA
JTHinponeTpoBChKOI 00/1aCHOI pajy», OHKOXiMiOTepaneBTHUHE Bi/iiijieHHs1, M. JIHITTpo

JYcriaHcep»




3) a.M.H., npod. KprkaHiBcbka A.E.

KomyHanbHe HekoMepliiiHe MiANpUeMCTBO «IIpyUKapnaTCbKuil KIIiHIYHMM OHKOJIOTiUYHMM LeHTp IBaHO-
dpaHKiBCbKOI 00/1acHOI paju», BifieHHs [JeHHOro crarjioHapy, IBaHO-®DpaHKIBCHKWM Hal[iOHaTbHUR
MeJMUHUI YHiBepcuTeT, Kadeapa OHKOOrii, M. IBaHO-PpaHKiBCbK

4) 3aB. Big. Hanbangsau T.A.

KomyHanbHe HekoMepiiiliHe MiarnprueMcTBo «O0acHUN 1[eHTP OHKOJIOTii», OHKOYPOJIOTiuHe BiffiseHHs],
M. XapKiB

5) pupekTop [Tapamonos B.B.

KomyHabHe HeKOMepIjiiiHe TiAprueMCcTBO «UepKachKHil 00/1aCHUN OHKOJIOTiUHUH JucriaHcep YepkachbKoi
obmacHoi pagu», O6acHUH [eHTP KIiHIYHOT OHKOJIOTi1l (OHKOXiMioTeparieBTUUHUH), M. Uepkacu

6) k.M.H. Pucnaesa [1.E.

JIiKyBa/TbHO-/1iarHOCTUYHUI 1IEHTP TOBapUCTBa 3 00MEXKeHO0 Bi/iMoBifanbHicTIO «Megikc-pert I[HTepHelH
I'pyn» JlikapHsa i3painbcbkoi OHKoJIOTiT «LISOD», BiggisieHHsI K/IiHIYHMX Ta HAYKOBUX [JOC/TIPKEHb,
c. [Tmotu, Kuieceka 06s1., O6yXiBCbKHI p-H.

7) k.M.H. Cakano A.B.

KomyHanbHe HekoMepliiiHe mignpueMcTBO «KUIBCbKHN MIiCbKWN K/IiHIUHKMN OHKOJIOTIYHUNA L|eHTP»
BUKOHaBYOro opraHy KuiBcbkoi micbkoi paau (KuiBCbKOI MiCBKOI Jlep>KaBHOI afMiHicTpaljii), ypo/oriuHe
BinzinenHs, /lep)kaBHa ycraHoBa «IHCTUTYT yposiorii HarlioHanbHOI akazeMili MeJUYHUX HayK YKpaiHu»,
Bifzin oHKoypoJiorii, M. Kuis

8) a.M.H., npo@. Crycs B.II.

KomyHanbHe mignpuemMcTBo «/IHinporieTpoBcbka o6sacHa KiiHiyHa JjikapHsi iM. LI, MeuHukoBa»
[ninporieTpoBcbKoi 00s1acHOT pazw», BiagineHHs yposorii Ne2 (oHKosoriuHe), [lep>kaBHUUW 3aK/af
«[IHinpomneTpoBchKa MeWYHa akafiemis MiHicTepcTBa OXOpPOHHU 3/10pOB’Sl YKpaiHu», Kadezpa yposorii,
M. [IHITIpO

IIpenapatu NOpiBHAHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
Marepianu/npernapaTy
CyMyTHBOI Tepartii

- mabopaTtopHi Habopw;
- min/max TepMOMeTpy;
- IPyKOBaHi Marepianu.
Kowmmanisg, gka i€ 3a [JOBipeHICTIO, SKy HaJaB CIIOHCOP YM 3asBHMK Ha BBE3eHHS [OC/IIKyBaHUX
JiKapchKuX 3acobiB Ta cynyTHiX MaTepiasiB: TOB «Arenuisi «C.M.O.-YkpaiHa».

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hopatok Ne 9

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnHoBnieHMI POTOKO/ 3 nonpaBkoro 4, Bepcis 6 Big 16.12.2020 p.; Bpoiuypa gocnigauka JNJ-67896062
(Macitentan), Buganns 18, Bix 04.12.2020 p.; Indopmariis ass nanienta tTa @opma iHpopmoBaHoi 3roau
— Ilporokon 67896062CTP3001, Bepcis 4.0 ykpaiHCBKOH MOBOKO A1 YKpainu Big 11.03.2021 p;
Indopmarisi a1 narienta tTa @opma iHpopmoBaHoi 3rogu — IIporokon 67896062CTP3001, Bepcis 4.0
POCiliCbKOI0 MOBORO /151 YKpainu Biz 11.03.2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«[IpocniekTiBHe, paHJOMi30BaHe, TMO/BiliHe ciirme, OaraTOl|eHTPOBe, TIaleb0 KOHTPOJbOBaHe, B
rnapasie/lbHUX TpyMax, aJanTHBHe KiiHiuHe AocmimkeHHS 3-i ¢da3u 3 BiIKDUTHUM TIPOAOBKEHHSIM /ISt
OLiHKA e(deKTUBHOCTI Ta Oe3reyHocTi MaljiTeHTaHy 75 Mr Tipu HeoriepabesnpHIM abo crilikid /
pelUArBYIOUili XpOHiUHiM TpoMboeMOo TiuHi nereHeBil rinepreHsii», 67896062CTP3001, 3 mornpaBKoi0
Amendment 3, Bepcis 5 Big 05.08.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




HopaTtok Ne 10

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

3asy4yeHHs1 Ha3BU JIOC/IiI)KyBaHOTO Jiikapcbkoro 3acoby ComarporoH it MOD-4023; OHoBsieHi po3zinu
SKOCTI JIIKapCbKOro riperapaty CoMaTpOroH Ta MpPOMIKHOIO MPOAYKTY JIiIKapChbKOro Tpernapaty y Jocke
JOCTiIKyBaHOTO JiiKapcbkoro 3aco0y, Big 12 >xoBTHs 2020 (sK 3a3HaueHo B cuctemi Veeva, VV-TMF-
188059, Bepcis 1.0 Bix 29 nucronaza 2020), aHr/1iHCEKOI0 MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«docrmimkeHHs: Ge3rMeKkd Ta TIOIIYK ONTHUMAaJbHOI J03W, TIPU BUKODUCTaHHI Pi3HUX /I030BUX PDiBHIB
MOD-4023 B TOpiBHSHHI 3i CTaHZAPTHOIO IIOAEHHOI Tepari€l p-al'3 y mpemnybepTaTHUX [iTed 3
JediuuToM ropmony 3pocty», CP-4-004, ITonpaBka NeS no npotokony, VV-TMF-53886, Bepcis 1.0, Bix
12-x0BTHA-2017

3asgBHUK, KpaiHa

Akuesnbciop3s JIta., YropiiyHa

CnoHcop, KpaiHa

OPKO Biologics Ltd., (OITKO Bionompxkukc JItx), [3painb

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopmatok Ne 11
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

CKpiHIIOTH eneKTPOHHOro MioZieHHUKa maiieHta (eCOA Screen report), Bepcig 4.0 yKpaiHCbKOHO Ta
pociticbkkoro MoBamu; [locke AOC/iKyBaHOTO ikapchkoro 3aco0y Linaclotide, Bepcis 2.0 Bix sumnHs
2020 p.; 3ampoBa/pKeHHs [OAATKOBUX BUPOOHUWKIB nns Linaclotide (miHakmoTuz), 72 MKTr, TBepAi
Karicysm/ marie6o: AbbVie Inc. 1 N Waukegan Rd, North Chicago, IL 60064, USA; AbbVie Deutschland
GmbH & Co. KG., Knollstrasse, Ludwigshafen, 67061, Germany; 3miHa Ha3BU 3asBHMUKa K/IiHIUHOTO
BuripobyBanHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xesnc YkpaiHa»

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2554 Big 09.11.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«bararorieHTpoBe, paH/[0OMi30BaHe, TO/BiliHe CJiire, Tuiarie00-KOHTPOIBOBaHe JOC/TimKeHHs (a3 3 B
rapajie/IbHUX Tpynax 3 OL[iHKA 0e3neuHoCTi W e(peKTUBHOCTI JTHAKJIOTUAY TpPH TIepOpabHOMY
3aCTOCyBaHHi y fiTeli BikoM 6—17 poOKiB, 1110 cTpaXk/jatoTh Ha dyHKIioHaabHUi 3amnop (P3)», LIN-MD-64,
Bepcist EU-3 Biz 08 cepnas 2020 p.

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Allergan Ltd., United Kingdom

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopatok Ne 12

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

Onosnenuii [Ipotokon pociimkeHHs ARGX-113-1803, ¢dinanbHa Bepcis npotokosny 6.0 Bif 22 rpyzass
2020 p. aHrjilicekoro MoBor; OHoBneHa bpoiypa gocnignvka E¢rapturimong ARGX-113, Bepcist 9.0 Big
27 macronaga 2020 p., aHrmaiicbkoro MoBoro; [HpopmaLiliHuii ucToK matjieHTa i Popma iHdhopmMoBaHOT
3rogu, maiicrep-Bepcisi 5.0 Big 22 rpygus 2020 p., Bepcisi ans Ykpainu 3.0 Big 13 ciuna 2021 p.,
YKpaiHCbKOI0, pPOCIHCBbKOIO Ta aHrIJiiicbkoro MoBamu; IH@opmanilinmii mucrok mnarieHta i Popma
iHdbopMoBaHoi 3rofu [/1s A0AaTKOBOTrO mepioay JiikyBaHHs, Bepcisi 1.0 Big 22 rpyans 2020 p., octaTouHa
Bepcis s Ykpainu 1.0 Big 13 ciung 2021 p., yKpaiHCBKOI, POCIMCBKOK Ta aHI/IIMCBKOIO MOBaMuy;
OnoBnieHe [lochke mocyimKyBaHOTo mikapchbkoro 3acoby ARGX-113, KOHIeHTpaT [A/s PO3UMHY [IJIsI
iHgysiit (20 mr/mn), Bepcist 6.2 Big 19 motoro 2021 p., aHrnilickkoro MoBow; OHoBrieHa [leknapatiist
YIIOBHOBayKeHOI 0cobu 3 sKOCTi /151 BUpoOHUKIB 10 miperiapaty ARGX-113, Big 01 smotoro 2021 poky,
aHTTIMCHKOI0 MOBOMO; 3anmyuyeHHs1 HOBOI BUpoOHMuUOi AinsgHku: Fisher Clinical Services Inc., Criosmyueni
[Itatn Amepuky; 3pa3oK MapKyBaHHs [OC/iMKyBaHOro JiiKapcbKoro 3acody ARGX-113 (kopo6Oka),
KOHLIEHTpaT JJis po3uuHy s iHdysik, 20mr/mna, Bepcisi AGX2557PN41 Bixg 24 Bepecus 2020 p.,
YKPaiHCBKO MOBOIO; 3pa30K MapKyBaHHsI [JOC/i/KyBaHOTO jikapcbkoro 3acody ARGX-113 (¢dakon),
KOHLIEHTpaT /il po3uvHy Ans iHdy3id, 20mr/mn, Bepcis AGX2558PN41, Bix 24 Bepecus 2020 p.,
YKpaiHCBKOK MOBOIO; Marepianu fjisi maijieHTiB: 300pa’keHHs HabOpy TpegMeTiB 0COOMCTOI TirieHw,
Bepcis Bif 17 muctonazga 2020 p., aHIIiHCHKOI0 MOBOKO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1246 Biz 26.05.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, BifKpUTe, AOBroCTpPOKOBe AoCHi[pkeHHs1 3-1 ¢asu [Ans OLiHKM Oe3reuHocTi Ta
edekTrBHOCTI Tipernapaty edrapturimos, (ARGX-113) 10 Mr/Kr [jisi BHYTPIllIHbOBEHHOTO BBEJEHHS Y
JIOPOC/IMX TIAI[iEHTIB i3 TIEPBUHHOIO iMyHHOIO TpomMboruToneHiero», ARGX-113-1803, diHanbHa Bepcis
niporokony 5.0 Bizg 14 cepnua 2020 p.

3asgBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHss AWKOH», YKpaiHa

CnoHcop, KpaiHa

Argenx BVBA, Belgium/ Ap>xxenkc BBBA, Benbris




CymnyTHi —
MaTepianu/rpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopatok Ne 13

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBnieHui TMpoTOKON KiiHiyHOro Burpo6yBaHHsi GLPGO0555-CL-104, Bepcis 4.0, mompaBka 3, Bij
26 motoro 2021 poky, aHrmaiiicbkoro MoBorwo; YactuHa 1 [Hdopmaljilinuii mucToK natjienta, YactvuHa 2
®opwma iHpopmoaHoi 3roau (PI3), HactunHa 3 [logaTkoBa iHpopmariis Ans Ykpainu, Bepcist 4.0 piHanbHa
Bim 09 Gepe3nss 2021 Ha ocHoBi maiictep Bepcii ®I3 anrmiiicbkoro MoBoro Bepcist 4.0 Bifg 26 moTOrO
2021 poKy aHIIMCBbKOIO Ta YyKpaiHChbKOl0 MoBamu; [lomartok mo Yactunu 1 IHdbopmariiliHuii 1MCTOK
naijiedta, Yactuau 2 ®Popma iHdopmoranoi 3rogu (PI3), Yactunu 3 [JomaTtkoBa iHdopmaliis Ass
Ykpainu, Bepcis 4.0 ¢inampHa Big 09 6epe3nsi2021 Ha ocHoBi Matictep Bepcii PI3 aHT/IIIICEKOI0 MOBOIO
Bepcisi 4.0 Bix 26 motoro 2021 poky aHIJiNWCBKOIO Ta YKpaiHCbKOIO MOBaMu; JlOoCh€ AOC/iKYyBaHOTO
nikapcekoro 3acody GLPGO0555 (G096355) cycriensisa ayis iHekiiiii, Bepcist 4.0 Big 01 6epesns 2021 p.,
aHTTIMCHKOI0 MOBOIO; BK/ItOueHHsT HOBOTO J03yBaHHS 10 MIr/My JOCTiKyBaHOTO JIiKapCbKOTO 3aco0y
GLPGO555  (G096355; G096355  wmikpo/HaHo  cycrnensisi; SUB31622)  cycrnieHsiss s
BHYTpIlIHLOCYT/I000BOTO BBefieHHS (2,4 M y ¢dakoHi mictkicTio 3 mi); THUMOBUN TEKCT €THKETKH
MapKyBaHHS Te€pPBUHHO{, BTOPMHHOI YIaKOBKM Ta BiZIpUBHOI eTUKeTKW Ha KapTOHHiN KopoOii s
nmociimkyBaHoro mperniapaty cycrieHsii GLPG0555 st BHyTpilIHbOCYT/I000BOTO BBEJIEHHS 1[0 MiCTHUTh
npernapat G096355 B KoHIeHTpariii 10 mr/mi abo tiarie6o, Bepcis 1.0 Big 15 motoro 2021, ykpaiHCHKOIO
MOBOI0; 30i/bllIeHHs Ki/IbKOCTI matjieHTiB B YKpaidi 3 40 10 50 ocib, siki 6paTUMyTh y4acThb y KJIiHIYHOMY
BUTNIpOOYBaHHI B YKpaiHi

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[TomrykoBe, paHgomi3oBaHe, TIO/BiliHe Ciirle, TIalie00-KOHTPOIbOBaHe, OaraTOLIEHTPOBE [IOCTiKEeHHS
JUTSI OL[iHKW Oe3TeuHOCTi, TepeHOoCUMOCTi, (hapMakoKiHeTHKH i (hapmakoanHamiky nperapaty GLPG0555
TIpY OT0 OJHOKPATHOMY BBe/IeHHI BHYTPIIIIHBOCYT/I000BO Yy 1OPOC/INX 0Ci0 3 TEPBUHHUM OCTE0AapPTPUTOM
KostiHHOTO cyrnoba», GLPG0555-CL-104, Bepcis 3.0, momnpaBka 2, Big 04 cepriasi 2020 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Galapagos NV, Belgium/ I'ananaroc HB, Benbris




CymnyTHi —
MaTepianu/rpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopartok Ne 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

Inentudikariis cyrreBoi
TIOTIPaBKU

[Tpotokon CP-4-006 - JIucT npo aAmiHiCTpaTUBHI 3MiHU [0 npoTokosy Bifg 31 cepmus 2020 p. (MOD-
4023 | CP-4-006 | CP-4-006 Jluct mipo agmiHicTpatvBHi 3MiHM fi0 npoTtokony VV-TMF-182728 | Bepcis
2.0 Big 01 BepecHs 2020 p.); ITpotokon CP-4-006 — JIuct 2 npo afMiHiCTPaTHBHI 3MiHU /10 TPOTOKOMY Bif
17 motoro 2021 p. (MOD-4023 | CP-4-006 | CP-4-006 JIuicT 2 mipo afMiHiCTpaTHBHI 3MiHH /10 TIPOTOKOJTY
VV-TMF-193242 | Bepcia 1.0 Big 17 motoro 2021 p.); CP-4-006 IlnaH Ha BWUIajoOK HaJ3BUYANHUX
cuTyalliii Ajis JIiKyBaHHs MatlieHTiB i yac nadgemii COVID-19 (MOD-4023 | CP-4-006 | CP-4-006_LT-
OLE IlnaH Ha BUMaZOK HaJ3BUUaliHUX CUTYyaLil A/ JiKyBaHHS MallieHTiB mij yac na”gemii COVID-19
VV-TMF -175392 | Bepcis 2.0 Big 03 Bepecusi 2020 p.); IToripaBka mo IMPD Bix 12 >xoBTHs 2020 p.
(MOD-4023 | CP-4-004 CP-4-006 | IMPD_M-Cresol SA (GC2K) INonpaBka_EU VV-TMF-188059 |
Bepcis 1.0 Big 29 miucronaza 2020 p.); 3MiHa Ha3BU MiCllb NMPOBe/IeHHS KJIiHIYHOTO BUMIPOOYBAaHHS:

bYJIO

CTAJIO

4JIeH-KOop.
Apsies MLJL.
KomyHasbHa ycraHoBa «OgiecbKa 006/acHa AUTSYA
K/iHiUHa JfiKapHsi», BiagineHHs Hedposorii 3
€H/JJOKpUHHUMU JIDKKaMH, Opecbkuit
Hal[iOHa/IbHUM MeJWYHUI YHiBepcuTeT, Kadezapa
niegiatpil Nel, M. Opeca

HAMH Ykpainu [A.M.H.,

nipod.

yneH-kop. HAMH VYkpainu pg.M.H., 1ipod.,
Apsies MLJT.
KomyHanbHe HeKOoMepLliliHe MiTIPUEMCTBO

«OpecpKka oOslacHa /AWTsAYa K/iHIUHA JTiKapHS»
OpecwbKoi 00s1acHOI paji, BifiseHHs: Hedposorii
3 €HJOKPUHHUMU JIDKKaMH, OpecbKui
Hal[iOHa/IbHUW MeJWUYHUM YHiBepcuTeT, Kadezapa
nemiatpii Ne 1, M. Opeca

I.M.H., ipod. Bnacenko M.B.
BiHHUIbKMH obsacHuii
BHUCOKOCTIeLlia/li30BaHu €H/I0KPUHOJ/IOTIYHUI
LIeHTp, TeparneBTUYHe  BifggimeHHss Ne 1,
BiHHULbKUM HalliOHaTbHUHN MeJUYHUI
YHiBepcuTeT iMeHi M.I. ITuporosa,
Kadeapa eHJOKpUHOOTiT, M. BiHHULS

KJTIHIYHUN

J.M.H. ipo¢. Bnacenko M.B.
KomyHanbHe ~ HekoMepliiiiHe
«BiHHULIbKU obacHU
BHCOKOCIIeLTiaTi30BaHUH
LIeHTpP BinnuLpKoi obacHoi Pagu»,
TeparneBTUYHe BifzineHHs Nel, BiHHULIBbKUN
Hal[iOHA/IbHUM MeZIMUHUM yHiBepcuTeT imeHi M.I.
[Tuporosa, Kadenpa eHAOKPUHOJIOTIT, M. BiHHUIS

MiATIPUEMCTBO
KTHIYHAN
€HZIOKPUHOJ/IOTiUHUN




Howmep Ta fara Haka3y Ne 915 Big 08.08.2017

MO3 1100 3aTBep/KeHHSs

K/TiHIYHOTO BUITPOOYBaHHS

Has3ga kmiHiuHOro «Bigkpure paHzioMi3oBaHe OaraTolleHTpPOBe AOCTiAKeHHS (a3u 3, TpUBamicTIO 12 MicsIiB, 3 OIL[iHKA

BUTIPOOYBaHHs, KO/, edeKTUBHOCTI Ta Oe3rmeuHocTi 3acTocyBaHHs npeniapaty MOD-4023 oguH pa3 Ha TWXKIEHb, Y TOPiBHAHHI

BepCis Ta fjaTa 3 I[0/IeHHOI0 Tepariieto 'eHOTporiHOM®), y AiTeld y npemnybepTaTHOMY BiLli 3 AeillUTOM TOPMOHY POCTY»,
CP-4-006, IToripaBka 2 Big 06 TpaBHs 2018

3asiBHUK, KpaiHa TOB «KLP Ykpaina»

CrioHcop, KpaiHa OIIKO Bbaitonomxikc Jita. (OPKO Biologics Ltd.), I3painb

CynyTHi —

Marepianu/mpenapaTy

CYTyTHKOI Tepamnii

I'enepanbHui JupeKkTop /upekTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp KOMAPIIA




