Honatox Ne 1

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX IOIPABOK)
28.04.2021 Ne 833

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«Binkpute nocmimkenns 1b dasu 3 ominku 6e3medHoCTi, apMaKOKiHETHKH 1 (hapMaKOJHHAMIKH [Tperapary
JNJ-64264681 y xombinamii 3 npenmapatom JNJ-67856633 B yyacHHKIB 3 HEXODKKIHCHKOIO JTiM(POMOIO Ta
XPOHIYHUM JTIM(GOIUTAPHUM JIEHKO30M», Koia mociipkeHHs 64264681LYM1002, nmonpaska 1, Bim 06
»k0oBTHA 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUIOPATOPI MEJIICIH», Ykpaina

CrnioHcop, kpaina

Succen-Cinar Iurepuemnn HB, benbris / Janssen-Cilag International NV, Belgium

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

JNJ-64264681; JNJ-64264681-ZAT (JNJ-64264681; INJ-64264681-ZAT, GO04; INJ-64264681); kancy:nu;
35 wmr; Janssen Pharmaceutica NV, benbris; Fisher Clinical Services, CIIIA; Shanghai STA Pharmaceutical
Product Co., Ltd, Kuraii; Fisher Clinical Services GmbH, IIseiinapis;

JNJ-64264681; INJ-64264681-ZAT (JNJ-64264681; INJ-64264681-ZAT, GO08; JNJ-64264681); kancy.u;
140 wmr; Janssen Pharmaceutica NV, bensris; Fisher Clinical Services, CIIIA; Shanghai STA
Pharmaceutical Product Co., Ltd, KuTaii; Fisher Clinical Services GmbH, IlIsefinapis;

JNJ-67856633; JNJ-67856633-ZAF (JNJ-67856633; JNJ-67856633-ZAF, G008; JNJ-67856633; JINJ-
67856633; INJ-67856633-ZAF); xancysnu; 50 mr; Janssen Pharmaceutica NV, beneris; Catalent CTS, LLC,
CIIIA; Catalent Pharma Solutions, LLC, CIIA; PHAST Development Gmbh & Co. KG, Himeuuuna;
Eurofins Pharma Quality Control — Les Ulis, ®panrtisi; Fisher Clinical Services, CIIIA; Shanghai STA
Pharmaceutical Product Co., Ltd, Kuraii; Fisher Clinical Services GmbH, IlIseiimapis;

JNJ-67856633; JNJ-67856633-ZAF (JNJ-67856633; JNJ-67856633-ZAF, G012; JNJ-67856633); karncy.u;
100 mr; Janssen Pharmaceutica NV, benwris; Catalent CTS, LLC, CIIIA; Catalent Pharma Solutions, LLC,
CIIA; PHAST Development Gmbh & Co. KG, Himeuyunna; Eurofins Pharma Quality Control — Les Ulis,
@pantris; Fisher Clinical Services, CIIIA; Shanghai STA Pharmaceutical Product Co., Ltd, Kuraii; Fisher
Clinical Services GmbH, [lIBeiiapis

Bianosinanbawmii (1)
JOCIITHUK (1) Ta MicCIe
(s1) mpoBeneHHS
BUINIPOOYBaHHS B YKpaiHi

1) n.m.H. T[Tepexpectenko T.I1.

ToBapucTBo 3 00MEXKEHOIO BIANOBIAANBHICTIO «MenuyHuil 1eHTp iMeHl akaaemika lOpis Ilpoxkonosuua
CroixkeHka», BiAALT KiIiHIYHUX fochimpkenb Nel, KuiBcbka oOmacth, KueBo-CBATOIIMHCHKUN paiioH, C.
KamiTaniBka

[IpemapaT mOpiBHSAHHS,
BHPOOHMK Ta KpaiHa




CynytHi
MaTtepiaiu/mpenapari
CYNYTHBOI Tepamii

Lab kits from Covance

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOTrO 3a0€3M€eYeHHS

Ounexkcanap KOMAPIJA




Jomatok Ne 2

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aC0O01B

Ta 3aTBEP/YKEHHS CYTTEBUX IOIPABOK)
28.04.2021 Ne 833

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«52-THKHEBE, paHAOMi30BaHe, TOJBIMHE CIiNe, 3 MOJBIMHMM MAaCKyBaHHSM, 3 KOHTpOJIEM IuTanebo Ta
aKTHBHUM KOHTposieM fociimkeHHs (Podmyminact, anipecn® 500 MKT), 110 TPOBOIUTHCS B MapaeIbHIX
rpymax 3 METOI OIIHKMA €PEeKTUBHOCTI Ta Oe3medHocti nBox o3 mpenapary CHF6001 y dopmi cyxoro
MOPOIIKY JUIsl 1HTANALIN, 0 AOAAIOTHCS IO MIATPUMYIOUOI MOTPIHHOI Teparii y Mali€HTiB i3 XPOHIYHUM
0o0CTpyKTUBHHM 3axBoproBaHHAM JereHb (XO3JI) Ta XpoHIYHHM OpOHXITOM», KO JJOCIIKEHHS
CLI-06001AA1-05, Bepcis 1.0 Bix 20 nucronaga 2020 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JIEBEJIOIIMEHT YKPAITHA»

Cnoncop, kpaiHa

«K’e31 dapmarientiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itanis

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
T03yBaHHS, BUPOOHUK,
KpaiHa

CHF6001 (DPI NEXThaler®), CHF6001, CHF6001 DPI (CHF6001; 1239278-59-1; CHF6001; C30 H30
Cl2 F2 N2 08 S; CHF6001.00; CHF 6001.00; SUB1800242; Tanimilast); Cyxuii mopoOIIOK Jisl iHTaJIAIi#;
Iaransrop, mo mictutk 120 no3; 400 mxr (mikporpam)/moza; Chiesi Farmaceutici S.p.A., Iranis; Chiesi
Farmaceutici S.P.A, TIramis; ALMAC CLINICAL SERVICES LIMITED, Benuka bpuranis;
LABANALYSIS S.R.L, Iramis; PPD Development Ireland Ltd., Ipmanmis; Micro-Macinazione SA,
[Beiinapis;

CHF6001 (DPI NEXThaler®), CHF6001, CHF6001 DPI (CHF6001; 1239278-59-1; CHF6001; C30 H30
Cl2 F2 N2 O8 S; CHF6001.00; CHF 6001.00; SUB1800242; Tanimilast); Cyxuii mOpoOIIOK Jisi iHTANIAIIIH;
Iaransrop, mo mictute 120 no3; 800 mkr (mikporpam)/moza; Chiesi Farmaceutici S.p.A., Itamis; Chiesi
Farmaceutici S.P.A, TIramis; ALMAC CLINICAL SERVICES LIMITED, Benuka bpuranis;
LABANALYSIS S.R.L, Iramis; PPD Development Ireland Ltd., Ipmanmis; Micro-Macinazione SA,
[Beiinapis;

mwrare6o 10 CHF6001 (DPlI NEXThaler®), CHF6001, CHF6001 DPI (mmame6o mo CHF6001 (DPI
NEXThaler®), CHF6001, CHF6001 DPI); Cyxuii moporiok ajis iHrausiiii; [aransrop, mo mictuts 120
no3; Chiesi Farmaceutici S.p.A., Iramis; Chiesi Farmaceutici S.P.A, Iramis; ALMAC CLINICAL
SERVICES LIMITED, Benuka bpuranis; LABANALYSIS S.R.L, Iramis; Micro-Macinazione SA,
[IBeitmapis

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicCIe
(s1) mpoBeneHHS
BUNPOOYBaHHS B YKpaiHi

1) k.M.H., 3aB. Bia. bnaxko B.1.

KomyHansHe HexomepuiiiHe nignpueMcTBo «Mickka kiiHiuHa jgikapHs Ne 13» XapkiBchbKoi MICBKOT paju,
MyIbMOHOJIOTIYHE BiaaineHHs Ne 2, M. XapkiB

2) n.m.H., mpod. OctpoBehkuii M.M.




KomynansHe HekomepiriiiHe mianpueMcTBo «IBaHO-DpaHKIBCHKUA 00JacCHUN (THU310MYyIBMOHOJIOTIYHUN
1eHTp [BaHo-@paHKiBCHKOT 00J1aCHOT paam», BiAAiIeHHS myabMoHoorii Ne2, M. [BaHO-DpaHKIBCHK

3) k.m.H. JIebenp K. M.

KomyHaneHe HeKoMepIliiiHe MiANmpUEMCTBO «XepCOHChKa MichKa KiliHIYHA JikapHs M. €.€. Kapabenema
XepCcoHCHKOI MiCBKOT paJii, MyJIbMOTEPANIeBTUYHE BiIIJICHHS, M. XEpCOH

4) x.m.H. [Tpumymko H.A.

HepxaBHa ycraHoBa «HarioHanbHui 1HCTHTYT ¢TH3iaTpii 1 myaeMonosorii iM. @.I. SIHOBChKOTO
HamionaspHoi akagemii MeAMYHUX HayK YKpaiHuy, BUIICHHS MyIbMOHOJIOT11, M. KuiB

[Ipenapatyu nopiBHAHHS,
BUpPOOHUK Ta KpaiHa

Poduyminact ([Jamipecn®), Roflumilast (Daliresp®), Daliresp® (poduayminact) (162401-32-3;
C17H14CI2F2N203; SUB10358MIG; ROFLUMILAST); tabnetrku; 250 wmkr (mikporpam); Chiesi
Farmaceutici S.P.A, Iramis; ALMAC CLINICAL SERVICES LIMITED, Benuka bpuranis; Almac
Sciences Ltd, Benuka bpuranis;

Podayminact (Hamipecn®), Roflumilast (Daliresp®), Daliresp® (podayminact) (162401-32-3;
C17H14CI2F2N203; SUB10358MIG; ROFLUMILAST, tabnerku; 500 wmkr (mikporpam); Chiesi
Farmaceutici S.P.A, Iramis; ALMAC CLINICAL SERVICES LIMITED, Benuka bpuranis; Almac
Sciences Ltd, Benuka bpuranis;

wiare6o 10 Podayminact (Jamipecn®), Roflumilast (Daliresp®), Daliresp® (podutyminact) (rarebo 10
Poduyminact ([anmipecn®), Roflumilast (Daliresp®), Daliresp® (podayminact)); tabmerku; Chiesi
Farmaceutici S.P.A, Iramis; ALMAC CLINICAL SERVICES LIMITED, Benuka Bputanis; Almac
Sciences Ltd, Benuka bpuranis; ALMAC PHARMA SERVICES LIMITED, Benuka bpuranis

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

— =

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Jomatok Ne 3

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEP/YKEHHS CYTTEBUX IOIPABOK)
28.04.2021 Ne 833

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«OnTuMizoBaHe, OaraToleHTPOBE, paHAOMI30BaHe, MOJBIMHE CIiNe, MIaned0-KOHTPOIbOBAHE TOCIIIKEHHS
y TapalelbHHUX Tpynax i3 BUBYEHHS BIUIMBY eMNarmi(pio3MHy Ha YacTOTy TOCHiTaii3amii 3 TpPUBOIY
CEepILIeBOi HEAOCTATHOCTI Ta BIUIMBY Ha PiB€Hb CMEPTHOCTI y MAli€HTIB 13 TOCTPUM 1H(APKTOM MioKapiay,
ko pocaimpkerHs 1245-0202, sepcist 1.0 Big 03 mumas 2020 poxy

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JIEBEJIOTIMEHT YKPAIHA»

CrnioHcop, kpaina

Boehringer Ingelheim International GmbH, Himeuunna

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Emnarmidaosun, JPKAPAIHC®, Jardiance® (Bl 10773; Emnarmidiao3uH); TabgeTKH BKPHTI IUIIBKOBOIO
obosonkoro; 10 mr (minirpam); Boehringer Ingelheim Pharma GmbH &Co. KG, Himeuunna; Boehringer
Ingelheim Pharma GmbH &Co. KG, Himeuuuna; Almac Clinical Services Limited, BeaukoGpuraHnis;
Almac Clinical Services (lreland) Limited, Ipmannis; Almac Clinical Services, LLC, CIIA; A&M
STABTEST Labor fur Analytik und Stabilitatsprufung GmbH, Himeuunna; Labor LS SE & Co0.KG,
Himeyunna; SGS INSTITUT FRESENIUS GmbH, Himeuunna; Eurofins PHAST GmbH, Himeyunna;
wiare6o 10 Emmarmidmosun, JDKAPIHC®, Jardiance® (Lactose monohydrate, microcrystalline cellulose,
croscarmellose sodium, and colloidal anhydrous silica, magnesium stearate Film coating suspension: An
aqueous suspension of Opadry® yellow ); TabmeTku BKpHTI TUTiIBKOBOIO 0600HKOI0; Boehringer Ingelheim
Pharma GmbH &Co. KG, Himeuunna; Boehringer Ingelheim Pharma GmbH &Co. KG, Himewyuunna; Almac
Clinical Services Limited, Benukoopuranis; Almac Clinical Services (Ireland) Limited, Ipnanmis; Almac
Clinical Services, LLC, CIIA; A&M STABTEST Labor fur Analytik und Stabilitatsprufung GmbH,
Himeyunna;, Labor LS SE & Co0.KG, Himeuunna;, SGS INSTITUT FRESENIUS GmbH, Himeuunna;
Rottendorf Pharma GmbH, Himeuunna

Binnosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeEHHS
BUINIPOOYBaHHS B YKpaiHi

1) ronosuuii nikap Xypoa C.B.

KomyHanpHe HekoMepliiiiHe mianpueMcTBo «Yepkacbkuil oOjgacHMM KapAiojoriyHui neHTp YepkachKoi
oOacHoi paau», BIAJIUIEHHS TOCTPOi KOPOHAPHOI HETOCTATHOCTI Ta MOPYIIEHb pUTMY, M. Uepkacu

2) n.m.H., npod. Llenyiiko B.JA.

KomyHaneHe HexkomepliiiiHe mianpueMcTBo «Micbka KiiHiuHa JikapHa Ne 8» XapkiBCbKOi MICBKOi pajH,
Kapjionoriyde BigmaiieHHs 1, XapkiBchbka MenuuHa Akaaemis miciasaurioMHoi ocitd MO3 VYkpainu,
Kaeapa kapiosorii Ta GyHKIIOHAIBHOI A1arHOCTHKH, M. XapKiB

3) n.m.H., mpod. Kaprenko 1O.1.




KomynansHe HekomepiiitHe mianmpueMcTBo «Opechbka oOjacHa KiiHIYHA JikapHs» Opecbkoi obmacHOT
panu», PerionanbHuii HEHTP KapAioxXipyprii, BiaaiaeHHs kapaioxipyprii, M. Oneca

4) unen-kop. HAMH Vkpainu, a.m.H., mpod. [Tapxomenko O.M.

HepxxaBHa ycranoBa «HamioHanpHuii HaykoBHH 1eHTp «lHCTUTYT Kapnionorii iMeHI akajemika
M.J. Crpaxecka» HarionanpHOT1 akameMii MEIMYHHMX HayK YKpaiHHW, BIJJII peaHiMmallii Ta iHTEHCHBHOI
teparnii, M. Kui

5) 3aB. Bix. Pynenko JI.B.

Komynanene Hekomepiiiiine minmpuemMcrBo «KuiBchka Micbka KJIiHIYHA JIKapHS I[IBUJAKOI MEAMYHOI
JIOTIOMOTH» BUKOHaBYOro oprany KuiBchkoi mickkoi paau (KuiBchbkoi MiChKOiI Iep:kaBHOI aaMiHiCTpallii),
Kap1i0JIOTIYHE BiJIIICHHS (U151 XBOpUX Ha iH(apKT Miokapay), M. Kuis

6) x.m.H. [Tepenenuus M.B.

KomyHanpHe HekoMmepIiiHe mianpueMcTBO JIbBIBChKOI 00MacHOl paau «JIbBIBCbKUI 00MacCHMA KITIHIYHUN
JKyBaJIbHO-A1arHOCTUYHUI Kap110JIOTTYHUHN [IEHTPY», BIIIEHHS! KOHCYIBTATUBHOI MOJIIKIIIHIKY, M. JIbBIB
7) nikap IlerpoBcokuii T.P.

Kninigyauii mikyBanbHO-A1arHOCTUYHUI LIEHTP TOBAPHUCTBA 3 OOMEKEHOI0 BiAMOBIIANbHICTIO «CiMenrpym»,
M. [BaHO-DpaHKiBCHK

8) k.m.u. Kapnienko O.I

Komynanene Hexomepiiitae mianpueMcTBo «KuiBcbka MichKa KiliHiuHA JikapHs Nel» BUKOHABUOTO OpraHy
KuiBcwkoi michkoi paau (KuiBchbkoi MichbKOI 1ep:kaBHOI aAMIHICTpaIlii), kKapionoriyHe BiaaineHHs, M. Kuis
9) n.m.H., mpod. Srencekuii A.B.

Komynanene mnignpuemMctBo «JIynbka Micbka KiIiHIYHA JIKapHA», BoJMHCHKUI 007acHUM LEeHTp
KapA10BaCKYJISIPHOT MaTOOr11, BIAJIIIIEHHS peadimitanii, M. JIyipk

10) x.m.H. Kimanma ALl

KomyHanpHe HekoMepliiiHe NIANPUEMCTBO «XMEIbHUIBKUN O0JIaCHUN CepleBO-CYAMHHUN LIEHTP»
XMeNnpHUIBKOI 00J1acCHOT paaM, BIJIIEHHS Kapaio 1 €HJOBacKyJspHOI XIpyprii Ta iHTepBEHLIHHOL
paaioJIoTii 3 majgaTor IHTEHCUBHOI Teparii, M. XMeIbHHUIIbKUMA

11) 3aB. Bia. Baiina M.®.

KomyHaneHe HexoMepliiiHe MIANPUEMCTBO «3aKapnaTchbkuii oOJacHUN KIIIHIYHUM IEHTp Kapiiojiorii Ta
KapAloxipyprii» 3akaprnarchbkoi o0JIacHOI pajau, cCrelianxi3oBaHe BIJIUICHHS [JI1 XBOpUX 3 1HGApKTOM
MioKapaa, M. YKropo

12) 3aB. Bia. [lerpoBchkuii P.B.

KomyHnaneHe HekomepiliiiHe mianpueMcTBo «IBaHO-PpaHKIBCbKMNA OOJACHUN KIIHIYHUNA KapAiOJOTidyHHMA
ueHTp [BaHO-®paHKiBCHKOI 00J1aCHOT paan», BIAAUIEHHS 1HPapKTy Miokap/a 3 0JIOKOM IHTEHCUBHOI Teparlii,
M. [BaHO-DpaHKiBCHK

13) 3aB. Big. Kymuip M.O.

KomyHnaneHe Hekomepiiiiine mnianpuemctBo «Ob6nacHa kimiHiyHa jgikapHs iM. O.®. I'epOaueBCbKOro»




XKuromupcrkoi 00651acHOT pan, KapA10JIoTi9He BiIUIeHHs, M. JKutomup

14) n.m.H., npod. Barymkin B.B.

KomyHnansHe HekomepiiitHe mianpueMcTBo «KuiBchka MichbKa KiTiHIYHA JiKapHS Ne5» BUKOHABYOTO OpraHy
KuiBchkoi micbkoi pamu (KuiBchkoi MiChKOi JepaBHOI aiMiHICTpallii), KapJioJoriyHe BiUIUICHHS st
JIKYBaHHS XBOPUX Ha TOCTPHH 1HGAPKT MioKap/a 3 majaTor iIHTEHCUBHOI Tepamii, M. Kui

15) n.m.H., ipod. Koasis O.A.

KomynaneHe Hexomepiiiine mianpueMctBo «KiiHiYHA JiKapHS MBHJAKOI MEIWYHOI  JTOTIOMOTH
JIHIpOBCHKOI MICHKOI pajy, KapAioJIOTidHe BiJUIJICHHS JIs1 XBOpUX Ha iH(apKT Miokapaa Ne2, m. /IHinpo
16) n.m.u. Cepik C.A.

JepxxaBHa ycraHoBa «Hamionansamii incTuTyT Tepamii iM. JI.T. Manoi HarionaneHoi akanemii MeITuIHUX
HayK YKpaiHuy», BIAJLI iIeMI9HOT XBOpOOU cepiisd i MeTaboIuHUX MOPYIIeHb, M. XapKiB

17) n.m.H., ipod. SApema H.1.

KomyHnansHe HekoMepiliiiHe mianpueMcTBO «TepHOMIIbChKA YHIBEPCUTETChKA JiKapHs» TepHOMiIbChKOT
00J1acHOT pajiu, Kap/aioJoriuHe BiyIijieHHs, TepHONIIbChKUI HAIlIOHAIBHUNA MEIUYHHIA YHIBEPCUTET IMEHI
I.51. T'opbaueBcbkoro MiHicTepcTBa OXOPOHU 3A0pOB's YKpaiHu, kadeapa BHYTpIilIHbOI menuuuHu Nel,
M. TepHomiah

18) n.m.H., ipod., 3aciysxeHwuii sikap Yipainu Komuigt M.IT.

JepxxaBHa ycraHoBa «Hamionansauii incTuTyT Tepamii iM. JI.T. Manoi HanionansHo1 akanemii MeIu4HUX
HayK YKpaiHW», B NPO(DITaKTHUKY Ta JIIKYBaHHs HEBIJKIaJHUX CTaHIB, M. XapKiB

19) k.m.H., 3aB. Bia. Ky3ueros .B.

KomyHaneHe HekoMepliliHe MiANpUEMCTBO XapKiBCbKoi oOnacHoi paaum «O6nacHa KIIHIYHA JIKapHs»,
KapA10JI0T14HE BIUTUICHHS, M. XapKiB

20) n.m.H., npod. Bakamtok LIT.

KomynansHe HexomepiiitHe mianpueMcTBo «IBaHO-DpaHKIBChKUNM OOJACHUN KIIHIYHUN KapAiOJOTI4YHUN
HneHTp IBaHO-DpaHKIBCHKOT 00JIaCHOI pajy», BIAJUIEHHS XPOHIYHOI 1IeMiYyHOi XBOpoOu cepus, IBaHO-
@paHKIBCHKUN HalllOHATbHUM MEAWYHUN YHIBEpCUTET, Kadeapa BHYTpIIHbOI MeaunmHu Ne2 Ta
MEICECTPUHCTBA, M. IBaHO-PpaHKIBCHK

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jonatok Ne 4

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEP/YKEHHS CYTTEBUX IOIPABOK)
28.04.2021 Ne 833

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«52-THKHEBe, paHAOMI30BaHe, MOJBIMHE CIIIe, IUTane00 KOHTPOJIbOBAHE JOCITIDKECHHS Yy HapajieIbHUX
rpymax 3 METOI OIIHKMA €PEeKTUBHOCTI Ta Oe3medHocti aBox n03 npemnapaty CHF6001 y dopmi cyxoro
MOPOIKY JUIsl 1HTANALIN, 0 AOJAIOTHCSA M0 MIATPUMYIOUYOI MOTPIHHOI Tepamii y MaIi€HTIB 13 XpOHIYHUM
00CTpYKTHBHHM 3axBopioBaHHsM JiereHb (XO3JI) Tta XpoHiuHMM OpoHXiTOM», Kox mociimkenHs CLI-
06001AA1-04, Bepcis 1.0 Bix 20 nmucromnana 2020 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JIEBEJIOIIMEHT YKPAITHA»

Cnoncop, kpaiHa

«K’e31 dapmarientiui C.n.A.» [Chiesi Farmaceutici S.p.A.], Itanis

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

CHF6001 (DPI NEXThaler®), CHF6001, CHF6001 DPI (CHF6001; 1239278-59-1; CHF6001; C30 H30
Cl2 F2 N2 08 S; CHF6001.00; CHF 6001.00; SUB1800242; Tanimilast); Cyxuii mopoOIIOK Jisl iHTaJIAIi#;
Iaransrop, mo mictute 120 no3; 400 pg (mikporpam)/moza; Chiesi Farmaceutici S.p.A., Iranis; Chiesi
Farmaceutici S.P.A, TIramis; ALMAC CLINICAL SERVICES LIMITED, Benuka bpuranis;
LABANALYSIS S.R.L, Iramis; PPD Development Ireland Ltd., Ipmanmis; Micro-Macinazione SA,
[Beiinapis;

CHF6001 (DPI NEXThaler®), CHF6001, CHF6001 DPI (CHF6001; 1239278-59-1; CHF6001; C30 H30
Cl2 F2 N2 O8 S; CHF6001.00; CHF 6001.00; SUB1800242; Tanimilast); Cyxuii mOpoOIIOK Jisi iHTANIAIIIH;
[aransrop, mo mictute 120 no3; 800 pg (mikporpam)/moza; Chiesi Farmaceutici S.p.A., Iranis; Chiesi
Farmaceutici S.P.A, TIramis; ALMAC CLINICAL SERVICES LIMITED, Benuka bpuranis;
LABANALYSIS S.R.L, Iramis; PPD Development Ireland Ltd., Ipmanmis; Micro-Macinazione SA,
[Beiinapis;

mwrare6o 10 CHF6001 (DPlI NEXThaler®), CHF6001, CHF6001 DPI (mmame6o mo CHF6001 (DPI
NEXThaler®), CHF6001, CHF6001 DPI); Cyxuii moporiok ajis iHrausiiii; [aransrop, mo mictuts 120
no3; Chiesi Farmaceutici S.p.A., Iramis; Chiesi Farmaceutici S.P.A, Iramis; ALMAC CLINICAL
SERVICES LIMITED, Benuka Bpuranist; Micro-Macinazione SA, Hlseiiapis; LABANALYSIS S.R.L,
Itamis

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MicCIe
(s1) mpoBeneHHS
BUNPOOYBaHHS B YKpaiHi

1) k.M.H., 3aB. Bi. bnaxko B.1.

KomyHansHe HexomepuiiiHe nignpueMcTBo «Mickka kiiHiuHa jgikapHs Ne 13» XapkiBchbKoi MICBKOT paju,
MyIbMOHOJIOTIYHE BiiieHHs Ne 2, M. XapkiB

2) n.m.H., mpod. OctpoBehkuii M.M.




KomynansHe HexomepiriiiHe mianpueMcTBo «IBaHO-DpaHKIBCHKHA 00JacHUN (TU310MYyIBMOHOIOTIYHUAN
1eHTp [BaHo-@paHKiBCHKOT 00J1aCHOT paam», BiAAiIeHHS myabMoHoorii Ne2, M. [BaHO-DpaHKIBCHK

3) k.m.H. JIebeap K.M.

KomyHaneHe HeKoMepIliiiHe MinpueEMCTBO «XepCcoHChKa Michka KiliHiyHA JikapHs iM. €.€. Kapabenemay
XepCOHCHKOI MiCBKOT paii, MyIbMOTEpaNeBTUYHE BIIIIICHHS, M. XE€PCOH

4) x.m.H. [Tpumymko H.A.

HepxaBHa ycraHoBa «HarmioHanbauii iHCTHTYT ¢Tu3iatpii 1 myasMonosorii iM. ®.I'. SHOBCBHKOTO
HamionaspHoi akagemii MeAMYHUX HayK YKpaiHuy, BUIICHHS MyIbMOHOJIOT11, M. KuiB

[Ipenapatu nopiBHSHHA, | —
BUpPOOHUK Ta KpaiHa

CynyTHi —
MaTepianu/mpenapari
CYNYyTHBOI Teparii

I'enepanbuuii nupexrop JAupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS Ouaekcanap KOMAPIIA




Honatox Ne 5

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta 3aTBEP/YKEHHS CYTTEBUX IOIPABOK)
28.04.2021 Ne 833

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBaHe, 3 MOJBIMHOI IMITAIIEI0 Ta 3 AaKTUBHUM KOHTPOJIEM I MiAOOPY MO3H, MOMABiiHE cIiire
JMOCTI/DKeHHS Yy TaliedTiB 3 pedurokc-e3ogparitom crynmeas C a6o D 3a  Jloc-AHIKENIECHKOO
kiacudikalli€ro, a TAaKOX y Mai€HTIB 3 MPUHAWMHI YaCTKOBUMHU CUMIITOMaMHu pediokc-e3odarity, ane 6e3
3arO€HHS 32 PE3yJAbTATOM EHJOCKOIIYHOTO TOCTIKCHHS IMICIs OTPUMAHHS HUMH 8-THXKHEBOTO KypCy
3arorBaJIbHOI CTaHAAPTHOI Teparrii iHriditopoM npotonHoi mommnu (II1IT), 3amis BuBYeHHS O6€3MEYHOCTI Ta
MIEPEHOCUMOCTI JIIKYBaHHS, IIBHIKOCTI 3aror0BaHHsS epo3iil micis 3actocyBaHHs X842 abo J1aHCOMpas3oiny
OPOTSIroM 4 THXKHIB, a TAKOX XapaKTepy 3MiH CHMIITOMIB IPOTSATOM HACTYIHOTO 4-TH)KHEBOTO TEpiony
JIKyBaHHS JIaHCOTPa3zoiaomy, kox nociimkeras CX842A2201, sepcis 1.0 Big 03 BepecHs 2020 poky.

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnoHcop, kpaina

«Cinkiryc @apma Al'y, llIseiinapist/ Cinclus Pharma AG, IlIBeiinapis

[lepenik 1ocaiaKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

X842 (X842; X842); Tabnerku 3 HeralHUM BuBUIbHEHHAM; 200 mr/25 mr (minirpam); Parexel International
GmbH EuDC, European Distribution Center, Himeuunna; Recipharm Pharmaceutical Development AB,
[Benist; Clinical Supplies Management Europe sa (CSM Europe sa), Watson & Crick Hill, Benbris;
Mikrolab Stockholm AB, IlIBeris;

X842 (X842; X842); Tabnerku 3 HeratHUM BuBLIbHEHHAM; 200 mr/50 mr (minirpam); Parexel International
GmbH EuDC, European Distribution Center, Himeuunna; Recipharm Pharmaceutical Development AB,
[Benist; Clinical Supplies Management Europe sa (CSM Europe sa), Watson & Crick Hill, benbris;
Mikrolab Stockholm AB, IlIBseris;

wiane6o 1o X842; tabneTku 3 HeraiiHuMm BuBiNbHEeHHAM; Parexel International GmbH EuDC, European
Distribution Center, Himeuunna; Recipharm Pharmaceutical Development AB, IIBemis; Clinical Supplies
Management Europe sa (CSM Europe sa), Watson & Crick Hill, bensris; Mikrolab Stockholm AB,
IIBeris;

Bianosinanbawmii (1)
JOCIITHUK (1) Ta MicCIe
(s1) mpoBeneHHS
BUINIPOOYBaHHS B YKpaiHi

1) nixap apunna H.IL.

Mennunnit ientp «Ox! KiiHik+» ToBapucTBa 3 0OMEKEHOI0 BIAMOBITAIBHICTIO «MIKHAPOIHUN 1HCTUTYT
KIHIYHUX JOCTIKEHBY, BIIILI TaCTPOSHTEPOJIOTIT Ta FeNaToiorii CTalioHapHOTo BijaineHHs, M. Kuis

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

KomyHaneHe HekomepiiiiHe mianpueMcTBo «Oaecbka o0nacHa KiliHigHA JikapHs» Onecbkoi 001acHoi paay,
MOJIIKJIIHIYHE BigaiaeHasa, M. Oneca




3) a.m.u. 'omoBuenko O.1.

MenuuHuii IEHTP TOBApUCTBA 3 OOMEKEHOK BimmoBiganbHicTIO «Xenc Kiiniky, MeauuHuil KITiHIYHUN
JIOCJTI THAIIBKUN TIEHTP, BIAJIUI TaCTPOEHTEPOJIOTIi, FenaToJIorii Ta eHA0KpUHOIOT1T, M. BiHHUILA

4) nikap Pimko f1.0.

KomyHanpHe HEKoOMepIiiiHE MANPUEMCTBO «3akapraTrchbka OOJIacHa KJIiHIYHA JIKapHS IMEeHI AHIpis
Hogaxkay» 3akaprnarcbkoi 00J1acHOT pajii, TaCTPOCHTEPOJIOTIUHE BiIIUICHHS, M. Y KTOPOJI

5) k.m.H. Tomamkesuu I'.1.

KomyHnaneHe  HekomepliiiHe  mianmpueMcTBO  «BiHHMIIBKa  Michbka  KiiHi4HAa  JikapHsa — Nely,
racTpOEHTEPOJIOTIUHE BiIIJICHHS, M. BiHHHIISA

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

KomyHnanpHe HexomepliliHe mignpueMcTBo «Micbka mikapas Ne6» 3amopi3bkoi MiICbKOi  paju,
TacTPOCHTEPOJIOTIYHE BITUICHHS, M. 3aITOPIMOKS

[Ipenapatu nopiBHAHHS,
BUpPOOHUK Ta KpaiHa

Jlancompaszon (Lansoprazole, Lansoprazol, mancompason.; Lansoprazole); TBepai KHIIKOBOPO3YHMHHI
kancynu; 30 mr (minirpam); Parexel International GmbH EuDC, European Distribution Center, Himeuunna;
Clinical Supplies Management Europe sa (CSM Europe sa), Watson & Crick Hill, bensris; KRKA d.d.,
Novo mesto, CnoseHis;

[Tnanie6o mo Jlancompasosn, TBepai KuinkoBopo3uumHHi Kamcynu; Parexel International GmbH EuDC,
European Distribution Center, Himeuuuna; Clinical Supplies Management Europe sa (CSM Europe sa),
Watson & Crick Hill, benbris

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NeYCHHS Onexkcanap KOMAPIJA




Jomatok Ne 6

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEP/YKEHHS CYTTEBUX IOIPABOK)
28.04.2021 Ne 833

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta gaTta

«PannomizoBaHe, MojBiifHE ciine, 1uianedo- KOHTpoJboBaHe nociipkeHHs ¢a3u Il mius oriHku edexTiB
npenapaty RO6889450 (PanmitapoHT) y mami€eHTiB i3 mu3odpeHiero abo 3 mm30adeKTUBHIUM PO3JTaI0M Ta
HEraTUBHUMHM CUMIITOMaMKy , Koz nociipkenas BP40283, Bepcis S Bix 15 Bepecus 2020 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BigmosinaneHicTio «KoHTpakTtHO-/{ochinaunpka Opranizanis [HHOapM-
Ykpaina»

CrnioHcop, kpaina

®. Xopdmann-Jls Pom JItn, Hiseiinapis (F. Hoffmann-La Roche Ltd, Switzerland)

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

Panmmitaponr, RO6889450, Ralmitaront, TAARI, Ro 688-9450/F05, R0688-9450-F05 (RO6889450,
TAARL, Ro 688-9450/F05, RO688-9450-F05; yacTkoBuii aroHIiCT perenTopa 1-ro TUIy, acomiioOBaHOIO 3i
cmigoBuMu amiHamu (trace amine-associated receptor 1, TAARI)); tBepai kamcynu mo 50 mr Ne54 y
wsmii; 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 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 LLC, USA; Catalent Germany Schorndorf GmbH, Germany; DHL
Solutions Fashion GmbH, Germany; Solvias AG, Switzerland,;

mwianebo g0 Pammitapont, RO6889450, Ralmitaront, TAAR1, Ro 688-9450/F05, R0688-9450-F05
(Microcrystalline cellulose); tBepai kancynau mo 50 mr Ne54 y mumsammi; 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 LLC, USA; Catalent Germany Schorndorf GmbH, Germany;
DHL Solutions Fashion GmbH, Germany; Solvias AG, Switzerland

Bianosinanbawmii (1)
JOCIITHUK (1) Ta MicCIe
(s1) mpoBeneHHS
BUINIPOOYBaHHS B YKpaiHi

1) roun. nikap [Tanamapuyk I1.B.
KomyHnanpHe HExoMepIiiiHe MAMPUEMCTBO «XEPCOHCHKUN OONACHWM 3aKkjiaj 3 HaJaHHS MCUXIaTPUYHOI
JIOTIOMOTM» XepPCOHCHKOT 00JIaCHOI pajiu, YoJIoBiUe NCUXiaTpuyHe BijiieHHs Ne3 Ta xKiHOYe NCuXiaTpuyHe
BigminenHs Nel0, c. CrenaniBka, M. XepCoH

2) n.M.H. Mopo3 C.M.
KomyHanpHe miAnpueMcTBO

«/lninponieTpoBchbka oOsacHa KiiHiyHA JikapHs iM. LI, MeunukoBay»




JuinponeTpoBcbkoi  obmacHol pamam», OOmMacHUN IEHTP TICHXOCOMAaTHYHUX poO3NagaiB  Ha 0asi
MICMXOHEBPOJIOTIYHOTO BiJIiICHHS, M. J{HIIIpO

3) k.m.H. Cepebpennikosa O.A.

KoMmyHanpHe HEKOMEpIIiifHEe miAprueMCTBO «BiHHUIIbKA 00JIacHa KITIHIYHA TICHXOHEBPOJIOTIYHA JIIKAPHS M.
akaa. O.l. IOmenka Binaumpkoi obmacHoi Pagu», 3mimrane (4ojoBide Ta JKiHOYE) BimuuieHHs Ne2, wm.
Binauns

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

KomynanpHe HekoMmepiiiiHe miaprueMcTBO «OnechbKiii 00JacCHU MEIUYHHMA IICHTP MCUXIYHOTO 37J0POB SI»
Onecwkoi o0sacHoi paau, BiauieHHs No6 (qososiue), Nol2 (xinoue), M. Oneca

[Ipenapatu mopiBHSHHS,
BUPOOHUK Ta KpaiHa

CynyTtHi
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

» OOnanHanHs 1 nposeneHHs EKT

* JJaboparopni Habopu

* TecT-CMyXKH /715 aHANI3y cedi

* Tectu Ha BariTHICTh

* AiCure npunaau/cMapThoHu

» O6nanuanns Bix Medavante (mianirer, BeO-kamepa, kadesi)
* BumiproBanbHi pyrneTku

* Min-Makc TepmomeTpu

* [HI11 cynyTHI MaTepiaau

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYCHHS Onexkcanap KOMAPIJA




Honatox Ne 7

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B

Ta 3aTBEP/YKEHHS CYTTEBUX IOIPABOK)
28.04.2021 Ne 833

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PannomizoBaHe mojBiiiHe ciine gocuipkeHHs (a3zu 3 enkopadeniOy Ta OiHIMETIHIOY B IO€IHAHHI 3
neMOpoIIi3yMaboM y TOPIBHSAHHI /0 IUianedo B TOE€THAHHI 3 MeMOpoii3ymMaboM Yy TAIli€HTIB 13
METAcCTaTUYHOI ab0 HeomnepadeabHOI MICIEBO MOIIMPEHOI0 MEIaHOMOIO, MO3UTUBHOIO 10 MyTaliii BRAF
V600E/K», ko mocmimkenns C4221016, octarouna Bepcist mporokoay Bif 13 xostHs 2020 p.

3asiBHUK, KpaiHa

Iaiizep Iuk., CIIIA

CrnioHcop, kpaina

I1¢aiizep Iuk., CIIIA

[Tepenik mocmimKyBaHUX
JKApChKUX 3aCO0IB
Jikapcbka ¢opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

BRAFTOVI® (PF-07263896; Braftovi; enkopadenio; enkopadeniO); kamcymu; 75 mr, mimirpam; Pfizer
Ireland Pharmaceuticals, Ireland;

[Tnane6o no BRAFTOVI®, kancynu; Pfizer Ireland Pharmaceuticals, Ireland;

MEKTOVI® (PF-06811462; binimetinib, Mektovi, Binimetinib (MEK162), 6inimerini0; biHimMeTiHiO);
tabnerku; 15 mr, minirpam; Pfizer Ireland Pharmaceuticals, Ireland;

ITnane6o 1o MEKTOVI®, tadbnerku; Pfizer Ireland Pharmaceuticals, Ireland

Bianosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHs B YKpaiHi

1) k.m.H. Hedrda M.1O.

KoMmyHnanpHe HekoMmepiriiiHe MiANPUEMCTBO XapkKiBChkoi oOmacHOi paaun «OOnacHUi  KIHIYHUAN
Creniagi30BaHui IUCHaHCep paiallifHOro 3aXUCTy HaceJIeHHS», XipypriuHe BiJJIIJICHHS 3 OHKOJIOTTYHUMHU
JKKaMU, M. XapKiB

2) n.M.H., ipod. Jyanivenko O.C.

HepxxaBHa yctaHoBa «lHCTUTYT 3aranpHOI Ta HeBiakiIamHOoi Xipyprii imeni B.T. 3aiineBa Hamionanbnoi
akajgemii MeAMYHUX HayK YKpaiHWy», BIAMITICHHS THIHHOT Xipyprii Ha 25 NXKOK 3 MajaTol 1HTEHCHUBHOT
Teparii Ha 6 JTKOK, XapKiBChKa MEIMYHA aKaeMist IMiCIsIUIUIOMHOI OCBITH, Kadeapa OHKOJIOTIT Ta JUTSU0T
OHKOJIOT1i, M. XapkiB

3) k.M.H. Pucmaena /1.E.

JIikyBasIbHO-/11arHOCTUYHHH LIEHTP TOBAPHCTBA 3 0OMEKEHOIO BIANOBIAATIBHICTIO «Memikc-pelt [nTepHen
I'pym» JlikapHs i3painbcbkoi oHKoOTil «LISODy, BimmieHHS KIIHIYHUX Ta HAYKOBUX JOCIIKEHB, C.
[Tnrotn, KuiBceka 061., O0yxiBChbKHii p-H.

4) x.m.H. ['omo6opoasko O.0.

KoMyHanpHe HEKOMepIliiiHE MiAIPUEMCTBO «3aMopi3bKUii PETIOHANBHUN TMPOTUITYXJIUHHUN EHTP)»
3anopi3pKoi 00J1aCHOT paii, OHKOXIMIOTEPAIeBTUYHE BIIUICHHS 3 ICHHUM CTaI[IOHAPOM, M. 3aITOPIKIKS




5) n.m.H., mpod. Bormapenko .M.

KomyHnanene HexomepiiiHe mignpuemMctBo «Michka kiiHiuHa JikapHs Nedy JIHITPOBCHKOI MICBKOI paaw,
XiMiOTepaneBTUYHE BiIUICHHS 3 ICHHUM CTallioHapoM, M. J{Hinmpo

6) n.m.H., mpod. Yemryk B.€.

KomyHnansHe HekomepiiitHe mianpueMcTBo «KuiBchka MichbKa KiTiHIYHA JiKapHs Ne2) BUKOHABYOTO OpraHy
KuiBchkoi Micbkoi pamu (KuiBchbkoi MICBKOI JIep:KaBHOI aaMiHICTparlii), XiMiOTepaneBTUYHE BiIUICHHS
neHHoro nepeOyBanHs, M. Kuis

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

HamionansHui IHCTUTYT paKy, BiUTIJICHHS OHKOOPTOMEAl1, MyXJIMH IIKipH Ta M’ AKX TKaHUH, M. KuiB

8) n.m.u. lampaii B.A.

KomynansHe HekomepuiiiHe mianpueMcTBo «Ilominbcbkuil perioHanbHUN LEHTP OHKOJIOTil BiHHUIBKOT
obnacuoi Paguy, XiMmioTeparneBTuyHe BiAAUICHHS, M. BiHHHIIS

9) nikap [po6uep LT.

KomyHanbHe HEKOMEpIiifHE MiIPUEMCTBO «XMEJIbHUIBKANA OOJaCHUN NTPOTHIYXIMHHUH ICHTP»
XMenbHUIBKOT 00acHOT pajay, BiAJIJICHHS HOBOYTBOPEHb T'PYIAHOI 3all03d, IIKipU, M SKUX TKaHUH Ta
KICTOK, M. XMEIbHUILILKUI

[Ipenapatu nopiBHSHHA,
BUPOOHUK Ta KpaiHa

KEYTRUDA® (membpomnizymab, Keytruda, pembrolizumab; KEYTRUDA®); Posuun a1 iHQYy3iid;
25 mr/ma, minirpam/miniaitp; Pfizer Ireland Pharmaceuticals, Ireland

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Tepartii

Kommnanis, sika jai€ 3a JOBIPEHICTIO, SIKy HaJaB CIIOHCOP YM 3asBHUK Ha BBE3E€HHS JOCIHIKYBaHHX
JIKapChbKUX 3aco0iB Ta CYNyTHIX MarepianiB: ToBapucTBo 3 oOMmexxeHoro BiamoBiganbHicTIO «C.M.O.-
VYkpaina», «CMO-I'PVII Ykpaina», TOB «Ilapekcemn»,

nabopartopHi HaOopu, CyXUHl JbOJ, KOHBEPTHU JUIsl MaKyBaHHS CYMOK-1a0opaTopii, KOpPOOKH Jyis
TPaHCHOPTYBAHHs, J1a3epHi CKaHEPH, YAIIKH JUIsl cedl, TECTH Ha BariTHICTh, IPYKOBaH1 MaTepiain

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Jomatok Ne 8

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTa

«PangomizoBane, moagiiiHe ciine gociimkeHHs III ¢gasu memOpomizymady (MK-3475) y komOinarii 3
SH3AJIyTaMiZIoM TOPIBHSAHO 3 EH3aIyTaMmiJoM 3 IUianedo y YJYacHUKIB 3 METACTATUYHHM KacTpaliiHO-
pe3ucTeHTHUM pakoM mepeamixyposoi 3ao3u (MCRPC) (KEYNOTE-641)», kox gociimkenns MK-3475-
641, Bepcis 3 inkopnopoBaHoto nonpaskoro 04 Big 11 rpyaas 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoro BianoBigabHICTIO «MCJl Ykpaina»

CnoHcop, kpaina

«Mepk Ilapn enn Joym Kopm.», nouipre mianmpuemctBo «Mepk ena Ko., Iak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

[Nepenix mocmimKyBaHUX
JKapChKUX 3ac00iB
Jikapcbka hopma,
N03yBaHHS, BUPOOHUK,
KpaiHa

KITPYJA"; KEYTRUDA® (Ilem6ponisyma6, Pembrolizumab) (MK-3475; SCH/900475; SCH/900475
(Anti-PD-1); MK3; 02P106; ORG 307448-0; Anti-PD1; MK-3475 (Anti-PD1); MK-3475, nembpoizyma0,
pembrolizumab, MK-3475 (aPD-1)); crepwibHUil po34MH Ui BHYTPIIIHBOBEHHHX iHQY3id; 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/I, Xtandi (Enzalutamide, ensamyramin) (MDV3100; MDV3100; ASP9785; enzalutamide,
eHzaimyramin); karcynu; 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 LLC, United States;

ITnane6o 10 KITPYJIA® (Hatpito XOpHT); CTEPUIBHII PO3UMH TS BHYTPIlIHEOBEHHNX iH(ys3iit; B. Braun
Melsungen AG, Germany

Bianosinanbawmii (1)
JOCITITHUK (M) Ta MiCIIe
(s1) mpoBeneHHS
BUINIPOOYBaHHS B YKpaiHi

1) nixap I'omynsk S.B.

KomynansHe HexkomepiiitHe migmpueMctBo «OOnacHa kimiHIYHA JikapHs [BaHO-DpaHKIBCHKOI 001acHOL
paauy», BiAAUIeHHs yposorii, M. [BaHo-DpaHKiBChK

2) nikap 3BoHapsoBa H.I'.

KomyHnaneHe mianpueMcTBO  «JIHIMPOBCBKUN  OONACHUM  KJIIHIYHMM  OHKOJIOTIYHUH
J{HimponeTpoBChKO1 00IaCHOT pajiny», OHKOXIMIOTEpaneBTUYHE BiIUICHHS, M. [{HITTpO

JAUCITaHCCP»




3) n.m.H., ipod. Kpmxkaniscoka A.€.

Komynanene HexomepiiiiHe mignpueMcTBo «lIpukaprnaTchbKuil KIIHIYHUM OHKOJOTIYHMIA LeHTp IBaHO-
®paHKIBChKOT 00JaCHOT paau», BULIUICHHS JIEHHOTO cTalioHapy, IBaHO-DPpaHKIBCHKHN HalllOHAJIbHUN
MEIWYHHUNA yHIBEpCUTET, Kadeapa onkonorii, M. IBaHo-OpaHKiBChK

4) 3aB. Bix. Hanbanmsu T.A.

Komynanene HexomepuiiiHe MianmpueMcTBO «OOMaCHUN LEHTP OHKOJIOTI(», OHKOYPOJOTIYHE BiJIIiICHHS,
M. XapKiB

5) mupexTop [Tapamonor B.B.

KomyHnansHe HEeKoMepIliiiHe mianprueMCTBO «HepKkachbKuii 00JJaCHUN OHKOJIOTTYHHI aucrancep Yepkacbkoi
obmacHoi panu», O01acHU# HEHTP KIIHIYHOI OHKOJIOT1i (OHKOXiMiOTeparneBTHYHUN ), M. UepKkacu

6) x.m.H. Pucnaesa JI.E.

JIikyBanbHO-/1IarHOCTHYHHUH LIEHTP TOBAPHCTBA 3 0OMEKEHOIO BIAMOBIAaIbHICTIO «Memikc-peit [HTepHentHn
I'pym» Jlikapus i3painbebkoi onkonorii «LISODy, BiamineHHs KIiHIYHMX Ta HAYKOBHUX JOCTiIKEHb,
c. [Imrotn, Kuiscrka 06i1., O0yXiBChKHI p-H.

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

Komynanene Hekomepiiiine mianpueMcTBO «KHiBCbKHMIA MICBKHH KIIHIYHUM OHKOJOTIYHHHA ICHTPY
BUKOHaBYOro oprany KuiBcbkoi mickkoi paau (KuiBchbkoi MiChKOi Iep:kaBHOI aaMiHICTpallii), ypoJoriyHe
Bigninenns, [lepxana ycranoBa «lHctutyT yposorii HamionansHOi akanemii MeAMYHUX HayK YKpaiHW»,
BiJIILT OHKOYpoJorii, M. Kuis

8) n.m.H., mpod. Ctycs B.II.

KomyHnanene mianpueMctBo «/lHinponerpoBchka oOnacHa KiiHiyHa JikapHs iM. LI MeuHukoBay
JHinponeTpoBcbkoi 005acHOi paau», BiAAUIeHHA Yyposorii Ne2 (onkosoriune), Jlep>kaBHMI 3akiaj
«/lHinmporneTpoBchKa MeAWYHA akajemis MiHicTepcTBa OXOpPOHHM 3/10pOB’s YKpaiHw», Kadenpa ypousorii,
M. J{Himmpo

[Ipenapatu nopiBHAHHA,
BUPOOHUK Ta KpaiHa

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

- 1abopaTopHi Habopu;

- min/max TepMomeTpu;

- IPyKOBaH1 MaTepiaiy.