Hopatok Ne 15

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

InenTudikaris cyTreBoi
TIOTIPaBKU

Onosnenuii [Tpotokon KniHiuHoro gociigxkeHHs: ARGX-113-1904, Bepcis 2.0 Big 10 motoro 2021 poky,
aHITIMCHKOI MOBOIO; Bpoliypa goctiiHiKa JOCTipKyBaHoro TiKapchbKoro 3acoby Efgartigimod/ARGX-
113, Bepcis 9.0 Big 27 mucromaga 2020 poky, aHrilicekor0 MoOBOw; bpoiiypa mociigHyKa
JIOCJTi/PKYBAaHOTO JTiKapchKoro 3aco0y pekoMOiHaHTHa Jito/icbKa riamypoHigaza PH20 (rHuPH20), Bepcis
9.0 Big 08 ciuns 2021 poky, aHr/ilickkor0 MOBOO; IHhopMmallis Ass marieHTa Ta ¢dopMa iHpopmMoBaHOI
3ro/iy, Bepcis 2.0 ayig YKpaiHu aHT/1iichKO0 MOBOIO Bifi 24 motoro 2021 poky; IHdbopmaliist /1 maijieHTa
Ta (hopma iHdopMoBaHOi 3roau, Bepcis 2.0 Ay YKpaiHd yKpaiHCBbKOK MOBOIO Bif 24 motoro 2021 poky;
IHdopmariist asis naijieHTa Ta dopma inpopmoBaHoi 3rofu, Bepcis 2.0 st YKpaiHu pocificbKO0 MOBOO
Big 24 motoro 2021 poky; IHdopmatis Ta dopma iHbopmoBaHOi 3roau Ha 30ip JaHUX TIPO BariTHY
MapTHePKy ydaCHHWKa Ta HOBOHapO/KeHYy AUTHUHY, Bepcid 2.0 A8 YKpalHU aHI/TiMChKOI0 MOBORO Bif 21
motoro 2021 poky; IHdopmariisi Ta hopma iHpopmMoBaHOi 3rogu Ha 36ip JaHUX MPO BariTHY MapTHEPKY
y4yaCHHKa Ta HOBOHapO/KeHYy AUTHHY, Bepcis 2.0 /st YKpaiHy YKpalHCbKOK MOBORO Bif 21 mrotoro 2021
poky; IHdopmariisi Ta dhopma iHpopmoBaHOi 3rogu Ha 30ip JaHUX TMPO BariTHY MapTHEPKY yyaCHHWKA Ta
HOBOHapO/pKeHy AUTUHY, Bepcis 2.0 ansa YkpaiHM poCiicbKO MOBOKO Bix 21 mtortoro 2021 poky;
Hopatok mono COVID-19 go Indopmaii g5 naiienTta ta dopmu indhopmoBaHoi 3rou, Bepcisg C2.1 ans
YKkpainu auHrJiiicbkoro MoBoto Bif 21 mororo 2021 poky; doamarok mozo COVID-19 no [Hdopmariil gs
nanieHTa Ta opmu iHdhopmMoBaHoi 3rogu, Bepcisi C2.1 ang YKpaiHU yKpaiHCHKOIO MOBORO Biff 21 MHOTOTO
2021 poky; Hozatok oo COVID-19 no Indopmauii s natiedta ta ¢gopmu iHdhopMoBaHOI 3rojy,
Bepcisi C2.1 pans YkpaiHu pocilickkoro MoBoto Bif 21 mtotoro 2021 poky; Jlocke AOCHIIKYBaHOTO
nikapcekoro 3acoby ARGX-113 with rHuPH20, po3uuH g migimkipHux iH’ekiiiid, Bepcis 3.1 Big 22
ciunst 2021 poky, aHr/ificbKor0 MOBOM; [locke aocmimKyBaHOTro ikapchkoro 3acoby ARGX-113 with
rHuPH20, po3unH /s mifIKipHUX iH’ €Ki, miarebo, Po3gin 2.1.P, Bepcis 3.1 Big 22 ciuns 2021 poky,
aHTTIMCHKOI0 MOBOR; [locke AoCmipKyBaHOTo Jiikapcbkoro 3acody ARGX-113 with rHuPH20, posunx
JIs1 TIIKIpHUX iH’ €KLiM, AoAaTKy, Bepcisd 3.1 Bif 22 ciuns 2021 poky, aHI/IiMCBbKOI0 MOBOO; 3amyueHHs
JIOJJATKOBOTO  /IOC/Ti/KyBaHOTO Jlikapchkoro 3acoby ARGX-113 PH20 (Efgartigimod PH20 SC,
Edrapririmog PH20 anis migmikipHoro BBefieHHsi, E¢rapririmos PH20 SC, ARGX113 PH20, ARGX-113
with rHuPH20, ARGX-113/rHuPH20 (Efgartigimod alfa)) 1 dnakon i3 6,5 mn ARGX-113 PH20, 180




MT/MJI PO3YMHY /s TiAWKipHUX iH’ekijiii. Bupobuuku: Patheon Italia S.p.A, Italy; Lonza DPS AG,
Switzerland; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services GmbH, Switzerland;
Eurofins Lancaster Laboratories Inc., USA; Quality Assistance SA, Belgium; 3anyueHHsI 10AaTKOBOTO
manebo [0 AoCipKyBaHOTO Jikapchkoro 3acoby ARGX-113 PH20 (Efgartigimod PH20 SC,
Edrapririmog, PH20 ansa migmkipHoro BBegseHHsi, Edrapririvmog PH20 SC, ARGX-113 with rHuPH20,
ARGX-113/rHuPH20 (Efgartigimod alfa)), 1 daakoH i3 6,5 mMa po3unHy A/ MiAWKIPHUX iH’ €KLIiM.
Bupo6nuku: Patheon Italia S.p.A, Italy; Lonza DPS AG, Switzerland; Fisher Clinical Services GmbH,
Germany; Fisher Clinical Services GmbH, Switzerland; Eurofins Lancaster Laboratories Inc., USA;
Quality Assistance SA, Belgium; 3pa3ok MapKyBaHHSI JOC/Ii)KyYBaHOTO JiKapcbkoro 3acoby ARGX-113
PH20 180mr/m, po3uuH A8 MiJIIKipHUX iH’ €Ki abo tuianebo ans ¢uakony, Big 05 mmcromaza 2020
POKY, YKpaiHChKOI0 MOBOIO; 3pa30K MapKyBaHHSI AOC/iIKyBaHOTo JiikapchbKoro 3acoby ARGX-113 PH20
180mr/mm, po3uuH [/ MJIIKIpHUX iH’ €Kik abo ranebo s Kopooku, Bifg 05 muctoraza 2020 poky,
YKPaiHCHKOIO MOBOIO; 3a/lyueHHs [I0JJaTKOBOI BUPOOHUYOI [iSTHKU JOC/IiZPKYBAaHOTO JTIKapChKOTO 3aco0y
ARGX-113/rHuPH20, 165 mr/mMn po3uuHy [jis MiAIIKIDHUX iHEKIIIM Ta BiAMoOBiZHOTO MoMy riiaiebo Ta
JoCTimKyBaHoro Jikapcbkoro 3acody ARGX-113/rHuPH20, 180 wmr/mi po3uuHy [Aas TiANIKipHUX
iH’ekuiii Ta BignoigHOro Homy ttane6o Fisher Clinical Services, USA; TlozoBxeHHs TepMiHY
MPUJATHOCTI AOC/I/PKyBaHOTO Jlikapcbkoro 3aco0y Efgartigimod PH20 SC, Edrapririmog PH20 ans
migKipHoro BBesieHHsi, Edrapririmon PH20 SC, ARGX113 PH20, ARGX-113 with rHuPH20, ARGX-
113/rHuPH20 (Efgartigimod alfa) po3uuny ans migmkipaux in’ekiiii 165 mMr/mma Ta BifnoBigHoro fiomy
niatebo, y dmakoni, go 24 micsui; argenx BV_ARGX-113-1904_ADDRESS_ 6pounypa_sep. 3_R1_15
motoro 2021 p., ykpaiHcbkoro MoBoro; argenx BV_ARGX-113-1904_ADDRESS_ 6pomypa_gep.
3_R1_15 mortoro 2021 p., pocilickkoro MoBow; argenx BV_ARGX-113-1904_ADDRESS_ nuct
nauienty_sep. 3_R1_15 mortoro 2021p., ykpaiHcbkoro MoBOw; argenx BV_ARGX-113-
1904_ADDRESS_ muct nauienty_ep. 3_R1_15 motoro 2021 p., poCiliCbKOIO MOBOI; argenx
BV_ARGX-113-1904_ADDRESS_ nucriBka g nadienta_sep. 3_R1_ 15 mortoro 2021 p., yKpaiHCbKOIO
MoBo1O; argenx BV_ARGX-113-1904_ADDRESS_ nucriBka a5 naudienra_gep. 3_R1_15 mortoro 2021
p., pociiicbkkoro MoBoro; argenx BV_ARGX-113-1904_ADDRESS_ miabson iHdbopMariiiiHoro
Oronetensi_ep. 3_R1_15 motoro 2021 p., mepeksaj yKpaiHCBKOW MOBOw; argenx BV_ARGX-113-
1904_ADDRESS_ mabson indopmariitinoro 6ronerens_Bep. 3_R1_15 mororo 2021 p., mepeknaj
pociiicekoro MoBor0; ARGX-113-1904, 3pa3ok nucTa nikapeBi 3araabHoro mnpodimto, Bepcist 3.0 Big 04
motoro 2021p., aHrmiiicbkoro mMoBoi; ARGX-113-1904, 3pa3ok /McTa JikapeBi 3aranbHOro rpodisto,
Bepcia 3.0 Bim 04 mororo 2021p., nepeknas yKpaiHCbKOH MoBow; argenx BV_ARGX-113-
1904_ADDRESS_ kanengap BisuTiB_Bep. 3_R2_18 mororo 2021 p., yKpalHCbKOI MOBO); argenx
BV_ARGX-113-1904_ADDRESS_ kaneHgap Bi3utiB_Bep. 3_R2_18 motoro 2021 p., pocilicbkkoro
MOBOIO; argenx BV_ARGX-113-1904_ADDRESS_ KapTKa KpUTepiiB BKJ/IFOUEeHHA
BUKMOoueHHs1_V3_R2_18 mortoro 2021 p., ykpaiHCbkOoro MoBow; argenx BV_ARGX-113-




1904_ADDRESS_ kapTka KpuTepiiB BK/ItOueHHs1 BUK/ItoueHHsi_V3_R2_18 motoro 2021 p., poCiiCbKOIO
MoBOKO; ARGX-113-1904_3pa3ok HamnpasieHHs 0 Jikaps_v2.0_15 motoro 2021 p., yKpaiHCHKOIO
MoBO1O; ARGX-113-1904_3pa30k Harpas/ieHHs 0 jaikapsi_v2.0_15 moToro 2021 p., poCiiiCbKOI MOBOIO;
Bwmict nporpamu a1 cmaptdoHa naijienTta, Bepcisg 1.1 Big 04 mrotoro 2021 p., yKpaiHCHKOIO MOBOIO;
BwmicT fomatky AJisa cMapTdoHa mnaijieHTa, Bepcis 1.1 Big 04 motoro 2021 p., pociiicbkoro MOBOIO; 3pa3Ku
HarajZlyBaHb natjieHTy y gozatky_TG Reminder Content, Bepcis 1.1 Biz 04 motoro 2021 p., yKpaiHCBKOIO
MOBOIO; 3pa3Ku HarajyBaHb mauieHTy y fofaTky_TG Reminder Content, Bepcis 1.1 Big 04 mrororo
2021 p., pocCiliCbKOI0 MOBOI0O; 3pa3Kd KOPOTKMX TEeKCTOBUX MOBifiomieHb (SMS) HaraflyBaHb Mal[ieHTY_
TG Reminder Content, Bepcisi 1.1 Bif 04 motoro 2021 p., yKpaiHCHKOIO MOBOIO; 3pa3Kud KOPOTKHX
TeKCTOBUX MoBizoMaeHb (SMS) HaragyBanb nanieHTy_TG Reminder Content, Bepcisi 1.1 Big 04 moToro
2021 p., poCiICbKOI0 MOBOO

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 3059 Biz 29.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, mojBiliHe cJiimie Tialle00-KOHTPOIbOBAHE [OC/TIKeHHs AJig OLiHKU e(deKTHBHOCTI,
6e3reyHocTi Ta mepeHocumocTi npernapary Edrapririmog PH20 asist mijiukipHOTo BBeZIEHHS Y JOPOCIMX
TMAIfiEHTIB 3 MyXUPUATKOIO (3BHMYaiiHO0 abo mucrornonioHo) (ADDRESS)», ARGX-113-1904, Bepcis 1.0
Big 22 muriHasg 2020 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 OO6mexkeHoro BianosizanbHicTio «KoHTpakTHO-[ocnifHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

apgxeHkc BB, Benbris / argenx BV, Belgium

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hopatok Ne 16

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnenuii I[Ipotokon kmiHiuHoro BumnpoOyBanHs GLPG3970-CL-207, Bepcis 6.0, ITompaBka 5 Bif
04 6epesnss 2021 poky, aHrjificekoro MoBowo; [Momatok 2.00 mo Bpomypu pocmigavika GLPG3970
(G1567970) Bepcii 2.0, Bix 01 Gepe3ns 2021 poky, aHrmilicbkkoro MoBoto; YactuHa 1, Indopmariis ans
narjieHTa i dbopma iHpopmoBaHoi 3roau, YactuHa 2, @opma iHdbopmoBaHoi 3rogu (PI3), YUactuHa 3,
HopatkoBa iHdbopmallis, Ay YKpainu, Bepcis 2.0 Big 09 6epe3ns 2021 p., Ha ocHOBi MaticTep-Bepcii ®I3,
Bepcisg 4.0 Big 04 Gepesns 2021 p., aHIIIHCBKOIO Ta YKpaiHCbKOIO MoBamu; [ojaTtok go Yactuna 1,
Indopmatiisi a5 natiiedTa i popma iHbopmoBaHoi 3roau, YactuHa 2, @opma iHdbopmoraHoi 3roau (PI3),
YactuHa 3, [logaTtkoBa iHpopmatlist, A1 Ykpainu, Bepcis 2.0 Big 09 6epesnst 2021 p., Ha 0CHOBi MaricTep-
Bepcii ®I3, Bepcist 4.0 Bix 04 Gepesnst 2021 p., aHIJIIACHKOIO Ta yKpaiHCHKOW MoBamu; [lociOHUK i3
JOCTi/KeHHsT Ayist rarfieHTa, Bepcis 03 Big 09 6epe3nst 2021 poky, yKpaiHCBKOIO MOBOFO

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, 1oBiliHe criirne, I/ale00-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/I/PKEHHS /I OL[iHKH
edeKTUBHOCTi, 0e3meuHoCTi, TIepeHOCUMOCTi, (apMakoOKiHeTHKH 1 ¢apMaKOJWHAMIKK Tpernapary
GLPG3970 mnpu mnepopanbHOMY 3aCTOCYBaHHI TPOTAroM 12 TWKHIB y AOPOCAMX OCi0 3 aKTUBHUM
nepBruHHUM cuHApoMoM [llerpena», GLPG3970-CL-207, Bepcis 1.0, Big 21 BepecHst 2020 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

TI'ananaroc HB (Tananaroc HB), Bensris/ Galapagos NV, Benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 17

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BW Micus MpoBefeHHA KIiHIYHOro BMNPOOyBaHHA Ta 3MiHA BiANOBIAANIBHOrO AOCNIAHWKA Y MiCL
NpoBeAleHHA KAiHIYHOro BUNPoBbyBaHHS:

BYJIO CTAJIO
nikap IMumunenko I'.B. nikap Horaesa JI.I.
KomyHaneHuit 3aknaz «Yepkacbkuii obnacHuii | KomyHambHe — HeKoMepliiliHe — TiITPUEMCTBO
OHKOJIOTiUHUM frcriaHcep» YepkachKoi o6macHoi | «YepkachKuit obacHuiM OHKOJIOTiUHUM
Pagu, OOnacHuii  /iKyBaJbHO-/[iaTHOCTUYHO | AucriaHcep  Yepkacbkoi — obsiacHOI  pagu»,
reMaToJIOTiUHUM 1IeHTp, M. Yepkacu Ob6nacHui JIIKyBa/IbHO-/1iarHOCTUYHUI
reMaToJioriuHui 1ieHTp, M. Yepkacu
3MiHa afpecu 3asiBHMKA KiiHiuHOro BuIipoOyBaHHs — «E00Bi biodapmackroTikanz I'M6X»,
[ITBenuapis:
BYJIO CTAJIO
Heiixodmrpacce 23, 6341 M. Baap, IlIBeiinapia | Anbre Illtaiinxaysepmtpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) [IBetitiapisi (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 248 Big 09.03.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«baratoLieHTpoBe, paHJOMi30BaHe, TMOABiliHe cCJine AOCHipKeHHs ¢a3u 3, y $SKOMY BHBUAETHCSA
bopre3omib Ta JeKcameTa3oH y KoMOiHallii 3 BeHETOKIaKCOM abo rianedo y TaIjieHTiB 3 PeLUAUBHOI0
abo pedpakTepHOK MHOXXHMHHOIO Mi€JIOMOIO 3 UyT/IMBIiCTIO [0 iHTiOiTOPiB MpoTeacom abo y MallieHTiB, sKi
He OTPUMYBA/IM JTiKyBaHHs iHribiTopamu mpoteacom», M14-031, 3 iHKOprIOpoBaHOK AIMiHiCTPaTUBHOIO
3miHoto 1, [lompaBkoto 0.01 (tineku pgns Ppanuii), MicueBoto IlompaBkoro 1 aas ArnoHii Ta
I'mobaneanMu [TonpaBkamu 1, 2, 3, 4, 5, 6 Ta 7 Bix 20 kBiTHsSI 2020 poKy




3asiBHUK, KpaiHa «E66Bi biopapmacktoTikan3z I'm6X», [IBetitjapis

CrioHcop, KpaiHa E66Bi Iuk, CIIIA / AbbVie Inc., USA

CynyTHi —
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOpP /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Hoparok Ne 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZIaTKOBUX MiCI[b TTPOBe/IeHHsI K/TiHIYUHOTO BUIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/IiJHUKA
n/n HasBa miclLis ipoBe/ieHHsI K/TiHIYHOTO BUIMPOOYBaHHS

1. | k.M.H. KpaBuenko T.I'.

KomyHaneHe HekomepLiiHe mianpuemcrBo «KwuiBcbka MicbKa KiiHiyHa JikapHs Nel8»
BUKOHABUOro opraHy KwuiBcbkoi Micbkoi pagu (KuiBcbkoi MichbKOi Jiep)kaBHOI afMiHicTpatiii),
TIPOKTOJIOTiYHe BifjisieHHs, M. KuiB

2. | nikap Jlorganizi T.I.

KomyHanbHe HekoMmepliiiiHe mignpuemMctBo KwuiBcbkoi obmacHoi pagu «KuiBcbka obsacHa
JIIKapHS», TeparieBTUYHe BijfineHHs, M. KHiB

3. | reHepa/sibHUM AupeKTop Manuiibka A.IT.