Kommanisi, sika ni€ 3a MOBIPEHICTIO, SIKYy HaJaB CIOHCOP YW 3asBHUK HAa BBE3CHHS JOCIIHKYBaHUX
JiKapchKUX 3ac00iB Ta cynyTHiX MarepianiB: TOB «Arennis «C.M.O.-Ykpainay.

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHSA Ouaekcanap KOMAPIIA




Jomatok Ne 9

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

OHOBJIEHHI TIPOTOKOJ 3 MONpaBKoro 4, Bepcis 6 Bix 16.12.2020 p.; Bpomrypa nocminauka JNJ-67896062
(Macitentan), Bumanns 18, Big 04.12.2020 p.; Indopmanis mns namienta ta @opma iHhopMoBaHOi 3r0au
— IIporokon 67896062CTP3001, Bepcis 4.0 ykpaiHcbkor MoBow mis Ykpaiam Big 11.03.2021 p.;
[ndopmaris qis nanienta ta ®opma iHpopmoBanoi 3roau — [Ipotokon 67896062CTP3001, Bepcis 4.0
pociiicekoro MoBorO i Ykpainu Big 11.03.2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2243 Bix 05.10.2020

HasBa xiriHiyHOrO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«IIpocriekTrBHE, paHIOMI30BaHE, TOJBIMHE ciine, OaraToIeHTpOBE, IUTANe00 KOHTPOJIHOBAHE, B
napajeabHUX TIpynax, aJanTHBHE KIIHIYHE IOCHIKeHHs 3-i ¢a3u 3 BIAKPUTUM HPOJOBXKEHHAM JUIS
OLIIHKK e(EeKTUBHOCTI Ta OE3MeYHOCTI MaLITeHTaHy 75 Mr mpu HeomnepaOenbHI abo cTiikiid /
penuIuByOUiil XpoHiuHIM TpoMOoeMOoIiuHii JereHeBii rineprensii», 67896062CTP3001, 3 monpaBkoro
Amendment 3, Bepcis 5 Bix 05.08.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIEBTUKA HB», benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaexkcanap KOMAPIIA




Jomarok Ne 10
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

3anmydeHHs Ha3BH JOCIIIKYBAHOTO Jikapchkoro 3aco0y Comarporon st MOD-4023; OHoBieHi po3aiiu
SIKOCTI JIiKapchkoro mpenapaty CoMaTporoH Ta MpOMIKHOTO MPOAYKTY JIIKApChKOTOo mpemnapary y Jlocke
JOCITIIKYBAHOTO JiKapchkoro 3aco0y, Big 12 skoBtHs 2020 (sx 3a3nadeHo B cuctemi Veeva, VV-TMF-
188059, Bepcisn 1.0 Big 29 mucromana 2020), aHIIIiCEKOK0 MOBOKO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«JlocmikeHHss Oe3MeKH Ta MOIIYK ONTHMAajlbHOI /103U, MpPHU BUKOPUCTAHHI DPI3HUX JI030BUX pIBHIB
MOD-4023 B mopiBHSHHI 31 CTaHIAPTHOIO MIOJICHHOIO Teparieo p-nl3 y mpemyOepTaTHUX iTed 3
nedinurom ropMony 3pocty», CP-4-004, ITonpaBka Ne9 no nporokony, VV-TMF-53886, Bepcis 1.0, Bix
12-xxoBTHS-2017

3asiBHUK, KpaiHa

Axnensciops JIta., Yropumna

Crnoncop, kpaina

OPKO Biologics Ltd., (OITKO bionomxukc JItn), [3pains

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




JonmaTok Ne 11

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYxpainu «[Ipo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

Inentudikaris CyrTeBoi
MOTIPaBKH

Ckpinmorn enekrponHoro moxaenuuka marienra (ECOA Screen report), Bepcis 4.0 ykpaiHCBKOIO Ta
pociiicekoro MoBamu; Jlocke AOCHiKyBaHOTO Jikapchkoro 3aco0y Linaclotide, Bepcis 2.0 Bin numms
2020 p.; 3ampoBaKeHHS I0JAaTKOBMX BUpoOHuKiB s Linaclotide (mimakimotuam), 72 MKr, TBephi
kancynu/ mane6o: AbbVie Inc. 1 N Waukegan Rd, North Chicago, IL 60064, USA; AbbVie Deutschland
GmbH & Co. KG., Knollstrasse, Ludwigshafen, 67061, Germany; 3miHa Ha3BU 3asBHUKA KJIiHIYHOTO
BunpoOyBanus 3 TOB «IHC Pecepu Ykpaina» nHa TOB «Cineoc Xenc Ykpaina»

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 2554 Bix 09.11.2020

HasBa xiriHiyHOrO
BUIIPOOYBaHHSI, KO/,
BepCis Ta JaTa

«baratolnieHTpoBe, paHIOMI30BaHE, MOJBIMHE CIIiNe, IJIane00-KOHTPOJIbOBaHE MOCTIKeHHS ¢a3u 3 B
napajgeabHUX TIpyHax 3 OLIHKKM Oe3neyHocTi M e(EeKTHBHOCTI JIHAKIOTUAY IpH MEepOopaIbHOMY
3aCTOCYBaHHI y JiTel BikoM 6—17 pokiB, 1m0 cTpaxaawTh Ha QyHKIioHaTpHUH 3anop (P3)», LIN-MD-64,
Bepciga EU-3 Bin 08 cepniast 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CrnoHcop, kpaina

Allergan Ltd., United Kingdom

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Jonatox Ne 12

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOKY

28.04.2021 No 833
Inentudikaris CyrTeBoi Omnosnenuii IIporokon pocmimkenas ARGX-113-1803, dinansna Bepcis npoTtokosry 6.0 Big 22 rpymaHs
MIONPaBKU 2020 p. anrmiiicekoro MoBoto; OHoBiena bpomrypa nociinnuka Epraprurimon ARGX-113, Bepcis 9.0 Bix

27 mucromama 2020 p., aHrmificbkkor MoBOIO; [Hdopmariliamii mucTok mamienta 1 ®opma iHpopmoBaHoT
sroau, Mmaiicrep-Bepcis 5.0 Bim 22 rpynus 2020 p., Bepcis mns Ykpainm 3.0 Bim 13 ciuns 2021 p.,
YKpaiHChKOIO, POCIMCHKOIO Ta aHrIildchkoro MoBamu; IHdopmariiitnuii nuctok mamienta 1 dopma
iH(popMOBaHO 3roaM AJsl JOAATKOBOTO mepiony jikyBanus, Bepcis 1.0 Big 22 rpyaus 2020 p., ocratouna
Bepcis st Ykpainu 1.0 Bim 13 ciuns 2021 p., ykpaiHCbKOIO, POCIHCHKOIO Ta aHTIIHCHKOIO MOBaMU,;
Omnosrnene Jlocbe mocmimkyBaHoro iikapcbkoro 3aco0y ARGX-113, koHUeHTpar misi pO3uMHY JUIS
indysiit (20 mr/mi), Bepcis 6.2 Big 19 motoro 2021 p., anrmiiickkoro MoBow; OHoBiieHa Jlekmapartis
YIIOBHOBaXXEHOT 0c00M 3 AKOCTi 1yt BUpoOHUKiB mo npemapary ARGX-113, Bix 01 mororo 2021 poky,
AHTJIIACHKOI0 MOBOIO; 3anyueHHss HOBOI BupoOHuuoi minsuku: Fisher Clinical Services Inc., Cnonyueni
[Itatn Amepuky; 3pa3ok MapKyBaHHS JOCITIKYBaHOro Jikapchkoro 3aco0y ARGX-113 (kopoOka),
KOHIIGHTpaT sl po3unHy aist iHGy3id, 20mr/mn, Bepcist AGX2557PN41 Big 24 Bepecus 2020 p.,
YKPaiHCHKOI0 MOBOIO; 3pa30K MapKyBaHHs JOCIIKYBAaHOTO JTikapchkoro 3acody ARGX-113 (¢utakon),
KOHIIEHTpAT s po3uuHy i iHQy3ii, 20mr/mia, Bepcis AGX2558PN41, Bin 24 Bepecus 2020 p.,
YKpalHChbKOIO MOBOIO; Martepianu Juisi nmaumieHTiB: 300pakeHHs HaOOpy MpeaMeTiB O0COOMCTOI Tiri€HH,
Bepcid B 17 mucronana 2020 p., aHriHCEKOI0 MOBOIO

Howmep Ta nata Hakazy Ne 1246 Bix 26.05.2020
MO3 10110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Hasga kiiHiuHOTO «bararorieHTpoBe, BiKpUTE, JOBIFOCTPOKOBE HOCHIKeHHA 3- (a3u g owiHKM Oe3meyHOCTi Ta

BUIIPOOYBaHHS, KO/, epexTuBHOCTI Tpenapaty edraprurimong (ARGX-113) 10 Mr/kr ans BHYTPITHBOBEHHOTO BBEICHHS Y

Bepcid Ta Jara JOPOCIIMX TAII€HTIB 13 MEPBUHHOIO IMyHHOIO TpomoboruroneHieo», ARGX-113-1803, ¢inanbHa Bepcis
nporokoity 5.0 Bix 14 ceprius 2020 p.

3asBHHUK, KpaiHa TOB «KuiniuHi 1ocmipKeHHS AUKOHY, YKpaiHa

CrnoHcop, kpaina Argenx BVBA, Belgium/ Apxxenkc bBBA, benbris




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 13

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOKY

28.04.2021 No 833
Inentudikaris CyrTeBoi OnoBnenuii mpotokos KiiHiuHOTO BUINpoOyBaHHs GLPGO0555-CL-104, Bepcis 4.0, mompaBka 3, Bifx
MONPaBKH 26 mororo 2021 poky, anrmiiicekoro MoBoro; Yactuna 1 Indopmaniliauii TMCTOK marieHTa, YactuHa 2

dopwma inpopmosanoi 3roau (PI3), Yactuna 3 logarkosa inpopmariist s Ykpaiuu, Bepcis 4.0 dpinanbHa
Bix 09 Gepesns 2021 na ocHoBi maiictep Bepcii ®PI3 anrmiicbkoro moBoro Bepcis 4.0 Bix 26 mororo
2021 poky aHrmiicbkor Ta ykpaiHncbkoro MoBamu; Jlomatoxk o Yactunu 1 IndopmaniiHuii JTUCTOK
namienta, Yactuau 2 dopma iHpopmoBanoi 3roam (PI3), Yacturum 3 Jlomatkoma iHdopmarlis s
VYkpaiunu, Bepcia 4.0 ¢pinanbua Bin 09 6epe3ns2021 na ocuosi Maiictep Bepcii I3 aHrmiiicbKOI0 MOBOIO
Bepcia 4.0 Bix 26 motoro 2021 poky aHITIMCHKOIO Ta YKpaiHChKOIO MoBaMmH; Jlocke IOCTiIKyBaHOTO
nikapcepkoro 3acoby GLPGO0555 (G096355) cycnensis mis inekmii, Bepcis 4.0 Bix 01 6epesns 2021 p.,
AHITCHKOI0 MOBOIO; BrimtoueHHst HOBOro go3yBaHHs 10 Mr/mi IoCiKyBaHOTO JIIKapChKOrO 3aco0y
GLPGO0555  (G096355; G096355  wmikpo/mano  cycmensis;  SUB31622)  cycnensis s
BHYTPIIIHBOCYTJIO00BOTO BBeZeHHS (2,4 Mi y (makoHi MicTkicTio 3 mi1); THIIOBHH TEKCT E€THUKETKH
MapKyBaHHs TEPBUHHOI, BTOPMHHOI YMAKOBKM Ta BIJPUBHOI €TUKETKHM Ha KapTOHHIA KOpoOIi A
nociipkyBaHoro nperapary cycrnen3ii GLPG0555 s BHYTpIIHBOCYTIIO00BOTO BBEACHHS IO MiCTHUTH
npenapat G096355 B konuentpanii 10 Mr/mi abo riane6o, Bepcist 1.0 Big 15 motoro 2021, ykpaiHChKO0O
MOBOI0; 30ibIIEHHS KUTBKOCTI ManieHTiB B YKpaiHi 3 40 go 50 oci0, sxi OpaTuMyTh y4acTh y KIIHITHOMY
BUIIPOOYBaHHI B YKpaiHi

Howmep Ta nata Hakazy Ne 1360 Bix 10.06.2020
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

HasBa kiHI9HOTO «[lomrykoBe, paHaoMi3oBaHe, MOJBIMHE cIiine, IUIae00-KOHTPOIbOBaHE, 0AraTOLEHTPOBE JOCIIIKEHHS

BUIIPOOYBaHHS, KO/, JUTSL OI[IHKU O€3MeYHOCTI, TepEHOCUMOCTI, (hapMakoKiHeTHKH 1 (hapmakoanHamiku npemapary GLPG0555

BepcCis Ta naTa MIPH MOTO OJTHOKPATHOMY BBEJIEHH1 BHYTPIIITHHOCYTIIO00BO Y TOPOCIUX OCI0 3 IEPBUHHUM OCTEOAPTPUTOM
KosiHHOTO cyrinobay, GLPG0555-CL-104, Bepcis 3.0, monpaska 2, Big 04 cepmast 2020 poky

3asBHHUK, KpaiHa TOB «APEHCIA EKCITVIOPATOPI MEJJICIH», Ykpaina

CrnoHcop, kpaina Galapagos NV, Belgium/ I'ananaroc HB, benbris




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




Honatox Ne 14

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

InenTudikamis cyrreBoi
HOTIPaBKU

[Mporokon CP-4-006 - Jluct mpo ammiHicTpaTHBHI 3MiHU 10 npoTokony Big 31 cepmus 2020 p. (MOD-
4023 | CP-4-006 | CP-4-006 JIuct mpo agminicTpatuBHi 3MiHH 10 mpotokoay VV-TMF-182728 | Bepcis
2.0 Bix 01 Bepecus 2020 p.); [Iporokon CP-4-006 — JIuct 2 npo aaMiHICTpaTUBHI 3MIHHU JI0 IPOTOKOIY Bij
17 mrororo 2021 p. (MOD-4023 | CP-4-006 | CP-4-006 Jluct 2 npo aamiHicTpaTHBHI 3MiHHU 10 IPOTOKOJY
VV-TMF-193242 | Bepcis 1.0 Bin 17 mortoro 2021 p.); CP-4-006 Ilnan Ha BMIAIOK HaIA3BHYAMHUX
CHTYyaIli#l JUTs JiKyBaHHs marfienTis mig yac manaemii COVID-19 (MOD-4023 | CP-4-006 | CP-4-006_LT-
OLE Ilnan Ha BUMaIOK HAA3BUYAWHUX CUTYAIi Ui JIKyBaHHS mamieHTiB mix gac nargemii COVID-19
VV-TMF -175392 | Bepcis 2.0 Big 03 Bepecus 2020 p.); ITompaska go IMPD Big 12 sxosths 2020 p.
(MOD-4023 | CP-4-004 CP-4-006 | IMPD_M-Cresol SA (GC2K) Ilonpaska EU VV-TMF-188059 |
Bepcis 1.0 Big 29 nuctonaga 2020 p.); 3miHa Ha3BU MiCIb TPOBEACHHS KJIIHIYHOTO BUMPOOYBaHHS:

bYJIO

CTAJIO

4JIEH-KOP. npod.
ApsieB MLJL.

KomynaneHa ycranoBa «Onecbka o0iacHa AUTAYa
KIIIHIYHA JIIKapHsA», BiIIUIEHHS Hedposorii 3
€HJIOKPUHHUMHU JKKaMH, Opnecbkuit
HaI[lOHAJIbHUN MEIWYHUIl YHIBEpCUTET, Kadenpa

nexiatpii Nel, m. Oneca

HAMH Vkpaimn A.M.H.,

yneH-kop. HAMH Vkpaimm a.M.H., 1npod.,
ApsieB MLJL.
KomyHanbHe ~ HekoMmepliiiHe  MiJIIPUEMCTBO

«Onecbka o0OJIacHa JOUTSYA KIIHIYHA JIIKApHS»
Opnecpkoi obmacHOi paau, BigalIeHHS Hedposorii
3 €HJOKPUHHUMU JIDKKaMH, OneceKuit
HalllOHAJIbHUM MEIUYHUM yHIBepcUTET, Kadenpa
nemiatpii Ne 1, m. Oneca

I.M.H., ipo¢. Bracenko M.B.

Binuuubkuii o0IacHu KIIHIYHUN
BUCOKOCHEI1ali30BaHU N €HJIOKPUHOJIOTTYHUH
IEHTp, TepameBTU4YHE  BimmimeHHs Ne 1,
BigHuekui HallOHAJILHUI MEIUYHUHI
YHIBEPCUTET IMEHI M.IL IInporoaa,
kadenpa eHqoKpUHONOTII, M. BiHHUIISA

I.M.H. npo¢. Bnacenko M.B.

KomyHaneshe HEKOMEpIIiifHE  MIANPUEMCTBO
«BiHHAN LKA o0macHuUit KIIIHIYHUN
BHUCOKOCIIEI1aT130BaHUI €HJIOKPUHOJIOTTYHHIA
LIEHTP Binaunpkoi o0iacHol Pamn»,
TepaneBTUyHe BigAUIeHHs Nel, BiHHUIBKUN
HaIl[lOHAIBbHUN MeTUYHuM yHiBepcuTeT iMeHi M.L
[Tuporosa, kadenpa eHgokpuHoorii, M. BiHaus




Howmep Ta nara Hakazy Ne 915 Big 08.08.2017

MO3 110110 3aTBEPIKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

Hasga xiiniuHOTO «Binkpure panmomizoBaHe 0araToOIEHTPOBE NOCTKEHHA (a3u 3, TpuBamicTioO 12 MICAIIB, 3 OLIHKU

BHUIPOOYBaHHS, KO, ehekTUBHOCTI Ta O6e3nevyHocTi 3actocyBanHs npenapaty MOD-4023 oauH pa3 Ha THXXKICHb, Y TIOPiBHIHHI

Bepcis Ta Jara 3 MOJICHHOIO Teparieto ['enorponiHoM®, y niTel y mpenyoepTaTHOMY Billi 3 JeQIIUTOM TOPMOHY POCTY»,
CP-4-006, ITorpaBka 2 Big 06 TpaBus 2018

3asBHUK, KpaiHa TOB «KIP Ykpaina»

CnoHcop, kpaina OIIKO baiionomxikc JIta. (OPKO Biologics Ltd.), I3pains

CynyTHi —

Marepiaiau/mpenaparu

CYIYTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3MeYCHHS Oaexcanap KOMAPIJIA




JonaTok Ne 15

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosnennii [Iporokon xminigHoro Mociimkeras ARGX-113-1904, sepcis 2.0 Big 10 mrotoro 2021 poky,
AHIIIIACHKOIO MOBOIO; Bpolypa HocmiHuKa JT0CiKyBaHOTO JTikapchkoro 3aco0y Efgartigimod/ARGX-
113, Bepcis 9.0 Bim 27 mmcronmama 2020 poky, aHIITCHKOIO MOBOIO, bpomrypa mociigHuKa
JOCITIDKYBAHOT'O JIIKAPChKOTO 3aco0y pekoMOiHaHTHA JirojchKa Tiamyponigaza PH20 (rHUPH20), Bepcis
9.0 Bix 08 ciuns 2021 poky, anrmiiicekoro MoBoro; IH(opmaris i manienta ta popma iHPOPMOBaHOT
3roau, Bepcis 2.0 st Ykpainu anriiiicekoro MoBoto Bif 24 motoro 2021 poky; Indopmaris ans naimienra
Ta ¢opma iHPopMoBaHOi 3roau, Bepcid 2.0 s YkpaiHu ykpaiHCbKOI0 MOBOIO Bif 24 mrotoro 2021 poky;
[ndopmariis ans namieHTta ta Gopma inHpopmoBaHoi 3roau, Bepcis 2.0 mis Ykpainu pociiicbkoro MOBOIO
Bin 24 motoro 2021 poky; Imdopmanis ta ¢opma inpopmoBanoi 3romu Ha 30ip JaHUX PO BariTHY
NapTHEPKY y4acHHWKA Ta HOBOHAPOJUKEHY NUTHHY, Bepcis 2.0 mis YkpaiHu aHImiiCcbKo MOBOIO Bifj 21
arotoro 2021 poky; IHdopmaris Ta popma iHPopMOBaHOi 3roan Ha 30ip TaHUX MPO BariTHY NapTHEPKY
y4JacHMKa Ta HOBOHApO/KeHY AUTUHY, Bepcid 2.0 g Ykpainu ykpaiHCbKo MOBoOo Bix 21 mrotoro 2021
poky; Indopmanist Ta popma iHPOpMOBaHOI 3roAM Ha 301p JaHUX HPO BariTHy MapTHEPKY ydacHUKA Ta
HOBOHApOJ/KeHY AWTUHY, Bepcis 2.0 ans Ykpainum pociiicekoro MoBowoo Bia 21 motoro 2021 poky;
Honatok momo COVID-19 no Indopmartii mist mamienra ta popmu iHGopmoBaHoi 3roau, Bepcis C2.1 s
VYkpainu anruiiicekoro MoBoto Bia 21 motoro 2021 poky; Hoaarok mono COVID-19 no Indopmanii ams
narfienra ta ¢popmu iHpopmoBanoi 3roau, Bepcis C2.1 st Ykpainu ykpaiHChKOI0 MOBOIO Bijx 21 mrotoro
2021 poky; Honarok momo COVID-19 mo Iadopmamii mis mamieHta Ta Gopmu iHGOPMOBAHOI 3T0/IH,
Bepcia C2.1 mna Ykpainu pocidicekoro MoBoro Bif 21 mororo 2021 poky; Jlocke IOCTiIKYBaHOTO
nikapebkoro 3aco0y ARGX-113 with rHUPH20, po3uus ans migmkipHux iH’exiii, Bepcis 3.1 Bim 22
ciuas 2021 poky, aHIIIHCEKOI0 MOBOM; Jlocke nociimKyBaHOTO Jikapchkoro 3acody ARGX-113 with
rHUPH20, po3unH s miamkipHuX iH’ekmin, wiane6o, Po3min 2.1.P, Bepcis 3.1 Bixg 22 ciunas 2021 poky,
aHIITChKOI0 MOBOMO; Jlocke mociiukyBaHoro Jikapebkoro 3aco0y ARGX-113 with rHUPH20, po3uun
JUTS TTIIKIPHUX 1H €KIIN, qoaaTk, Bepcis 3.1 Bix 22 ciuas 2021 poky, aHTIIHCHKOI0 MOBOIO; 3aJTydeHHs
J0JIATKOBOTO  JTOCIIDKYBaHOTO Jikapcbkoro 3aco0y ARGX-113 PH20 (Efgartigimod PH20 SC,
Egrapririmon PH20 mis migmkipaoro BBenenus, Edrapririmonq PH20 SC, ARGX113 PH20, ARGX-113
with rHUPH20, ARGX-113/rHuPH20 (Efgartigimod alfa)) 1 ¢nakon i3 6,5 mn ARGX-113 PH20, 180