KomyHasmpHe  HekoMeplliliHe MiANPUEMCTBO  «XepCOHCbKAa MiCbKa KJIiHIYHA  JIiKapHA
iM. €.€.Kapabeemnia» XepCoOHCbKOI MiCbKOI pajid, TaCTPOTEPAIIeBTUYHE Bifi/lijIeHHs, M. XepCOH

Howmep Ta faTta Haka3sy
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

Hasga k/iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«bararorieHTpoBe, paH/I0Mi30BaHe, MOABiMHe cire, 1arie00-KOHTPOIbOBAaHe IOC/Ti/PKEHHS iHYKIIHHOT
Tepartii /711 BUBUeHHs1 e()eKTUBHOCTI Ta Ge3reuyHocTi picaHkizymaby y malfieHTiB 3 BUPA3KOBUM KOJIiTOM
BiJ cepe/IHbOBA)KKOI /10 Ba’KKOI (popMU aKTUBHOCTI», M16-067, iHKOpriopoBaHuii nornpaBkamu 1, 2 Ta 3
Big 01 >xoBTHS 2020 poKy

3asgBHUK, KpaiHa

«E66Bi biodapmackroTikan3 I'm6X», IlIBetitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/nperiapaTty




| CYNyTHBOI Tepariii |

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hoparok Ne 19

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

Inentudikaris cyrreBoi
TIOTIPaBKU

OroviomieHHss npo KiiHiuHe gociimkeHHsi (Press), Bepcis 1 Big 15 rpygHs 2020 poky yKpaiHCBKORO
MoBor0; OrosnoiieHHs Npo KiaiHiuHe gocimpkeHHs (Press), Bepcisi 1 Big 11 rpyass 2020 poky pociiicbKoro
MoBo10; ITnakat npo kniHiuHe gociimkeHHsi (Poster), Bepcisi 1 Big 15 rpyans 2020 poky yKpaiHCBKORO
MoBow; [lnakar mpo kniHiuHe gocnigkeHHsi (Poster), Bepcis 1 Big 11 rpyans 2020 poky pociiicbKoro
MOBOM; JIucT 10 poanua abo mikmyBanbHUKa TatieHTta (Caregiver letter), Bepcis 1 Big 15 rpygus 2020
POKY YKpaiHCBhKOI0 MOBOR; JIUCT /10 porya abo mikmyBanbHUKA martjieHTa (Caregiver letter), Bepcis 1 Bif
11 rpygnst 2020 poky pociiicbkoro MoBoto; IHdopMmariiiiHa 6poiirypa f/1s naijienTa, Bepcis 1 Big 15 rpyjHst
2020 poky ykpaiHCbKOIO MOBOM; IH(dopmMariitiHa Opornypa ajis maijiedTa, Bepcis 1 Big 11 rpyaus 2020
POKY pociiicbkoro MoBo1O; [HhopMallis mpo HayKOBi KaiHIUHI AocmigKeHHs, Bepcis 1 Big 15 rpyans 2020
POKY yKpaiHCbKOI MOBOI0; [H(hopMallisi po HayKoBi K/iHiuHI JocsipkeHHs, Bepcis 1 Bifg 11 rpyaus 2020
POKy pocilicbkoto MoBoto; [Ipotieaypa oTpumaHHs iHdopmoBaHoi 3roau, Bepcisi 1 Big 15 rpyans 2020
POKY yKpaiHCbKOIO MOBOO; IIporieaypa oTpuMaHHsl iHpopmoBaHoi 3roau, Bepcis 1 Big 11 rpyans 2020
POKY pOCiHiCbKOI0 MOBOIO; BykneT a/is natjieHTa, Bepcis 1 Big 15 rpyans 2020 poky yKpaiHCBKOIO MOBORO;
Byknet ansa matjienta, Bepcis 1 Big 11 rpygus 2020 poky pocilickkoro MoBoro; I1pukiaj aHiMOBaHOTO
CLleHapit0 OTpMMaHHS 3rOofM TallieHTa Ha KIiHiUHe AO0C/ipKeHHs) aHT/IiMChbKOI MOBOI; AHiMOBaHMM
ClLeHapili OTpMMaHHS 3rOAM MallieHTa Ha KIiHiuHe [gociifpkeHHs, Bepcis 2 Big 06 ciuns 2021 poky
YKpaiHCbKOI0 MOBOR; AHIMOBaHWM ClieHapiki OTpUMaHHSl 3rOAM MallieHTa Ha KJIiHiuHe [OCJIi/)KeHHS,
Bepcist 2 Bim 06 ciuns 2021 poky pocitickkoro MoBor0; ITociOHUK i3 Bi3UTIB i 0OCcTeXeHb, repezibaueHNX
JociimkenHsM, Bepcisi 1 Big 15 rpyans 2020 poky ykpaiHCbKOr MoBowo; [locibHuk i3 Bi3uTiB i
o0cTexxeHb, repeadaueHrX JOC/TimKeHHsM, Bepcis 1 Big 11 rpyaas 2020 poky pociiicbkKor MoBoORO; JIucT-
rnozisiKa /s raijieHrta, Bepcisg 1 Big 15 rpyzaHsa 2020 poky ykKpaiHCbKOXO MOBOM; JIMCT-nojsika aJis
naijieHTa, Bepcist 1 Big 11 rpyanas 2020 poky pociticbkoro MoBor0; CKpiHIIOTH onutyBanbHUKa: UCSD-
SOBQ (Meauunwmii nientp yHiBepcutetry Kamidopnii B Can-/liero (UCSD) IIporpama peabisniTauii npu
xBopo0ax JiereHiB ONUTYBaJbHUK JJIs1 OLiHKK 3aAuilKu), Bepcis 1.0 Big 04 ciunsa 2021 p. yKpaiHCbKOIO
MOBOIO /711 YKpaiHu; TecT i3 6-XBWIMHHOIO XOAbOOIO — THUMOBI iHCTPYKIJi Ta mif0ab0prOBaHHS
YKpaiHCBKOI MOBOK; TecT i3 6-XBWIMHHOIO XO/b0OK — THUIMOBi iHCTPYKLii Ta mi/f0abOprOBaHHS
pociiicekoro MoBoro; KapTtka maijienTa, Bepcisg 3.0 Big 18 mortoro 2021 p., aHrilicbkoro MoBor0; KapTka
nauieHTa, Bepcis 3.0 Big 18 mortoro 2021 p. [1epekazieHo Ha yKpaiHCbKY MOBY [Jjis1 YKpaiHuU_22 JHOTOr0




2021 p.; Kaptka natjienta, Bepcisi 3.0 Big 18 mororo 2021 p. IlepeksiaieHO Ha POCIMCBKY MOBY AJisI
Ykpainu_22 motoro 2021 p.; 3anyyeHHs1 AOAATKOBOTO MiCIisl MPOBe/IeHHs K/TiHIYHOTO BUTIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA

n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | A.M.H., pod. Cymko B.O.

Hep>xaBHa yctaHoBa «Hauionansuuii Haykosuii LlenTp Paziauiiinoi Meauuau HatjioHanbHOT
Akapemii Meguunux Hayk Ykpainw» (HHLIPM), BigaineHHs my/IbMOHOJIOrIT Biffiny Teparmii
pafialivHux HacaiaKiB [HcTuTyTy KiiHiyHOI pagionorii HHIIPM, m. Kuis

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Ha3sBa ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PanzomizoBaHe, mTOABiMHe citine, T/1ale00-KOHTPOIbOBaHe [OCTiKeHHs Gasu 3 A OL[iHKK
edeKTUBHOCTI Ta Oe3meuHocTi 3actocyBaHHs PRM-151 y maijieHTiB 3 ifioraTHYHUM JieTeHeBUM
hibpo3om», WA42293, Bepcis 3 Big 13 miucromaga 2020 poky

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

«®. Xopdpmanu-JIs Pour JIta» [F. Hoffmann-La Roche Ltd.], HIBeiiiapis

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /lUpeKTopaTry
(apmaneBTHYHOTO 3a0e3nMeueHHs Onekcanap KOMAPIJA




HopaTtok Ne 20

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

Onognenuii ITporokon kniHiuHoro gociimkenHss KAR-009, Bepcis 1.1 Big 23 nucronaza 2020 p.; 3miHa
Ha3BU 3asiBHUKa KiiHiyHoro BurpoOyBaHHsi 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xenc
Ykpaina»; OcHoBHa (opma iHpopmoBaHOi 3roau, Bepcis 2.1.0 Big 24 motoro 2021 p. yKpaiHCBKOIO Ta
pociiicbkoro MoBamy; IeHTH(ikalliiiHa KapTKa TallieHTa Ta KapTKa [/l eKCTpeHUX cuTyarlii, Bepcis 1.0
Big 17 cepmast 2020 p. pocitickkoro MoBoro; Ileperik aHami3iB Ta o6cTexeHb, Bepcis 1.1 Big 14 rpyans
2020 p. yKpalHCBKOIO Ta poCiicbKoro MoBaMy; bpoiypa narjienra, Bepcig 1.1 Big 14 rpyans 2020 p.
YKpaiHCBbKOIO Ta poCiiicbkoro MoBaMu; [1puBiTanbHUM MUCT [0 NaLieHTa, Bepcis 1.1 Big 14 rpyans 2020 p.
YKpaiHCbKOIO Ta pOCIHMCbKOWO MoBamu; JIuct jikaps Ao Jikaps, Bepcisi 1.0 Big 10 rpyaus 2020 p.
aHTJIiChKOIO Ta YKpaiHChKOI MOBaMu; KOHTpPOJ/IbHUM CITMCOK /17151 aHaslizy MeUUHUX KapT, Bepcis 1.1 Bif,
10 rpyaus 2020 p. aHITIMCBKOIO Ta YKPaiHCHKOK MOBaMH

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 614 Big 01.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PangoMi3oBaHe, TozBiliHe cimie, Myaleb0-KOHTPO/IbOBaHe OaraToLeHTPOBe AOC/imKeHHs 3 ¢a3d, sKe
MIPOBOJIUTHCS y Tlapajie/IbHUX T'Pyrlax 3 MeTOH OLiHKU eheKTHUBHOCTI Ta Oesmeku mperapaty KarXT y
JIOpPOC/UX TIAL[i€HTIB 3 mM30(peHiero 3a Kputepismu DSM-5, rocmitanizoBaHUX 3 TOCTPUM TICUXOTUYHUM
posnagom», KAR-009, Bepcis 1.0 Big 27 cepriag 2020 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Karuna Therapeutics Inc., United States (CILLIA)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Hopmatok Ne 21

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»

Ne
Inentudikatiis cyrreBoi 3MiHa Miclisi IpOBe/IeHHs] BUTIPOOYBaHHSI:
TIOTPaBKU BYJIO CTAJIO
I.M.H., npod. bapHa O.M. I.M.H., npod. bapHa O.M.
MeguuHui 1]eHTP TOBapucTBa 3 O0OMeXeHOr | MeJWUHUH I1[eHTp TOBAapUCTBA 3 OOMEXEHOIo
BimoBifanbHiCTIO  «EBponab», amOysaTOpHO- | Bi/TIOBia/IbHICTIO «ITpeBeHTK/TiHIKa»,
TOJIiK/TiHIYHe BiffiieHHs, M. Kuis KOHCY/IbTaTUBHO-/1iarHOCTUYHUM Bifzin, M. Kuis

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1960 Big 29.10.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«[10BroCcTpOKOBe TIPO/IOBXKEHe NOCTiKeHHs Tijiipakizymaly 3 MeTOr JJOBeJileHHsI Horo 0e3rneuHoCTi Mpu
3aCTOCYBaHHI y MAIi€HTIB i3 TICOpiaTUYHMM apTPUTOM, fIKi paHille Opasy ydacTb y [JOCTiPKEeHHi i3
3aCTOCYBaHHSM Tifgpakizymady», CLR_18_07, Bepcis mpotokosy 01 3 iHKOPIIOpOBAaHOKO TOTIPABKOKO 1
Bizg 22 nuniHg 2020 poky

3asBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHs AMKOH», YKpaiHa

CnoHcop, KpaiHa

Sun Pharma Global FZE, O6’ennani Apabcbki Emipatu

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hoparok Ne 22
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBnieHMi MPOTOKON KiiHiuHOro BumpobOyBanHs MW2012-01-01, Bepcis 10.01 Bix 16 mucromaza
2020 p., aurjiticbkkoto MoBoro; OHoBneHa Bpormypa gocnigauka (NexoBrid (Debrase)), Bepcisi 20 Bif
12 ciuns 2021 poky, aHIJilicbKO0 MOBORO; [H(popMarliiiHUil TMCTOK Ta opma 3rofu AJsi MaJodiTHbOTO
(Bikom 12-13 pokiB), matictep-Bepcisi 4.0 anst €C asist ocib Bikom 12-17 pokiB Bif 24 ciunds 2021 p., Bepcis
5.0 Big 15 motoro 2021 p., aHr/1iMcbKOI, YKPAiHCHKOIO Ta POCiHiCbKOK MoBaMu; IHdopMaLiiiHui JTUCTOK
Ta hopMa 3roJju HeIMOBHOJTITHLOTO (BikoMm 14-17 pokiB), matictep-Bepcisi 4.0 anst €C anist ocib Bikom 12-17
pokiB Bif 24 ciuns 2021 p., Bepcis 5.0 Big 15 moTtoro 2021 p, aHrilCbKO0, YKPaiHCHKOK Ta POCIHCHKOI0
MoBam#; [HdopMmariiiiauii mcTok Ta Gopma iHpopmoBaHoi 3rogu OaTbKiB, Maiictep Bepcisi 4.0 ans €C
bareku Big 24 ciuns 2021 p., Bepcig 5.0 Big 15 motoro 2021 p., aHI/iACBKOIO, YKpaiHCHKOHO Ta
pociticekoro MoBamu; [Hdopmaliilinuii McTok Ta dopMa iHpopmoBaHoi 3roau mnaijieHTa [ToBHOJITHI (BiK
18 pokiB), matictep-Bepcisi 4.0 gy €C a1 moBHOMITHIX 0cib Big 24 ciuns 2021 p., Bepcis 5.0 Bix 15
moTtoro 2021 p., aHIIiMCHKOI0, YKPaiHCHKOIO Ta POCIMCHKOI0 MOBaMU

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1962 Biz 29.10.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorjeHTpoBe, Mi)KHapO/JHe, paHJOMi30BaHe, KOHTDO/bOBaHe, BiJKpWUTe [OCII/PKEHHS 3 OLIHKU
edeKTBHOCTI Ta Oe3meuHoCTi 3acTtocyBaHHs miperniapaTy Hekcobpig (NexoBrid) y giTeii 3 TepmiuHMMU
OMiKamMM TMOPIBHAHO 3i cTraHAapTHUM JiikyBaHHsM (CJI)», MW2012-01-01, Bepcis 9.01 Bix 29 munHs
2019 p.

3asgBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHss AWKOH», YKpaiHa

CnoHcop, KpaiHa

MeniByug JIT., I3pains/ MediWound Ltd., Israel

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Hopatok Ne 23
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

Inentudikariis cyrreBoi
TIOTIPaBKU

KopoTka xapakTepuCTHKa [JOC/iPKyBaHOTO Jiikapcbkoro 3aco0y Kap6Goruiatus, 10 mMr/mi, KOHIJeHTpaT
J/Isl IPUTOTYBaHHS PO3uMHY 15 iHQYy3ii, Bif 16 yepBHst 2020 poky; 3MiHa afipecu 3asiBHUKA KJ/iHIYHOTO
BurpoOyBaHHs — «E060Bi biodapmaceroTikan3 'M6X», I11BeHiapis:

bYJIO
Heiixodutpacce 23, 6341 m. baap, IlBeiiuapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

CTAJIO
Anbre IIrtamuxaysepwtpacce 14, 6330 Xawm,
[IBeiiiapisi (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

Howmep Ta faTa Haka3sy
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanyomizoBaHe naie60 -KOHTpoJ/IbOBaHe JOC/i/pKeHHs dasu 3 KapboraTiHy Ta naksitakceny 3 [TAPII
inribiTopom Bemimapubom Ta 6e3 ITAPII inribitropy Benimapuby (ABT-888) mpu HER2-HeratuBHOMY
MeTacTaTUYHOMY abo JIoKa/bHO TolIrpeHoMy HeorepabenbHoMy BRCA-acorjifioBaHOMy paky MOJIOUHOI
3a/103u», M12-914, 3 iHKOpriopoBaHUMM AIMiHICTpaTUBHUMHU 3MiHamu 1, 2, 3 Ta 4 i nonpaskamu 1, 2, 3
Ta 4 Biz 23 munHsa 2020 poky

3asgBHUK, KpaiHa

«E66Bi biodapmacsroTikan3 I'm6X», IlIBetitjapis

CnoHcop, KpaiHa

AbbVie Inc., CIITA

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry

(papmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




Hopatok Ne 24

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

bpourypa pocniguuka gisi Rozanolixizumab Bim 06 Bepechsi 2020 poky; 3miHa BifnoBizasbHOTO
NOCTiTHAKA:

BYJIO CTAJIO
nikap IMununenko I'.B. nikap Horaesa JI.I.
KomyHanbHe ~ HekoMmepliiiHe — mianpuemctBo | KoMyHanbHe — HekoMepliiliHe — MiJTIPUEMCTBO
«YepKacbkuu obsacHui OHKOJIOTiUHUM | «HepKacbKui ob/acHuiA OHKOJIOTIYHUN
mucriadcep  Yepkackkoi  obOsacHOi  paaw», | AucriaHcep — YepkacbKoi  oOGmacHOI  pazm»,
obnacHuiA NKyBaJIbHO-/IiarHOCTUUHUM | 06/1acHUi JIIKyBaJIbHO-/1iarHOCTUYHUI
reMaToJIOTiuHUM 11eHTp, M. Yepkacu reMaToJIOTiYHUM 11eHTp, M. YepKacu

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTe mOCTKEHHS TIOAOBXKEHHS Teparii /s BUBUEHHS [JOBrOTpUBasioi  0e3nevHoCTi,
MepeHOCHMOCTi Ta e(eKTUBHOCTI TIperapaTy pPO3aHOJIKCi3ymab y TalieHTiB 3 MepCUCTYHYol abo
XPOHIUHOIO TIepBUHHOI0 iMyHHOI0 TpoMboruTorneHieto (ITTT)», TP0004, Bix 21 mictonazga 2019 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa

FOCibi biodapma EcApEn, Benbris / UCB Biopharma SRL, Belgium

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

I'eHepanibHMH JUpeKTOP JJMpeKkTopaTry

(apmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




Hopatok Ne 25

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

Hopatok no dopmu iHbopmoBaHoi 3roau: Hdogatok 1 o dopmu iHpopmoBaHOi 3rogu, Bepcis 1.0 ans
YKpaiHu YyKpaiHChKOIO Ta pociiicbkoro MoBamu Bij 11 Oepe3ns 2021 p. Ha ocHoOBi MmaiicTep-Bepcii
Hopatky 1 no dopmu iHdopmoBaHoi 3roau (AJis mauieHTiB Koroptd A) ans gociimxkeHHss CO40016,
Bepcis 9 Bif 11 Bepecns 2020 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 211 Big 07.02.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[Togsitine cnine TUIalEb0-KOHTPO/ILOBAHe paHAoMizoBaHe dasu III gociimkeHHs imaracepriOy y
KOMOiHaI[ii 3 TIaK/JiTakcesloM B SKOCTi JIKyBaHHS [Jisl TIALEHTIB 3 TeHHUMU TOPYLIeHHIMHU
PIK3CA/AKT1/PTEN B rpymi MicijeBornomnmpeHoro abo MeTacTaTUUHOT0, TIOTPiHO-HETaTUBHOTO PaKy
MOJIOYHOI 3a/i03u abo B rpymi ropMoH-mo3uThBHOTO, HER2-HeratMBHOro paky MOJIOUHOI 3ai03u»,
C040016, Bepcisi 9 (Koropra C) Biz 20 BepecHst 2019 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifampHICTIO «Porn YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru JIta (LBetitapis)

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hopatok Ne 26
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

[ToripaBKa /10 CTIPOIIEHOTO AO0CKE JOC/TiIPKYBAHOTO JIiKapChbKoro 3acoby manbormkiii6. OHOBIeHUH po3zin
P.3.1. BupobHuku (cmc387296) cripolieHOro JOChE MOC/TiKYBaHOTO JiKapChKOTo 3aco0y rmanbouukIiio,
TBepAi Karicymm mo 75 mr, 100 mr abo 125 wmr. [dojaBaHHs [OC/i/)KyBaHOTO JIiKapChKOTO 3aco0y
nanbouKib y sikapceKii hopMi TabeTKH, BKPUTI TUTIBKOBOO 000/I0HKOO 110 75 Mr, 100 Mr abo 125 wmr.
Po3pmin P.3.1. BupobHuku (cmc386551) crpoleHoro [oCh€ AOCTiKYBaHOTO JIiIKAPCHKOTO 3aco0y
nanboukib, TabneTKW, BKPHUTI IUTiBKOBOIO 000/i0HKOO 1o 75 mr, 100 mr a6o 125 wmr. 3pasku
MapKyBaHHS [JOC/Ii/IPKyBaHOTO JIiKapCbKOTO 3aco0y manbonukaib, TabneTkd, BKPUTI TUTiIBKOBOIO
o6omoHKOI0 10 75 Mr, 100 Mr abo 125 mr ykpaiHCBKOI0 MOBORO, Bepcis Bif 08 ciuns 2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe moABiliHe criimne riaie60-KOHTpPobOBaHe OararorjeHTpoBe fociimkeHHs da3u 111 anis
ouinku edektuBHOCTI Ta Oesmeunocti GDC-9545 y komOiHamii 3 manbouMKIiboM TOPiBHSIHO 3
KOMOiHalI[i€l0 JIeTp030/1y Ta Maja0OIMK/IiOy y TMal[ieHTiB 3 eCcTpOreH-perentop-no3utuBHuM, HER2-
HeraTUBHMM MICLIeBOIIOLLIMPEeHUM UM MeTacTaTUYHMM PakoOM MOJIOYHOI 3a/mo3u», BO41843, Bepcia 1 Bix
14 motoro 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xoddmann-JIs Poru Jita, [Beiiiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopatok Ne 27
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBnenuii mpotokos Amendment 5 Biz 29.01.2021; Tndopmatiis /15 narjieHta Ta @opma iHpopmoBaHoi
3romu — Ilporokon 64091742PCR3001, Bepcia 11.0 ykpaiHcbKOr0 MOBOIO Ajs1 YKpainu Bifj 02.03.2021;
IHdopmariist ans naijienta Ta @opma indhopmosaHoi 3roau — ITpotokon 64091742PCR3001, Bepcis 11.0
pocilicbkkoro MoBow A1 Ykpainu Bif 02.03.2021; Indopmauis ans naiiedta Ta @opma iHhopmoBaHOT
srogu — IIporokon 64091742PCR3001, Bepcis 2.0 ykpaiHCbKOHO MOBOIO 11 YKpainu Bix 02.03.2021;
Indopmarisi g natienta Ta @opma iHpopmoBaHoi 3rogu — ITpotokon 64091742PCR3001, Bepcis 2.0
pociiicekoro MoBoro st YKpainu Big 02.03.2021; Jluct BianoBimanbHOro AociifHWKa [0 Talji€eHTa
(moHoBneHHs1 iHpopmoBaHoi 3roau), 64091742PCR3001, Bepcisi ykpaiHcbkoro MoBoto 4.0 Big 02.03.2021
p.; Jluct BianoBiganbHOro AociifHMKa [0 maijieHTa (TMTOHOBAeHHsS iHPOpMOBaHOI 3rofiu /Jisi KOropTy 3),
64091742PCR3001, Bepcis ykpaiHcbkoro MoBoro 1.0 Big 02.03.2021 p.; Hozarok 1 Bim 16.12.2020 mo
Bpoiypu gocnianvka Hipanapu6, Buzanss 11 Big 18.06.2020 p.; Joamarok 1 Bix 04.02.2021 go Bporrypu
pocnigavka CJNJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), BugaHHa 1 Bij
23.09.2020; Indopmariiiinuii 6ronetens gociimkenas MAGNITUDE 64091742PCR3001-UKR25 Edition
1, 2020 ykpaiHCbKOlO MoOBOw; IHdopmariitinuii  Orosetens  pociimkeHHs MAGNITUDE
64091742PCR3001-RUU25 Edition 1, 2020 pocilicbKor0 MOBOIO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUITPOOYBaHHS

Ne 636 Big 22.03.2019

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«PanzpomizoBaHe, miaiieb60-KOHTPOIbOBaHe, MOABiMHe Ciline KiiHiuHe JocCifkeHHs 3 (a3u rperapary
Hipanapu6 y kombinaijii 3 A6GiparepoHa Areratom Ta IlpeaHizoHoM y TmopiBHSHHI 3 AGipaTepoHa
Aneratom Ta [IpesHi30HOM /i JIKyBaHHS IALIIEHTIB 3 MeTaCTaTUYHUM PaKOM IepeAMiXypoBOI 3a/1031»,
64091742PCR3001, 3 nonpaBkoto Amendment 4 Bix 03.07.2020

3asiBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbrisa

CnoHcop, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

CymnyTHi
MaTepianu/mpernapaTi
CYMyTHBOI Tepariii

I'enepanbHuil AUpeKTOp /JUpeKkTopary
(apmaneBTHUHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Hoparok Ne 28
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

Onoenenuii IIpotokon kiaiHiuHoro BurpoOyBaHHS GA40209, Bepcisi 6 Bim 15 rpyans 2020 p.,
aHIIiMcbKOl0 MoBOM; IHdopMmaliisi a1 mnaijieHTa i dopma iHdbopmoBaHOi 3rogu A/  YKpaiHu,
aHrjificbkkoro MoBow, Bepcis 5.0 Big 09 mororo 2021 p.; Indopmaiiis ans maijieHta i dopma
indbopMoBaHoi 3roju /s YKpaiHU, YKpaiHCbKO0 MOBOIO, Bepcisi 5.0 Big 09 motoro 2021 p.; [Hpopmariis
I TatfienTa i doopma iHpopmoBaHoi 3roau /st YKpaiHu, pociiickKoro MoBoIo, Bepcist 5.0 Big 09 mroToro
2021 p.; Hopatok mo IHdopmarii ans marieHTa Tta dopMu iHPOpMOBaHOI 3rofu: 3rojia Ha MPOBeZEeHHS
asbTePHAaTUBHUX Bi3UTIB B paMKax A0C/ipKeHHs 1ifJ yac na”aemii COVID-19 ans Ykpainu, aHrIiicbKoro
MoBorw, Bepcis 1.0 Bim 10 mororo 2021 p.; Homatok a0 IHdbopmauii ans mnaiieHTa Ta Qopmu
iHopMOBaHOi 3rosiu: 3rojjla Ha TNpPOBeJEeHHsS a/JbTePHAaTUBHUX Bi3UTIB B paMKax [JOC/i/KeHHs Mif uac
nangemii COVID-19 gns Ykpainu, yKpaiHCbKOX0 MOBORO, Bepcia 1.0 Big 10 mrotoro 2021 p.; Jdogatok 10
IHdopmariii a5 natienTa Ta popmMu iHPOpMOBaHOI 3ro/ju: 3rofia Ha MPOBe/IeHHs a/lbTePHAaTUBHUX Bi3WTIB
B paMKax Joc/ipKeHHs i yac nmaHgemii COVID-19 ans Ykpainu, pocilicbkkoro MOBORO, Bepcisi 1.0 Bif,
10 mororo 2021 p.; ITogoBXKeHHs TepMiHy MPOBe/IeHHs KIIiHIUHOrO BUTNpOOyBaHHS B YKpaiHi g0 31
unHA 2024 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 146 Big 21.01.2019

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«Bigkpute mnpogopxkeHe pocmimpkeHHs Ga3u I 3 MeTor OIiHKM JOBrOCTPOKOBOI 0e3MmeuHoCTi Ta
nepe”ocumocTi npenapaty UTTR1147A y nanjieHTiB i3 BUPa3KOBHUM KOJIITOM BiJj IIOMIPHOIO [0 TSPKKOTO
cryneHs: abo xBopoboto Kpona», GA40209, Bepcis 5 Big 09 kBitHst 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHoro BianorizaneHicTio «KoHTpakTHO-[ocnignunpka Opranizatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

Genentech, Inc., USA/ [I)xenenrek Iuk., CIIIA

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuil AupeKTOp /lUpeKkTopaTry

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hopatok Ne 29

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

HoroBHeHHs1 A0 IHdopmauiiiHoro nvcTka s malieHta i ¢dopmu iHbopMoBaHOI 3roAM Ha y4yacTb y
K/IiHIUHOMY JociifpkeHHI (Maiictep Bepcisi Bif 27 motoro 2019 p., Bepcisi ansa Ykpainu 3.0 Big 27
6epesnst 2019 p.), maiictep Bepcist Big 12 mrotoro 2021 p., Bepcis g Ykpainu Big 01 6epe3ns 2021 p.,
aHTJIiChKOI0, YKPalHCHKOIO Ta pOCiticbKoo MoBamu; dopma HajjlaHHS KpUTHUHOI iHdopmaliii 11070
6e3reku, Bepcisi Big 09 mortoro 2021p., aHTTilCEKOK MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 342 Big 26.02.2018

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«baraTouieHTpOBe, MO/BiliHe cilifle, paHAOMi30BaHe, y MapajenbHUX Tpymnax [ociipkeHHs ¢dasu 3B/4
npernapaty Todauutuni6 (CP-690,550) y mallieHTiB 3 BUpPa3’KOBHUM KOJITOM B CTiMKii peMicii»,
A3921288, dinanbHa Bepcis 3 iHKOpriopoBaHoo nornpaskoro 3 Bif 11 Tpasns 2020 p.

3asiBHUK, KpaiHa

TOB «Kniniuni gocnimkeHHss AKOH», YKpaiHa

CnoHcop, KpaiHa

Pfizer Inc., USA/ ®aiizep Iuk., CIIIA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3neYeHHA Onexkcangp KOMAPIJA




HopnaTtok Ne 30

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZIJaTKOBOT'O MiClisl ITPOBe/IeHHS KTiHIYHOTO BUTTPOOYBAHHS

Ne
/1

HasBa miclLis ipoBe/ieHHsI K/TiHIYHOTO BUIMPOOYBaHHS

[1.I.b. BigmoBifa/bHOro AOC/IiJHUKA

3aB. Bij. Kupuuenko O.B.

KuiBcbKa KiiHiYHa /iKapHS Ha 3a1i3HUYHOMY TpaHcnopTi Ne2 ¢inii «LleHTp oXxopoHu 310poB’si»
aKI[iOHEPHOTO TOBAPUCTBA «YKpPaiHChbKA 3aJIi3HULISI», Bi/iJIEeHHSI raCTpOeHTeposorii, M. Kui

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBaHe, nozBiiiHe ciiine, Tuialeb0-KOHTPO/ILOBaHEe Ta 3 aKTUBHUM KOHTPOJIeM, OaraTolLieHTpoBe
JociimpkeHHss dasu 2/3, 110 MPOBOAUTHLCS y TapajiefibHUX Ipyrax 3 MeTOH OL[iHKA e(eKTUBHOCTI Ta
6e3meuHOCTi ryce/ibKyMaly y MaijieHTiB i3 XBopoboto KpoHa B akTHBHil (a3i Bifi cepeIHbOTO [0 BaKKOTO
crynenst TSDKKOCTi», CNTO1959CRD3001, 3 monpaBkoro 2 Bij 13 mucromnazaa 2019 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen ®apmartieBtvika HB, Benbris

CynyTHi
Marepianu/mpernapaTy
CYTIyTHKOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Hopmatok Ne 31

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

InenTudikaris cyTreBoi
TIOTIPaBKU

[Ipotokon kmiHiyHOro pmociigpkenHss MS200527_0080, Bepcis 2.0 Big 27 mucromaga 2020 poky,
aHrJIifickkoro MOBOO; bpoiiiypa gocrignvka Evobrutinib (M2951), Bepcis 13.0 Big 27 nucromaja
2020 poky, aHI/WCBbKOIO MOBOW; IHQopmaliiiHUil JUCTOK TmalieHTa i ¢opma 3roau, Bepcis
V2.0UKR(uk)1.0 Big 11 6epe3ns 2021 poky, nepekiaj, yKpaiHCbKOH MOBOIO Bif 12 6epesnst 2021 poky;
Indopmariitiamii rcToK maiieHTa i gpopma 3roau, Bepcis V2.0UKR(ru)1.0 Big 11 6epesns 2021 poky,
repeKsiafi pocificbkkoro MoBoio Bim 12 Oepe3nsi 2021 poky; IHdopmariilinuii aucToK i ¢opma 3roau
narfieHTa Jjis BiJKPUTOTO po3IIupeHoro Tepiony mociimkenHs, Bepcis V2.0UKR(uk)1.0 Bix 11 Gepe3ns
2021 poky, Tepeksaj, yKpaiHCbKOI MOBOIO Bif 12 6epe3ns 2021 poky; [HpopmariitiHuii ucToK i dopma
3ro/ii TaljieHTa Jjisi BiIKPUTOTO pPO3LIMPeHOro mnepiogy fociifpkeHHsi, Bepcisi V2.0UKR(ru)1.0 Big 11
6epe3nst 2021 poky, repeksaz pociiicbkoro MoBoro Bif 12 6epesnst 2021 poky; lomaTtkoBa iHhopMoBaHa
3ro/la yyaCcHHMKa Ha ZJ0CTaBKY J0C/IipKyBaHOI 0 IipenapaTy yYacHHUKY Aozomy, Bepcis V1.0UKR(uk)1.0 Big
22 motoro 2021 poky, mepeksaj yKpaiHCbKOr0 MoBow Bix 05 Oepesns 2021 poky; [opmaTkoBa
iHdbopMoOBaHa 3rofla yyacHUMKa Ha [JOCTaBKY JOC/i[)KyBaHOrO Tperapary Y4YacHUKY JOJOMY, Bepcisi
V1.0UKR(ru)1.0 Big 22 motoro 2021 poky, mepek/af, pociticbkkoro MoBoro Bif 05 6epesns 2021 poky;
HopaTtkoBa iHdopMoBaHa 3rojla y4yaCHHMKA Ha JOCTaBKy JOC/i[)KyBaHOTO Mperapary y4aCHUKY J0[0MY,
Bepcig 1.0 gns Ykpaind, V1.0UKR1.0, Bix 22 mtotoro 2021 poky, aHrjikicbkoro MoBoro; Kaptka 3
Hara/lyBaHHsM Tpo Bi3uT, Bepcisi [V02 UKR(uk)] Big 29 ciunsi 2021 poky, ykpaiHCbKOr0 MOBOHO; KapTka 3
HaraZyBaHHsM mpo Bisut, Bepcig [V02 UKR(ru)] Bim 29 ciunsa 2021 poky, pocCilicbKO0 MOBOIO;
[MonenHvk yuacHuka, Bepcisi [V02 UKR(uk)] Big 21 ciunsa 2021 poky, ykpaiHCbKot0 MoBowo; LIlogeHHUK
yuacHuKa, Bepcisi [V02 UKR(ru)] Big 21 ciuns 2021 poky, pocitickkoro MOBO0; bporitypa /s natjieHTa,
Bepcisi [V02 UKR(uk)] Bim 27 ciuns 2021 poky, ykpaiHCbKOIO MOBOM; bpoiiypa f/s maijieHTa, Bepcis
[V02 UKR(ru)] Big 27 ciunsi 2021 poky, pociiicbkoro MoBo0; ITociOHMK /151 yyacHMKa [OC/TiKeHHs,
Bepcisg [V02 UKR(uk)01] Big 05 motoro 2021 poky, ykpaiHCbKOIO MOBORO; IToCiOHMK Jjis ydacHHKa
nJocnimkenns, Bepcis [V02 UKR(ru)01] Big 05 moTtoro 2021 poky, pociiicbkKor MOBO; JIMCT [0 rpynu
i3 3axucty mpaB Ta iHTepeciB mnauieHTiB, Bepcis [V02 UKR(uk)01] Big 05 motoro 2021 poky,
yKpaiHCbKOI0 MOBOO; JIMCT /10 Irpynu i3 3aXMCTy TpaB Ta iHTepeciB maijieHTiB, Bepcis [V02 UKR(ru)01]
Big 05 motoro 2021 poky, pociiicbkoro MoBORO; JIUCT Bif, /ikaps-A0C/IiAHUKA MOTeHL[iHHOMY y4aCHHUKY




pJocnimkennss, Bepcis [V02 UKR(uk)02] Big 23 motoro 2021 poky, yKpaiHCBKOH MOBOIO; JIUCT Bif
niKapsi-IoC/iJHUKA TIOTeHL[iMHOMY yuacHUKY AocaifkeHHs, Bepcisi [V02 UKR(ru)02] Big 23 motoro 2021
POKY, POCiicbKOI0 MOBOIO; bpoiilypa /s jiikaps 110j0 HaripaByieHHs naijieHTiB, Bepcis [V02 UKR(uk)01]
Bix 23 motoro 2021 poky, YKpaiHCBKOO MOBORO; bpomiypa s jikapsi W0Z0 HarpaB/ieHHsS! Malji€HTIB,
Bepcisi [V02 UKR(ru)01] Big 23 motoro 2021 poky, pociiickkoro MOBOIO; JIMCT [0 miKaps II0fi0
HaripaBJieHHs1 nanieHTiB, Bepcis [V02 UKR(uk)02] Big 23 motoro 2021 poky, yKpaiHCbKOK MOBORO; JIUCT
[0 miKapsi Io[0 HampaBjeHHs mailieHTiB, Bepcis [V02 UKR(ru)02] Bix 23 mortoro 2021 poky,
pociticbkoro MoBoro; Craiiiv 3 iHdopmariieto ripo pocsimpkenss, Bepcis [V02 UKR(uk)01] Big 03 6epe3ns
2021 poky, ykpaiHcbKor0 MoBoro; Cnaiiau 3 iHdopmatiieto npo gocmiigkenHsi, Bepcis [V02 UKR(ru)01]
Big 03 6epesnsi 2021 poKy, poCiiCbKOI MOBOHO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Bip 21.08.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

baraTonieHTpoBe, paHZOMi30BaHe, MOJBiMHE CJliMe, 3 MOJBIMHOK iMiTalli€t0, KOHTPOJIbOBaHE AKTUBHUM
npernapaTtoM, focnigkeHHs 111 ¢asy, 1110 NpoBogUTHCS B Mapasne/bHUX I'pynax 3 OLiHKY e()eKTUBHOCTI Ta
Oe3reyHocTi eBOOPyTHHIOA Y MOPiBHSAHHI 3 TepU(IYHOMIIOM B YUaCHHUKIB i3 PeLIUUBYIOUNM PO3CisTHUM
cksiepo3om, MS200527_0080, sepcis 1.0 Big 13 smotoro 2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHLiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, HimeuunHa

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop JdupeKropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hoparok Ne 32
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

A3921145 Iadopmanis ans OaTbkiB Ta ¢opma iHdopMoBaHOI 3roAu A ydacTi y KIIiHIUHOMY
BUTIPOOYBaHHi, Ha OCHOBI Bepcii Ha piBHI AocimKeHHs Bif 15 moToro 2021 p., Bepcis g1 Ykpaiau 8.1.0
Bif 16 motoro 2021p., yKpaiHCbKOIO Ta pociiicbkoro mMoBamu; A3921145 Indopmatiis AJs maijieHTa Ta
¢dopma iHdbopMoBaHOI 3roAu A y4acTi y KiiHiuHOMY BUTpOOyBaHHi, Ha OCHOBi Bepcii Ha piBHi
JocigkeHHs Bif 15 mororo 2021 p., Bepcis s Ykpainu 8.1.0 Big 16 motoro 2021p., yKpalHCBKOIO Ta
pociiickkoro MoBamu; A3921145 Indopmariis jns maifieHTa Ta ¢opMa iHGopMoBaHOI  3roju
HEMOBHOJIITHBOTO [i/Ig y4acTi y K/aiHiuHoMy BurpoOyBaHHi (14-17 pokiB), Ha OCHOBi Bepcii Ha piBHi
JocnigkeHHs Big 17 mororo 2021 p., Bepcis gas Ykpainu 8.1.0 Big 18 mrotoro 2021p., yKpaiHCBKOO Ta
pociticekoro MoBaMu; A3921145 IHdopmariisi Asis naijieHTa Ta dopma iH)OPMOBaHOI 3oy AUTHUHU IS
yuacTi y KiHiuHoMy BuripoOyBaHHi (11-13 pokiB), Ha ocHOBI Bepcii Ha piBHi goc/ipKeHHs Bif 17 moToro
2021 p., Bepcis ans Ykpainu 6.1.0 Big 18 mrororo 2021p., yKpaiHCBKOIO Ta POCiMCHKOI0 MOBaMH

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 248 Big 09.03.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[loBroTpusaie, BifKpuTe AOC/IiAKeHHs 3 I1epioZjoM MOJAIBIIOrO CIIOCTePE)KeHHs, sAKe IIPOBOAUTLCS /IS
BUBUEHHsI Mperapary TohaluThHiO TIpy JiKyBaHHI FOBeHiIBHOTO ifiomatruHoro aptputy (FOIA)»,
A3921145, ¢pinanbHUK IPOTOKOJ 3 iHKOpIriopoBaHoto norpaskoro 10 Big 04 TpaBHs 2020 poky

3asgBHUK, KpaiHa

TOB «IuBeHTiB Xesic YKpaiHa»

CrioHcop, KpaiHa

[aitzep Iuk [Pfizer Inc], CIIIA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

I'eHepanibHMH JUpeKTOP JJMpeKkTopaTry

(apmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




Hopatok Ne 33

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnenuii mnporokon 3 IlompaBkoro 1 Big 08.12.2020 p.; Indopmauis gis naiienta ta Popma
iHdopMmoBaHoi 3roau, Bepcisi 3.0 yKpaiHCbKOIO MoBOIO AJisi Ykpainu Big 09.03.2021; Indopmatis jjis
naijienta Ta @opma iHdopmoBaHoi 3roau, Bepcis 3.0 pociiickkoro MoBoto A1 YKpainu Bif 09.03.2021;
[ITabsion mMcTa BiA BiAMoBiganbHOTO [OCTiAHWKA [Jis TALi€EHTIB CTOCOBHO [il Tif vac maHgemil
COVID-19, Bepcis 1.0 Big 09 6epe3nst 2021 poKy yKpaiHCEKOK MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«baraTorjeHTpoBe, 3 OJHVMM pYKaBOM JIiKyBaHHS, BiJIKpUTe, [OBrOTpUBAaJ/ie KIIHIYHe [JOC/iJKeHHs
crioctepexxeHHs1 Oe3meyHocTi CeseKcinary y y4acHUKIB, siKi Opav ydacTb y TIoniepeJHbOMY K/TiHiYHOMY
JocaigxkenHi Cesnekcinary», 67896049PUH3001, sepcis 1.0 Big 04.03.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOTrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA



Hopatok Ne 34

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

InenTudikaris cyTreBoi
TIOTIPaBKU

[TpoTtokon kniHiyHOro fgocnimkenHs MS200527_0082, sepcis 2.0 Big 09 rpyass 2020 poky, aHI/TilCbKOO
MoBorw; bpoiiypa mocnigauka Evobrutinib (M2951), Bepcis 13.0 Big 27 mucromaza 2020 poky,
aHrJilicbkoro MoBOrO; IH(opmariiiHuii nvcTok maijieHTa i ¢gopma 3rogu, Bepcis V2.0UKR(uk)1.0 Bif
11 Gepe3ns 2021 poky, mnepekaaj YKpaiHCbKOIO MOBOW Biz 12 Gepesns 2021 poky; IHdopmariifiHmii
mictok marieHTa i ¢opma 3roau, Bepcis V2.0UKR(ru)1.0 Bim 11 Gepe3ns 2021 poky, mepeksaf
pociiicekoro MoBor Bif 12 Gepesnsi 2021 poky; IndopmariiiHuii mcTok i ¢hopma 3rogu maijieHTa st
BiJJKPUTOr0 po3iIMpeHoro mepiofny mocmimkeHHs, Bepcis V2.0UKR(uk)1.0 Big 11 6epesnst 2021 poky,
repeksiaZi yKpaiHCbKO0 MoBorO Bif 12 6Gepesnsi 2021 poky; IHdopmarnilinuii muctok i ¢opma 3roau
narjieHTa /s BiIKpUTOrO posimpeHoro mnepiogy gocmimkenHsi, Bepcis V2.0UKR(ru)1.0 Big 11 Gepe3ns
2021 poky, mepekmaj pocilickkoro MoBoIO Bim 12 6epesnst 2021 poky; /lojaTKoBa iHbopMoBaHa 3roja
yuyacHMKa Ha [JOCTaBKy AOC/IiJpKyBaHOIO Ipernapary y4acHUKy jaozomy, Bepcis V1.0UKR(uk)1.0 Big 22
motoro 2021 poky, nepek/aj yKpaiHCbKO0 MoBoto Bifi 05 6epe3ns 2021 poky; [dogaTkoBa iHhopMoBaHa
3ro/la yuaCHUKa Ha JJ0CTaBKY JOC/Ii/PKyBaHOTO Mpernapary yuyacHUKY Aozomy, Bepcis V1.0UKR(ru)1.0 Bif,
22 motoro 2021 poky, nepekaj, pociticbkkoro MoBoto Bif 05 6epesns 2021 poky; KapTka 3 HaragyBaHHSIM
ripo Bi3uT, Bepcisi [V02 UKR(uk)] Big 29 ciuns 2021 poky, yKpaiHCbKOIO MOBOI0; KapTka 3 HaragyBaHHSIM
nipo Bi3uT, Bepcis [V02 UKR(ru)] Big 29 ciuns 2021 poky, pociiicbkoro MoBow; I1lofieHHHK yJacHHKa,
Bepcisi [V02 UKR(uk)] Biz 29 ciunst 2021 poky, ykpaiHCcbKor0 MoBoMO; LIlofeHHMK yuacHUKa, Bepcis [V02
UKR(ru)] Big 29 ciunsg 2021 poky, pocitickkoro MoBoto; bporitypa fns natjienTa, Bepcis [V02 UKR(uk)]
Bif 27 ciuns 2021 poky, ykpaiHCcbkoro MoBoRo; Bporiypa ans mauienTa, Bepcis [V02 UKR(ru)] Big 27
ciuns 2021 poky, pociiicbkkoro MoBoro; [TociOHUK 1 yuacHUKA AocimpkeHHs, Bepcis [V02 UKR(uk)01]
Big 05 motoro 2021 poky, yKpaiHCbKOH MOBO; IToCiOHMK [jisf yuyacHUKa AOC/ipKeHHs, Bepcis [V02
UKR(ru)01] Big 05 motoro 2021 poky, pociiicbkoro MOBO0; JIUCT [0 TPYMH i3 3aXUCTY TpaB Ta iHTepeciB
nauienTis, Bepcis [V02 UKR(uk)01] Big 05 nrotoro 2021 poky, yKpaiHCbKOK MOBO; JIMCT [0 Tpynu i3
3aXMCTy TIpaB Ta iHTepeciB mailieHTiB, Bepcisi [V02 UKR(ru)01] Bix 05 mororo 2021 poky, pocCiicbKoro
MOBOM; JIUCT BiJ| MiKaps-40C/iiHUKa TOTeHL[iHHOMY ydacHUKY mocmhigkeHHsi, Bepcisg [V02 UKR(uk)02]
Bif 23 motoro 2021 poky, yKpaiHCbKOIO MOBOIO; JIMCT BiJ| /iKaps-A0OC/IiAHAKA MTOTEHLIIMHOMY YYaCHHUKY
nocnimkenHs, Bepcis [V02 UKR(ru)02] Big 23 motoro 2021 poky, pocilickkoro MOBO0; bporypa zsis




nikaps 110j0 HarpaB/eHHs MaijieHTiB, Bepcisg [V02 UKR(uk)01] Big 23 mtoToro 2021 poky, yKpaiHCHKOIO
MoBow; bpoiiypa s nikapsi 11040 HarpaBseHHs maijieHTiB, Bepcisi [V02 UKR(ru)01] Big 23 mtotoro
2021 poKy, pocilicbKor0 MOBOMO; JIUCT [0 MiKaps 1110710 HarpaB/ieHHs naijieHTiB, Bepcisi [V02 UKR(uk)02]
Biz 23 motoro 2021 poky, yKpalHCbKOI MOBORO; JIMCT [0 /iKaps L1040 HarpaB/ieHHs Malli€eHTiB, BepCis
[V02 UKR(ru)02] Bixm 23 motoro 2021 poky, pociiicbkkoio MoBoro; Crabiim 3 iHdopMalli€ro Tpo
nmocrimkennst, Bepcis [V02 UKR(uk)01] Bixg 03 Gepe3ns 2021 poky, ykpaiHCbKOro MoBow; Crabiau 3
indopmatiiero npo gociimkenHs, Bepcisi [V02 UKR(ru)01] Big 03 6epe3nss 2021 poky, poCitiCbKOIO
MOBOO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Bip 21.08.2020

Has3sBa kitiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«bararoLeHTpoBe, paHA0OMi30BaHe, TO/BiMHE CJIire, 3 MOJABIMHOK iMiTalli€0, KOHTPO/JIbOBaHEe AaKTUBHHUM
nipernapaTtoM, fociigkeHHs 111 ¢asy, 1110 NpoBogUTHCS B Mapasne/bHUX I'pynax 3 OLiHKY e()eKTUBHOCTI Ta
Oe3reyHocTi eBOOPyTHHIOA y MOPiBHSAHHI 3 TepU(IYHOMIIOM B YUaCHHUKIB i3 PeLIUUBYIOUNM PO3CiSTHUM
ckJiepo3om», MS200527_0082, sepcis 1.0 Big 13 mortoro 2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHLiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, HimeuunHa

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopatok Ne 35

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Bi/ITIOBia/TbHOTO JTOC/TiTHMKA B MiCIli POBe/IeHHsI BUITPOOYBaHHS:

BYJIO

CTAJIO

nikap I'ipuenko H.B.
KuiBcbka KiliHIYHa JIiKapHd Ha 3a/li3HUYHOMY
TpaHcrmopTi  Ne2  ¢inii  «lleHTp 0XOpoHM
3[10pOB’s1» aKLIOHepHOI'0 TOBApUCTBA
«YKpailHChKa 3a/li3HULIs», BiAiIeHHS [eHHOTO
cranioHapy, M. Kuis

sikap Kupunuenko O.B.

KuiBcbka KiiHIYHA JIIKapHd Ha 3a/li3HUYHOMY
TpaHcropTi  Ne2  ¢inii  «IleHTp  o0xOpoHM
3/l0pOB’s1» aKLIiOHepHOro TOBApUCTBA
«YKpaiHCbKa 3a/li3HULSD», BiAJiNIeHHST [eHHOIO
crayioHapy, M. Kuis

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 300 Big 22.05.2015

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«Bigkpure posmmpeHe JOCTIPKeHHs i3 criocTepe)keHHSAM Oe3reKH TalfieHTiB 3 XBOpoOOH KpoHa B
aKTUBHI (pa3i BiJ cepe/HLOTO /IO TSYKKOTO CTYTIeHsI Ba)KKOCTI, sIKi paHilile puiiMaiy yuyacThb y MPOTOKOT
eTpoJstizymab da3za III gocmimkenns GA29144», GA29145, Bepcis 6 Bix 29 kBiTHS 2019 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIicto «AMKTOBIA PIIC YkpaiHa»

CnoHcop, KpaiHa

«®. Xohdmann-JIs Poru Jita», HIsetitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




HonaTtok Ne 36

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

Ononenuii IIpotokon kiiniuHoro pociimkenHss TAK-788-3001, Bepcisi i3 monpaBkowo 6 Bijg 22 ciuHs
2021 p., aHriMcbko0 MOBOIO; JTocke MOC/TiIKyBaHOTO JiKapchkoro 3acody (Mobocertinib) TAK-788,
Bepcis 3.0 Bix 11 moToro 2021 p., aHriliCbKOI0 MOBOO; 3anyueHHs] Ha3BU J0C/IIPKYBAHOTO JIIKapChbKOTO
3aco0y Mobocertinib; BkIoueHHs [J0JaTKOBOTO iMIlopTepa [AOC/i/PKyBaHOTO JiKapChKOTO 3aco0y
TAK-788 40 wmr, mpenapaTt y karcynax, Fisher Clinical Services GmbH, Himeuunna; TAK-788-
3001_OcHoBHa IHdopmatis Ans matieHTa i ¢opma iHdopMoBaHOI 3rogu s YKpaiHW, aHIJIiACBKOO
MOBOHO, Bepcis 6.0 Big 26 motoro 2021 p.; TAK-788-3001_OcHoBHa [Hdopmatiist f1s naijieHTa i popma
iHdopMoBaHOi 3roAu A/l YKpaiHM, yKpaiHCbKOIO MoBOwO, Bepcisi 6.0 Big 26 smotoro 2021 p;
TAK-788-3001_OcHoBHa IHdopmaliiss asis maijiedHta i ¢dopma iHdopmoBaHOI 3rogu A YKpaiHu,
POCIiHCBKOI0 MOBOMO, Bepcig 6.0 Bifg 26 motoro 2021 p.; 3pa3ok ®opmu miATBepKeHHSI OTPUMAaHHS
MaTepiany mnarieHToM, Bepcis 1.0, aHrificbkoro MoBO; 3pa3ok Dopmu MiJTBepKeHHs OTPUMAaHHS
Marepiany rmarjieHTom, Bepcis 1.0, yKpaiHCbKOHO MOBO; 3pa3ok PopmM TiJTBEpIKeHHS OTPUMaHHS
MaTepiany narieHToM, Bepcis 1.0, pocilicbkkoro MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJIiHIYHOTO BUTTPOOYBaHHS

Ne 767 Big 02.04.2020

Hasga kiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTta

«PanziomizoBaHe, 6araTorieHTpPOBe, BiKpUTe AoC/ipKeHHs (a3u 111 a5 oljiHKK e eKTUBHOCTI mpernapaTy
TAK-788 B sKOCTi Tepamil nepuioi /iHil y MOPiBHAHHI 3 XiMiOTeparii€ro Ha OCHOBI MperapariB IJIATUHU Y
MaIfieHTiB i3 HeApPiOHOKIITMHHUM pakOM JiereHi 3 iHCepriHMMH MyTalisMu y 20-My eK30Hi reHa
petieritopa eniziepmanbHoro ¢akropa pocty (EGFR)», TAK-788-3001, Bepcisi i3 mompaBkoto 5 Big 03
cepnns 2020 p.

3asiBHUK, KpaiHa

TorapuctBo 3 OOMmexkeHow BianoBigansHicTio «KonTpakTHO-ocmiguuipka Oprasizaifiss IHHOGapM-
YxpaiHa»

CnoHcop, KpaiHa

Minnenniym ®@apmacotoTikans, Iak., CIIIA (Millennium Pharmaceuticals, Inc., USA)

CynyTHi




Marepiasu/nperiapaTty
CYIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




HonaTtok Ne 37

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa BiJITIOBiaIbLHOTO /TOC/IiTHUKA B MiCIli MPOBe/IeHHsI BUTIPOOYBaHHS:

bYJIO

CTAJIO

nikap I'ipuenko H.B.
KuiBcbka KiiHIYHA JIIKapHA Ha 3aJi3HUYHOMY
tpaHcriopti  Ne2  ¢inii  «lleHTp oxOpoHU
3[,0pOB’sI» aKLIIOHePHOT'0 TOBapUCTBa
«YKpalHCbKa 3a/li3HULIS», BiAJiIeHHSI [eHHOro
cranioHapy, M. Kuis

nikap Kupnuenko O.B.

KuiBcbka KiiHIYHA JiiKapHA Ha 3ai3HUYHOMY
TpaHcriopti  Ne2  ¢inii  «LleHTp oxopoHU
3[J0pOB’sI» aKLiOHepHOr 0 TOBapUCTBa
«YKpaiHCbKa 3a/li3HUL», BIAJiJIEHHS [eHHOIO
craiioHapy, M. Kuis

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 300 Big 22.05.2015

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe, paHj0Mi30BaHe, MO/BiliHe-C/Iine, riarie00-KOHTPOIbOBaHe MoCimKkeHHs dasu 111 gis
OLiHKMA e(deKTUBHOCTI Ta 0e3reyHoCTi Tperapary eTposidymMad B SIKOCTi iHAYKLil i MiZTpUMyrOUYOro
MKyBaHHSI TIaL[ieHTiB 3 XxBOopoOoto KpoHa B akTuBHiN ¢a3i Bij cepeHbOTO A0 TSHKKOTO CTYIIEHS
BaXXKOCTi», GA29144, Bepcis 7 Bij 24 kBiTHA 2019 poKy

3asgBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHolo iHBecTHLielo «AMKTOBIA PIIC YkpaiHa»

CnoHcop, KpaiHa

«D. XOPDPMAHH-JIA POLLI JITO», [Beiiapis (F. HOFFMANN-LAROCHELTD, Switzerland)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /AupeKkTopary

(¢apmaneBTHUHOr0 3a0€3neYeHHA

Onekcanap KOMAPIJA



HopnaTtok Ne 38

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBieHMI IPOTOKO KiHiuHOTO AocaimkeHHs GO39942, Bepcis 7 Bifg 18 rpyaus 2020 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1055 Biz 04.06.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHjOMi30BaHe, TIOJBIHHO cJiine, Tiareb0-KOHTpoboBaHe gocyimkerHs 111 da3u ans
NopiBHSHHS edeKTUBHOCTI Ta Oe3reuHocti mpemnapaty Ilosaty3ymab BegoTvH y KOMOiHarii 3
Purykcumabom ta CHP (R-CHP) i Putykcumabom ta CHOP (R-CHOP) y mnarienTiB i3 audy3sHoro
KPYMHOKJIITUHHOI B-KiTHHHOMO /1iMdoMOL0, sIKi paHillle He OTpUMyBanu JiKyBaHHs», GO39942; Bepcis
5 Bizg 03 rpyzHsa 2019 poky

3asBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

@. Xobdmanu-JIs Por JITa., [F. Hoffmann-La Roche Ltd], IIBetitjapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




HonaTtok Ne 39

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

InenTudikaiiis cyrreBoi 3miHa BigrnosiiaJibHOro AOC/IIIHUKA:
TOTPaBKH BYJIO CTAJIO
J.M.H.pod. |H01'IOBCbKa T.M.| nikap I'onmy6esa JI.B.

Kninika  [lepkaBHoi  yctaHoBUM  «lIHcTtutyT | KimiHika — [lepkaBHOI ~ ycTaHOBM  «IHCTUTYT
MeguuHOi pagiosiorii Ta oHkojorii im. C.II. | MeguuHoi pagioorii Ta oHkojorii im. C.IL
I'purop’eBa HaijioHambHOI akazgemii Meguunux | I'purop’eBa HarjioHaibHOI akajemii  MeJUUHHMX
HayK YKpaiHu», BiJieHHs KIiHiYHOI OHKOJIOrI i | HAyK YKpaiHw», Bifiji/IeHHs K/IiHIYHOI OHKOJIOTII 1
reMaToJIOr1ii, M. XapKiB remMaToJIOrti, M. XapkKiB

3asyueHHs1 10/IJaTKOBOTO MiCLisl IPOBeZieHHsI KJTiHIYHOTO BUNIPOOYyBaHHs B YKpaiHi:
Ne I1.I.B. BiAgmOBiAAILHOTO AOCTITHUKA
/1 HasBa Micrist mpoBeieHHs KJTiHIYHOTO BUTPOOYBaHHS

1. | k.m.H. Pucnaesa [1.E.

JIiKyBa/IbHO-/1iarHOCTUYHHI TIeHTD TOBAapUCTBa 3 0OMe)KeHOI BiAToBizanbHicTIO «Meikc-peid
Intepuemnn ['pyr» JlikapHsa i3painbcbkoi oHKosorii «LISOD», BiggineHHs KIIHIYHUX Ta
HAYKOBMX ZIOCTiKeHb, C. [Tnrotn, KuiBcbka 0671., O0YXiBCHKHM p-H.

Howmep Ta fata Haka3y Ne 80 Big 19.01.2021
MO3 o0 3aTBepIyKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Hasga kiHiuHOrO «PanziomizoBaHe, ToABiliHe citime, TIalle00-KOHTpOMbOBaHe fociimkeHHs III da3u ansg  ouiHKK
BUTIPOOYBaHHS, KO/, nembponizymadby (MK-3475) y moegHaHHI 3 CyNMyTHbOK XiMiOIIPOMEHEBOI Teparii€r 3 TOoZAAsbIIAM
BepCis Ta JjaTa BBe/IeHHsIM 11eMOpoJ1izyma0ly 3 onanapubom (MK-7339) abo 6e3 HbOr0 y MOpiBHSHHI JIUIIIE 3 CYyMyTHbOI

XIMIOTIpOMEHeBOX0  Tepari€ld B yyaCHUKIB 3  HelloJaBHO  [larHOCTOBAaHUM  JIOKa/i30BaHUM
IPiOHOK/TITUHHUM pakoM JiereHiB (JIIPJT)», MK-7339-013, Bepcist 00 Biz 21 sunHst 2020 poky.

3asiBHUK, KpaiHa ToBapucTBO 3 00MeKeHOI0 BiAmoBigampHicTIO « MC/] YKpaiHa»




CrioHcop, KpaiHa «Mepk Hlapn Exp Joym Kopr.», gouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry
(apmareBTHUHOTO 3a0e3MeueHHsA Onexkcangp KOMAPIJA




HopnaTtok Ne 40

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBeIeHHsI KTiHIUHOTr0 BUTIPOOYBaHHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/IiJHUKA
n/n HasBa miclLis ipoBe/ieHHsI K/TiHIYHOTO BUIMPOOYBaHHS

1 J.M.H., ipo¢. bonzpapenko 1. M.
KomyHaneHe HekoMmepljiliHe miAnpueMcTBo «Micbka KiiHiuHa JikapH Ned» [IHINpOBCHKOI
MiCBbKOI pajiy, XiMioTepareBTAYHe Bii/li/IeHHs 3 leHHUM CTalioHapom, M. JIHIrpo

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanpomizoBaHe, miofBiliHe ciiine, TM1alle00-KOHTPOIbOBaHe OC/i/PKeHHs ¢a3su 3  rperapary
JlapoJiyTaMifi B ZIOTIOBHEHHS [0 aHzporeHenpuBariiiHoi Tepamnii (A/IT) y nopiBHsHHI 3 1iariebo mutoc
AIT y 4o/OBIKiB i3 MeTacTaTUYHMM TOPMOH-UYT/JIMBUM pakoM MepeaMixypoBoi 3ano3u (MI'YPII3)»,
21140, Bepcis Bif 24 Bepecns 2020 p.

3asiBHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

Bayer Consumer Care AG, I1IBelitiapist

CynyTHi
Marepianu/mpernapaTy
CYTIyTHKOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Hopmatok Ne 41

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

300pa)xeHHsI TEPMOCYMKH /I/1s1 TPAHCIIOPTYBaHHs Tipeniapary gocuipkeHHs; @aep «/laBaiiTe moroBopuMo
nipo pocyimkeHHs IDEALy, Bepcisi 2 Big 02 >koBTHS 2020 poky, pociiickkoro MoBoto (PN-943-03_Study
Flyer Ukraine_Russian_V2_020ct2020); ®naep «/[aBaiite noroBopumMo mpo pochimkeHHs IDEAL»,
Bepcia 2 Bigz 01 koBtHa 2020 poky, ykpaiHcbkoro Moo (PN-943-03_Study Flyer
Ukraine_Ukrainian_V2_010ct2020)

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Biz 11.08.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanzpomiszoBaHe, GaraTolleHTpOBe, TO/BiliHe criire, riarie60-KOHTPOIbOBaHe [OC/TimKeHHs (a3 2 B
rapajie/ibHUX Tpyrnax 3 MeTOK OL[iHKM Oe3meyHocTi ¥ edekTrBHOCTI mperapaty PN-943 rmpu
MepopasbHOMY 3aCTOCYBaHHI y TIAIiEHTIB 3 aKTUBHHMM BHPA3KOBUM KOJIITOM TIOMiPDHOTO ab0 Ba)KKOTO
cTyneHs TsDKKOCTI», PN-943-03, nornpaska 3 Bifg 31 aunuHsa 2020 poky

3asBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHs AMKOH», YKpaiHa

CnoHcop, KpaiHa

Protagonist Therapeutics, Inc, USA/ [1porarouict Tepam'totukc, Iak., CIIIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hoparok Ne 42

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

Inentudikariis cyrreBoi
TIOTIPaBKU

Bbpourypa mnatiienta, Bepcis 1.0 Bim 17 motoro 2021 p., yKpaiHCBKOIO Ta POCIMCHKOIO MOBaMuy;
KoHTpO/IbHUI CMHCOK Talli€eHTa 100 Bi3UTIB Ha [J0OMYy [J/s1 BUKOHaHHs iH'ekuii, Bepcis 1.0, Big 10
motoro 2021 p., yKpaiHCbKOK MOBOIO; KOHTpO/IIbHMI COMCOK MaljieHTa AJis Bi3WUTiB Ha OMY 3 METOIO
BUKOHAHHS iH'eK1iii, Bepcis 1.0, Big 10 motoro 2021 p., pocitickkoro MoBot0; «binb (BepbanbHa omucoBa
mKasna oriHku 6ommo)» (PAIN VDS), Bepcisi ans Ykpainu Bix 25 mororo 2021 p., yKpaiHCBKOIO Ta
pociiicekoro moBamu; Lllkana oLiiHKY marieHToM 3MiHM 3aranbHoro crany (PGIC) — BTOMa, Bepcis s
Yxpainu Big 25 motoro 2021 p., ykpaiHCbKOO MOBORO; 111Kasia 3arajibHOI OL[iIHKM MAaLlieHTOM 3MiHU CTaHy
(PGIC) - cromntoBaHicTh, Bepcid Ay YKpainu Big 25 motoro 2021 p., pocitickkoro MoBoro; Illkana
«3arasibHa OIfiHKa TalliEeHTOM TsDKKOCTi 3axBoproBaHHs1 (PGIS) — BToMa», Bepcis anasi YKpaiHu Bifg 25
motoro 2021 p., ykpaiHcbKor MoBowo; Illkasa 3arasibHOI OLIIHKK MallieHTOM TsDKKOCTI ctaHy (PGIS) —
CTOMJIIOBaHICTb, Bepcisi Ans YKpainu Bifg 25 mororo 2021 p., pociiicbkkoro moBow; Illkana «fkicHa
OLiHKa MiKyBaHHsS mnauieHTom, Bepciga 3 (PQATV3)», Bepcisa gns Ykpainu Bif 25 motoro 2021 p.,
yKpaiHCbKOro MOBoMO; IIkana «fIKicHa olliHKa MaijieHToM cBoOro JikyBaHHs, Bepcig 3 (PQATvV3)», Bepcis
Ist Ykpainu Bif 25 motoro 2021 p., pocitfickkoro MoBo10; «BToMa - Po3cisHuii ckiepo3 - KopoTtka dopma
8a», Bepcia Bix 24 motoro 2021p., yKpaiHCbKOIO MOBOIO; «CTOMIIIOBAHICTb - PO3CISTHMI CK/Iepo3 -
KopoTtkuit 3anurtanbHUK 8a», Bepcia Bif 24 motoro 2021p., pociiicbKOr0 MOBOI; AHKeTa IpPO BIUIUMB
po3cisiHoro cknepo3y (MSIS-29 v2), dinanbHa Bepcisi i1 YKpaiHM yKpailHCHKOH MOBOO Bif 25 ciuHsi
2008p.; O1iHOYHMI JUCT [/ CTaHJaPTU30BAHOTO KilbKiCHOTO HEBPOJIOTiUHOTO 0OCTeXeHHsI Ta OL[iHKU
¢dbyHKIioHabHUX cucTeM Kyplike Ta pos3mMpeHoi IIKaad /s OL[iHKM CTaHy iHBadigu3auii mpu
po3cisiHoMy ckjepo3i, Bepcist 04/10.2 Big 2011 p., aHr/1iliCbKOIO MOBOIO; 3pa30K MapKyBaHHS BTOPHMHHOI
Ta TIEPBUHHOI YIIAaKOBKH [JOCTi/PKyBaHOrO JlikapcbKoro 3acoby SAR441344 150 mr/mn, Bepcis 3.0 Bix 25
mtotoro 2021p., ykpaiHCcbKoro MoBoro (a5t YactuHu B - BigkpuTe JlikyBaHHS1); BK/itoueHHs [10/1aTKOBOTO
MiCLIg TTPOBe/IeHHs KJIIHIYHOTO AOC/TiXKeHHS

Ne [1.I.b. BifgmoBia/bHOro AOC/IiJHAKA
n/n Ha3Ba Mmiclis ipoBe/ieHHsI K/TiHIYHOTO BUTMPOOYBaHHS

1 A.M.H. Kupuuenko A.T'.
KomyHasbHe HekoMmepLiviHe mianpueMcTBO «Micbka KiiHiyHa JikapHsi Nel6» JIHIMPOBCHKOI




| | MICBKOI paJid, HeBpOJIOTiuHe BifJiieHHs, M. JIHInpo

Howmep Ta fara Haka3y Ne 614 Bigm 01.04.2021
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kiHiuHOTO «PanzomizoBaHe, mTOABiMHe citine, T/1alle00-KOHTPOIbOBaHe [OCTiKeHHs Ga3u 2 [/ OL[iHKU
BUTIPOOYBaHHS, KO/, edekTUBHOCTI Ta Oe3rieku SAR441344, MOHOK/IOHA/ILHOTO aHTHUTi/IA A0 aHTaroHicta CD40L, y naijieHTiB
BepCis Ta JjaTa 3 peLIMAUBYIOUMM PO3CisHUM cKiiepo3om», ACT16877, Bepcis 1 Big 26 nvcronazga 2020 poky

3asiBHUK, KpaiHa TOB «Canodgi-ABeHTic YKpaiHa»

CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHTic peliiepiil e feBesiornMaH, OpaHifisi)
CymnyTHi —

MaTepianu/rpernapaTi

CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(¢apmaneBTHUHOTrO 3a0e3MeueHHsA Onexkcangp KOMAPIJA




Honatok Ne 43

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiCIisl POBEIEHHS K/TiHIYHOTO BUTIPOO

BdHHSA

bYJIO

CTAJIO

nikap Jlorsinos [1.B.
KomyHanbHe mignpueMcTBO «/JHiNporeTpoBCchbKa
obsiacHa JWTSTIa K/TiHiYHa JKapHsD»

nikap Jlorsinos /I.B.
KomyHasbHe minpueMcTBo «/IHIimporneTpoBCbKa
obsiacHa IUTSTYa K/TiHiYHa TiKapHsI»

HinporeTpoBChKOI 00/1aCHOT pajiv», BiiineHHs
KapZiopeBMarosiorii 3  eHJZOKPUHOJIOTIYHUMU
JI>KKamu, M. [IHITipo

THINpomeTpOBCHKO1 00/1aCHOI pajiv», BiineHHs
BMCOKOCIIeL[ia/1i30BaHol Me/iaTpUuYHOl JOTIOMOrH,
M. JIHinpo

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2372 Biz 04.12.2019

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«bararorieHTpoBe, MOABilHe Ciline, paHZOMi30BaHe, T1ale00-KOHTPO/IbOBaHe KiliHiuHe gocmimkeHHs II1
(asu a5t ouiHky Oe3neku Ta edektuBHOCTI EpTyriidnosiny (MK-8835/PF-04971729) y aiteld, Bikom Bif
10 mo 17 pokiB BK/IIOYHO, XBOPUX Ha I[yKpOBHUH miaber 2 tury», MK-8835-059, 3 iHKOpmopoBaHO0O
noripaBkoro 01 Bix 11 yepBHs 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Enp Joym Kopr.», gouipHe nianpuemcrso «Mepk Eng Ko., Ink.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry

(papmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




Honatok Ne 44
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBneHMI NPOTOKON KiiHiuHOro fociipkeHHss APD334-301, 3 iHkoprnopoBaHoro momnpaBkoro 4.0 Bif
22 tpyaus 2020 poky, aHrmiiicbkoro MoBoro; bpomrypa pocnigHuka Etpacimop, BuzanHs 8.0 Bin
09 mucromaga 2020 poky, aHr/ilcbKo MOBOw; I[HQopmauilinuii uMcTok Ta ¢dopma 3roAu, Bepcis
V4.0UKR(uk)1.0 Big 04 mortoro 2021 poky, nepekiaf, yKpaiHCbKOH MOBOIO Bif 08 6epe3nst 2021 poky;
IHdopmariitiauii vcTok Ta popma 3roau, Bepcisi V4.0UKR(ru)1.0 Big 04 motoro 2021 poky, mepeksaz
pociticbkoro MoBoto Bif 08 6epesnst 2021 poky; [ocke mocimKyBaHOTO JlikapcbKoro 3aco0y Etpacimon
Ta BiAnoBigHoro nnare6o, Bepcis 14 Big 10 mucronaga 2020 poky, aHT/TiCEKOI0 MOBOKO

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, mozBikiHe ciiine, T1ale00-KOHTPO/ILOBAHEe, 52-THXKHEBE [JOC/iMKeHHs dasu 3 ais
OLIiIHKM e()eKTUBHOCTI Ta 0e3MeuHOCTi 3aCTOCYBaHHS €TpaciMOAy B MAI[iEHTiB 3 aKTMBHUM BHPa3KOBUM
KOJIITOM BiJl IOMIPHOTO 10 BaXKKOTr0 CTyreHs TsHKKOCTi», APD334-301, 3 iHKOpPIIOpOBaHOIO TIOINPaBKOKO
3.0 Bix 07 nmrotoro 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

«Apena @apmackroTikans, [Hk.», CIIIA (Arena Pharmaceuticals, Inc.), United States

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




Hopatok Ne 45

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi 3MiHa Bi/ITOBiIa/IbHOTO [TOC/TiIHMKA B MiClli TIpOBe/IeHHsT BUTIPOOyBaHHS; 3MiHa Ha3Bu MIIB:
TIOTPaBKU
BYJIO CTAJIO
ntikap [Mapkesuu 1.J1| nikap Ckubaso C.A.
KuiBcbka MicbKa KiiHiuda JjikapHs Nel, | KomyHanbHe — HekomepLjiiHe — MiANPUEMCTBO
TeparneBTHUHe BizineHHs Ne2, M. KuiB «KuiBcbka Micbka KiiHiyHa JrikapHsa Nel»

BUKOHABUYOro opraHy KuiBCbKOi MICBKOI paau
(KuiBcbKOi MichKOi flepKaBHOI a/iMiHiCTpaliii),
TeparieBTUYHe BifgiseHHs: No2, m. Kui

Howmep ta faTa Hakasy Ne 1896 Big 27.08.2019

MO3 11040 3aTBep/KeHHs

K/IiHiUHOTO BUTIPOOYBaHHS

Ha3Ba kniHiyHOTr 0O «BigkpuTe po3lMpeHe AOC/iJKeHHs eTpaciMOjy B TAaLli€HTIB i3 aKTMBHUM BUPA3KOBUM KOJIITOM B
BUTIPOOYBaHHs, KO/, TIOMIPHOT'O [0 Ba&XKOrO CTyIleHsl TsDKKOCTi», APD334-303, 3 iHKopriopoBaHOw IornpaBkorw 2.0 Bif
BepCis Ta JjaTa 07 mrororo 2020 poky

3asiBHUK, KpaiHa ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CrioHcop, KpaiHa «Apena ®apmackroTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi —

Marepiasu/nperiapatv

CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 46

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

[MomeHHMK marjieHTa st 00Ky I0/IeHHOTO TIPUHOMY JOCTiPKYBaHOTO TperapaTy Koropta A — 25 mr,
Bepcist 2.0 Big 12 6epe3nst 2021 poKy, yKpaiHCbKO0 MOBO; [1]o/1eHHUK TatiieHTa /1715t 00Ky I110/{eHHOTO
MpUioMy AOCTipKyBaHoro miperapary koroptu B/C — 50 mr, Bepcisi 2.0 Bim 12 6epesnsi 2021 poky,
YKPaiHCbKOH MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«®a3a 2A, paHzomi3oBaHe, Mo/BiiiHe ciine, Tialle60-KOHTPOIbOBaHe, OaraToL|eHTPOBe AOC/TiPKEeHHS 3
BU3HAUeHHs] ONTHMAa/bHOI /03U A/l OLiHKM Oe3reuHocti Ta edektuBHOCTi miperiapaty ATI 2173 y
KoMmbiHaljii 3 TeHodoBipy Au30MpOKCHIy (ymapaToM y TallieHTiB 3 XPOHiUHOI iHQekIlie0 Bipycy
renatuty B Ta y maijieHTiB 3 KoiH@ekuieto Bipycy rematuty D», ANTT201, Bepcisa 1.1, Big 07 rpygus
2020 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Awntioc Tepanesrikc Isk., CIIIA / Antios Therapeutics, Inc., USA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Honatok Ne 47

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

InenTudikaiiis cyrreBoi BKJ/TIOUEHHST I0/IaTKOBUX MiCITb TPOBE/IEHHS] BUIIPOOYBAHHSI:
TIOIIpaBKU Ne I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. | A.M.H., ipo@., 3aB.Ka. CtanHicnaBuyk M.A.

KomyHanbHe HeKOMepIiiiiHe MipueMCTBO «BiHHMIIbKA oOiacHa K/IiHiUHa JTiKapHS iMeHi
M.I. TIuporoBa BiHHUIBKOI 06sacHOi Pajgu», BHCOKOCIIEIlia/li30BaHWK K/IiHIYHUNA LIEHTP
peBMaroJIorii, ocTeonopo3y Ta biosioriyHoi Teparii, M. BiHHUIS

2. | A.M.H., npo@d. Auuiumn P.1.

KomyHanbHe HekoMepiitiHe TianpreMcTBo «ObsacHa KitiHiuHa ikapHs [BaHO-PpaHKiBCHKOI
obacHoOi pazin», peBMaTo/IoOTiuHe BifzinieHHs, [BaHO-PpaHKiBCbKUN HallioOHATbHUM MeANUHUN
yHiBepcuTeT, Kadezapa BHYTpilHbOI MeguiiHu Nel, kiiHiuHOI iMyHoJOrii Ta aneproJorii im.
akagemika €.M. Heiika, M. IBaHO-PpaHKiBCbK

3. | k.M.H. KiiuyHosa FO.O.

KomyHanbHe HekoMepiiitiHe mianpueMcTBo «MickKa sikapHsi Ne9» 3ariopi3bkoi MiCbKOI pajuy,
TeparieBTUYHe BiflisieHHs, M. 3ariOpixxKs

4. | a.M.H., npod. [TenTrok H.O.

KomyHanbHe HekoMepLiiliHe MiANpUeEMCTBO «BiHHMIIbKAa MicbKa KiliHiuHa JikapHA Nelw,
peBMarosioriuHe BifineHHs, BiHHUI[bKMI HallioHaMbHUN MeaWuYHUMN yHiBepcuTeT iM. M.L
[Tuporosa, Kadepa nporeeBTUKA BHYTPIllIHLOI MeJUIIMHU, M. BiHHUIs

3miHa Ha3eu MIIB Ta BiJIOBi/ja/IbHOTO JOCTiTHUKA B MiCL{i TIPOBe/IeHHsI BUTIPOOYBaHHS:

BYJIO CTAJIO

3aB.Bizx., [Hlenetsko I.C. nikap Tapacenko O.M.

KomyHanbHe ~ HekoMmepliiiiHe — mianpuemcTtBo | KomyHanbHe — HeKoMepljiliHe — MiJIIPUEMCTBO
«KuiBcbka MicbKa KiaiHiyHa JikapHs Ne 3» | «KuiBcbka MicbKa KiiHiyHa JiikapHa Ne 3»
Bukonasuoro opraHy KuiBcekoi MicbKOI pasu | BukoHaBuoro opraHy KuiBCbKOI MiCbKOI paju
(KuiBcbkoi MicbKoi fepykaBHOI apmiHicTpaunii), | (KuiBcbKOi MiChKOI Jiep)KaBHOI aJMiHicTparii),




BifzisieHHs1 peBmatoviorii, M. Kuis KapZioJioriyHe BifieHHs 3 rasaToro

IHTeHCMBHOI ~ Tepamii B T.4. 3 JIDKKaMu
iH(apKTHOrO Ta peBMAaTOJIOTIYHOrO Mpogisto,
M. KuiB

Howmep ta faTa Hakasy Ne 3059 Big 29.12.2020

MO3 w040 3aTBepKeHHs

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kiiHiuHOTO «bararorieHTpoBe IOBFOCTPOKOBE PpO3IIMPEHEe AOCTiPKEHHSI 3 OL[iHKKA 0e3rmeuHoCTi Ta epeKTHMBHOCTI

BUTIPOOYBaHHS, KO/, nperniapaty GSK3196165 npu jiikyBaHHI peBMaToifHOro apTpury», 209564, Biz, 14 xxoBTHA 2019 poky

Bepcisi Ta fjaTa

3asgBHUK, KpaiHa ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa GlaxoSmithKline Research & Development Limited, United Kingdom

CynyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepartii

I'eHepanbHM#l AUpeKTOp /lupeKTopaTy
(¢apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




HonaTtok Ne 48

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

[Hmmii Teker ans nadientiB (OSFT), Bepcisa 1.0 Big 22 rpygus 2020 poky yKpaiHCbKOIO MOBORO; [HIIMIH
TekcT A1 mayieHTiB (OSFT), Bepcis 1.0 Big 23 rpyans 2020 poky pocCiliCbKOH MOBOO

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Kniniune gocnimpkennsi ¢asu 2b, sike ouiHwoe edekTuBHICTL Ta OesmneuHicTs mnperiapaty TAR-200 y
KoMmOiHariii 3 1erpesnimabom, nperapaty TAR-200 y sikocti MOHOTeparii abo rperapary 1jerpesiMab y
SIKOCTI MOHOTeparlil B yYaCHUKIB i3 M’g30BO-HeiHBa3UBHUM pakOM CeYOBOI'0 MiXypa BHMCOKOI'O CTYIIeHs
pU3MKY, 1[0 He pearye Ha iHTpaBe3WKaibHe 3acTocyBaHHs Oauumu Kambmeta-I'epena (BIDK), siki nHe
Bi/IMOBiIafOTh KpUTEpisM TIPOBeAEHHS paJUKa/JbHOI IMCTeKTOMii abo He OaXaroTh ii TPOBOJUTHY,
17000139BLC2001, Bepcis 2.0 Bix 25 Bepecns 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Janssen Pharmaceutica NV («fHccen ®@apmaijeBtrika HB»), Benbris

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuil AupeKTOp /lupeKkTopary

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




Hopatok Ne 49

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

JIucT AJist maiieHTa o0 3MiHMA MICIs TIPOBeJieHHsI K/IiHiuHOro BUMpoOyBaHHS, Bix 19 6epesnst 2021p.,
aHIJIIMCBbKOK MOBOIO, NepeKa/, yKpaiHCbKOH Ta POCIMCHKO MOBaMu

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2333 Big 25.11.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«O1iHKa MpakTUYHOI'O JOCBiAYy MiJIIKIPHOTO BBeJeHHs aBTOIHKeKTOpoM Ipernapaty AVTO02 narjientam 3
aKTMBHMM DpEeBMAaTOIIHMM apTPUTOM BiJ IOMIPHOTO [O TSDKKOI'O CTYIIeHS: BIIKDUTe, IHTepBeHLliliHe
KJTiHiYHe [OCTipKeHHsT 06e3 KOHTPO/IbHOI rpymnu 3 (a30r0 MoAaibIIoro JiiKyBaHHs Tiperiapatom AVT02,
1110 M0CTAvaEeThCs y nonepeAnbo HarosHeHoMy mmpuli (ALVOPAD-PEN)», AVT02-GL-303, Bepcis 3.0
3 [Tonpaskoro 2 Big 11 yirotoro 2020 p.

3asBHUK, KpaiHa

TOB «BOPJIABAN]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AnBorek Csicc AT'» (Alvotech Swiss AG), IlIBelirjapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




HopaTtok Ne 50

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBieHa Opotirypa gocigHuKa A/ nepry3ymady (RO4368451), Bepcist 20 Big mrotoro 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1403 Big 14.06.2019

Ne 1399 Big 27.07.2018

o

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«bararorieHTpoBe, B OHiM TPyIIi CXeMH JTiKyBaHHS, BiJKpUTe MPOJOBKeHe AOCITi/PKeHHs 1epTy3yMady B
pexxrMi MOHOTepartii abo y KoMOiHallil 3 iHIIMMY MPOTUTYX/TMHHAMH 3ac00aMH y TIAL[iEHTIB, 110 paHile
npuiiMay y4acTh y BUTIPOOYBaHHSX TMepTy3yMaly, CITIOHCOPOM SIKMX BHCTYMasna Kommradisi Xoddman-Jla
Pour», M029406, Bepcis 3.0 Big 14 mucronaza 2019 p.;

«PaHgi0Mi30BaHe My/bTHLIEHTPOBe BigkpuTe AociimkeHHs 11 a3y a1 MOpiBHSHHS peXXUMIB J1iKyBaHHS
TpacTty3yMab Iroc mepTy3ymal TUIIOC TaKCaHW TMiC/isi 3aCTOCYBaHHs aHTPALMKIIHIB Ta TpacTy3ymaldy
e€MTaH3UHY TUTIOC TIepTy3yMab Mic/ias 3aCTOCyBaHHSI aHTPALMK/IiHIB B SIKOCTi afi FOBaHTHOI Teparii y
ratieHTiB 3 onepabessHMM HER2-1o3uTHBHYM MepBUHHMM pakoM MOJIOYHOI 3amo3u», BO28407, Bepcis
3 Big 30 sumasa 2015 p.;

«PanziomizoBaHe, GaraTorieHTpoBe, Bigkpure, pociimkeHHs I da3u 3 gBOMa rpymnamu JiKyBaHHS AJist
OLIIHKK (hapMaKOKiHETHKH, e(eKTUBHOCTI Ta O0e3rekW MiAlIKipHOrO BBeJeHHS (iKCOBaHOI /03U
KOMOiHOBaHO1 JiKapchKoi (opmMu mepTy3ymady 3 TpacTy3ymMaboM B TO€AHaHHI 3 XimioTeparii€r y
nauieHTiB 3 HER2-no3uTUBHYMM paHHIM pakoM MOJIOYHOI 3ao3u», W040324, Bepcisa 2.0 Big 12 »KOBTHSA
2018 p.;

«PanzomizoBaHe, GaraTol|eHTpOBe, MO/BiliHe-CJiMe, Tiarie00-KOHTPOIbOBaHe AOCTiPKEHHS, y SIKOMY
TOPiBHIOIOTHCS XiMioTeparisi TUIOC TpacTy3yMab Tuttoc ruiariebo Ta XimioTeparisi MrOC TpacTy3ymab
TUTIOC TIepTy3yMab, 1[0 MPHU3HAYaloThCS Y SKOCTI af’FOBAHTHOI Tepariii y TallieHTiB 3 orepabenbHUM
HER2-11o3uTVBHUM NTepBUHHUM pPakoOM MOJIOYHOI 3a103u», BIG 4-11/B0O25126/TOC4939g, Bepcia D Bif,
02 motoro 2015 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeEXeHOI0 BifmoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@. Xobdmann-JIa Pom JIta (Hoffman La Roche Ltd), [IBetitjapis




CymnyTHi —
MaTepianu/rpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hopmatok Ne 51

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiClLisI TTPOBe/IeHHS KIiHIYHOTO BUIIPOO