Mr/MJII PO3YMHY I MigmKipHUX iH’ekiiii. Bupoouuku: 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; 3anxydenHst 101aTKOBOIO
wianebo 70 JOoCiiKyBaHOro Jikapcbkoro 3aco0y ARGX-113 PH20 (Efgartigimod PH20 SC,
Edrapririmon PH20 mis migmkipaoro BBeaenns, Edrapririmonq PH20 SC, ARGX-113 with rHuPH20,
ARGX-113/rHuPH20 (Efgartigimod alfa)), 1 ¢nakon i3 6,5 mi po3umHy Ui MiTUKIPHUX 1H €KL,
Bupoouuku: 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 mapkyBaHHS JOCIIIKYBaHOTO JiKapchkoro 3acooy ARGX-113
PH20 180mr/mui1, po3uun i miamkipHux iH’ekmiid abo ruranedo s ¢uakony, Big 05 nucromamga 2020
POKY, YKpaiHCbKOIO MOBOIO; 3pa30K MapKyBaHHS JOCIIJKYBaHOro Jiikapcbkoro 3acody ARGX-113 PH20
180mr/mi, po3umH Ui MiAMKIpHUX 1H €Ki abo miane6o aist kopooku, Bix 05 nucromaga 2020 poky,
YKpaiHChKOK MOBOI0O; 3alydeHHS JJOJAaTKOBOT BUPOOHUYOI MIISTHKH JOCIIDKYBAHOTO JIIKAPCHKOTO 3ac00y
ARGX-113/rHuPH20, 165 mr/mn po3unHy ajisl MiJIIKIPHAX IHEKINA Ta BiAMOBIAHOTO HoMy Iuianebo Ta
JOCIiDKyBaHOro Jtikapcbkoro 3acody ARGX-113/rHUPH20, 180 wmr/mu po3uwHy Ui MiIIIKIPHAX
in’exmid Ta BignoBimHoro #omy rurane6o Fisher Clinical Services, USA; IlogoBxkeHHsS TepMiHy
NPUAATHOCTI JOCTIKyBaHOTO Jikapcbkoro 3acoby Efgartigimod PH20 SC, Edrapririvon PH20 mis
nigmkipHoro Beeaenns, E¢rapririmon PH20 SC, ARGX113 PH20, ARGX-113 with rHUPH20, ARGX-
113/rHUPH20 (Efgartigimod alfa) po3uuny mams migmkipaux in’ekimiii 165 Mr/mia ta BiAmoBigHOTO HOMY
miane6o, y ¢umakoHi, g0 24 micsamis; argenx BV_ARGX-113-1904 ADDRESS _ 6pomrypa_sep. 3_R1_15
motoro 2021 p., ykpaiHcbkoro MoBorwo; argenx BV_ARGX-113-1904 ADDRESS_ 6pomurypa_sep.
3_R1 15 mrortoro 2021 p., pociiickkoro MmoBoro; argenx BV_ARGX-113-1904 ADDRESS_ mwmcr
namienty_Bep. 3_R1_15 motoro 2021p., ykpaiHcbkoro MoBowo; argenx BV_ARGX-113-
1904 ADDRESS_ mmcr mamienty Bep. 3_R1 15 mororo 2021 p., pocilickkor0 MOBO; argenx
BV_ARGX-113-1904 ADDRESS _ nucriBka ans namienra_sep. 3_R1_ 15 motoro 2021 p., ykpaiHCcbkor0O
MoBoro; argenx BV_ARGX-113-1904 ADDRESS _ nmucriBka s mamienra_Bep. 3_R1 15 motoro 2021
p., pociiicekoro MoBor; argenx BV_ARGX-113-1904 ADDRESS  mabmon iHpopMaIiitHoro
oronetens_sep. 3_R1_15 mororo 2021 p., mepexian ykpaiHcbkoio MoBoro; argenXx BV_ARGX-113-
1904 ADDRESS_ mra6mon indopmariitaoro Oromerens_pep. 3_R1 15 mororo 2021 p., mepekian
pociiicekoro MoBoro; ARGX-113-1904, 3pa3ok nucTa jikapesi 3aranbHoro npodimo, sepcis 3.0 Big 04
mororo 2021p., anrmiiicekoro MoBor; ARGX-113-1904, 3pa3ok JucTa JIiKapeBi 3arallbHOTO TPOQiIIo,
Bepcia 3.0 Bigm 04 motoro 2021p., mepexsan ykpaiHChbKoro MoBoio; argenx BV_ARGX-113-
1904_ADDRESS_ kanennmap BisutiB_Bep. 3_R2_18 mororo 2021 p., ykpaiHCEKOIO MOBOIO; argenx
BV_ARGX-113-1904 ADDRESS_ xkanenmap Bi3uTiB_Bep. 3_R2_18 motoro 2021 p., pociiicbkoro
MOBOIO; argenx BV_ARGX-113-1904_ADDRESS _ KapTKa KpUTEPIiB BKJIFOUEHHS
BukimoueHHs_V3_R2_18 motoro 2021 p., ykpaiHcekor MoBowo; argenx BV_ARGX-113-




1904 ADDRESS __ kaptka kputepiiB BkiItodeHHs BukitoueHHs V3 R2 18 motoro 2021 p., pociiickkoro
MoBor0; ARGX-113-1904 3pa3zok nHampaBneHHs go jdikaps_V2.0_15 miororo 2021 p., ykpaiHCBKOIO
MoBo10; ARGX-113-1904 3pa3ok HanpasiieHHs a0 jikaps_V2.0_15 mrororo 2021 p., pociiicbkO0 MOBOIO;
Bwmict nporpamu st cmaprdona namienta, Bepcis 1.1 Bin 04 motoro 2021 p., ykpaiHCBKOI MOBOIO;
Bwmict nonatky nis cmaprdona marmienTa, Bepcis 1.1 Big 04 motoro 2021 p., pociiichKoi0 MOBOIO; 3pa3Ku
HarajyBaHb namieHty y goaatky TG Reminder Content, Bepcist 1.1 Big 04 nrotoro 2021 p., ykpaiHChKOIO
MOBOIO; 3pa3Kku HaraayBaHb mamieHTy y momatky TG Reminder Content, Bepcis 1.1 Big 04 mrororo
2021 p., pociiicbKOI0 MOBOIO; 3pa3Ku KOPOTKHMX TEKCTOBUX MoBiomiieHb (SMS) HaragayBaHb HaIli€eHTy
TG Reminder Content, Bepcis 1.1 Bix 04 mrororo 2021 p., yKpaiHCBKOI MOBOIO; 3pa3skd KOPOTKHX
TeKCTOBHX moBinomieHb (SMS) naranyBanp nanienty TG Reminder Content, Bepcis 1.1 Bix 04 mrororo
2021 p., poCiliCbKOIO MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 3059 Bix 29.12.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomMi3zoBaHe, MOJBIMHE CIine IUIane00-KOHTPOIbOBAHE JOCITIDKCHHS Ul OIIHKM €()EKTUBHOCTI,
6e3meyHocTi Ta nepenocuMocti npenapaty Edrapririmox PH20 mis miamkipHOTO BBEICHHS y TOPOCIUX
MAII€HTIB 3 MyXUPUYATKOIO (3BHUaiiHOI0 a60 nucronoaionow) (ADDRESS)», ARGX-113-1904, Bepcis 1.0
BiJ 22 nunHa 2020 poky

3asiBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosiganpHicTio «KoHTpakTHO-Jlocminnunpka Opranizauia IHHOGapM-
Ykpaina»

Crnoncop, kpaina

apoxkenke bB, benbris / argenx BV, Belgium

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jomatok Ne 16

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Onosnennii [Iporokon kminiyaoro BumpoOyBanas GLPG3970-CL-207, Bepcis 6.0, IlompaBka 5 Bix
04 Gepesns 2021 poky, anrmiiicekoro moBoro; [lomatox 2.00 no bpomypu mocmimnuka GLPG3970
(G1567970) Bepcii 2.0, Bix 01 6epesns 2021 poky, aHriiiicbkoro MoBoro; Yactuna 1, IHdopmartis mis
narienta i ¢popma inpopmosanoi 3roau, Yactuna 2, ®opma iHpopmosanoi 3rogu (PI3), YHactuna 3,
HonatkoBa iHpopmaris, s Ykpaiau, Bepcis 2.0 Big 09 6epesns 2021 p., Ha ocHOBI Mmaiictep-Bepcii I3,
Bepcis 4.0 Binm 04 Gepesus 2021 p., anrmilickkoro Ta ykpaiHcbkoro MoBamu; Jlomatok mo Yactuna 1,
Indopmanis s narienTa i popma inpopmoBanoi 3roau, Yactuna 2, @opma inpopmosanoi 3roau (DI3),
Yactuna 3, {omarkoBa indopmartis, mis Ykpainu, Bepcis 2.0 Big 09 6epe3ns 2021 p., Ha ocHOBI MaiicTep-
Bepcii @I3, Bepcis 4.0 Bim 04 Gepesns 2021 p., aHrmilichbKOO Ta yKpaiHChKOIO MoBamH; IlociOHuK i3
JOCHiJKeHHs s nauienTa, Bepeis 03 Bix 09 6epesns 2021 poky, ykpaiHCbKOIO MOBOIO

Howmep Ta nara Hakazy
MO3 o110 3aTBEPIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 187 Big 05.02.2021

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, Mo/iBiifHE ciine, Mianedo0-KOHTPOJIbOBaHE, 0araToOlEHTPOBE AOCTIIKEHHS IS OI[iHKU
e(eKTUBHOCTI, OE3MEeYHOCT], IMEePEHOCUMOCTI, (apMaKOKIHETUKH 1 (apMaKkoOJAWHAMIKH Ipenapary
GLPG3970 mpu nepopalbHOMY 3aCTOCYBaHHI HpPOTSAroM 12 THXKHIB y JOPOCIUX OCI0 3 aKTMBHUM
nepBuHHEUM cuHIpoMoM Lllerpena», GLPG3970-CL-207, Bepcis 1.0, Big 21 BepecHs 2020 poky

3asBHHUK, KpaiHa

TOB «APEHCIA EKCITJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

Tananaroc HB (Tananaroc HB), Benbris/ Galapagos NV, Benbris

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Oaexcanap KOMAPIJA




JonaTok Ne 17

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYxpainu «[Ipo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

3MiHa Ha3BH MiCLs MPOBEACHHS KIIIHIYHOTO BUIIPOOYBAHHS Ta 3MiHA BiAMOBIIAIBHOTO JOCHTITHUKA Y
MICIII TPOBEJCHHS KIIHIYHOTO BUIPOOYBaHHS!

BYJIO CTAJIO
nikap [Tumunenko I'.B. nikap Horaesa JI.I.
Komynanenuit 3axman «Yepkacekuii obnmacHuii | KomyHanpHe — HEKOMepIiiHE — HiANPHEMCTBO
OHKOJIOTTYHHUI aucnaHcep» Yepkacbkoi obmacHoi | «HepkachKuid obnacHui OHKOJIOT1YHUI
Pagun, OOnacHmii  JiKyBaJbHO-IIarHOCTHYHO | AucriaHcep  Yepkacbkoi  oOmacHOi — paam»,
reMaToJIOTIYHMM eHTp, M. Yepkacu Oo0nacHuit JKyBaJIbHO-11arHOCTUYHHH
reMaToJIOTIYHUN TIEHTpP, M. Uepkacu
3MiHa ajpecu 3asBHHMKa KIiHIYHOro BumpoOyBaHHd — «EO0Bi biopapmacsiotikanz ['mMOX»,
[IBeitnapis:
bYJIO CTAJIO
Hetixodmrpacce 23, 6341 m. baap, llseinapis | Anbre IllTaitnxaysepmtpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) HIseitapiss (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)
Howmep Ta nata Hakazy Ne 248 817 09.03.2017

MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ha3ssa xiiniuyHOrO
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«bararorieHTpoBe, paHOMi30BaHe, MOJBIHE ciine JIOCHiKeHHS ¢a3u 3, y SKOMY BHBYAETHCS
O6opTe3oMi0 Ta JeKcaMeTa3oH y KOMOIHAINI 3 BEHETOKJIAKCOM a0o Tuiarebo y Maii€eHTiB 3 PeluIMBHOIO
a00 pedpakTepHOI0 MHOKHHHOIO MI€JIOMOIO 3 UYTIUBICTIO JI0 1HTIOITOPIB MpoTeacoM abo y MAIli€HTIB, SKi
HE OTPUMYBAJIM JIKyBaHHs 1HT10iTopamu npoteacom», M14-031, 3 iHKOprIOpoBaHOO AJIMIHICTPAaTUBHOIO
3miHoto 1, [TonpaBkoro 0.01 (tinbku qis @paniiii), MicueBoro [Tonpaskoro 1 ans SAnowii Ta ['moGansHuME
ITormpaBkamu 1, 2, 3, 4, 5, 6 Ta 7 Bix 20 kBitHs 2020 poky




3asBHHUK, KpaiHa «E66Bi biopapmackrotikans 'm0 X», [lIBelinapis

CrnioHcop, kpaina EO00BI Ink, CIIIA / AbbVie Inc., USA

CynytHi —
Marepiaiau/mpenaparu
CYIYTHBOI Tepartii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0e3MeYeHHs Ouaekcanap KOMAPIIA
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

InenTudikamis cyrreBoi
MOTIPaBKU

BxItoueHHs OJaTKOBUX MICITh MPOBEJICHHS KJIIHIYHOTO BUIPOOYBAHHS !
Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1. | x.m.H. KpaBuenko T.I.

Komynansne HekoMmepiiiiHe mignpuemctBo «KuiBchka wMichka KiiHIUHA JikapHs Nel8»
BUKOHaBUOro oprany KuiBcekoi mickkoi paam (KuiBchkoi MiCBKOI Jep:kaBHOI aiaMiHicTpaiii),
MIPOKTOJIOTTYHE BiIiIeHHs, M. KuiB

2. | nikap Jlormanini T.L

KomyHnanene HexomepuiiiHe mignpuemctBo KuiBcbkoi oOmacHoi pagu «KuiBcbka oOGnacHa
JKapHs», TepaneBTU4He BiaaiIeHHs, M. Kuis

3. | reHepanbHuil tupekTop Manunbka A.I1.

KomyHanpHe HekoMepliiiHE MIANPUEMCTBO  «XEpPCOHChKAa MiCbKa KIIIHIYHA  JIKapHS
im. €.€.Kapabenemna» XepcoHChKO1 MICbKO1 pajil, TaCTPOTEPANEBTUYHE BiJIIJICHHS, M. XEpCOH

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

Ne 1962 Bix 29.10.2018

HazsBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«baratoneHTpoBe, paHJI0Mi30BaHe, MOABIMHE ciine, Taneb0-KOHTPOJIbOBAHE OCHTIKEHHS 1HAYKIIHHOT
Tepamii 17151 BUBUEHHs €()eKTUBHOCTI Ta Oe3MEeYHOCT] picaHKizymMaly y MaIli€HTIB 3 BUPa3KOBUM KOJITOM
BiJl CEpeHBPOBAXKKOI 10 BaXKKOI opmMu akTUBHOCTI», M16-067, iHKOpIOpoBaHuii morpaBkamu 1, 2 ta 3
Bix 01 >xoBTHs 2020 poky

3asiBHUK, KpaiHa

«E60BI1 biopapmacsrotikanz ['mOX», [lIBeitnapis

CnoHcop, kpaiHa

AbbVie Inc., USA




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA
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10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

Inentudikaris CyrTeBoi
MOTIPaBKH

Oronomennast npo kiminiude gocmimkenns (Press), sepcis 1 Bim 15 rpymaus 2020 poky ykpaiHCHKOO
MoBOI0; OroJomieHHs npo kiriHigHe pocaimkerns (Press), sepcis 1 Bix 11 rpyaust 2020 poky pociiicbkoro
MoBoto; Ilnakar npo kiiniune mocmimkerns (Poster), Bepcis 1 Bix 15 rpyaust 2020 poky ykpaiHCBKOO
MmoBoto; Ilnakar npo kiiniune mociimkernas (Poster), sepcis 1 Big 11 rpyaus 2020 poky pociiichbKor0
MoBoto; JIucr g0 poauua abo miknyBaidbHuKa namieHta (Caregiver letter), sepcis 1 Bix 15 rpyans 2020
POKY YKpaiHChbKOI MOBOIO; JIuct mo poanya abo mikinyBanbHuka nanieHta (Caregiver letter), Bepcis 1 Big
11 rpyans 2020 poky pociiicbkoro MoBow; [H(hopmariiiina 6porrypa st nauienTa, Bepeis 1 Big 15 rpyans
2020 poxy ykpaiHchkor0 MOBOMO; IH(popmariitna O6pomrypa mist mamienTa, Bepcis 1 Bix 11 rpyanas 2020
POKY pociiicbkor0 MOBOIO; [H(hopMallis mpo HayKOB1 KIIiHIYHI JocimkeHHs, Bepcis 1 Bix 15 rpynus 2020
POKY yKpaiHCBhKOI0 MOBOIO; [H(OpMaIis mpo HayKoBi KiIiHIYHI qociimkenss, Bepeis 1 Bin 11 rpynns 2020
POKy pociiicekoro MoBoto; IIpouenypa orpumanHus iHpopMoBaHoi 3roau, Bepcis 1 Bin 15 rpynus 2020
POKY yKpaiHChKOIO MOBOMO; IIponenypa orpumanns indopmoBanoi 3roam, Bepcis 1 Big 11 rpynus 2020
POKY pociiicbkoro MoBoOt0; bykner ans namienTa, Bepcis 1 Big 15 rpynus 2020 poky ykpaiHChKOK MOBOIO;
Byxner mist namienta, Bepeist 1 Binm 11 rpynas 2020 poky pociiicekoro MoBoto; [Ipukian aHiMOBaHOTO
CIIEHApil0 OTPUMAHHS 3TOIM TAIli€HTAa Ha KIIHIYHE JOCITIKEHHS) aHTIIHChKOI0 MOBOK; AHIMOBaHHIA
CIICHapiii OTPUMAaHHs 3rOAM MAIlieHTa Ha KJIiHiYHe nociipkeHHs, Bepcis 2 Big 06 ciuns 2021 poky
YKpaiHCHKOI0 MOBOIO; AHIMOBaHHI ClieHapiil OTpUMaHHS 3TOJIW TAIlieHTa Ha KIiHIYHE JIOCIHIiIKEeHHS,
Bepcis 2 Bim 06 ciuns 2021 poky pociickkoro MoBor; [TociOHMK 13 Bi3HUTIB 1 00CTEXKEHB, TIepe0aueHIX
nocmimkennasM, Bepcist 1 Bim 15 rpymast 2020 poky ykpaiHcekoro MoBoro; IlociOHWK i3 BI3UTIB i
oOcTexeHb, nepeadaueHux nociikeHasM, Bepeisd 1 Bin 11 rpyaus 2020 poky pociiickkoro MoBoto; JIuct-
mojaska s marienta, Bepcis 1 Bim 15 rpymus 2020 poky ykpalHChKOI MOBOXO; JIMCT-mOnska Jyis
narjienra, Bepcig 1 Big 11 rpyans 2020 poky pociiicbkoro MoBoro; CkpiHmoru onutyBaibHuka: UCSD-
SOBQ (Memuunuii nentp yniBepcurery Kamidopnii B Can-/liero (UCSD) Ilporpama peaGimitarii npu
xBOpoOax serediB ONMUTYBaJIbHUK JUIS OIIHKH 3aauiiku), Bepcis 1.0 Big 04 ciuna 2021 p. ykpaiHCBKOIO
MOBoOwO s Ykpainu; TecT 13 6-XBHJIMHHOIO XOAbOOIO0 — THUIOBI IHCTPYKLil Ta Mia0aAbOPIOBAHHS
YKpaiHChKOIO MOBOIO; TecT 13 ~ 6-XBWJIMHHOI0O XOJb0OOI0 — THIOBI 1HCTPYKLIi Ta Mig0aab0pIOBaHHS
pociiicekoro MoBor; KapTka martienta, Bepcis 3.0 Big 18 motoro 2021 p., anrmiiickkoro MoBoro; KapTka
narienra, Bepcis 3.0 Bix 18 motoro 2021 p. IlepeknaneHo Ha ykpaiHChbKY MOBY Al YKpaiHu 22 JII0TOro




2021 p.; Kaptka mamienra, Bepcis 3.0 Bix 18 motoro 2021 p. IlepeknaaeHo Ha pOCIHCBKY MOBY ISt
Ykpainu 22 mortoro 2021 p.; 3aaydeHHs T0AaTKOBOTO MICI[Sl POBEACHHS KIIIHIYHOTO BUMIPOOYBaHHS:
Ne I1.1.B. BiAmIOBigaJIBHOTO JOCHITHUAKA

n/n HasBa micus nmpoBeieHHs KITiHIYHOTO BUIPOOYBaHHS

1. | n.mH., mpod. Cymiko B.O.

HepxaBHa ycranoBa «Hamionansuuii Haykoswuii LlenTp Pagiamniiinoi Menunman HamionansHOT
Axanemii Megnunux Hayk Yikpainw» (HHLIPM), BianineHHs myIbMOHOJIOTIT BIAIUTY Teparii
pamianiiaux HacmiakiB [HcTuTyTy KiniHiuHOI pamionorii HHIIPM, m. Kuis

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 516 Binx 22.03.2021

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanmomizoBaHe, TMOABIHHE cllile, IUTAE00-KOHTPOIhOBAHE IOCHiKeHHsS (a3 3 I OIiHKH
edexkTuBHOCTI Ta Oe3mevyHocTi 3acrocyBaHHd PRM-151 y mamieHTiB 3 iJ10NaTUYHUM JIET€HEBUM
¢bi6po3om», WA42293, Bepcis 3 Bin 13 nucromana 2020 poxy

3asBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JIEBEJIOIIMEHT YKPAIHA»

Crnoncop, kpaina

«®D. Xopdpmann-JIa Pomr JIta» [F. Hoffmann-La Roche Ltd.], HIBeituapis

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii upexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3NMeYCHHS Onexkcanap KOMAPIJA




Homatok Ne 20
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosiienuii [Ipotokon kiminigHoro nocuimkenus KAR-009, sepcis 1.1 Big 23 mucronana 2020 p.; 3mina
Ha3BM 3asBHUKA KiiHigyHOro BurnpoOyBanHs 3 TOB «IHC Pecepu VYkpaina» na TOB «Cineoc Xeinc
VYxpaina»; OcnoBHa ¢popma inpopmoBanoi 3roau, Bepcis 2.1.0 Bix 24 mortoro 2021 p. ykpaiHCchKoIO Ta
pociiicbkoro MoBamu; InenTudikariiina kapTka mamieHTa Ta KapTKa AJisi eKCTpeHuX cutyariid, Bepcis 1.0
Bix 17 cepmus 2020 p. pociiicekoro MoBoto, Ilepenik anamiziB Ta o0ctexens, Bepcist 1.1 Bin 14 rpynns
2020 p. ykpaiHcbkow Ta pociiickkoro MoBamu; bpomrypa mamienta, Bepcis 1.1 Bin 14 rpynus 2020 p.
YKpaiHCBKOIO Ta pociiicbkoro MoBamu; [IpuBitansHuii ucT 1o nmanienta, sepcis 1.1 Big 14 rpynus 2020 p.
yKpaiHChKOIO Ta pociiickkoro MoBamu; Jluct nikaps mo nikaps, Bepcis 1.0 Bim 10 rpyans 2020 p.
AHTITIMCHKOIO Ta YKPaiHChKOI0 MOBaMH; KOHTPOIBHUI CIMCOK [Tl aHATi3y MEIUYHUX KapT, Bepcis 1.1 Bix
10 rpyaus 2020 p. aHraiicbKOIO Ta YKpaiHCBKOIO MOBaMHU

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

Ne 614 81 01.04.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, MoJIBiiHE ciiine, MIanedo0-KOHTPOJIbOBaHE 0araToIeHTPOBE MOCTiIKEeHHS 3 dasu, ske
MIPOBOAMTHCS y MapalieIbHUX IPyNax 3 METOK OIIHKK epeKTUBHOCTI Ta Oe3meku npenapary KarXT y
JIOPOCJIMX TAli€HTIB 3 Mu30¢ppeHiero 3a kputepisMu DSM-5, rocniTanizoBaHuX 3 TOCTPUM NICUXOTUYHUM
posznagom», KAR-009, Bepcis 1.0 Bix 27 ceprinsg 2020 poky

3asBHHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Cnoncop, kpaiHa

Karuna Therapeutics Inc., United States (CILIA)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jonatox Ne 21

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOKY

Ne
InenTudikamis cyrreBoi 3MiHa MicCIIs MPOBEACHHS BUIPOOYBaHHS
MTOIIPaBKH BYJIO CTAJIO
I.M.H., ipod. bapra O.M. I.M.H., ipod. bapaa O.M.
MenuuHui LEHTP TOBAapUCTBA 3 OOMEKEHOI | MeIUYHUK IIEHTP TOBApUMCTBA 3 OOMEKEHOIO
BIJIMOBIAANBHICTIO  «EBponad», aMOylIaTOpHO- | BIAMOBIJAIBHICTIO «[IpeBeHTKITIHIKAY,
MOJIIKJIIHIYHE BiAaiIeHHd, M. KuiB KOHCYJIbTAaTUBHO-A1arHOCTUYHUH Bigain, M. Kuis

Howmep ta nata Hakasy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1960 Bix 29.10.2018

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«J10BrocTpokoBe NMpoIoBKEeHE AOCTIIKEHHS TUIApaKi3ymaldy 3 METOI0 JTOBEIECHHS HOro 0€3neYHOCT] Mpu
3aCTOCYBaHHI y MAIlI€HTIB 13 TCOPIaTUYHUM apTPUTOM, sKi paHime Opaau ydacTb y JOCIHIIKEHHI 13
3acTocyBaHHAM Turapakizymady», CLR 18 07, Bepcis mpotokony 01 3 iHKOpIIOpOBaHOIO MompaBkowo 1
BiJ 22 nunHa 2020 poky

3asiBHUK, KpaiHa

TOB «KuniniuHi nocniakeHHss ARKOH», YKpaiHa

CrnoHcop, kpaina

Sun Pharma Global FZE, O6’ennani Apabebki Emipatu

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary
dapmaneBTHYHOIrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




JonaTox Ne 22

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBnenuid mporokoa KiiHiuHoro BumpoOyBanua MW2012-01-01, Bepcis 10.01 Bim 16 nmCromana
2020 p., anmrmiiicekoro MoBoro;, Onosiena bpomrypa mocmignuka (NexoBrid (Debrase)), sepcis 20 Bin
12 ciyns 2021 poky, aHTIiHCHKOI0 MOBOIXO; [HpOpMamiifHuil TUCTOK Ta ¢opMa 3roau I MO THBOTO
(Bixom 12-13 pokiB), maiictep-Bepcis 4.0 aast €C mist oci6 Bikom 12-17 pokiB Bix 24 ciuns 2021 p., Bepcis
5.0 Bix 15 mororo 2021 p., aHrMiKACHKOIO, YKPATHCHKOIO Ta POCIHCHKOI0 MOBaMH; [HpOpMaLiHHUI JIMCTOK
Ta (hopma 3roji HEMOBHOMITHROTO (BikoM 14-17 pokiB), Maiictep-Bepcist 4.0 mis €C aist oci6 Bikom 12-17
pokiB Bix 24 ciuas 2021 p., Bepcisg 5.0 Big 15 mororo 2021 p, aHTiHCHKOI0, YKPaiHCHKOIO Ta POCIHCHKOIO
MoBamH; [Hdopmariitnuii mucTok Ta dopma iHPopMOBaHOI 3roau OaTbkiB, Maictep Bepcia 4.0 ana €C
bareku Big 24 ciuyas 2021 p., Bepcis 5.0 Big 15 mrororo 2021 p., aHMMICHKOI, YKPAiHCHKOIO Ta
pociiicekoro MoBamu; IHdopMariiiamii mucTok Ta opma indopmoBaHoi 3roau maiienta IloBHomiTHI (Bik
18 pokiB), maiictep-Bepcis 4.0 mis €C mis nmoBHOMITHIX 0ci0 Bix 24 ciuns 2021 p., Bepcis 5.0 Big 15
moToro 2021 p., aHTI1CbKOI0, YKPaiHCHKOIO Ta POCIHCHKOI0 MOBaMH

Howmep Ta nara Hakazy
MO3 o110 3aTBEPIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3ssa xiiniuyHoro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta qaTa

«bararorieHTpoBe, MIKHApOJHE, PaH/IOMI30BaHE, KOHTPOJbOBAHE, BIAKPUTE MOCHIDKEHHS 3 OLIHKU
eeKTUBHOCTI Ta Oe3neyHOCTi 3actocyBanHs npenapary Hekcobpin (NexoBrid) y nmitei 3 TepMidHUMHU
OIIKaMU TOPIBHAHO 31 craHaapTHuUM JikyBaHHsaM (CJI)», MW2012-01-01, Bepcia 9.01 Big 29 nunus
2019 p.