BAHHS Ta BiJNOBIJaJIbHOTO TOC/IITHUKA

BYJIO

CTAJIO

JliKap |MapKeBHq I.JI.|

ToBapucTBO 3 00MeXeHOI BiJTIOBifaIbHICTIO
«Mi>KHapoaHUM IHCTUTYT K/IIHIUHUAX
JocnigkeHb», Meauunuii 1jeHTp «OK!KJTiHiK+»,
M. Kuis

nikap Ckubano C.A.
Mepuunuii neHtp «Ok!KniHik+» ToBapucTtBa 3
0oOMeXeHOI0 Bi/TOBifa/IbHICTIO «MiXKHapOAHUIMA
IHCTUTYT  K/HIYHUX  JOCJIIPKeHb»,  BiJAin
racTpOeHTEepOJIOTil Ta renaToJIorii CTal[ioHapHOTO
BigmineHHs, M. Kui

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1275 Bip 06.07.2018

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«domatkoBe OaratorieHTpoBe Bizkpute pociimkeHHs III ¢a3su 3 MeTor OLHKA O3aHiMoAay AJist
MepopabHOTO TPUMOMY TIpH JIiIKyBaHHI TMAI[iEHTIB i3 cepeHbOTSIKKUM ab0 TSHKKUM repebirom XxBopobu

KpoHna B akTuBHi# dopmi», RPC01-3204, pepakiiisi 5.0 Big 03 BepecHst 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«CenmxeH InTepuernn I Capn» (Celgene International II Sarl), IIBeiitjapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA



Hopatok Ne 52

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

Hocwe mocmimKyBaHoro Jiikapcbkoro 3aco6y GB004 (IMPD): Po3ain "GB004 Drug Substance (Alphora
Research, Inc.)", pemakiiis 2.0 Big 16 6epe3nst 2021 p.; Po3gin "GB004 Drug Substance (Yuhan Chemical,
Inc.)", pemakuisi 1.0 Big 16 6epe3ns 2021 p.; Po3zin "GB004 Drug Product (GB004 60 mg Film-coated
Tablets)", pemakuiist 2.0 Big 16 6epe3ns 2021 p.; Po3gin "GB004 Drug Product (GB004 60 mg Gastro-
resistant Tablets)", pegakis 2.0 Big 16 6epe3nst 2021 p.; Po3ain "Drug Product (Placebo for GB004 60
mg Film-coated Tablets)", penakuis 2.0 Bix 16 6epesnsi 2021 p.; IlofoB)KeHHs TepMiHYy TMpPHUAaTHOCTI
JociKyBaHoro jikapcebkoro 3acody GB004, 60 mr tabieTku, BKPHUTI TUTIBKOBOIO 000JIOHKOMO, /0 24
micswiB; IlofoB)KeHHsT TepMiHY TIPHAATHOCTI JIOC/iKyBaHOTO JiKapcbkoro 3acody GBO004, 60 wr,
Tab/IeTKM TracTpope3ucTeHTHi, A0 24 wicsuiB; IlofoBXeHHsT TepMiHy TIpUAATHOCTI Twuialebo [0
JIOC/TiI)KyBaHOTO JliKapchbKoro 3acoby GB004, Tab/ieTKy, BKPUTI TUTIBKOBOIO 000/I0HKO0, 710 36 MicsALliB

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paH/j0Mi30BaHe, MOABIMHO Cilire, ryiarieb0-KOHTpoboBaHe AocyimkeHHs I da3m, sike
MPOBOJUTLCS 3 MeTOr OuiHKK Tiperiapaty GBO004 mpu jikKyBaHHI [OpPOCAMX TIALIEHTIB i3 JIETKUM |
CepeHbOTSDKKUM TiepebiroM BUpPa3KOBOTO KOJIITY B akTuBHiN ¢opwmi», GB004-2101, pepakiis 2.0,
[ToripaBka 1.0, Big 21 »koBTHs 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«Ixubi 004 Tukopniopeiite» [GB004, Inc.], CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 53

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

Hopatok no Indopmarii ana maijieHta Ta ¢opmu iHdoOpMoBaHOI 3rofu: 3rofia Ha TPOBeJeHHS
asbTePHAaTUBHUX Bi3UTIB B paMKax A0C/impKeHHs 1ifJ yac na”aemii COVID-19 ans Ykpainu, aHr1iicbKoro
moBoto, Bepcis 1.0 Big 18 6Gepesnsi 2021 p.; Homatok g0 IHdopmariii anas marjieHtTa Ta ¢opmu
iHopMoOBaHOi 3rosiv: 3rojjla Ha TNMpPOBeJEeHHsS a/JbTePHAaTUBHUX Bi3UTIB B paMKax [JOC/i/KeHHs TMif uac
na"zgemii COVID-19 aia Ykpaiau, yKpaiHCbKOI MoBORO, Bepcisi 1.0 Biz 18 6epe3nst 2021 p.; JozaaTok /10
IHdopmariii a5 natienTa Ta GpopmMu iHPOpMOBaHOI 3ro/ju: 3rofia Ha MPOBe/IeHHs a/lbTePHAaTUBHUX Bi3WTIB
B paMKax JociimkeHHs mig yac na"gemii COVID-19 ana Ykpainu, pociticbkkoro MoBoto, Bepcist 1.0 Big 18
Gepe3ns 2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1962 Biz 29.10.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, Mo/BiliHe CJiiMe, MO/BiMHE MacCKOBaHe, Iiarle00-KOHTPOIbOBaHe, 0OaraToOIleHTPOBe
pmocrmimkenHs ¢a3u Il B mapasenbHUX Tpymax 3 MeTOK OIiHKM e(eKTUBHOCTi, 0Oe3rmeyHOCTi Ta
¢dapmakokiHeTrky niperiapaty UTTR1147A y nopiBHsHHI 3 1y1aiie60 Ta B MOPiBHSHHI 3 BeJjosTi3yMmaboM y
MaLfi€eHTiB i3 BUPAa3KOBUM KOJIITOM BiJ TOMIPHOIO O TsDKKOro crymneHs», GA39925, sepcia 6 Bim 08
kBiTHs 2020 p.

3asBHUK, KpaiHa

ToBapuctBo 3 O6mexxkeHow BianorizanpHicTio «KoHTpakTHO-[ocrigHumnpka Opranizanis IHHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

Genentech, Inc., USA/ I)xenenrek Iuk., CIIIA

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JUpeKkTopary
(apmaneBTHYHOT0 3a0e3MeueHHs Onekcanap KOMAPIJA




Hopatok Ne 54

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiClLisI TTPOBe/IeHHS KIiHIYHOTO BUIIPOO

BaHHS Ta BiJTIOBiZIa/TbHOTO [IOC/TiTHUKA:

BYJIO

CTAJIO

JliKap |MapKeBHq I.JI.|

ToBapucTBO 3 00MeXeHOI BiJTIOBifaIbHICTIO
«Mi>KHapoaHUM IHCTUTYT K/IIHIUHUAX
JocnigkeHb», Meauunuii 1jeHTp «OK!KJTiHiK+»,
M. Kuis

nikap Ckubano C.A.
Mepuunuii neHtp «Ok!KniHik+» ToBapucTtBa 3
0oOMeXeHOI0 Bi/TOBifa/IbHICTIO «MiXKHapOAHUIMA
IHCTUTYT  K/HIYHUX  JOCIIKeHb»,  BiJAin
racTpOeHTEepOJIOTil Ta renaToJIorii CTal[ioHapHOTO
BigmineHHs, M. Kui

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1275 Bip 06.07.2018

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«bBaraTolleHTpoOBe paH/|OMi30BaHe, TOABIMHO CiiMe, MIale00-KOHTPO/IboBaHe mMociipkenHs III dasu 3
METOI0 OLIiHKM 03aHIMOAY AJil IPUMOMY TepopaibHO NpU NMPOBeJeHHI IHAYKIIMHOI Teparii narjieHTam i3
CcepeHbOTSHKKUM ab0 TSHKKUM Tiepebirom xBopobu KpoHa B akTuBHIM dopMmi (mocmigkeHHsT Nel 3 OLiHKH

iHAyKUiKHOI Teparnii)», RPC01-3201, pepakuis 5.0 Big 03 BepecHst 2020 p.

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«CenmxeH InTepHernn I Capn» (Celgene International II Sarl), IIBeiitiapis

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lupeKkTopaTry

(apmaneBTHYHOTO 3a0e3meueHHs

Onexkcangp KOMAPIJA



Hopatok Ne 55

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiClLisI TTPOBe/IeHHS KIiHIYHOTO BUIIPOO

BaHHS Ta BiJTIOBiZIa/TbHOTO [IOC/TiTHUKA:

BYJIO

CTAJIO

JliKap |MapKeBHq I.JI.|

ToBapucTBO 3 00MeXeHOI BiJTIOBifaIbHICTIO
«Mi>KHapoaHUM IHCTUTYT K/IIHIUHUAX
JocnigkeHb», Meauunuii 1jeHTp «OK!KJTiHiK+»,
M. Kuis

nikap Ckubano C.A.
Mepuunuii neHtp «Ok!KniHik+» ToBapucTtBa 3
0oOMeXeHOI0 Bi/TOBifa/IbHICTIO «MiXKHapOAHUIMA
IHCTUTYT  K/HIYHUX  JOCIIKeHb»,  BiJAin
racTpOeHTEepOJIOTil Ta renaToJIorii CTal[ioHapHOTO
BigmineHHs, M. Kui

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1275 Bip 06.07.2018

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«bBaraTolleHTpoOBe paH/|OMi30BaHe, TOABIMHO CiiMe, MIale00-KOHTPO/IboBaHe mMociipkenHs III dasu 3
MEeTO OLIHKM 03aHiMOoZly [Jisi TiepopajbHOrO TpPUHOMY TIpU TIPOBEJeHHI TMiATPUMYIOUYOi Tepariii
MaifieHTaM i3 cepeJHBOTSHKKUM ab0 TsOKKMM Iepebirom xBopobu KpoHa B akTuBHiM (opmi», RPCO1-

3203, pegakuig 5.0 Bizg 28 ceprnHs 2020 p.

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«CenmxeH InTepHernn I Capn» (Celgene International II Sarl), IIBeiitiapis

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lupeKkTopaTry

(apmaneBTHYHOTO 3a0e3meueHHs

Onexkcangp KOMAPIJA



HonaTtok Ne 56

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta

3aTBep/KeHHsI CYTTEBUX I10IIPAaBOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa KOHTpakTHOI ZOCTiJHUILILKOI OpraHi3aiiii, sfKii [JeseroBaHo 000B’s3KM Ta (GYHKIIii, MOB’sI3aHi 3
MOHITOPMHIOM B MicLiX rpoBefieHHs: KB:

BYJIO CTAJIO
HaiimenyBanHsi  ropuanuHoi  ocobu: DOCS | HalimeHnyBanHs ropuguuHoi ocoou: IQVIA Ltd.
Resourcing Ltd. I1. 1. b. konTakTHOI ocobu: Kelly Little.
I1. I. . koHTakTHOI 0Ccobu: Marija Buchholz. Micuesnaxozmxenns: 3 Forbury Place, 23 Forbury

MicnesHnaxomkenHsi: South County Business Park | Road, Reading RGI  3JH, 0O06’eanHane
Leopardstown, Dublin 18, D18 X5R3, Ipnaangis. KopomniscTso.

KonTaktHuii Tenedon: 001 919 294-2092 KonraktHuit  Tenedon: +65 9030 2803,
kelly little@iqvia.com.

Howmep Ta fata Haka3sy
MO3 1woz0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 296 Big 11.02.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«[TopBiliHe cnire, paHZoMi30BaHe, I/1alle60-KOHTPOIbOBaHe AOCTiPKeHHS [Jisl OL[iHFOBaHHSI BIUIUBY /103U
Ta 0e3MeyHOCTi TIepopasbHOTO 3aCTOCYBaHHS HiHTe[aHiOy mpoTAroM 24 TWKHIB Ha (OHI CTaHJAPTHOTO
NMiKyBaHHS, 3 TIOJA/BIINM BiIKPUTUM JTiKyBaHHSAM HiHTeJaHiOOM pi3HOI TPUBAMOCTi y AiTel Ta MiAsiTKiB
(Bikom Biz 6 10 17 poKiB) 3 K/IiHIYHO 3HAUYIIUMH (iOpO3yIHOUMMY iHTePCTHULIIMHIMY 3aXBOPIOBAaHHIMU
serenby», 1199-0337, Bepcig 2.0 Big 19 yepBHs 2020

3asgBHUK, KpaiHa

TOB «JOKYME/IC» («CIA IOKYMEJC»), Jateis

CnoHcop, KpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, ABctpist

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry
(apmaneBTHYHOTO 3a0e3neueHHsI Onekcanap KOMAPIJA




Hopatok Ne 57

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Bi/ITTOBiIa/TbHOTO JTOC/Ti THMKA B MiCIli MPOBe/IeHHsT BUIPOOYBaHHS:
BYJIO CTAJIO

K.M.H. |KniMaHOB M.}O.| nikap Tapacenko T.€.

MeuUuHMii LIeHTp ToBapucTBa 3 00MexkeHOM | MeJMuHMi 1leHTp TOBapucTBa 3 0OMeXeHO
BiINOBIJa/IbHICTIO «MenuyHa KJIiHiKa | BIATIOBIa/IbHICTIO «MennuHa KJIiHIKa
«IHHOBaLlisA», BigineHHs ximiorepanii, KuiBceka | «I[HHOBaLisA», BigineHHs ximioreparmnii, Kuicbka
o61acTh, BuiropoceKuii paioH, c. JIIoTix o6macTe, BuiropoceKuii patioH, c. JIFOTixX

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2030 Biz 07.11.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, GaraTorpymnoBe qoCTimKeHHs a3y 1/2 3 MeTO BUBUEHHS 0e3MeuHOCTi, TepeHOCHUMOCTI,
(dapMakokiHeTUKH, OionoriuHoi Ta KiiHiuHOI akTuBHOCTI Tiperiapaty AGEN1884 B kombOiHamii 3
riperiapatoM AGEN2034 y maijieHTiB 3 MeTacTaTUUHUMH ab0 MiClleBO-PO3IOBCIO/PKEHUMHU COJTiTHUMHU
MyXJIMHAMM Ta PpO3IIMPEHHSI 3aCTOCyBaHHA Ha o00paHi Buau cosmigaux mnyxiauH», C-550-01, 3
IHKOPITIOPOBAHOO MOIPaBKowo 5 Bif 26 BepecHs 2019 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK'TOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

«Amxenyc Ink.» (Agenus Inc.), CHIA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




HonaTtok Ne 58

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpouypa gocnigauka INCMGAOQO0012, Buganns 7 Big 10 mucronaza 2020 poky, aHT/IiMCHKOI MOBOIO;
IHdopmariitiauii muctok i gopma 3rogu, Bepcis V3.0UKR(uk)1.0 Big 08 6epe3nst 2021 poky, mepeksaf,
YKpaiHCBKOI MOBOIO Bif 25 OGepesnsi 2021 poky; IHdopmarjitiauii smctok i ¢opma 3romgu, Bepcis
V3.0UKR(ru)1.0 Bizg 08 6epe3nss 2021 poky, nepekiaj, pociiiCbKOr MOBOIO Bifi 26 6epe3nst 2021 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Biz 26.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzoMi30BaHe, MO/BiliHe Ciline AOCTipKeHHs (a3 3 /151 OL[iHKM XiMioTepartii rperapaTaMu Ha OCHOBI
MIaTUHU y KoMOiHatgii 3 mperrapatom INCMGAO00012 a6o 6e3 HbOTO B SKOCTIi Tepariii mepioi JiHii rnpu
MeTacTaTUUYHOMY TUIOCKOK/ITHHHOMY 1 HETUIOCKOK/IITHHHOMY HeApiOHOKTITUHHOMY paKy JiereHiB
(POD1UM-304)», INCMGA 0012-304, Bepcis 1 Big 14 mucronaga 2019 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Incyte Corporation, United States

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 59
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpomrypa gocriguuka K-877 (memadibpat), Bumanus 8 Big 29 numus 2020 poky, aHT/TiMCEKO0 MOBOIO;
HNonatkoBa iHdoOpMOBaHa 3rofia y4acHHMKAa Ha BiJIIpaB/ieHHsI AOC/iI)KyBaHOTO TIperiapaTy Y4aCHUKY
nonomy, Bepcisi V1.2UKR(uk)1.0 Big 12 ciuns 2021 poky, nepekiaj, yKpaiHCbKOO MOBOIO Bifi 15 MH0TOrO
2021 poky; HomatkoBa iHbopMOBaHa 3rofia yuyacHWKAa Ha BiAmipaBieHHsS [OC/Ii/PKyBaHOTO MperapaTry
yuacHuKy gogomy, Bepcis V1.2UKR(ru)1.0 Big 12 ciuns 2021 poky, nepeksaj, poCiiCbKOIO MOBOH Bif
15 motoro 2021 poky; Popma miaTBepyKeHHs1 oTpuManHd 1JI3 yuacHUKOM A0C/iIKeHHs, Bepcis 1.2 Bif
12 ciuns 2021 poky, mepeknaj yKpaiHCbKOK MOBOIO Bif 12 mrotoro 2021 poky; Popma miTBepyKeHHs
orpuManHs [JI3 yuacHUKOM fociipkeHHs1, Bepcisi 1.2 Bix 12 ciuns 2021 poky, mepeksaj, poCiiiCbKOIO
MOBOIO Bif 12 ymotoro 2021 poky

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 581 Big 31.05.2017

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«3acrocyBaHHs TiemMadibpaty s 3MeHIeHHsS CepLeBO-CyJUHHUX YCK/IaJiHeHb 3a PaXyHOK 3HKEeHHS
piBHS TpUIVIILIEpU/IB y MallieHTiB i3 I[yKpoBuM aiabetom», K-877-302, Bepcis 3 3 iHKOpPIIOPOBaHOO
norpaBkoro 2 Biz 18 6epe3nst 2020 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emMHor0 iHBecTHLielo «AVK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Kowa Research Institute, Inc., United States

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOTrO 3a0€3MeueHHA

Onexkcangp KOMAPIJA




HopnaTtok Ne 60

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta
3aTBep/KeHHsI CYyTTEBUX MOMPAaBOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi 3MiHa Bi/ITIOBiIa/IbHOTO [JOC/TiIHMKA B MiClli TIPOBe/IeHHsT BUTIPOOYBaHHSI; Y TouHeHHsT Ha3Bu MIIB:
TIOTPaBKU

BYJIO CTAJIO

nikap [MapkeBuu 1.J1| nikap Ckubaso C.A.

KomyHanbHe — HeKoMepijiiiHe  mignmpuemcTso | KoMyHanbHe — HeKOMepLjiiHe — MiJNPUEMCTBO
«KuiBcbka Micbka KiiHiuHa JtikapHs Nel», | «KuiBcbka MickKa KiiHiyHa JikapHs — Nel»
TepaneBTUYHe BijzineHHs Ne2, M. KuiB BUKOHABUYOro opraHy KuiBCbKOi MiCBKOI paau
(KuiBcbKOi MichKOi JlepkKaBHOI a/iMiHiCcTpaliii),
TeparieBTUYHe BifgineHHss No2, m. Kui

Homep Ta fata Haka3y Ne 1403 Biz 14.06.2019

MO3 1joz0 3aTBepKeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Ha3Ba kniHiyHOTr 0O «Pangomi3oBaHe, 11arieb60-KOHTPO/IbOBaHe, TO/IBiMHe ciiirne goctipkeHHs ¢asu I, mo mpoBoauThCs B 4

BUTIPOOYBaHHS, KO/, rpymnax i3 mizbopom 103 i3 MeTO0 OIiHKM epeKTUBHOCTI Ta O6e3meuHocTi npenapaty SHR0302 nopiBHSHO

BepCid Ta ziata 3 muanebo B TAlli€HTIB i3 aKTUBHUM BHPA3KOBUM KOJITOM Bifi CepefIHbOrO /IO TSPKKOTO CTYIIeHSI»,
RSJ10101, Bepcis 3.0 Big 31 swmrzg 2019 poky

3asgBHUK, KpaiHa ITianpuemctBo 3 100% iHo3emHoro iHBecTuiiieto «AVIK’FOBIA PJIC YkpaiHa»

CrnioHcop, KpaiHa Peictoyn Biodapma Kommawi Jlimites (Reistone Biopharma Company Limited),China

CymnyTHi —

Marepianu/npernapaTy

CYNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lupeKkTopaTry
(apmareBTHUHOTrO 3a0e3MeueHHA Onexkcangp KOMAPIJA




Hopatok Ne 61

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Bi/JITIOBia/TbHOTO TOC/TiTHMKA; 3MiHa HAa3BH MiClisl IPOBe/IeHHsS] BUTTPOOYBAHHS:
BYJIO CTAJIO

nikap [Mapkesuu 1J1| nikap Ckubaso C.A.
Meauunnii neHTp «OK!Kiiik+» ToBapuctBa 3 | Meauunuii neHtp «Ok!KiiHik+» ToBapucTsa 3
0OMEXEeHOI0 Bi/NOBiJanbHICTIO «MiKHapogHuii | 0OMeXXeHOr BiANOBifanbHICTIO  «MiKHApPOJHUI
IHCTUTYT KMiHIYHUX JOC/iPKeHb», TepareBTUuHe | IHCTUTYT  K/IHIYHMX  [JOCTI/PKeHb»,  BiJJis
BifIli/IeHHsT 3 TaCTPOEHTEPOJIOTIUHUMH JIDKKaMH, | TACTPOEHTEPO/IOTii Ta rernaTosiorii CTarlioHapHOro
M. Kuis BifisieHHs1, M. KuiB

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1016 Big 06.05.2019

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararorieHTpoBe, paH[|0OMi30BaHe, TO/BiliHe Cire, I1ae00-KOHTPOIbOBaHe AOCTiPKeHHsT 2 da3u y
rapasie/IbHUX Tpynax 3 OLiHKK egeKTUBHOCTI Ta Oe3meku ST-0529 y maiieHTiB 3 moMmipHuM abo
BUCOKOAKTHMBHUM BHPa3KOBUM KosiTom», CYC-202, Bepcis 3.2 (ROW) Bix 14 ciuns 2021 p.

3asiBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, KpaiHa

CabnimiTi Tepanstotike (Xong Ko.) JIta., Ipaangis (Sublimity Therapeutics (Hold Co) Ltd., Ireland)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




HonaTtok Ne 62

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
28.04.2021 Ne 833

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa BiAMOBIJaIbLHOTO JOC/IITHUKA:

bYJIO

CTAJIO

JliKap |MapKeBHq I.J'I.|

Mepnunuii nentp «Ox! KiiHik+» TOBapucTBa 3
00MeXKeHOI0 BifMoBifabHICTIO «MiKHapoaHUH
IHCTUTYT  K/IHIYHUX  JOCHI[KeHb»,  BIAALI
raCcTpOeHTepOJIOrii Ta rerarosiorii crTalioHapHOro
BigginenHs, M. Kuis

nikap Ckubano C.A.
Meauunuii 1ieHTp «Ok! KniHik+» ToBapucTBa 3
00MeXKeHO BiMoBifambHICTIO «MiXKHapOgHUH
IHCTUTYT  K/IIHIYHUX  JOCJi/KeHb»,  BIAALI
racTpOEeHTepoJIOrii Ta rernaToJsiorii CTaljioHapHOTO
BiamineHHs, M. KuiB

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBane moaBitiHe cine gocmigpkeHHs II ¢a3u 3 orfiHKM edeKTUBHOCTI Ta Oe3meuyHOCTi
3actocyBanHsi OSE-127 B mopiBHsHHI 3 myanebo0 y TalieHTiB 3 aKTWUBHUM BUPA3KOBUM KOJIITOM
cepeHBOTO ab0 BA)KKOTO CTYTIEHsI TSDKKOCTI, 3 Hee(eKTHBHICTIO UM HerepeHOCHUMICTIO TIoTiepeHbOTOo
sikyBaHHsa», OSE-127-C201, ocraTtouna Bepcid 1.0 Bizg 15 yepsHsa 2020 p.

3asgBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, KpaiHa

OCE ImyHoTeparbtoTikc, CA, ®paniis (OSE Immunotherapeutics, SA, France)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Hopatok Ne 63

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TogoBkeHHsT TepMiHY TTPOBeZIeHHsT K/TiHiYHOTO BUMNpoOyBaHHs B YKpaiHi 0 30 mictornaza 2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1386 Biz 08.11.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTte baraTorieHTpoBe gocmimkeHHst (asu I/I1 TazemerocTary (iHribGiTOp ricToH MeTUATPaHChepasu
EZH2) sk MoHoTepariisi y Mal[i€HTiB i3 TOMMPeHWMH COJIIAHUMHU TyX/JMHaMu abo B-KmiTHHHUMEU
nimpomamu, a Takok TasemeroctaT y KOMOiHallii 3 TpegHi30/IOHOM Yy TMallieHTiB i3 JU(Y3HOIO
B-BeikokmiTMHHOO fiMdbomoro», E7438-G000-101, 3 monpaBkoto 11 Bix 24 BepecHst 2018 p.

3asgBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, KpaiHa

Emni3sum, Iuk., CHIA (Epizyme, Inc., USA)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 64

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnosneHa bpounypa pocniguuka [JNJ-67896049 / ACT-293987 / NS-304 UPTRAVI® (cenekcumnar)],
Bepcis 16 Big 02 ymoToro 2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«JlOBroCTpOKOBe BiZIKpUTE JOC/i/KeHHs1 0e3 KOHTDOJbHOI TpyNMd A/ OL[iHKA Oe3MmeyHoCTi Ta
repeHocumocTi TmipernapaTy cenekcunar (ACT-293987) y mauieHTiB 3 JiereHeBOIO apTepialbHOI
rineprensieto», AC-065A303 GRIPHON OL, ¢inanbHa Bepcist 9 Big 6 motoro 2019 p.

3asgBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CrioHcop, KpaiHa

AxTtenion @apmackrotikans JITa, [lIBetiapis

CynyTHi
Marepiaau/nperiapaTty
CYyNyTHBOI Tepariii

I'eHepanibHM# JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOT0 3a0e3meueHHsI Onekcanagp KOMAPIJA




Hopatok Ne 65

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnogreHa 6potirypa gociigauka Bepcist 7.0 Big 01 motoro 2021 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«ApanTuBHe, 06araToleHTPOBe, BiJKpPUTe [JOCTIPKEHHST 3 OI[iHKM 0e3MeYHOCTi, IepeHOCHUMOCTI,
eheKTUBHOCTI Ta (hapMaKOKiHEeTUKM BHYTPIllIHBOCYT/I000BUX iH’€KIiMt TiperapaTy AMB-05X y maijieHTiB
3 TEHOCHMHOBia/IbHOIO TiraHTOKJIITUHHOIO TMYXJIMHOI KOJIiHHOTO cyrioba», AMB-051-01, Bepcis 1.2 Bix
17 BepecHs 2020

3asgBHUK, KpaiHa

TOB «EIxin», YkpaiHa

CnoHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 66

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnosneHa 6portirypa gociigauka Bepcist 7.0 Big 01 motoro 2021 poky; BkitoueHHs1 0AaTKOBOTO MicCIist
TIPOBe/IeHHs K/TiHIYHOTO BUTIPOOYBAHHS:

No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUMPOOYBaHHS
1. | k.M.H. boriuyk C.I.

HauioHanbHul IHCTUTYT paKy, HayKOBO-ZOC/IiIHe BiJ/iJIeHHs OHKOOPTOMeAil, MyXJIMH LIKipy

Ta M’SIKMX TKaHuH, M. KuiB

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 614 Big 01.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«AJanTuBHe, BiKpUTe AoC/ifKeHHs 2 a3y 3 3aCTOCYBaHHSIM MHOXXHUHHHUX 103 3 iX 30i/IbIlIeHHsSM, L0
TIPOBOJIUTHCS [/ OLIIHKU e(heKTUBHOCTI, Oe3reku, nmepeHoCcuMOcCTi Ta gapmakokiHeTuku AMB-05X ripu
BHYTPILLIHLOBEHHOMY BBEZIeHHI Yy TIALi€EHTIB 3 TEHOCHMHOBIA/JIbHOK TiraHTOK/JIITUHHOK IYXJIMHOIO»,
AMB-051-02, Bepcis 1.1 Big 12 qucronazga 2020

3asgBHUK, KpaiHa

TOB «EIxin», YkpaiHa

CnoHcop, KpaiHa

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

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




Hopatok Ne 67
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBleHU# TPOTOKO/ K/iHiuHOTO BUMpoOyBaHHST M14-431 3 iHKOpMOpOBaHUMH AIMiHiCTPaTUBHUMU
3miHamu 1 Ta 2 i [lonpaBkamu 1, 2, 3, 4, 5 ta 6 Big 24 BepecHs 2020 poky; 3MiHa ajpecu 3asiBHUKa
K/liHiuHOTO BHUIpoOyBaHHs - «E60Bi biodhapmackroTtikan3z 'M6X», I1IBeiapis:

BYJIO CTAJIO
Heiixoditpacce 23, 6341 m. baap, llBeiinjapis | Anbre ITaiinxay3epiutpacce 14, 6330 Xaw,
(Neuhofstrasse 23, 6341 Baar, Switzerland) [MIsetitapisi (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

Howmep Ta fata Haka3sy
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1532 Biz 21.08.2018

Ha3ga kyiiHiuHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«bBaraTolieHTpOBe, paH0Mi30BaHe, MO/BiliHe Clire, Tale00-KOHTPOIbOBaHEe JOC/iPKeHHST iHAYKIiHHOI
Tepartii /17151 BUBUeHHsI e()eKTUBHOCTI Ta Oe3mneuHocTi YnazauutuHiOy (ABT-494) y nariieHTiB 3 XBopo0oto
KpoHa Biji cepeJHbOBa)KKOI /10 Ba)KKOi (hOpMM aKTUBHOCTI, Y SIKUX BUHUKJ/IA HeaZleKBaTHA BiJIOBiJb Ha
Giosoriuny Teparito abo ii HerepeHOCUMiCTb», M14-431, iHKOpIIOpOBaHMii TIoTIpaBKamu 1, 2, 3, 4 ta 5 Bif
29 kBiTHs 2020 poky

3asgBHUK, KpaiHa

«E66Bi biodapmackroTikan3 I'm6X», IlIBetitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry

(papmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




HonaTtok Ne 68

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

[TpoTtokon kniHiuHOrO AocimkeHHs I6T-MC-AMAM 3 iHkopriopoBaHoto nomnpaBkoto (b) Big 18 rpygus
2020 poky; Indopmariis asis naijieHTa goctimpkeHHst Ta @opma [HbopMoBaHoi 3roau /151 BUKOPUCTaHHS B
Ykpaini, Bepcisi Ne 6.0 ykpaiHCbKOIO Ta pocCiiicbkoro MoBaMu Bif 26 motoro 2021 poky; [doBigHMK
y4yaCHHKa [JOC/ipKeHHs 3 BUKOHAaHHS Bi3UTIB, Bepcid 2 Bif 24 yepBHd 2020 poKy yKpaiHCBKOIO MOBOO
(AMAM-UA-UK-VISIT-GUIDE-V2-PA1-06/24/2020); ~KepiBHMLITBO 3 BIi3WTiB /s yYaCHHUKA
Jlocuti/pkeHHs1, Bepcia 2 Bifg 24 yepBHs 2020 poky pocikicbkoro MoBoro (AMAM-UA-RU-VISIT-GUIDE-
V2-PA1-06/24/2020)

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2372 Bip 04.12.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«bararonientpoBe, PangomizoBaHe, [lozgiline ciine, Ilname6o- Ta AxktuBHO- KOHTpO/IBOBaHe
Hocmimkenns: 111 ®a3u ans Oninku EdektuBHOCTi Ta Be3meunocti 3actocyBaHHs Mipikizymaly y
INauienTiB i3 XBopo6oto Kpona ITomipHoro ta Tspkkoro Ilepebiry», I6T-MC-AMAM, 3 iHKOPIIOpOBaHOIO
nioripaBkoto (a) Bif 08 kBiTHs1 2020 poky

3asBHUK, KpaiHa

«Eni Jlinni Bocrok CA», IIBeliapis

CnoHcop, KpaiHa

Eni Jlinni enn Komnani, CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hopatok Ne 69

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefjeHHs KITiHIYHUX
BUTIPOOYBaHb JTiIKapChbKHX 3ac00iB Ta

3aTBep/)KeHHs CyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBnenuit ocHoBHUM KhiHiuHMM TipoToKon PLATFORMPACRD2001; 2 ¢a3a 3 mompaBkow 2 Bif
17.09.2020 p. Ta oHOBAeHHMM [lofaTOK IIOA0 CHEelU(IiUHOTO MeToAy JiKyBaHHS 3 KOHKPETHUM
rpernapaToM Mnpotokony 67864238PACRD2001; 2a ¢a3a 3 nonpaskoto 3 Bix 17.09.2020 p; OHoBneHuit
ocHOBHMM KjiHiuHui npotokon PLATFORMPACRD2001; 2 ¢a3sa 3 nonpaBkoro 2 Big 17.09.2020 p. Ta
OHOBJIeHHUM [lofjaToK 1070 crieluiyHOro MeToAy JiKyBaHHSl 3 KOHKDPETHHMM IIperapaToM MpPOTOKOTY
67864238PACRD2001; da3a 2a 3 nonpaskoto 4 Bifg 14.12.2020 p.; bpoiypa docnianvka JNJ-67864238,
BuganHs 3.0 Big 30.11.2020; IlogenHuk ydvacHuka pocaigjkeHHss SCARLET Subject Diary Card
(Ukraine-Ukrainian) 25MAR2020 FINAL Version 2.0, yKpaiHCbKOIO MOBOH /s YKpaiHU Bif
25.03.2020p.; omennuk yuacHuka pochimkeHHss SCARLET Subject Diary Card (Ukraine-Russian)
03Mar2020 FINAL Version 2.0, pociiickkoro MoBowo Ajs YkKpainu Bif 03.03.2020p.; [ogeHHUK
yuaCHHMKa [JOCTiKeHHsI 3 iHCTPyKIi€ro 3i 300py 3pa3kiB Kamy B jomaiiHix ymoBax, Fecal Diary Card
(Ukraine-Ukrainian) 21APR2020 FINAL Version 2.0, ykpaiHCbKOI MOBOH il YKpaiHH Bif
21.04.2020p.; [JomeHHWK yuyaCHUKA [JOCJi/PKeHHs 3 iHCTPYKLi€ro 3i 300py 3paskiB Kaly B JOMaIlHiX
ymoBax, Fecal Diary Card (Ukraine-Russian) 24APR2020 FINAL Version 2.0, pocilicbko0 MOBOO [iist
Yxpainu Biz 24.04.2020 p.

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJIIHIYHOTO BUTTPOOYBaHHS

Ne 1246 Big 26.05.2020

Hasga kiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTa

«bararorieHTpoBe, paH/OMi30BaHe, MOBilHe cirne, Myiarie60-KOHTPOIbOBaHe KITiHIUHE [JOCITiKEeHHS-
rmarpopma 2 a3y, 1Mo BUBYAE e(eKTUBHICTH Ta Oe3rMeuHiCcTh JIiKyBaHHS Mal[ieHTiB 3 aKTUBHOIO
xBopoboto KpoHa Bif momipHOro [0 BaKKOro cTymeHsi TsDKKOCTi. PRISM. OCHOBHUE K/TiHiUHUWM
nporokonn PLATFORMPACRD2001. dogaTok 1mjof0 crieljudiyHOro MeToAy JiKyBaHHSI 3 KOHKDETHUM
rperapaTtoM 0 OCHOBHOro KjiHiyHoro mnportokony PLATFORMPACRD2001, PRISM-SCARLET.
[Tporokon 67864238PACRD2001, 2a d¢a3za», PLATFORMPACRD2001, 67864238PACRD2001, 3
noripaBkoro 1 Big 13.11.2019 p., 3 nonpaskoro 2 Big 13.11.2019 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbrisa




CnoHcop, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», Benbris

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry
(apmaneBTHYHOTO 3a0e3neueHHs Onekcanap KOMAPIJA




Hopatok Ne 70
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBeieHHs K/IIHIUHKUX
BUTIPOOYBaHb JIIKAPCHKUX 3ac00iB

Ta 3aTBeP/KeHHs CYyTTEBUX I1OINPaBOK»
28.04.2021 Ne 833

Inentudikariis cyrreBoi
TIOTIPaBKU

OnHoBneHnl MPOTOKO KiiHiuHOTO AocaimkeHHss Ne 05, Bepcis 1 Big 10 rpygus 2020p., aHI/ilCBKOO
MoBow. [lvceMoBa iH(opMmallisi A7 mMallieHTa - JoJaTKOBa MUCbMOBa iHdopMallisg TaijieHTa s
TPOJIOBXKEHHs y4acTi y BIJKPUTOMY Ilepiofl [/ MAaL{i€HTIB, AKi AOCAI/IA TOBHOJITTA, Bepcig Ne3 Bif
28 ciung 2021p., aHriifickkoro MoBoro; IHdopwMmallis gns maijieHTa Ta (opma iHpopMOBaHOI 3rofu.
HonaTtkoBa (opma 3rofy [/s1 IPOJOBXKEHHSI Yy4acTi y BiJKDUTOMY Tepiofji [/ MaLi€eHTiB, Ki JOCATIN
TOBHOJIITTS, Bepcis Ay YKpainu Ned Bif 12 motoro 2021p. yKpaiHCBKOK MOBOK (Ha ocHOBI ITucemoBoi
iHdbopMmauii A/ mainjieHTa - [JoJaTKOBa MUCbMOBA iH(GOpMallis MaljieHTa [JJsi MPOJOBXKEHHSI yuacTi y
BiIKDUTOMY Tepio/ii /i/isl MaLli€HTIB, SIKi AOCATM MOBHOJIITTS Bepcii Ne3 Biz 28 ciunsi 2021p. aHr/1iMCbKOIO
MoBoR.); [Hdopmalis gns mauiedta Ta ¢opma iHdopmoBaHoi 3rogu. logaTkoBa ¢opma 3rogu AJis
TPOJIOBXKEHHS y4acCTi y BIAKPUTOMY Mepiofi AJid TaLli€HTiB, SKi JOCIT/IA TOBHOITTS, BepCis A/ YKpaiHu
Ned4 Big 12 mrotoro 2021p. pocilicbkkoro MoBow (Ha ocHOBi ITucemoBoi iHdopmaii s marieHTa -
JloJlaTKOBa TMHCbMOBa iH(opMallis TMaljieHTa [/ TIPOJOBXKEeHHS y4YacTi y BigKpuTOMy Tiepiofi /st
TAaLli€HTIB, SIKi JOCAT/IA TTOBHOMITTS Bepcil Ne3 Bif 28 ciuns 2021p. aHI/1iMCbKO MOBOIO)

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJIIHIYHOTO BUTTPOOYBaHHS

Ne 544 Big 19.05.2017

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTa

«/IBoxpiuHe OaraTolLleHTPOBEe paHJOMi30BaHe TO/BiliHe CJlile TuIarie00-KOHTPOIbOBaHe AOC/i/KeHHsS B
rapasieJlbHUX TPyIax 3 MeTOI OLIiHKU e(heKTUBHOCTI, Oe3reKH, 1epeHoCHMOCTi Ta hapMaKOKiHeTUYHUX
BJIACTMBOCTeN Tepu(UIyHOMiy TIpHM TepopajbHOMY TIpHOMi OJWH pa3 Ha mJo0y y Jited 3
pelUMBYOUMMHM ()OPMaMU PO3CISIHOTO CK/Iepo3y 3 TepioZioM BiJJKPUTOIO MOAAJIBIIOrO JIiKyBaHHS»,
EFC11759, nporokos Ne 04, Bepcis 1 Big 11 BepecHs 2019p.

3asiBHUK, KpaiHa

TOB «Cano@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim KopropetitiiH, CIIIA)

CymnyTHi
MaTepianu/mpernapaTi
CYMyTHBOI Tepariii

I'enepanbHuil AUpeKTOp /JUpeKkTopary

(apmaneBTHUHOT0 3a0e3meueHHs

Onekcanap KOMAPIJA




Honatok Ne 71
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeseHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta

3aTBepyKeHHs CYyTTEBUX ITOIIPABOK»
28.04.2021 Ne 833

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure, paHioMi30BaHe, B Mapase/ibHUX TIpyrax, OaraTOLeHTpOBe JOC/i/PKeHHs e(eKTUBHOCTI Ta
TepeHOCUMOCTI Tiperapaty AHTpanb, 0,2 T TabneTkd BKpUTI 000/0HKOI, BUpoOHUITBAa AT «®Papmak», B
TO€/IHaHHI 3 0a30BOIO Teparti€l0 y KOMIUIEKCHOMY JTiKyBaHHI TAL[i€HTIB 3 XPOHIUHUM TTaHKPEaTUTOM Pi3HOi
eTioJiorii, y TMOPiBHSIHHI 3 TPYIIO0 MAI[i€HTIB, SIKi OTPUMYIOTh TUTBKK 0a30BYy Tepariito», KO JOCTiKeHHs
FM-ANTR-20, Bepcist Ne 2 Bizg 08.02.2021

3asiBHUK, KpaiHa

AT «®Papmak», YKpaiHa

CnoHcop, KpaiHa

AT «Papmak», YKpaiHa

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Antpanb® (AHTpanb); TabneTKu BKpPUTI TUTIBKOBOK 000/0HKOH; 1 TabneTka MiCTHTh aHTpamo® y
riepepaxyBaHHi Ha cyxy peuoBuHy 200 mr (0,2 r), mr; AT «®apmak», YKpaiHa

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) A.M.H., ipod. Besmuko B.I.

OpecbKa K/iHiYHA JiKapHS Ha 3a/i3HUYHOMY TpaHCIOPTi ¢inii «L]eHTp 0XOpPOHU 3[0pOB’si» aKL[iOHEPHOTO
TOBAapUCTBa «YKpalHCbKa 3a/i3Hulis», TOMiKMiHiuHe BigaineHHs, Opecbkuii HallioHanbHUN MeJUUYHUMN
yHiBepcuTeT, Kadezapa ciMeiiHOI MeJULIMHU Ta 3arajbHOi MpakTuku, M. Ofeca

2) A.M.H., ipod. XyxaiHa O.C.

KomyHaneHe HekoMmepuiviHe mianpueMcTBo «llosikniHika «['paBiToH» YepHiBeLlbKOI MiCbKOI pajw,
Bi/iliIeHHs TeparieBTUUHe, M. YepHiBLji

3) kK.M.H. KiznoBa H.M.

KomyHa/sHe HeKoMepIjifiHe MmigrnprueMcTBO «BiHHMIBKa oOsiacHa KiiHiuHa mikapHs iM. M.I. TIuporoma
Binnunpkoi obmacHoi pagu», OO6acHU crierfiai3oBaHUN KTiHIYHUN TaCTPOEHTEPOJIOTIYHUMN IIeHTp, M.
Binnauns

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa

CymnyTHi
MaTepianu/mpernapaTi
CYMyTHBOI Tepariii

I'enepanbHuil AUpeKTOp /JUpeKkTopary

(apmaneBTHYHOT0 3a0e3MeueHHs

Onekcanap KOMAPIJA