3asBHHUK, KpaiHa

TOB «KuiniuHi 1ocmipKeHHs AUKOH», YKpaiHa

Cnoncop, kpaiHa

MeniByun JITA., I3pains/ MediWound Ltd., Israel

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 23

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

InenTudikamis cyrreBoi
HOTIPaBKU

KopoTka xapakTeprcThKa JOCIIPKYBAHOTO Jikapchbkoro 3aco0y KapOoriatuu, 10 mr/mil, KOHIIEHTpAT
JUTSl TIPUTOTYBAHHS po34uHy i iHQYy3iH, Big 16 yepHs 2020 poky; 3miHa ajpecu 3assBHUKA KIIIHIYHOTO
BunpoOyBanus — «E006Bi1 biodapmacerorikan3 'm6X», llIBelinapis:

BYJIO
Hetixodpmrpacce 23, 6341 m. baap, llBeiimapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

CTAJIO
Anpre [rtaiinxayzepmtpacce 14, 6330 Xawm,
[Beiinapist (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

Howmep ta nara Hakasy
MO3 110110 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe mianedo -KOHTPOIbOBaHe JOCIiKeHHs (a3u 3 kapOomnaTuHy Ta nakiitakceny 3 [TAPII
iHTi0iTopoMm Bemimapubom ta 6e3 ITAPII inribitopy Beminmapudy (ABT-888) mpu HER2-neraTtuBHOMY
MeTacTaTUYHOMY a00 JIOKaJIbHO HolrpeHoMy HeonepabenbHoMy BRCA-aconiiioBaHOMY paky MOJIOYHOI
3amo3uy», M12-914, 3 iHKopropoBaHUMU A IMiHICTpaTUBHUMU 3MiHamu 1, 2 , 3 Ta 4 i monpaBkamu 1, 2, 3
ta 4 Bix 23 nunHs 2020 poky

3asBHUK, KpaiHa

«E066B1 biopapmackrotikan3 ['m6X», [lIBeiinapis

CrnoHcop, kpaina

AbbVie Inc., CIIIA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaexkcanap KOMAPIIA




Homarok Ne 24

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Bpomypa nocmimauka mist Rozanolixizumab Big 06 BepecHs 2020 poky; 3MiHa BiJIOBiJAIBHOTO
JIOCJIITHUKA'

BYJIO CTAJIO
nikap [Tumunenko I'.B. nikap Horaesa JI.I.
KomynaneHe  HexoMmepmiiiHe — miampueMcTBO | KoMyHanbHe — HEKOMEpIIiifHE  MiANPHEMCTBO
«Yepracbkuii obnacHui oHKoJIOTiyHUH | «YepkacbKuit obnacHui OHKOJIOTTYHHH
qucniaicep  Yepkacbkoi — obiacHOi  paaw», | nucnaHcep — Yepkacbkoi  oOnacHOl  pagmny,
oOJracHU JKyBaJIbHO-/11arHOCTUYHUH | 00MacHui JIKyBaJIbHO-/11aTrHOCTUYHHH
reMaToJIOT1YHUH eHTp, M. Yepkacu reMaToJIoriuHui neHTp, M. Yepkacu

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

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpute AOCHiDKEHHS TOAOBXKEHHS Tepamii Juis BUBYEHHS JIOBrOTpUBaNoOi  0Oe€3Me4HOCTI,
MEPEeHOCUMOCTI Ta €(EeKTHUBHOCTI MpernapaTy poO3aHOJIKCI3yMad y Mall€HTIB 3 IMEPCUCTYIOUYO0 abo
XPOHIYHOIO NEPBUHHOIO iIMyHHOIO TpoMboruTonexieto (ITIT)», TP0004, Bix 21 nuctonana 2019 poky

3asBHHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

FOCibi biodapma EcApEn, bensbris / UCB Biopharma SRL, Belgium

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Oaexcanap KOMAPIJA




Jomatok Ne 25
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Honarox nmo ¢opmu inpopmoBanoi 3rogu: domgarox 1 mo dopmu indopmoBanoi 3roau, Bepcis 1.0 ms
VYkpainu ykpaiHCbkol Ta pociiicbkoro mMoBamu Bif 11 Oepesns 2021 p. Ha ocnHoBi maiictep-Bepcii
Honatky 1 no ¢dopmu indopmoBanoi 3roau (s namieHtiB koroptu A) mis gociimkenns CO40016,
Bepcisa 9 Bif 11 Bepecus 2020 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 211 Bix 07.02.2018

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«[lonBiliHe criine mIanebo0-KOHTpoNboBaHe paHaoMizoBaHe ¢asu Il nmocmimkenus imataceprtiOy y
KOMOIHAIIl 3 MaKJIITakCeJIOM B SKOCTI JIIKYBaHHsS JJs MAlI€HTIB 3 TEHHUMH MOPYLIEHHSMU
PIK3CA/AKT1/PTEN B rpymi MiCIEBONOMIMPEHOr0 ab0 METAaCTaTUYHOTO, MOTPIHHO-HEraTUBHOTO PaKy
MOJIOYHOI 3ay03u abo B rpymni ropmoH-mo3utuBHOro, HERZ2-merarmBHOro paky MOJOYHOI 3aio3my,
C040016, Bepcis 9 (Koropra C) Bin 20 Bepecus 2019 p.

3asBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo0 BianoBiAanbHICTIO «Pomt Ykpaina»

Crnoncop, kpaina

®.Xopdpmann-JIa Pour JIta (IIBeiuapis)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jomatok Ne 26
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

[TompaBka 0 CIIPOMICHOTO JTIOCHE JTOCIIIKYBAHOTO JIKapChKOTO 3ac00y nmanoonukini6. OHOBICHHUN PO3ALT
P.3.1. BupoGuuku (cmc387296) cnpoIIeHoro A0ChE TOCIIHKYBAHOTO JIIKAPCHKOTO 3aco0y Majabonukiio,
TBepai Karcynu mo 75 wmr, 100 mr a6o 125 wmr. JlomaBaHHS TOCIIIKYBaHOTO JIKapChbKOro 3acoly
nanOonuKiIio y Jikapcekii popmi Ta0IeTKH, BKPUTI IJTIBKOBOKO 000510HKOIO 10 75 Mr, 100 mr abo 125 wmr.
Pozmin P.3.1. BupoOuuku (Cmc386551) crnpomeHoro a0che AOCTIKYBAHOTO JIKAPCHKOTO 3aco0y
MajgOoonuKiIi0, TaOJETKH, BKPHUTI ILUIIBKOBOK 00070HKOK 1Mo 75 wmr, 100 mr a6o 125 wmr. 3pasku
MapKyBaHHS JIOCHIDKYBAaHOTO JIIKAPCBKOTO 3aco0y MNaOouuKiiO, TalbneTku, BKPHUTI ILTIBKOBOIO
obononkoro o 75 mr, 100 mr abo 125 Mr ykpaiHchkor0 MOBOIO, Bepcis Bif 08 ciuns 2021 p.

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

Ne 310 Bix 23.02.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe mojBiiiHE ciine IuIanebo-KOHTPOJIbOBaHE OaraToleHTpoBe jpociimkeHHs daszu I s
omiHKU edekTuBHOCTI Ta Oe3neunocti GDC-9545 y komOiHamii 3 mamOOIUKIIOOM TOPIBHSHO 3
KOMOIHAIIIEI0 JIETPO30Jy Ta NanOonuKiIil0y y MalieHTIB 3 ecTporeH-penentop-no3utuBHuM, HER2-
HETaTUBHUM MICIIEBOIIOIIMPEHUM UM METACTATUYHUM PaKOM MOJIOUHOI 3ano3m», BO41843, Bepcis 1 Big
14 nrotoro 2020 p.

3asBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo00 BinoBiAanpHICTIO «Pomn Ykpaina»

CnoHcop, kpaiHa

@.Xodppmann-JIa Pour JIta, HIseitnapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Ounexkcanap KOMAPIJA




JonaTok Ne 27

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Ne 833

Inentudikaris cyrTeBoi
MOTIPaBKH

Omnosienuii mporokosr Amendment 5 Bix 29.01.2021; Tudopmaris mis namienra ta @opma iHbopMOBaHOT
srogu — [Iporokon 64091742PCR3001, Bepcis 11.0 ykpaincekoro moBoro mist Ykpainu Big 02.03.2021;
Indopmaris s mamierta Ta @opma iHbopmoBaHoi 3roau — [Ipotokon 64091742PCR3001, Bepcis 11.0
pociiicekoro MoBoto anst Ykpaiau Big 02.03.2021; Indopmanis ans mamienta ta @opma inpopmosanoi
sronu — [Iporoxon 64091742PCR3001, Bepcis 2.0 ykpaincekoro MoBow st Ykpainu Big 02.03.2021;
Iadopmaris mis manienra Ta @opma iHpopmoBaHoi 3roau — [Ipotokon 64091742PCR3001, Bepcis 2.0
pociiicekkoro MoBoro s Ykpaiam Bim 02.03.2021; Jluct BignmoBimambHOro AOCTITHUKA JO MAIli€HTa
(monoBenns iHGopmoBanoi 3roau), 64091742PCR3001, Bepcist ykpaincbkoro MoBoio 4.0 Big 02.03.2021
p-; Jluct BignoBiganpHOro MOCHTITHMKA 10 TMali€HTa (MOHOBJICHHS 1H()OPMOBAHOI 3TOU AJII KOTOpTH 3),
64091742PCR3001, Bepcis ykpaincekoro moBoro 1.0 Bim 02.03.2021 p.; Homatox 1 Bim 16.12.2020 mo
Bpomrypu nocnignuka Hipanapu6, Buganns 11 Big 18.06.2020 p.; Honatok 1 Bix 04.02.2021 no bpourypu
nocmigauka CJNJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), Bumanus 1 Bifg
23.09.2020; Tudopmariiiauii 6ronerens gocaimkenass MAGNITUDE 64091742PCR3001-UKR25 Edition
I, 2020 ykpaiHcbkol0 MoOBOW; [HpopmamiitHuit  Oronerens  mocmimkenass MAGNITUDE
64091742PCR3001-RUU25 Edition 1, 2020 pociiicbkor0 MOBOIO

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 636 Bix 22.03.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«PannomizoBaHe, 1ianeb0-KOHTPOIbOBaHe, MOBiIMHE ciine KIiHIYHE AOCHipKeHHS 3 ¢da3u mpenapaty
Hipanapu6 y xomOinauii 3 AGiparepona Aunerarom Ta IlpenHizoHom y mopiBHSHHI 3 AOipaTtepoHa
Anerarom Ta [IpenHi30HOM Ui JIIKYBaHHS HAli€EHTIB 3 METACTAaTUYHUM PAaKOM HEepeAMIXypPOBOI 3aJ1031»,
64091742PCR3001, 3 monpaBkoro Amendment 4 Big 03.07.2020

3asBHHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CnoHcop, kpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparmii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHS Oaexkcanap KOMAPIIA




JonaTox Ne 28
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Ne 833

Inentudikaris cyrTeBoi
MOTIPaBKH

Onosnenuii IIpotokon kiminiuHoro BumnpoOyBanHsa GA40209, Bepcis 6 Bim 15 rpymas 2020 p.,
aHIITMChKOI0 MOBOIO; [Hopmamis s mamienta i1 ¢opma iHpopmoBaHOi 3roam i YKpaiHH,
anrimicpkor0o MoBoro, Bepcis 5.0 Bim 09 mrororo 2021 p.; Imdopmamis nns mamieHta i1 ¢opma
iHpopMoOBaHoOi 3roam sl YKpainu, ykpaiHcbkoro MoBoro, Bepcis 5.0 Big 09 mororo 2021 p.; [ndopmaris
JUTs TanienTa 1 opma iHpopMoBaHOi 3roau I YKpaiHu, pociicbkor MoBoro, Bepcis 5.0 Bix 09 mororo
2021 p.; Homarok nmo Indopmarii ans mamienta ta Gopmu iHGOPMOBAHOI 3roJH: 3rofa Ha MPOBEICHHS
aNbTEPHATHUBHUX BI3UTIB B paMKax JqociikeHHs mia yac nanaemii COVID-19 nns Ykpainu, aHTTiChKOIO
moBoro, Bepcis 1.0 Bim 10 mororo 2021 p.; Homarok mo Indopmamii mis mamierra Tta dopmu
iHpopMOBaHOT 3roaM: 3roja Ha MPOBEJICHHS AJbTEPHATUBHHUX BI3WUTIB B paMKax JOCIIJDKEHHS I 4Yac
nanzaemii COVID-19 mis Ykpainu, ykpaincekoro moBoro, Bepcist 1.0 Big 10 mrotoro 2021 p.; JonmaTok 1o
[ndopmarii pist namienta ta Gopmu iHPOPMOBAHOI 3TOM: 3r0a HA MIPOBEACHHS AIbTCPHATHBHUX BI3UTIB
B pamkax nociipkeHss mig gac mangemii COVID-19 mns Ykpainu, pociiicekoro MoBoto, Bepcist 1.0 Big
10 mororo 2021 p.; IlonoBxeHHS TepMiHY NMPOBEACHHS KIIHIYHOIO BHUIIPOOYBaHHS B YKpaiHi go 31
munHs 2024 poky

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

Ne 146 Bin 21.01.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepCis Ta qaTa

«Bigkpure mnpomoBxkeHe nochimkeHHs ¢aszu Il 3 MeTorw OIIHKH JOBrOCTPOKOBOI O€3MEYHOCTI Ta
nepeHocumocti npenapary UTTR1147A y maiieHTiB 13 BUPa3KOBUM KOJIITOM BiJl TOMIPHOTO JIO0 TSIKKOTO
cryness abo xsopoboro Kpona», GA40209, Bepcis 5 Biag 09 ksitHs 2020 p.

3asBHUK, KpaiHa

TosapuctBo 3 OOmexeHow BinnosiganpHicTio «KoHTpakTHO-Jlocminuunpka Opranizauis IHHOpapM-
Ykpaina»

Cnoncop, kpaiHa

Genentech, Inc., USA/ Jlxxenenrek Iak., CIITA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

dapmaneBTHYHOrO 3a0e3MeYeHHS

Ouaexkcanap KOMAPIIA




Jomatok Ne 29
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

HonoBuenHst 1o IadopmaniiiHoro nmuctka ans namiedtra i Gopmu iHGOPMOBAHOI 3rofM HA Y4acTh Y
KJIIHIYHOMY JociipkeHHi (Maiictep Bepcis Bim 27 motoro 2019 p., Bepcis mus Ykpainu 3.0 Big 27
oepesnst 2019 p.), maiicrep Bepcis Big 12 motoro 2021 p., Bepcis ans Ykpainu Big 01 6epesns 2021 p.,
aHTJIIACHKOIO, YKPaiHCHKOIO Ta pociiicbkoro MoBamu; PopMa HagaHHS KPUTHYHOI iH(popMauii oo
6e3nekw, Bepcis Big 09 mororo 2021p., aHrmiiiCbKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 342 Bin 26.02.2018

HasBa xiriHiyHOrO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararoreHTpoBe, MO/BIlHE Cllille, paHIOMi30BaHe, y MapalelbHUX Tpymax gochimkeHHs ¢aszu 3B/4
npemnapaty Todamutunid (CP-690,550) y mamieHTIB 3 BUPAa3KOBUM KOJITOM B CTIHKIA pemiciiy,
A3921288, ¢pinanbHa Bepcis 3 IHKOpnopoBaHoto nompaskoro 3 Bix 11 tpasus 2020 p.

3asiBHUK, KpaiHa

TOB «KuniniuHi nocniakeHHss ARKOH», YKpaiHa

CrnoHcop, kpaina

Pfizer Inc., USA/ ®aitzep [uk., CIIIA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaexkcanap KOMAPIIA




Homarok Ne 30

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYxpainu «[Ipo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

BxitoueHHs J0JaTKOBOTO MICIISl POBEICHHS KJITHIYHOTO BUITPOOYBaHHS

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS
1 3aB. Bijl. Kupuuenko O.B.

KuiBchka kiiHIYHA JTiKapHS Ha 3a1i3HUYHOMY TpaHcnopTi Ne2 ¢inii «L{eHTp oxopoHu 310pOB’s»
aKIIOHEPHOTO TOBAPUCTBA «YKpalHChKa 3aJII3HULIS», BUIIIICHHS racTpoeHTepoJiorii, M. Kuis

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannomizoBaHe, nojBiitHe ciimne, mi1aned0-KOHTPOIbOBAHE Ta 3 AKTUBHUM KOHTpPOJIEM, 0araTolEeHTPOBE
nociipKkeHHs ¢a3u 2/3, 1m0 TPOBOIUTHCA y TapalebHUX TPYyMax 3 METOH OIIHKH €(PEeKTUBHOCTI Ta
0e3MeyHOCTI rycenbkyMaldy y MarieHTiB i3 XxBopoOoro KpoHa B akTuBHiH (a3l BiJl CEpeAHBOTO 10 BaXKKOTO
crynens Tsokkocti», CNTO1959CRD3001, 3 monpaskoro 2 Bix 13 nmucronana 2019 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnoHcop, kpaina

Janssen Pharmaceutica NV, Belgium / fInccen @apmanestuka HB, benbris

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




Jomarok Ne 31

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

[Ipotokon kmiHiuHOTO mocmimkeHHs MS200527_0080, Bepcis 2.0 Big 27 mumcromama 2020 poky,
aHIIIACHKOI0 MOBOMO; bpomypa mocmignuka Evobrutinib (M2951), Bepcis 13.0 Bim 27 nmcromana
2020 poky, anrmiiicekor0 MoBolo; IHdopmariiiHmii mMcTOK mamieHTa 1 (opma 3roaM, Bepcis
V2.0UKR(uk)1.0 Bix 11 Gepesnst 2021 poky, mepexian ykpaiHChKO0 MOBO Bijg 12 Gepesns 2021 poky;
Indopmaniiinmii mucrok namieHta i gpopma 3roam, Bepcis V2.0UKR(ru)1.0 Big 11 6epesns 2021 poky,
nepekiang pociicbkoro MoBoro Bin 12 Oepesnst 2021 poky; Indopmaniiitnuii nuctok i dopma 3roau
HalieHTa Jjisi BIIKPUTOro posummpenoro nepiogy mocmimkenns, Bepcis V2.0UKR(uk)1.0 Bix 11 G6epesus
2021 poky, nmepekiag ykpaiHcbkoro MOBOIO Bin 12 Gepesnst 2021 poky; [Hbopmariiinuii nuctok i opma
3roji TMAlli€HTa JJIs BIIKPUTOrO PO3IIUpPEHOro mepioxy gociuimkenns, Bepcis V2.0UKR(ru)1.0 sig 11
6epesns 2021 poky, nepekiaz pociiicbkoro MoBoro Bia 12 6epesns 2021 poky; loaatkoBa iHpopMoBaHa
3rojla y4acHUKa Ha JIOCTaBKY JOCIIKYBAHOTO Ipenapary ydacHuky nogaomy, sepcis V1.0UKR(uk)1.0 Bix
22 motoro 2021 poky, nepekian ykpaiHcbkoro MoBoro Bifg 05 Oepesns 2021 poxy; [lonatkoBa
iH(popMOBaHa 3rofla yyacHUKa Ha JOCTaBKY JOCIIKYBaHOIO IpernapaTry Yy4YacHHKY JOJOMY, Bepcis
V1.0UKR(ru)1.0 Big 22 motoro 2021 poky, mepekian pociiicbkoro MoBoro Bia 05 Gepesnst 2021 poky;
JHonatkoBa iH(OpMOBaHa 3rojja y4YacHWKa Ha JOCTABKY JOCIIKYBAaHOTO TpenapaTy YYacHHKY TOJIOMY,
Bepcia 1.0 mna Vkpainu, V1.0UKRL.0, Big 22 mororo 2021 poky, anrmiiicekoro MoBoro; KapTka 3
HarajyBaHHsM 1po Bi3ut, Bepcis [V02 UKR(uK)] Bix 29 ciuns 2021 poky, ykpaiHchkor MoBoro; KapTka 3
HaragyBaHHsM mpo Bisut, Bepcis [V02 UKR(ru)] Bim 29 ciuns 2021 poky, poOCiiiCbKOIO MOBOIO;
lonennuk ywacHuka, Bepcis [V02 UKR(uk)] Bix 21 ciuns 2021 poky, ykpaincekoro MoBoto; Ll{onenHuk
yuacuuka, Bepcis [V02 UKR(ru)] Bix 21 ciuns 2021 poky, pociiicbkoro MOBOW; bpoiypa /jist naiieHTa,
Bepcis [V02 UKR(uk)] Bin 27 ciuns 2021 poky, ykpaiHChKOO MOBOIO; bpormrypa ans mamieHrta, Bepcis
[V02 UKR(ru)] Big 27 ciuns 2021 poky, pociiicbkoro MoBOIO; TTOCIOHMK Al ydacHHKA TOCITIIKCHHS,
Bepcis [V02 UKR(uk)01] Bix 05 motoro 2021 poky, ykpaiHChkOor MOBOIO; ITociOHMK st ydacHHKa
nocmimkenns, Bepeis [V02 UKR(ru)01] Bix 05 motoro 2021 poky, pociiickkoro MoBoro; JIUCT 10 rpymnu
i3 3axmcTy mpaB Ta iHTepeciB mauieHtiB, Bepcis [V02 UKR(uk)0l] Bimx 05 mrororo 2021 poky,
YKpaiHChKOI MOBOIO; JIMCT 10 TpymH i3 3aXUCTy mpaB Ta iHTepeciB mamieHTis, Bepcis [V02 UKR(ru)01]
Bix 05 motoro 2021 poky, pociiicbkoro MOBOIO; JIMCT Bif JiKaps-TOCHiAHUKA MOTCHIIHHOMY YYaCHHUKY




nocmmkenns, Bepcis [V02 UKR(uk)02] Bix 23 mrotoro 2021 poky, ykpaiHChKOIO MOBOIO; JIMCT Bifg
JKapsi-A0CIITHUKA MOTEHIIHHOMY ydacHHKY aociimpkenns, sepcis [V02 UKR(ru)02] Bix 23 marotoro 2021
POKY, pOCiiicCbKOI0 MOBOIO; bporirypa s jgikaps 1mo10 HanpasieHHs namientis, Bepcis [V02 UKR(uk)01]
Bix 23 mororo 2021 poky, yKpaiHCbKOIO MOBOIO; bpoirypa s jikapsi o0 HarpaBJICHHs MAIli€HTIB,
Bepcis [V02 UKR(ru)01] Bim 23 mororo 2021 poky, poCiiicbKO MOBOW; JIMCT 10 JiKaps IIOI0
HanpasieHHs naiienTis, Bepcis [V02 UKR(uk)02] Bix 23 motoro 2021 poky, ykpaiHChbKOH MOBOIO; JIucTt
70 Jikaps Ioao HampasieHHs mnamientis, Bepcis [V02 UKR(ru)02] sig 23 mrotoro 2021 poky,
pociiicekoro MoBoro; Craiiau 3 iHopMmartiero npo gocmimkenns, Bepcis [V02 UKR(uk)01] Bix 03 6epe3nst
2021 poky, ykpaincekor MoBoro; Craiinu 3 iHdopmariiero npo mocmimkenns, sepcis [V02 UKR(ru)01]
Bix 03 Gepesnst 2021 poky, poCiiiChKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1924 Bix 21.08.2020

Ha3ssa xyiiniyHOrO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

BaratonienTpoBe, paHaOMi30BaHe, MOJABIMHE CIile, 3 MOABIHHOI IMITaIli€l0, KOHTPOJIbOBAHE aKTUBHUM
npenaparom, nociuimpkerss 111 ¢asu, mo npoBoanThCA B MapajienbHUX TPYNax 3 OIiHKH €(eKTUBHOCTI Ta
6e3meyHocTi eBOOpYTHHIOA Y TOPIBHIHHI 3 TEPUGIIYHOMIZIOM B YUACHHKIB 13 PEUUAMBYIOYAM PO3CITHUM
ckiepozom, MS200527 0080, sepcis 1.0 Big 13 mrotoro 2020 poky

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

Merck Healthcare KGaA, Himeuunna

CynyTHi
MaTepiajau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaekcanap KOMAPIIA




JonaTox Ne 32

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

Inentudikaris CyrTeBoi
MOTIPaBKH

A3921145 TIudopmarmis nans OarbkiB Ta ¢dopma iHGOpMOBaHOT 3roau ISl ydacTi y KIIHIYHOMY
BUIIPOOYBaHHI, Ha OCHOBI Bepcii Ha piBHI gociimkeHHs Bix 15 mortoro 2021 p., Bepcisa s Ykpainu 8.1.0
Bix 16 motoro 2021p., ykpaiHChKOIO Ta pociiicbkoro mMoBamu; A3921145 Indopmariis 1uis nairieHra Ta
¢dopma iHdopMOBaHOT 3roaM s ydacTi y KIIHIYHOMY BUIpOOyBaHHI, Ha OCHOBI Bepcii Ha piBHI
nociimkenns Big 15 mrotoro 2021 p., Bepceia ana Ykpainu 8.1.0 Bix 16 mororo 2021p., ykpaiHChKOIO Ta
pociiicekoro moBamu; A3921145 Iudopmamist ans namienta Ta  QGopma  iHGOpPMOBaHOI 3roaM
HETOBHOJIITHBOTO JIJISl yJacTi y KiiHiuHOMY BurpoOyBanHi (14-17 pokiB), Ha OCHOBI Bepcii Ha piBHI
nocmikenns Big 17 motoro 2021 p., Bepcis s Yipainu 8.1.0 Big 18 motoro 2021p., ykpaiHChKOIO Ta
pociiicekoro MmoBamu; A3921145 Iudopmariis qisa namienta ta ¢opma iHGOPMOBAHOI 3roIU TUTUHU IS
ydacti y KiiHiYHOMY BunpoOyBanHi (11-13 pokiB), Ha OCHOBI Bepcii Ha piBHI ToCHiKeHHs Bi 17 J1r0TOrO0
2021 p., Bepcia ais Ykpainu 6.1.0 Bix 18 moToro 2021p., ykpaiHChKOIO Ta POCIHCHKOI0 MOBaMHU

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

Ne 248 Bix 09.03.2017

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«JloBrorpuaase, BiAKpUTE AOCIIHKEHHS 3 NEpioIOM MOAAIBIIOTO CIOCTEPEKEHHS, AK€ MPOBOAUTHCS IS
BUBUEHHS Ipenapary To(auuTuHIO MpH JIKyBaHHI IOBEHUIBHOrO imionatuyHoro aptputy (FOIA)»,
A3921145, pinanpHU IPOTOKOI 3 iHKOpHopoBaHoto nonpaskoro 10 Bix 04 Tpasus 2020 poky

3asBHHUK, KpaiHa

TOB «IaBentiB Xenc Ykpaina»

Cnoncop, kpaiHa

[Iaitzep [ux [Pfizer Inc], CIIIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Homarok Ne 33

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosiienuii mporokos 3 IlompaBkoro 1 Bim 08.12.2020 p.; Imdopmarmis mis mamienta ta Dopma
iHdopmoBanoi 3roau, Bepcis 3.0 ykpaincbkoro Moo s Ykpainu Big 09.03.2021; Indopmamis ans
narieaTa Ta @opma inpopmoBanoi 3roau, Bepcis 3.0 pociiickkoro MoBoro s Ykpainu Bix 09.03.2021;
[ITaGaoH nucra BiJ BiAHOBIIZAJIBHOIO MOCHIAHWKA [UIS IIALIEHTIB CTOCOBHO il I 4ac IaHaemil
COVID-19, Bepcis 1.0 Big 09 6epesns 2021 poxy yKpaiHCHKOIO MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 310 Bix 23.02.2021

HasBa xiriHiyHOrO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararonieHTpoBe, 3 OAHMM pYyKaBOM JIIKYBaHHS, BIJKPHUTE, JOBFOTPUBAJE KIIHIUHE JOCIIKEHHS
criocTepexxeHHs Oesnevnocti Cenekcinary y y4yacHMKIB, Kl Opaju y4acTb y MONEPEeIHbOMY KIIHIYHOMY
nociipkenHi Cenekcinaryy, 67896049PUH3001, Bepcis 1.0 Bix 04.03.2020 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris

CrnoHcop, kpaina

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaexkcanap KOMAPIIA




Jomarok Ne 34

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

[IpoTokomn kimiHigHOTO HochimkeHHs MS200527_0082, sepcis 2.0 Bix 09 rpynus 2020 poxy, aHTIiHCHKOO
MoBo0; bpomypa mocmigauka Evobrutinib (M2951), Bepcis 13.0 Bim 27 mucrtomama 2020 poky,
AHMIIIACHKOI0 MOBOIO; [H(popmaniiinuii nucTox mnamienta i gopma 3roam, Bepcis V2.0UKR(uk)1.0 Bin
11 6epesns 2021 poky, mepekiaa ykpaiHcbkoro MoBorw Bing 12 Oepesns 2021 poky; IHdopmartiiiamii
nuctok mamnieHta i ¢opma 3romam, Bepcis V2.0UKR(ru)1.0 Big 11 Gepesns 2021 poky, mepekian
pociiicbkoro MoBoto Bif 12 Gepesns 2021 poxy; IHdopmarniiinuii nuctok i (opMa 3rou mamieHTa Uit
BIZIKPUTOrO po3umMpeHoro mepioay gociimkenns, Bepcis V2.0UKR(uk)1.0 Big 11 Gepesns 2021 poky,
MepeKyiaj ykpaiHchkoro MoBoOw Bim 12 Oepesnst 2021 poky; Indopmaniiinuii nuctok 1 gopma 3roau
Hali€eHTa JJsi BIIKPUTOrO po3iuupeHoro nepioxy nocuimkenns, Bepcis V2.0UKR(ru)1.0 Bix 11 6epesus
2021 poky, nepekial pociiicbkoro MoBoo BiJ 12 Oepesns 2021 poky; [onarkoBa iHpopmoBaHa 3roja
y4JacHUKA Ha JOCTAaBKY JOCII/DKYBAHOTO Tpernapary ydacHuky nojaomy, Bepcis V1.0UKR(uk)1.0 Bix 22
moTtoro 2021 poky, nepekinan ykpaiHcbkoro MoBoro Bia 05 6epesns 2021 poky; lonarkosa iHpopMoBaHa
3rojla yYaCHUKa Ha JIOCTaBKY JIOCII/DKYBaHOTO Mpernapary ydacHuky noaomy, Bepcis V1.0UKR(ru)1.0 Bix
22 mortoro 2021 poky, nepeksaa pociiicekoro MoBoro Bif 05 6epesnst 2021 poky; KapTka 3 HaragyBaHHIM
npo Bi3ur, Bepcis [V02 UKR(uK)] Binx 29 ciuns 2021 poky, ykpaiHcbkor MOBo0; KapTka 3 HarayBaHHIM
npo Bi3ut, Bepcis [V02 UKR(ru)] Bix 29 ciuns 2021 poky, pociiicekoro MoBOO; I1[0/IeHHUK yJacHHKa,
Bepcis [V02 UKR(uk)] Bin 29 ciuns 2021 poky, ykpaincbkoro MoBoto; Illoaennnk ydacuuka, Bepcist [V02
UKR(ru)] Bix 29 ciuns 2021 poky, pociiicbkoro MoBO0; bpomrypa mis marienta, Bepcist [V02 UKR(uk)]
Bix 27 ciuns 2021 poky, ykpaiHChKOl MOBOO; bpomrypa mns marienra, Bepcis [V02 UKR(ru)] Big 27
ciaus 2021 poky, pociiicbkoro MoBoto; [TociOHuk it yuacHuka gocmimpkenns, Bepcis [V02 UKR(uk)01]
Bix 05 mororo 2021 poky, ykpaiHchkor MoBoO; [TociOHWK sl yyacHHMKa HociikeHHs, Bepcis [V02
UKR(ru)01] Bix 05 mrororo 2021 poky, pociiicbkor MOBOKO; JIMCT 0 TPYITH i3 3aXKMCTY MPaB Ta iHTEPECIB
narienTis, Bepcist [V02 UKR(uk)01] Bix 05 mrororo 2021 poky, ykpaiHChKOK MOBOX; JIMCT 10 TpymH i3
3aXHCTy mpaB Ta iHTepeciB mamienTis, Bepcis [V02 UKR(ru)01] Big 05 mrororo 2021 poky, pociichKor0
MOBOI0; JIMCT Bij JiKaps-qOCTiTHUKA TOTSHIIMHOMY y4acHUKY nociimkenHs, sepcis [V02 UKR(uk)02]
Bix 23 motoro 2021 poky, yKpaiHChKOO MOBOO; JIMCT Bij JTiKapsi-IOCTiAHUKA MOTEHIIIHHOMY YYaCHUKY
nociimkenns, Bepcis [V02 UKR(ru)02] Bixg 23 motoro 2021 poky, pociiicbkoro MoBoro; bpomrypa s




Jikaps 1mo/10 HarpasieHHs namienTis, Bepeis [V02 UKR(uk)01] Bix 23 mororo 2021 poky, yKpaiHCEKOIO
MoBoIO; bporrypa ans sikaps mono HampasieHHs nanieHtis, Bepcis [V02 UKR(ru)01] Big 23 mrororo
2021 poky, pociiicbkor0 MOBOIO; JIMCT /10 JiKaps 100 HampasieHnHs namieHTis, Bepcis [V02 UKR(uk)02]
Bix 23 mrotoro 2021 poky, ykpaiHChKOIO MOBOIO; JIMCT 70 Jikaps 1010 HAIpPaBJICHHS NAlli€HTIB, BEPCis
[V02 UKR(ru)02] Bim 23 mororo 2021 poky, pociiicekoro MoBow; Craiian 3 iHdopMaIli€n mpo
nocmimxenns, Bepcis [V02 UKR(uk)01] Bixm 03 6epesnst 2021 poky, ykpaiHchbkoro moBoro; Crmaiau 3
inpopmamiero npo mocaimkerns, Bepcis [V02 UKR(ru)01] Big 03 Gepesust 2021 poky, poCiiichKOrO
MOBOIO

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 1924 Bix 21.08.2020

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararomeHTpoBe, paHAOMi30BaHe, MOJABIIHE CIIiIe, 3 MOABIHHOI IMITAIlI€0, KOHTPOJIbOBAHE aKTUBHUM
npenaparom, nociimkerns 111 ¢a3u, 1o npoBoAUTHCS B MapajelbHUX IPyMax 3 OLiHKA ¢(EeKTUBHOCTI Ta
6e3meyHocTi eBoOpyTHHIOA Y MOPIBHIHHI 3 TEPUGPIIYHOMIZIOM B YUYACHHKIB 13 PEIMIUBYIOUUM PO3CISTHUM
ckiepo3zom», MS200527 0082, sepcis 1.0 Big 13 mrotoro 2020 poky

3asiBHUK, KpaiHa

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

CrnoHcop, kpaina

Merck Healthcare KGaA, Himeuunna

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

(¢apmManeBTHYHOTO 3a0€e3NMeYeHHS

Oaexcanap KOMAPIJIA




Homatok Ne 35

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s

VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

3MiHa BIJMOBIJAILHOTO JOCIITHUKA B MICIIi MPOBEJICHHS BUIPOOYBAHHS

bYJIO

CTAJIO

nikap [ipuenko H.B.
KuiBchbka KiIiHIYHA JIKapHS Ha 3ali3HUYHOMY
tpancnopti  Ne2  ¢imii  «leHTp OXOpoHH
3JI0POB’sI» aKI[IOHEPHOTO TOBapUCTBA
«YKpalHCbKa 3aJli3HUL), BIIIICHHS JIEHHOTO
ctarfionapy, M. Kuis

nikap Kupuuenko O.B.

KuiBcpka KiIiHIYHA JiKapHS Ha 3al1i3HUYHOMY
tpancnopti  Ne2  ¢imii  «lleHTp  OXOpOHH
3JI0POB’SD» aKI[IOHEPHOTO TOBapHCTBA
«YKpalHCbKa 3alli3HULD, BIIIIIEHHS JIEHHOTO
ctationapy, M. Kui

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

Ne 300 Bix 22.05.2015

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Binkpure po3uIMpeHe OCIIHKEHHS 13 CHOCTEPEKEHHSAM Oe3NeKH MalleHTIB 3 XBOPOOOK KpOHa B
aKTUBHIN (a3l Bi cepeHbOT0 A0 TSHKKOTO CTYMEHs BaXKKOCTI, SIKI paHillle NPUMail y4acTb Y IPOTOKOJII

erpomizymab ¢aza Il gocmimrenns GA29144», GA29145, Bepcis 6 Bin 29 kBiTHS 2019 poky

3asiBHUK, KpaiHa

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

CnoHcop, kpaiHa

«®. Xopdpmann-JIs Pour JItay, [lsetinapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS

Oaexcanap KOMAPIJA



JonaTox Ne 36

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KIIIHIYHHX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosnennii [Iporoxon kiiHiuHOTO mocmimkenHs TAK-788-3001, Bepcis i3 mompaBkoro 6 Big 22 ciyHs
2021 p., anrmiiicbkkoro MOBOIO; Jlocke mocmipKyBaHOTrO Jlikapchkoro 3aco0y (Mobocertinib) TAK-788,
Bepcis 3.0 Bix 11 smotoro 2021 p., aHTIIIHCEKO0 MOBOIO; 3aTy4eHHS HA3BH JOCIIHKYBAHOTO JIIKAPCHKOTO
3aco0y Mobocertinib; BximrodenHs 10aaTKOBOrO iMmoprepa JOCTIKYBAHOTO JIKApChKOTO 3aco0y
TAK-788 40 wmr, mpemapar y kancynax, Fisher Clinical Services GmbH, Himeuyuuna; TAK-788-
3001 OcnoBHa Indopmamis mis namienta i gopma iHdopmoBaHOi 3roau A YKpaiHHU, aHTTIHCHKOIO
MOBOI0, Bepcis 6.0 Big 26 srotoro 2021 p.; TAK-788-3001 OcuoBHa IHdopMmartis ais mamieHTa i opma
iHhopMoBaHOi 3roau Ans YKpaiHu, YKpaiHCBhKOIO MOBOI0, Bepcis 6.0 Big 26 motoro 2021 p.;
TAK-788-3001 OcnoBua Iudopmamiss ans mnamienta i ¢gopma iHGOpMOBaHOI 3roaum Uit YKpaiHWy,
pociiicekoro MoBoto, Bepcid 6.0 Bixg 26 motoro 2021 p.; 3pasok dopMu MIATBEPAKEHHS OTPUMaHHS
Matepiany mnaunieHToM, Bepcis 1.0, aHrmiiicbkoro MoBOIO; 3pa3ok PopMu MiATBEPHKEHHSI OTPUMaHHS
MaTepiany mnamieHToMm, Bepcis 1.0, ykpaiHChbKOO MOBOM; 3pa3ok dopMu miITBEpKEHHS OTPUMAaHHS
MaTepiay namieHToM, Bepcis 1.0, pociiicbkor0 MOBOIO

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

Ne 767 Bin 02.04.2020

HazsBa xiriHiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«PannomizoBane, OaraToueHTpoBe, BiikpuTe AocuikeHHs ¢asu |1 1 oninky eeKTUBHOCTI mpenapary
TAK-788 B sikoCTi Tepamii nepIuoi JiHii y MOpiBHAHHI 3 XiMiOoTepaIli€l0 Ha OCHOBI IpenapaTiB IUIATUHH Y
MaIIEHTIB 13 HEAPIOHOKIITUHHUM paKoM JIereHl 3 1HCepLIMHUMH MyTamisMu y 20-My €K30HI TreHa
penentopa emnigepmansHoro (akrtopa pocty (EGFR)», TAK-788-3001, Bepcis i3 mompaBkoro 5 Big 03
cepras 2020 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OO6mexenoro BinnopimanbhicTio «KoHTpakTtHO-/lochinnuinpka Opranizaiis [HHO(apm-
Ykpaina»

CrnoHcop, kpaina

Mimnenniym ®@apmacerotikans, [ak., CIIA (Millennium Pharmaceuticals, Inc., USA)




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 37

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKAPCHKHUX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa BiMOBIAIBHOTO JOCTIAHUKA B MICI[l IIPOBEICHHS BUIPOOYBaHHS

bYJIO

CTAJIO

nikap I'ipuenko H.B.
KuiBchka KiiHIYHA JTKapHS Ha 3ai3HUYHOMY
tpanctopti  Ne2  ¢imii  «llenTtp  oxopoHH
3JI0POB’ S aKI[IOHEPHOTO TOBapHUCTBA
«YKpaiHCbKa 3aJli3HULIS», BIIIIJICHHS JEHHOTO
cranionapy, M. Kuis

nikap Kupuuenko O.B.

KuiBcbka KiiHIUHA JKapHS Ha 3aTi3HAYHOMY
tpancopti  Ne2  ¢imii  «llentp oxoponu
3JI0pOB’51» aKI[IOHEPHOTO TOBapHUCTBA
«YKpalHCbKa 3alli3HUISD», BIIIIJICHHS JCHHOTO
cranionapy, M. Kuis

Howmep ta nara Hakasy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 300 Bix 22.05.2015

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararonieHTpoBe, paH/I0Mi30BaHe, MMOBIHHE-cIIiNe, TIane00-KOHTpoIboBaHe nociimkeHHs daszu 1 nns
OLIIHKM e(EeKTUBHOCTI Ta O€3MEeYHOCTI Mpenapary eTpoiii3yMad B AKOCTI IHAYKIIT 1 MIATPUMYIOUYOTO
JiKyBaHHS NAaIli€eHTiB 3 XBopoOoro KpoHa B axkTuBHIA (a3l BiJl CEpelHBOrO 10 TSXKKOTO CTYMEHS
BaxkkocTi», GA29144, Bepcis 7 Bix 24 xBiTHs 2019 poky

3asiBHUK, KpaiHa IianpuemcTso 3 100% inozemuo0 inBecTHicto «AMK'FOBIA PIIC Vipainay»

CnoHcop, kpaiHa «®. XOOOMAHH-JIA POIILI JIT», Hiseiinapis (F. HOFFMANN-LAROCHELTD, Switzerland)

CynyTHi —
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Jomatok Ne 38

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

OnoBieHni MPOTOKOJ KimiHIYHOTO AociimkeHHs GO39942, sepcis 7 Bix 18 rpynns 2020 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1055 Big 04.06.2018

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoueHTpoBe, paHI0Mi30BaHe, MOABIMHO clline, Tianedo-KoHTposiboBane AociimkeHHs 111 dhazu ms
MOpIBHSHHS e(QeKTUBHOCTI Ta Oesmewynocti mnpemnapary [lomaty3yma® BemotmH y KoMmOiHamii 3
Purykcumadbom ta CHP (R-CHP) i Putykcumabom ta CHOP (R-CHOP) y mnamientiB i3 au¢y3HOO
KPYITHOKIIITUHHOIO B-KimiTnHHOIO MiMdOMOTI0, sIKi paHime He oTpuMyBain JikyBaHHs», GO39942, Bepcis
5 Big 03 rpyans 2019 poky

3asiBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JIEBEJIOTIMEHT YKPAIHA»

Cnoncop, kpaina

®. Xopdmann-JIs Pour JItn., [F. Hoffmann-La Roche Ltd], IlIBeiinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 39

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00IB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

28.04.2021 Ne 833
Inentudikaris CyrTeBoi 3mMiHa BiamoBigaisHOr0O JOCHITHAKA:
MIONPaBKU BYJIO CTAJIO
a.M.H.pod. [[ToroBcska T.M.| nikap ['onyGesa JI.B.

Kminika  JlepxkaBnoi  ycranoBu  «lucturyr | Kiminika — JlepkaBHoi  ycTaHOBM — «IHCTHTYT
MeauuHoi pasmionorii Ta oskonorii im. C.II. | MeaunuHoi panionorii Ta oskomorii im. C.IL
I'purop’esa Hamionanbnoi axamemii meamunmx | I'purop’esa HamionanbHoi akajemii MeTMYHUX
HayK YKpaiHu», BiJUIiIEHHs KIiHIYHOT OHKOJIONT 1 | HayK YKpaiHu», BIIJIUICHHS KIIHIYHOI OHKOJIOTII 1
reMaroJIorii, M. XapKiB reMaroJIorii, M. XapkKiB

3anmy4eHHs JOAATKOBOTO MICIIS IIPOBEICHHS KJITHIYHOTO BUITPOOYBaHHs B YKpaiHi:
Ne I1.1.B. BiAMOBIZAILHOTO JOCHITHUKA
n/n HasBa micuig npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

1. | xk.Mm.H. Pucnaesa JI.E.

JlikyBanbHO-/11arHOCTUYHUIN LIEHTP TOBAPUCTBA 3 OOMEXKEHOI BIANOBIAANBHICTIO «Menikc-peit
Intepuemnn I'pyn» Jlikapus i3painbebkoi onkoisorii «LISODy, BinaieHHS KIiHIYHMX Ta
HAYKOBUX JOCIIKEeHb, . [Imotn, KuiBcbka 0611., OOyXiBCbKUH p-H.

Howmep ta nata nakazy Ne 80 Bix 19.01.2021
MO3 10110 3aTBEPIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniuyHOrO «PanmomizoBaHe, TOJBiliHE crine, Iuane0o-KOHTpoiaboBaHe nociuimkeHHs |l a3 ang  ominku
BUIIPOOYBaHHS, KO/, neMmOponizymady (MK-3475) y moenHaHHI 3 CyNMyTHBOIO XIMIOIIPOMEHEBOIO TEpami€l0 3 MOJalbIINM
BepcCis Ta naTa BBEJIEHHSM meMOponizymady 3 onanapudom (MK-7339) abo 6e3 HHOTO y MOPIBHSAHHI JUIIE 3 CYyTHHOIO

XIMIOIPOMEHEBOI0 ~ TEpami€l0 B YYaCHHWKIB 3  HEI[OJIaBHO  JIIaTHOCTOBAHUM  JIOKaJli30BaHUM
npioHOKIITHHENUM pakoM JereHiB (JIJIPJ)», MK-7339-013, sepcis 00 Bix 21 munast 2020 poky.

3asBHUK, KpaiHa Toapuctso 3 oomexeHoto BignosiaanpHicTIO «MCJ Ykpaina»




CrnoHcop, kpaina «Mepk llapn Eng Joym Kopm.», nodipue mianpuemctBo «Mepk Enpg Ko., Iak.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi —
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3Me4eHHS Ounexkcanap KOMAPIJA




Jomarok Ne 40
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

BxitoueHHs JO0AaTKOBOTO MICIISl POBECHHS KITHIYHOTO BUITPOOYBAaHHHS .
Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA
n/n HasBa micus nmpoBeieHHs KITIHIYHOTO BUIPOOYBaHHS

1 I.M.H., ipo¢. bongapenxko . M.
KomyHnaneHe HexomepiiiiHe mianpuemMctBo «Micbka kimiHiuHa jikapHsa Nedy JIHiImpoBChKOL
MICBKO1 pajiu, XiMioTepareBTHYHE BiITIICHHS 3 ICHHUM CTanioHapom, M. JIHirpo

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, TOJBiiiHE crine, I1ae00-KOHTPOIbOBaHE JAOCHIKeHHS (a3 3 mpemapary
JaposiyTamija B JIOTIOBHEHHS 10 aHjaporeHaenpuBauiiinoi Tepamii (AT) y nopiBHsHHI 3 mianedo Iioc
AJIT y 4oNOBIKIB i3 METAaCTaTUYHUM TOPMOH-UYTJIMBUM pakoM mepeaMixypoBoi 3ano3u (MIUPII3)»,
21140, Bepcis Bin 24 Bepecns 2020 p.

3asiBHUK, KpaiHa

TOB «KOBAHC KJITHIKAJI IEBEJIOIIMEHT YKPATHA»

CrnoHcop, kpaina

Bayer Consumer Care AG, llIBeiinapis

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaexcanap KOMAPIJIA




JonaTok Ne 41

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYxpainu «[Ipo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

300paXkeHHs1 TEPMOCYMKH Il TPAHCIIOPTYBaHHSI Ipernapary nociipkeHHs; Onaep «JlaBaiite moropopumo
npo nocuimkerns IDEALy, Bepcis 2 Big 02 sxoBtHst 2020 poky, pociiicbkoro Moot (PN-943-03_Study
Flyer Ukraine_Russian_V2_020ct2020); ®dnaep «/laBaiite moroBopumo mnpo gociimkerHs [DEALy,
Bepcin 2 Bim 01 koBtHs 2020 poky, ykpaincekoro MmoBoto  (PN-943-03_Study  Flyer
Ukraine_Ukrainian_V2_010ct2020)

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1849 Bix 11.08.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBaHe, OaraTtolleHTPOBE, MOJBIMHE CIIiNe, IJIane00-KOHTPOJIbOBAHE IOCTIKEHHS ¢a3u 2 B
napajgeIbHUX Tpymax 3 MeTOl OIHKM Oe3neyHocTi ¥ edexktuBHOcTi npenapaty PN-943 mpu
NepopajibHOMY 3aCTOCYBaHH1 y MAIli€EHTIB 3 aKTMBHUM BHUPa3KOBUM KOJITOM IMOMIPHOrO a00 Ba)KKOIO
cryness TsokkocTi», PN-943-03, monpaska 3 Bix 31 nunast 2020 poky

3asiBHUK, KpaiHa

TOB «KuniniuHi nocniakeHHss ARKOH», YKpaiHa

CrnoHcop, kpaina

Protagonist Therapeutics, Inc, USA/ IIporaronict Tepan'totuke, Iuk., CILIA

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaexkcanap KOMAPIIA




JonaTox Ne 42

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

InenTudikamis cyrreBoi
HOTIPaBKU

Bpomypa mnamienta, Bepcis 1.0 Big 17 miotoro 2021 p., yKpaiHCBKOIO Ta pOCIHCHKOI0 MOBaMH;
KoHTposibHHI CNMHCOK Talli€eHTa MO0 BI3WTIB Ha JOMY JJIsi BUKOHaHHs iH'ekiiid, Bepcis 1.0, Bim 10
mrotoro 2021 p., ykpaiHChKOIO MOBOIO; KOHTpOJIBHUI CHIUCOK Malie€HTa s Bi3UTIB Ha JIOMY 3 METOIO
BUKOHaHHS iH'ek1iii, Bepcis 1.0, Big 10 mororo 2021 p., pociiickkoro MoBoio; «bins (Bepbanbha omrcosa
mkana omiaku 6omo)» (PAIN VDS), Bepcis mis Ykpainu Big 25 mrororo 2021 p., ykpaiHChKOIO Ta
pociiicbkoro MoBamu; Illkana omiHkM mamieHTOM 3MiHU 3araibHOoro crany (PGIC) — Broma, Bepcis ais
VYkpainu Bix 25 mororo 2021 p., ykpaiHchkor0 MOBOIO; IlIkaa 3aranpHOi OIIHKH MAIIEHTOM 3MiHU CTaHY
(PGIC) - crommroBaHicTh, Bepcis mis Ykpainu Bin 25 motoro 2021 p., pociiicekoro moBoro; IIkana
«3aranbpHa OIIHKA MAaIliEHTOM TSHKKOCTI 3axBoptoBanHsi (PGIS) — BTOmay, Bepcis ans Ykpainu Big 25
arotoro 2021 p., ykpaincbkoro MoBorwo; Illkana 3araibHOI OIIHKK MaIlieHTOM TsDKKOcTi ctany (PGIS) —
CTOMJIIOBAHICTh, Bepcist st Ykpainu Binm 25 mrotoro 2021 p., pociiicekoro MoBoto; Llkama «SIxicHa
oliHKa JikyBaHHs marieHTtoMm, Bepcis 3 (PQATV3)», Bepcis mist Ykpainu Big 25 mrotoro 2021 p.,
yKpaiHchbKoro MoBoIO; [lIkana «SIkicHa oliHKa maiieHToM cBoOro JikyBaHHs, Bepcis 3 (PQATV3)», Bepcis
s Ykpainu Big 25 motoro 2021 p., pociiicbkoro MoBoto; «Btoma - Po3cistauii ckiepo3s - Kopotka popma
8a», Bepcig Bim 24 mororo 2021p., ykpaiHCBKOH MOBOK; «CTOMIIIOBAHICTh - PO3CISHUN CKIIEPO3 -
Kopotkuii 3anutansHuk 8a», Bepcis Biag 24 motoro 2021p., pociiicbkoro MOBOIO; AHKETa MpO BIUIUB
poscistHoro ckiepody (MSIS-29 v2), dinanbha Bepcis 11 YKpaiHH yKpaiHCHKOK MOBOIO Bia 25 ciums
2008p.; OmiHouHUM JHCT AN CTAaHAAPTU30BAHOTO KiTbKICHOTO HEBPOJOTIYHOTO OOCTEKEHHS Ta OI[IHKU
¢yHkioHanpHUX cucteM Kyprke Ta po3mmpeHoi IIKaliyd s OLIHKU CTaHy IHBaTigu3alli mpu
po3cisiHoMy ckiiepo3i, Bepcisi 04/10.2 Bix 2011 p., aHrilichKOI MOBOIO; 3pa30oK MapKyBaHHS BTOPUHHOT
Ta TIEPBUHHOI YIAKOBKU JOCIIPKYBaHOTO JiKapchkoro 3aco0y SAR441344 150 mr/mn, Bepcist 3.0 Bix 25
motoro 2021p., ykpaiacekoro MoBoro (st Yactuau B - BinmkpuTe JikyBaHHS ); BKIIrOUeHHST 101aTKOBOTO
MiCIIsl TPOBEAEHHS KIIHIYHOTO JTOCIIKSHHS:

Ne I1.1.B. BiAIOBIZAILHOTO JOCHITHUKA
n/m Hazpa Micuisg mpoBeieHHs KJITHIYHOTO BUITPOOYBAaHHS

1 n.M.H. Knpuuenko AT
KomyHanpHe HekoMmepiliiHe migmpueMcTBO «Mickka kiiHiuHa jikapHs Nel6y» JIHimpoBchbKoi




MICBKOT paJid, HEBPOJIOTIYHE BiAAUICHHS, M. JIHITIPO

Howmep ta nara Hakasy
MO3 1010 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 614 Bin 01.04.2021

Ha3ssa xiriniyHOro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«PanmomizoBaHe, TMOABiHE clline, IUIANE00-KOHTPOIbOBAHE HOCHiKEeHHsS (a3u 2 s OIHKH
epexTuBHOCTI Ta Oesneku SAR441344, moHoknoHanbHOro anTuTLIa 10 antaronicra CD40L, y marmienris
3 peUUIMBYIOUNM PO3CITHUM cKiepo3om», ACT16877, sepcis 1 Bix 26 nmuctomana 2020 poky

3asBHUK, KpaiHa

TOB «Canogi-ABenric Ykpaina»

CnoHcop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic pemiepin e aeBenonMan, OpaHiris)

CynyTHi
MaTepianu/mpenapari
CYNYTHBOI Teparii

I'enepanbuuii nupexTop JAupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS Ouaekcanap KOMAPIIA




JonaTox Ne 43

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S

VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa HA3BH MICIIS TPOBEACHHS KIIHIYHOTO BUIIPOOYBaHHS

bYJIO

CTAJIO

nikap Jlorsinos J[.B.
Komynanene mianpueMcTBo «/[HimponerpoBchka
oOacHa UTSI4Ya KJIIHIYHA JKapHS»
JIHIIpONIEeTPOBCHKOT 00JIaCHOT pajiny, BiTIICHHS
KapJiOpeBMaTOJIOTi 3  €HIAOKPUHOJOTIYHUMH
Jikkamu, M. JIHIpo

nikap Jlorsinos /[.B.

Komynanbne mianpueMctBo «JlHiTponeTpoBcbka
oOJiacHa UTSI4Ya KJIHIYHA JKapHS»
JIHITpONeTPOBCHKOT 00JIACHOT paany, BiIIIICHHS
BHCOKOCIICI1aJII30BaHOT MeIIaTPUIHOI JOTIOMOTH,
M. J{Himpo

Howmep ta nara Hakasy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2372 Bix 04.12.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«barartonieHTpoBe, MOABIMHE Cline, paHA0Mi30BaHe, TIale00-KOHTPOIbOBaHEe KiliHIuYHEe AociimkeHHs 11
¢basu s omiHku Oe3neku Ta epektuBHOCTI Epryrmidnosiny (MK-8835/PF-04971729) y niteit, BikoM Bix
10 no 17 pokiB BKIIOYHO, XBOPUX Ha I[yKpoBHiH miaber 2 tumy», MK-8835-059, 3 inkopnopoBaHoio
nonpaskoro 01 Bix 11 yepBHs 2020 poky

3asiBHUK, KpaiHa ToBapuctBo 3 oomexeHoto BianosiaanpHicTIO «MCJ Ykpaina»

CnoHcop, kpaiHa «Mepk lapn Enn Joym Kopn.», nouipae nianpuemcto «Mepk Enpg Ko., [Hk.», CIIA (Merck Sharp &

Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —
MaTtepiaiu/mpenaparu

CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Honatox Ne 44

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

Inentudikaris CyrTeBoi
MOTIPaBKH

OnoBneHui mpotokon kiaiHigHOro mociimkerHs APD334-301, 3 iHkopriopoBaHow mornpaBkoio 4.0 Bix
22 rpymas 2020 poky, aHrmiiChKO0 MOBOIO; bpomrypa nocminmnuka Etpacimon, Bumanns 8.0 Bix
09 nucromaga 2020 poky, aHIIiCbKOI MOBOW; I[H(MopmaniiHui JIHCTOK Ta ¢dopMa 3rofu, Bepcis
V4.0UKR(uk)1.0 Bix 04 mororo 2021 poky, nepekiaa ykpainchbkoro MoBoro Big 08 6epesnst 2021 poky;
[ndopmartiiiauii uctok ta dopma 3roau, Bepeis VA4.OUKR(ru)1.0 Big 04 mororo 2021 poky, mepekian
pociiicekoro MoBoro Bin 08 Gepesnst 2021 poky; locke mocimimpKyBaHOro JlikapchbKoro 3acody Etpacimon
Ta BiANoBiaHOTO miuane6o, Bepeia 14 Bix 10 mucromnana 2020 poky, aHITIHCHKOI MOBOIO

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 1896 Bix 27.08.2019

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, MoABiiiHE crimne, MmIaned0-KOHTPOJIbOBaHE, S52-THKHEBE NOCHiKeHHS (a3u 3 ans
OILIIHKM €(EeKTUBHOCTI Ta 0€3MEeYHOCTI 3aCTOCYBAaHHS €TpaciMo]ly B MAIIE€HTIB 3 aKTUBHUM BHUPAa3KOBUM
KOJIITOM BiJl MMOMIPHOTO JI0 BaXKOTO CTymNeHs TshKKocTi», APD334-301, 3 iHKOPIOPOBAHOIO MONPABKOO
3.0 Bix 07 motoro 2020 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIic0 «AMK TOBIA PJIC Yipaina»

Crnoncop, kpaina

«Apena ®apmacerotikans, [nk.», CIHA (Arena Pharmaceuticals, Inc.), United States

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




JlonaTok Ne 45

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOKY

28.04.2021 Ne 833
InenTudikamis cyrreBoi 3MiHa BIAMOBIJATFHOTO AOCIHITHUKA B MICIIi IIPOBECHHS BUITPOOYBaHHs;, 3MiHa Ha3Bu MIIB:
MOTIPaBKH
BYJIO CTAJIO
JiKap ‘MapKeBI/I‘I I.H.‘ nikap Cxubaio C.A.
KuiBcbka Micbka Kiiniuna gikapus — Nel, | Komynanene — HekoMepuiliHe — HIIIPHEMCTBO
TepaneBTuyHe BigaiieHHs No2, M. Kuis «KuiBcbka Micbka KiiHIYHA JrikapHsS  Nely
BUKOHaBYOro oprany KuiBcbkoi MiChKOi paau
(KuiBchkoi MicBbKOi Jep)kaBHOI aaMiHiCTparii),
TepaneBTHYHE BigaiiaeHHs Ne2, M. Kuis
Howmep Ta nara Hakaszy Ne 1896 Big 27.08.2019

MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HazBa kiiH14HOTO «Binkpure posmmpeHe IOCHIIKEHHS €TpaciMOAy B MAllI€HTIB 13 aKTUBHUM BHUPA3KOBUM KOJITOM BiJ
BUIIPOOYBaHHS, KOJI, MIOMIPHOTO JI0 B@XXKOTro CTymeHs TspKkocTi», APD334-303, 3 iHkopmopoBaHoro mnompaskoo 2.0 BiAg
Bepcid Ta gaTa 07 mororo 2020 poxy

3asiBHUK, KpaiHa ianpuemcTso 3 100% ino3zemuoro inBectumicto «AMK IOBIA PJIC Vkpaina»

CnoHcop, kpaiHa «Apena ®@apmackrotikans, [ak.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomatok Ne 46
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYxpainu «[Ipo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Hlonenauk marmienTta Uit 00MiKy IOJAEHHOTO MPUHOMY JOCHIKYBAHOTO IpenapaTty kKoropta A — 25 mr,
Bepcis 2.0 Big 12 6epesns 2021 poky, ykpaiHchko0 MOBOMO; Il]oeHHUK mamieHTa A1 001Ky HI0JEHHOTO
npuiiomy gociimkyBaHoro npemnapary koroptu B/C — 50 mr, Bepcis 2.0 Bim 12 Gepesns 2021 poky,
YKpaTHCHKOIO MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«®Daza 2A, pannoMizoBaHe, MOJIBIiHE cllille, MIaneb0-KOHTPOJIbOBaHE, 0araToleHTPOBE JOCTIIKEHHS 3
BH3HAYEHHSI ONTHUMAJIbHOI JI0O3M JJIA OIIHKKA Oe3nmedyHocTi Ta edextuBHOCTI mpemapary ATl 2173 y
KOMOiHalii 3 TeHO(OBIpy AM3OMPOKCHIY (ymMapaToM y HAIli€HTIB 3 XPOHIYHOK iHQEKIi€ Bipycy
renatuty B Ta y namieHTiB 3 koiHgekuiero Bipycy renatuty D», ANTT201, Bepcisa 1.1, Bin 07 rpynus
2020 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

Crnoncop, kpaina

AmnTioc Tepanesrikc Ink., CIIIA / Antios Therapeutics, Inc., USA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jonatox Ne 47

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeaeHHs KIIIHIYHHX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta
3aTBEPKCHHS CYTTEBHX ITOTPABOK)

28.04.2021 Ne 833
Inentudikaris CyrTeBoi BxmroueHHs 101aTKOBUX MICITh TPOBEICHHS BUTTPOOYBaHHS:
MIONPaBKU Ne [1.1.b. BiAMOBiAaIHHOTO TOCIiTHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAHHS

1. | n.m.H., ipod., 3aB.kad. CranicnaBuyk M.A.

KomyHnaneHe HexkomepIiiiiHe mianpueMcTBo «BiHHUIBKA oONacHa KIiHIYHA JIKapHS iMEHi
M.I. IluporoBa Binauipkoi o6macHoi Pamu», BHCOKOCIEHiali30BaHUN KIIHIYHUN ILICHTP
pPEBMATOJIOTIi, 0CTEONOPO3y Ta 0i0JIoTiuHOI Tepamnii, M. BiHHHIS

2. | n.m.H., npod. SAmumms P.1.

KomynanpHe HekomepiiiiHe mianpueMcTBo «O0nacHa KiiHIYHA JlikapHs [BaHO-DpaHKiBCHKOT
o0nacHoOi pajauy, peBMaToNOTiYyHe BiAaiIeHHs, [BaHO-DpaHKiBChKUI HallIOHAIBHUN MEIUYHHMA
yHIBEpCcUTET, Kadeapa BHYTPIIHbOT MeAUIMHU Nel, KIIiHIYHOI IMYHOJIOTIT Ta aJeproJiorii im.
akanemika €.M. Heiika, M. IBanHo-DpaHKiBChK

3. | x.m.H. Kimimynosa 10.0.

KomyHnaneHe HekomepiiiitHe nianpueMctBo «Micbka dikapHs Ne9» 3anopizpkoi MiChKOI pajy,
TepaneBTUYHE BIAAUICHHS, M. 3alOPKKS

4. | n.m.H., ipod. [Tentrok H.O.

KomyHanpHe HekoMepliiiiHe MNiANpUeMcTBO «BiHHUIBKA MichbKa KiiHIYHA JikapHs Nely,
pEeBMATOJIOTIYHE BiAJiNeHHS, BIHHUIBKUI HalllOHANTBHUNA MEOUYHMI YHiBepcHTeT iM. M.L
[Tuporosa, kadenpa nponeneBTUKA BHYTPIITHHOI MEIUIIMHY, M. BiIHHUIS

3wmina Ha3Bu MIIB Ta BiMOBIJAILHOTO AOCTIIHUKA B MICIli IPOBEACHHS BUMPOOYBaHHS:

bYJIO CTAJIO

3aB.Bia., llenetsko I.C. nikap Tapacenko O.M.

KomyHnaneHe — HekoMepuiiiHe — mianpueMcTBo | KomyHanpHe — HekoMepuiiHe — HiANPHEMCTBO
«KuiBcpka wmicpka kimiHiuHa usikapHa Ne 3» | «KuiBcbka Micbka KiliHIYHA JIikapHs Ne 3y
BukonaBuoro oprany KwuiBcbkoi Micbkoi paau | BukonaBuoro oprany KuiBcbkoi Michbkoi paau
(KuiBcbkoi Michkoi aep:kaBHOi anMiHicTpauii), | (KuiBcbkoi MiChKO1 Jep»aBHOi aaMiHICTparllii),




BiIIIeHHS peBMarosiorii, M. Kui Kap/1i0JI0T14HE BIIIJIEHHS 3 [1aJIATOXO
iHTeHCMBHOI ~Tepamii B T.4. 3  JDKKaMu
iH(apKTHOTO Ta PEBMATOJIOTIYHOTO TIPOdiIIO,
M. KuiB

Howmep ta nara Hakasy
MO3 mo/10 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 3059 Bix 29.12.2020

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
BepcCis Ta gaTta

«baraToneHTpoBe JTOBrOCTPOKOBE PO3IIMPEHE JOCTIKEHHS 3 OIlIHKM O€3MEeYHOCTI Ta €(EeKTHBHOCTI
npenapary GSK3196165 npu nikyBaHHI peBMaToigHOTO apTpuTy», 209564, Bin 14 xoBTHs 2019 poky

3asBHUK, KpaiHa

[TinnpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaina

GlaxoSmithKline Research & Development Limited, United Kingdom

CynyTtHi
Marepiaiau/mpenaparu
CYITYTHBOI Tepartii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0€e3nEeYCHHS Onexkcanap KOMAPIJA




Jomatok Ne 48

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX IONPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Inmmii Teker s nanientis (OSFT), Bepcis 1.0 Big 22 rpyans 2020 poky ykpaiHChbKOIO MOBOM; [HImiA
teket aus narientiB (OSFT), Bepcist 1.0 Bix 23 rpyans 2020 poky pociiiCbKOK MOBOIO

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 422 Bin 10.03.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Kniniune mocmimkenns dasu 2b, ske ouiHroe epekTHBHICTH Ta Oe3mevHicTh mpemapary TAR-200 y
KoMOiHarii 3 nerpenimadboMm, npenapary TAR-200 y skocti MoHOTepamii abo mpemapary merpenimad y
SIKOCTI MOHOTeparii B y4aCHHUKIB i3 M’SI30BO-HEIHBa3MBHUM PAKOM CEYOBOTO MiXypa BHUCOKOTO CTYIEHS
pU3MKY, IO HE pearye Ha IHTpaBe3uKalibHe 3acTocyBaHHs Oamwin Kanbmera-I'epena (BLDK), sxi ne

BIJIMOBIAAIOTh KPUTEPISM MPOBENEHHS paJAUKaIbHOI IUCTeKTOMIii abo He OaxaroTh ii MPOBOIUTH,
17000139BLC2001, Bepcis 2.0 Big 25 BepecHs 2020 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BINUOBIJAJIBHICTIO «DPAPMACBIOTIKAJI  PICEPY
ACCOVYIHIMENTC YKPATHA» (TOB «®PA YKPATHAY)

CrnoHncop, kpaiHa

Janssen Pharmaceutica NV («Succen ®@apmanestuka HB»), benbris

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaexkcanap KOMAPIIA




Jomatok Ne 49
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Jluer ans mamieHTa MO0 3MIHM MICIS TPOBENEHHs KIIIHIYHOTO BUMpoOyBaHHs, Bix 19 Gepesns 2021p.,
AHTJIIHCHKOIO0 MOBOIO, TIEPEKIIa]l YKpaiHChKOIO Ta POCIHCHKOI0 MOBaMH

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 2333 Bix 25.11.2019

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«O1iHKa TPAKTHYHOTO JOCBIly MIAIIKIPHOTO BBEJEHHS aBTOIHXeKkTopoM npenapaty AVT02 narientam 3
aKTUBHUM PEBMATOIAHUM apTPUTOM BiJ TOMIPHOTO JO TSDKKOTO CTYIEHS: BiJKpHUTE, IHTEpBEHIIIHE
KJIIHIYHE JOCTIDKeHHs 0e3 KOHTPOJIbHOI Ipynu 3 (a30r0 MoJanbLIoro JikyBaHHs mpemnapatom AVTOZ,
10 MTOCTAaYaEThCs Yy morepenHbo HarmoBHeHoMy mmpuili (ALVOPAD-PEN)», AVT02-GL-303, Bepcis 3.0
3 [lonpaskoro 2 Bix 11 mortoro 2020 p.

3asiBHUK, KpaiHa

TOB «BOPJIJIBAMJI KJITHIKAJI TPAIIC YKP»

Cnoncop, kpaina

«AnBotek Cicc AI'» (Alvotech Swiss AG), LlIBeitnapis

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jomarok Ne 50

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

Inentudikaris CyrTeBoi
MOTIPaBKH

Onogsnena Oporrypa nociigauka st nepryzymady (RO4368451), Bepcis 20 Big motoro 2021 p.

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1403 Bix 14.06.2019

Ne 1399 Bin 27.07.2018

o

Ha3ssa xiiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararorieHTpoBe, B OJHII IpyIli CXEeMH JIKyBaHHS, BIIKPUTE MPOJIOBKEHE AOCHIHKEHHS MepTy3ymMady B
pexxumi MoHOTeparii abo y koMOiHalii 3 IHIIMMH TPOTUIYXJIMHHAMU 3ac00aMU y MAIlI€HTIB, IO paHille
NpUMaNK Yy9acTh Y BUIPOOYBaHHAX MEPTy3yMaldy, CIIOHCOPOM SIKMX BHCTymaia KommaHis Xopdpman-Jla
Pomr», MO29406, Bepcis 3.0 Bin 14 nucromana 2019 p.;

«PannomizoBaHe MynbTHLIEHTPOBE BikpuTe nociikeHHs Il ¢a3u 11 nopiBHAHHS PEKHUMIB JIIKYBaHHS
TpacTy3ymMal IUTIOC MepTy3yMald IUIIOC TaKCaHU IICHs 3aCTOCYBAaHHS aHTPALMKIIHIB Ta TpacTy3ymaly
E€MTaH3UHYy IUIIOC MepTy3yMad Iicis 3aCTOCYBAHHS AHTPALMKIIHIB B SKOCTI aj IOBaHTHOI Tepamii y
naiieHTiB 3 onepadbenbHuM HER2-no3utuBHUM nepBUHHUM pakoM MoJIO4HOI 3ano3u», BO28407, Bepcis
3 Big 30 numas 2015 p.;

«PannmomizoBane, OaratoneHTpoBe, Biakpure, AocuikeHHs |l ¢a3zu 3 nmBoma rpymamu miKyBaHHS s
OLIIHKK (hapMaKOKIHETHUKH, €(EeKTHUBHOCTI Ta O€3MeKH MiAIKIPHOrO BBEJACHHS (DIKCOBAHOI 03U
KOMOIHOBaHOI JIIKapchkoi (opMH MepTy3ymMady 3 TpacTy3ymMaOoM B IO€JHAHHI 3 XIMIOTepamiero y
narienTiB 3 HER2-mozutiBHIM paHHIM pakoM MonouHOI 3aimo3u», WO040324, Bepcis 2.0 Bix 12 xoBTHS
2018 p.;

«PannomizoBaHe, OaraTolleHTpPOBE, MOJBIHHE-CINE, IJIAle00-KOHTPOJIbOBaHE HOCIIIKEHHS, Y SKOMY
MOPIBHIOIOTECS XiMiOTepamisi IUIIC TpacTy3ymad Iuioc manebo Ta XiMmioTepamis IUIIOC TpacTy3ymad
IUTIOC TIepTy3ymal, M0 MPU3HAYAIOTHCS y SKOCTI a’IOBAaHTHOI Tepamii y Talli€HTIB 3 onepadenbHUM
HER2-mo3uTHBHUM NIEPBHHHUM pakoM MoJIO4HOI 3ano3m», BIG 4-11/B0O25126/TOC4939g, Bepcis D Bix
02 mrororo 2015 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BiAnoBiaaibHicTIO «Pomr Ykpainay

CrnoHcop, kpaiHa

@. Xoddmanu-JIs Pormr JIta (Hoffman La Roche Ltd), IBetiniapis




CynytHi —
MaTtepiaiu/mpenapari
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3neYeHHS Ounexkcanap KOMAPIJA




JonaTok Ne 51

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOKY

28.04.2021 No 833
InenTudikamis cyrreBoi 3MiHa Ha3BM Miclg IPOBEIECHHS KIIHIYHOTO BUMPOOYBAHHS Ta BiAIOBIJAIILHOTO JOCIITHHUKA!
MTOIIPaBKH BYJIO CTAJIO
JiKap ‘MapKeBI/I‘I I.H.‘ nikap Cxubaio C.A.
ToBapuctBo 3 0oOMexeHO BigmosinansHicTio | Meanunuii nentp «Ox!Kninik+» Tosapucrtsa 3
«MiKXHapoaHUN IHCTUTYT KJIHIYHUX | OOMEXKEHOI0 BiIMOBINANBHICTIO «MiXHApOTHUIA
nociikenby, Menuunuii nentp «Okx!Kiinik+y», | IHCTUTYT — KIIHIYHUX — JOCHIZXKEHb»,  BiAALd
M. Kuis racTPOCHTEPOJIOTIi Ta TeMaTOoJIOTIi CTAI[lOHAPHOTO
Bigminenss, M. Kuis

Howmep Ta nara Hakaszy Ne 1275 Big 06.07.2018
MO?3 11010 3aTBEpHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ha3ga kiiHiuHOTO «lonatkoBe OaratoneHTpoBe BigkputTe mociuipkeHHs |l da3su 3 Meroro oiiHKKM o03a”HIMOMY IS
BUIIPOOYBaHHS, KOJI, NEpOPaTBbHOTO NMPUIOMY HpPHU JIIKYBaHHI MALIEHTIB 13 CEPEIHBOTSHKKUM a00 TSDKKUM IepediroM XBopoou
BepCis Ta JaTa Kpona B aktuBHil ¢popmin, RPCO01-3204, penaxiis 5.0 Bix 03 Bepecus 2020 p.

3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXXEHOIO BIJITOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»

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

CynyTHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomatok Ne 52

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Jlocwke mocimkyBaHoro Jikapcbkoro 3acody GB004 (IMPD): Posain "GBO004 Drug Substance (Alphora
Research, Inc.)", pemakuis 2.0 Bix 16 6epesnst 2021 p.; Po3ain "GB004 Drug Substance (Yuhan Chemical,
Inc.)", penakuis 1.0 Bix 16 Gepesus 2021 p.; Po3xin "GB004 Drug Product (GB004 60 mg Film-coated
Tablets)", penakiis 2.0 Big 16 6epesus 2021 p.; Po3ain "GB004 Drug Product (GB004 60 mg Gastro-
resistant Tablets)", pemakitis 2.0 Bix 16 Gepesns 2021 p.; Posain "Drug Product (Placebo for GB004 60
mg Film-coated Tablets)", penakitis 2.0 Bix 16 Gepesns 2021 p.; IlogoBKeHHS TEpMiHY MPHIATHOCTI
JocipKyBaHoro Jikapcekoro 3acody GB004, 60 mr tabierkw, BKpHUTI IUTIBKOBOIO OOOJIOHKOO, 110 24
MicsauiB; [logoBkeHHST TepMiHY MNPUIATHOCTI AOCIIIKYBaHOTrO Jikapcbkoro 3aco0y GBO004, 60 wr,
TaOJICTKH TacCTPOPE3UCTEHTHI, a0 24 wicsamiB; [logoBkeHHS TEpMIHY MPHUAATHOCTI Iwianedo 10
JocTiKyBaHoro Jikapebkoro 3acody GB004, TabneTku, BKpUTI TUTIBKOBOKO 00OJIOHKOIO, 10 36 MicAIIiB

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

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoneHTpoBe, paHioMi3oBaHe, MOABIMHO ciine, mianedo-KOHTpoNboBaHe AociaipkeHHs |l da3u, sxe
MPOBOJUTHCS 3 MeTOI0 omiHku mnpemapary GB004 mpu nikyBaHHI JOpOCITHX TMAIli€EHTIB 13 JIETKUM 1
CepEeIHbOTSKKUM TepediroM BHMpa3KoOBOTO KOJITY B akTuUBHIA ¢opmi», GB004-2101, pemakuis 2.0,
[Tonpaska 1.0, Big 21 sxoBTHS 2020 p.

3asBHHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJJAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Ixubi 004 Takopmopeitren» [GB004, Inc.], CILIA

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomatok Ne 53

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Honmatok no Indopmarii mns mamieHTa ta ¢Gopmu iHGOPMOBAaHOI 3roju: 3roJa HAa TPOBEACHHS
aNbTEPHATHBHUX BI3HUTIB B paMKax JociipkeHHs mia yac nanaemii COVID-19 nns Ykpainu, aHTTiChKOIO
moBoto, Bepcis 1.0 Bim 18 OGepesns 2021 p.; Homatok mo Indopmamii mis mamienta ta ¢dopmu
iHpopMOBaHOT 3roaM: 3roja Ha MPOBEICHHS AJbTEPHATUBHHUX BI3WUTIB B paMKax JOCIHIDKEHHS I 4ac
nanzaemii COVID-19 nns Ykpainm, ykpaincekoro MoBoto, Bepceist 1.0 Big 18 6epesnst 2021 p.; JonaTok 10
[adopmarii pist namienta ta GopmMu iHPOPMOBAHOI 3TOM: 3r0ja HA MIPOBEACHHS ATbTCPHATHBHUX BI3UTIB
B pamKkax jgociimkeHds mia yac mangemii COVID-19 mist Ykpainu, pocitickkoro MoBoro, Bepeist 1.0 Bix 18
oepesns 2021 p.

Howmep Ta nara Hakazy
MO3 o010 3aTBEPIKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3ssa xiiniuyHOro
BUIIPOOYBaHHSI, KO/,
BepcCis Ta qaTa

«PannmomizoBaHe, MOJBIiHE ciime, TOJBiHE MacKOBaHe, IIale00-KOHTPOIbOBaHE, OaraTOLEHTPOBE
nociikeHHs (asu Il B mapanenbHuUX Tpymax 3 METOI OLIHKM €(EeKTUBHOCTI, O€3MeYHOCTI Ta
¢dapmakokinetuku npenapary UTTR1147A y nopiBHsHHI 3 miane6o Ta B MOPIBHAHHI 3 Be10J1i3yMaboM y
MAIIEHTIB 13 BUPA3KOBUM KOJITOM BiJI IMMOMIPHOTO 10 TsDKKOro crymeHs», GA39925, Bepcis 6 Bim 08
kBiTHA 2020 p.

3asBHUK, KpaiHa

TosapuctBo 3 OOmexeHnow BinnosiganpHicTio «KoHTpakTHO-Jlocminnuipka Opranizauis [HHOpapM-
Ykpaina»

CnoHcop, kpaiHa

Genentech, Inc., USA/ Jlxxenenrek Iuk., CIITA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Honatox Ne 54

10 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s

VYkpainu «[Ipo mpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

3MiHa Ha3BM Miclg IPOBEIECHHS KIIHIYHOTO BUMPOOYBAaHHS Ta BiAOBIAAILHOTO JOCIITHHUKA !

bYJIO

CTAJIO

nikap Mapxesua LJL]
ToBapuCTBO 3 OOMEXKEHOI BiJNOBIIATLHICTIO

nikap Ckubano C.A.
Mennunuii neatp «Ox!Kminik+» ToBapucrtsa 3

«MiKXHapoaHUN IHCTUTYT KJIHIYHUX | OOMEXKEHOI0 BiIMOBINANBHICTIO «MiXHApOTHUIA
JIOCHIIKEHDY, Mennyuunii HEHTp | IHCTUTYT  KIIHIYHHUX  JIOCHIJKEHBb», BT
«Ox!Kminix+», M. Kuis racTPOCHTEPOJIOTIi Ta TeMaTOoJIOTIi CTAI[lOHAPHOTO
Bigminenasa, M. Kuis

Howmep Ta nara Hakaszy Ne 1275 Big 06.07.2018

MO?3 11010 3aTBEpHKEHHS

KJIIHIYHOTO BUITPOOYBaHHS

HazBa kiiH14HOTO «bararonieHTpoBe paHJIOMI30BaHe, MOJBIMHO ciine, Iianedo-KoHTpoaboBaHe aociikeHHs |l ¢aszu 3

BUIIPOOYBaHHS, KOJI,
BepCis Ta JaTa

METOIO OL[IHKU 03aHIMOJy JJIsl IPUIOMY NepOpajbHO MpH MPOBEJACHHI 1HAYKIIHHOT Teparii namieHTaMm i3
CEPEIHBOTKKUM a00 TSHKKUM nepebirom xBopobu KpoHna B akTuBHIN dopmi (nocmimpkeHHs Nel 3 omiHku
iHayKkiaOoi Teparnii)», RPC01-3201, penakuis 5.0 Big 03 Bepecus 2020 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»

CnoHcop, kpaiHa

«Cenmxen Inrepuenrnin I Capm» (Celgene International IT Sarl), [lIBefinapis

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS

Ounexkcanap KOMAPIJA




JonaTok Ne 55

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOKY

28.04.2021 No 833
InenTudikamis cyrreBoi 3MiHa Ha3BM Miclg IPOBEIECHHS KIIHIYHOTO BUMPOOYBAaHHS Ta BiAOBIAAILHOTO JOCIITHHUKA !
MTOIIPaBKH BYJIO CTAJIO
JiKap ‘MapKeBI/I‘I I.H.‘ nikap Cxubaio C.A.
ToBapuctBo 3 0OMexeHO BinoBinanpHicTio | Mennunuii nentp «Ox!Kninixk+» Tosapuctsa 3
«MiKXHapoaHUN IHCTUTYT KJIHIYHUX | OOMEXKEHOI0 BiIMOBINANBHICTIO «MiXHApOTHUIA
nociimkenby, Menuunauii nentp «Ox!Kiminik+y», | IHCTUTYT — KIIHIYHUX — JOCHIJKEHb»,  BiAAid
M. Kuis racTPOCHTEPOJIOTIi Ta TeMaToJIOTIi CTaI[lOHAPHOTO
Bigminenasa, M. Kuis

Howmep Ta nara Hakaszy Ne 1275 Big 06.07.2018
MO?3 11010 3aTBEpHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

HazBa kiiH14HOTO «bararonieHTpoBe paHJIOMI30BaHe, MOJBIMHO ciine, Iianedo-KoHTpoaboBaHe aociikeHHs |l ¢aszu 3

BUIIPOOYBaHHS, KOJI, METOI0 OIIIHKM O3aHIMOJYy Ul MEepopajbHOro NpUHOMY MpH TNPOBEACHHI MiATPUMYIOUOi Teparii

BepCis Ta JaTa MaIfieHTaM i3 CepeHBOTHKKAM abo0 TKKUM mepebirom xBopobu Kpona B axtuBHIN ¢opmi», RPCO1-
3203, penaxuis 5.0 Big 28 cepmas 2020 p.

3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXXEHOIO BIJITOBIJTAJIBHICTIO «I1I EC AU-YKPATHA»

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

CynyTHi —

MaTtepiaiu/mpenaparu

CYIyTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JonaTox Ne 56

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHX 3aC00IB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

Inentudikaris CyrTeBoi
MOTIPaBKH

3mina KoHTpakTHOI AOCHITHUIIBKOI opraHizarii, sKiid IeaeroBaHo oOOB’s3KM Ta (YHKIIII, TOB’s3aHi 3

MOHITOPUHTOM B MicIlsiX TipoBeieHHS KB:

BYJIO

CTAJIO

HaiimenyBanHs ocobu: DOCS
Resourcing Ltd.

I1. I. b. xoHTakTHOT OcOOM: Marija Buchholz.
Micuesnaxompkenns: South County Business Park
Leopardstown, Dublin 18, D18 X5R3, Ipnanmis.

Konrtakrauit Tenedon: 001 919 294-2092

FOPUIAYHOT

HaiimenyBanHs ropuandnoi ocoou: IQVIA Ltd.
I1. I. b. xontakTHOi ocobu: Kelly Little.
Micuesnaxomkenns: 3 Forbury Place, 23 Forbury

Road, Reading  RGI 3JH, O06’eqnane
KopouiBcTBo.
KonraktHuii  tenmedon: +65 9030 2803,

kelly little@iqvia.com.

Howmep Ta nara Hakazy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 296 Bin 11.02.2020

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«IlonBiiiHe cinine, paHJOMi30BaHe, MIae00-KOHTPOJIbOBAHE JOCTIKEHHS JUIsl OLIHIOBAHHS BIUIMBY JI03U
Ta 0€3MEeYHOCTI MEePOPAIILHOTO 3aCTOCYBAHHS HIHTENaHI0y mpoTsaroMm 24 THXHIB Ha ()OHI CTaHAAPTHOIO
JKYBaHHS, 3 MOAAJBIINM BIAKPUTUM JIKYBaHHSAM HIHTEJaHIOOM Pi3HOI TPUBAJIOCTI y JiTeH Ta MiJUTITKIB
(BikoM Bi 6 10 17 pOKiB) 3 KJIIHIYHO 3HAYYHIMMH (P1OPO3YIOUMMH IHTEPCTULIMHUMHU 3aXBOPIOBAHHSAMU

nerenby, 1199-0337, Bepcis 2.0 Big 19 uepsus 2020

3asBHUK, KpaiHa

TOB «IOKYMEJIC» («CIA JOKYME/JIC»), JlaTBis

Cnoncop, kpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, ABctpist

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

dapmaneBTHYHOIrO 3a0e3MeYeHHSA

Oaexkcanap KOMAPIIA




JonaTok Ne 57
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

3MiHa BIMOBIJAILHOTO JOCIITHUKA B MICIIi IPOBEJICHHS BUITPOOYBAHHS
BVYJIO

K.M.H. [Kimazos M.IO

MenuyHuii LEHTP TOBAapUCTBA 3 OOMEKEHOIO
BIiITIOB1HAJIbHICTIO «Menuuna KJIIHIKA
«IHHOBaisNY», BigAlIeHHs XiMioTepanii, KuiBcbka
o0nacte, Bumropoacekuii paiion, c. JIFoTixk

CTAJIO

nikap Tapacenko T.€.

MeauuHuii [EHTP TOBApUCTBA 3 OOMEKCHOIO
BIJITOBIJABHICTIO «Menuuaa KJIIHIKA
«IHHOBaIAY, BiaaiaeHHs xiMmioTepamnii, KuiBchka
oOmacth, Bumropoacekuii paiion, c. JIroTixk

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

Ne 2030 Bixg 07.11.2018

Ha3ssa xiiniuyHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure, OararorpymnoBe nociikeHHs ¢a3u 1/2 3 MeTor0 BUBYEHHs O€3MEYHOCTI, MEePeHOCHMOCTI,
(dapmakokiHeTHKH, OiojoriuHoi Ta KiiHIYHOI aktuBHOCTI mpenapaty AGEN1884 B komOinamii 3
npemapatom AGEN2034 y marieHTiB 3 MeTacTaTUYHUMHU a00 MiCIIE€BO-PO3MOBCIOKEHUMH COJITHUMU
MyXJIMHAMH Ta PO3IIMPEHHS 3aCTOCYBaHHA Ha oOpaHi Buam comigaux myxaus», C-550-01, 3
1HKOpIOPOBaHOIO MONpaBKoro 5 Big 26 BepecHs 2019 poky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO IHBECTHITIEIO «AVIK'TOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

«Amxenyc Ink.» (Agenus Inc.), CIHA

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHH

Ounexkcanap KOMAPIJA




Jomatok Ne 58

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Bpomrypa mocmiganka INCMGAOQ00012, sunanns 7 Big 10 mucronamga 2020 poky, aHTIIHCBKOIO MOBOIO;
[ndopmartiiiauii uctok i popma 3roau, Bepcis V3.0UKR(uk)1.0 Bix 08 6epesns 2021 poky, mepekian
yKpaiHChKOor0 MoOBOIO Bim 25 Oepesnst 2021 poxy; Indopmaniitnmii muctok i ¢opma 3roam, Bepcis
V3.0UKR(ru)1.0 Bix 08 6epesns 2021 poky, nepekiaj pociiicbkoro MoBoIo Bix 26 6epesnst 2021 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1468 Bix 26.06.2020

Ha3ssa xminiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBaHe, moBilHE ciine JOCHiKeHHs (a3u 3 Ui OIIHKM XiMioTeparii npenapaTaMu Ha OCHOBI
tatuHu y KomoOiHatii 3 mpenapatom INCMGAO0012 a6o 6e3 HpOTO B SKOCTI Teparlii mepuroi JiHii npu

METACTaTUYHOMY IUIOCKOKJIITUHHOMY 1 HEIUIOCKOKJIITUHHOMY HEIpiOHOKIITUHHOMY paKy JIETeHiB
(POD1UM-304)», INCMGA 0012-304, Bepcis 1 Bix 14 nuctonana 2019 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inozemuo0 inBecTHIie0 AWK TOBIA PJIC Yipaina»

Crnoncop, kpaina

Incyte Corporation, United States

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 59

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

bpomrypa nocnigauka K-877 (nemadiopar), sunanns 8 Big 29 numus 2020 poky, aHTIIHCEKOI0 MOBOIO;
JlonatkoBa iH(GOpPMOBaHa 3rojla y4YacHHUKa Ha BiIIPaBICHHS JOCIIPKYBAHOTO Ipernapary Y4YacHUKY
noxnomy, Bepcis V1.2UKR(uk)1.0 Big 12 ciuns 2021 poky, nepekiaj ykpaiHChKOK MOBOIO Bif 15 jroToro
2021 poxky; JlomatkoBa iH(opMOBaHa 3roja y4acHHKa Ha BIAIpPAaBIEHHS JOCHIKYBAHOTO Ipernapary
ydacuuky nozaomy, Bepcis V1.2UKR(ru)1.0 Bix 12 ciunst 2021 poky, mepekian pociiiChKOK MOBOKO Bij
15 motoro 2021 poky; @opma niarBeppkenHs orpuMmanns JJI3 yuacHukoM nociimkenns, epeis 1.2 Bia
12 ciuns 2021 poxky, mepekian ykpaiHCbKor0 MoBOIO Bin 12 mororo 2021 poky; ®@opma miaTBepKeHHS
orpumanHs JJJI3 ywsacHukom pocmimkeHHs, Bepcis 1.2 Big 12 ciuna 2021 poky, mepekiaa pociiChKOIO
MOBO¥O Big 12 mororo 2021 poky

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

Ne 581 Bin 31.05.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcid Ta JaTa

«3acrocyBanHs nemadiOpaTy Uisi 3MEHIIEHHS CEpLIEBO-CYAMHHUX YCKIAIHEHb 3a PaxXyHOK 3HMKCHHS
piBHS TPUINILEPHUJIIB Y MAlli€HTIB 13 LYKpoBUM Aiabetom», K-877-302, Bepcist 3 3 IHKOPIIOPOBAHOIO
nonpaBkoro 2 Bij 18 6epesns 2020 poky

3asiBHUK, KpaiHa

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

CnoHcop, kpaiHa

Kowa Research Institute, Inc., United States

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




Jomarok Ne 60

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKCHHS CYTTEBUX MOIMPABOKY

28.04.2021 Ne 833
InenTudikamis cyrreBoi 3MiHa BIAMOBIJATFHOTO AOCIITHUKA B MICIi IPOBEICHHS BUIIPOOYBaHHsI; Y TouHeHHs Ha3Bu MIIB:
MIOTIPaBKU
BYJIO CTAJIO
JiKap ‘MapKeBI/I‘I I.H.‘ nikap Cxubaio C.A.
KomyHnaneHe  HekoMmepiliiiHe nignpremcteo | KomyHnanbne HEKOMEPIIIHHE  MiANPUEMCTBO
«KuiBcbka Micbka Kiiniuna Jikapus Nely, | «KuiBcbka Michka KiiHidHa ikapHs  Nely
TepaneBTUYHE BimaiaeHHS Ne2, M. Kuis BUKOHaBYOro oprany KuiBcbkoi MiChKOi paau
(KuiBchkoi MicBbKOi Jep)kaBHOI aaMiHiCTparii),
TepaneBTHYHE BigaiiaeHHs Ne2, M. Kuis
Howmep 1a nara nHakasy Ne 1403 Bix 14.06.2019

MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniuyHoro «PangomizoBane, mianed0-KOHTPOJIbOBAaHE, MOBIHHE chine aociikeHHs ¢aszu I, mo npoBoguThes B 4

BUIIPOOYBaHHS, KOJI, rpymnax i3 niadopom 103 i3 METOIO OLIHKM epeKTUBHOCTI Ta 6e3neyHocTi npenapaty SHR0302 nopiBHAHO

BepCis Ta JaTa 3 1uanebo B MAll€HTIB 13 aKTUBHMM BHUPA3KOBUM KOJITOM BiJ CEPEIHBOTO A0 TSKKOIO CTYIEHS,
RSJ10101, Bepcis 3.0 Big 31 nunusa 2019 poky

3asiBHUK, KpaiHa [Miagnpuemctso 3 100% inozemuoro inBectuuieto «AUK’FOBIA P/IC Ykpaina»

CnoHcop, kpaiHa Peictoyn biopapma Kommani Jlimiten (Reistone Biopharma Company Limited),China

CynyTHi —

MaTtepiaiu/mpenaparu

CYIYTHBOI Tepamii

I'enepanbuuii nupexrop Aupexkropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomatok Ne 61

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

3MiHa BIAMOBIAILHOTO AOCIITHHIKA; 3MiHA HA3BU MICIS TPOBEACHHS BUNPOOYBAaHHSI:
BYJIO CTAJIO

JiKap ‘MapKeBI/I‘I I.H.‘ nikap Cxubaio C.A.
Mennunnii nentp «Ox!Kiinik+» tosapucrsa 3 | Meauunuii nentp «Ox!Kiminik+» ToBapucrsa 3
0OMEXEHOI0 BiANOBiganbHicTIO «MikKHapoaHuii | OOMEXEHOI0 BiANOBIIANBHICTIO «MIiKHApOIHUIM
{HCTUTYT KIHIYHHX JOCIIKEHB», TEPAIIEBTUYHE | IHCTUTYT — KIIHIYHMX  JOCHIJUKEHb»,  Biaain
BiJUTICHHS 3 TaCTPOCHTEPOJIOTIYHIMH JIKKaMH, | TACTPOCHTEPOJIOTii Ta IeaToorii CTaliOHapHOTO
M. KuiB BiauIeHHs, M. KuiB

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

Ne 1016 Bix 06.05.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
Bepcis Ta JaTa

«baratouieHTpoBe, paHIOMI30BaHe, MOJBIMHE CIime, IUIaned0-KOHTPOJIbOBAaHE IOCHIIKEHHS 2 (a3zu y
napajeabHUX Tpynax 3 OLIHKM eQeKTHMBHOCTI Ta Oesmeku ST-0529 y mnaimieHTiB 3 moMipHUM a0o
BHCOKOAKTUBHUM BHPa3KkoBUM Koiitom», CYC-202, Bepcis 3.2 (ROW) Bix 14 ciuns 2021 p.

3asiBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, kpaiHa

Cabmimiti TepanbroTike (Xonn Ko.) JIta., Ipnanais (Sublimity Therapeutics (Hold Co) Ltd., Ireland)

CynyTHi
MaTepiaau/mpenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS Ouaekcanap KOMAPIIA




JonaTox Ne 62

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIPOOYBaHb JIKaPChKHUX 3aC00iB Ta

3aTBEPKEHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Neo 833

Inentudikaris CyrTeBoi
MOTIPaBKH

3MiHa BIAIIOBIJAJILHOTO JOCIIIIHUKA:

bYJIO CTAJIO

nikap Mapkesuu LJL| nikap Cxubano C.A.
Memnunnii nentp «Ox! Kiinik+» ToBapucta 3 | Meanunuii nentp «Ox! Kiinik+» ToBapucrsa 3
00MEXKEHOI BianoBimanpHicTIO «MiXkHapoaHuil | 0OMEKEHOI0 BIANOBIAANBHICTIO «MiKHapOJHUH
IHCTMTYT  KIHIYHMX  JOCHIKEHb»,  BIiIUIiNn | IHCTUTYT  KIIHIYHUX  JIOCHKEHbY»,  BLUILI
racTPOEHTEPOJIOTIT Ta rernarToJorii CTalioHapHOTO racTPOEHTEPOJIONIi Ta IeMnaTosIorii CTaliOHapHOTo
Bigminenns, M. Kuis BiaueHds, M. Kuis

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

Ne 2777 Bix 02.12.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«PangomizoBane mnojBiiiHe ciine gociipkeHHs |l ¢a3m 3 ouiHkM epeKTHMBHOCTI Ta Oe3NedHOCTi
3actocyBanHa OSE-127 B mopiBHsSHHI 3 Tulane00 y MaIi€HTiB 3 aKTUBHUM BHUPA3KOBHM KOJITOM
CepeIHbOro ab0 BaXKKOTO CTYINEHS TSDKKOCTI, 3 HEe()EKTUBHICTIO YW HENEPEHOCHMICTIO MOINEpPEeIHbOIO
nikyBanHs», OSE-127-C201, octarouna Bepcis 1.0 Big 15 gepus 2020 p.

3asBHHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

Cnoncop, kpaiHa

OCE Imynorepansiotikc, CA, ®@panuig (OSE Immunotherapeutics, SA, France)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 63

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

[TomoB>xeHHs TepMiHY MTPOBEACHHS KJIiHIYHOTO BUNIpoOyBanHs B YkpaiHi 10 30 aucromana 2021 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1386 Bim 08.11.2017

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Binkpure OararoneHTpoBe nociimkenns ¢asu I/II Tazemerocraty (iHriGiTOp ricTOH MeTUATpaHchepasu
EZH2) sx MoHoTepamist y NAaIi€HTIB i3 TOMMPEHUMH COJIIHUMH NyXJHHaMH abo B-kimiTHHHEMEI
mimpoMamu, a Takoxk TazemMeTocTar y KOMOIHalii 3 NPEIHI30JOHOM Yy MAI€HTIB 13 JU(Y3HOIO
B-BenmukokmiTuHHOO JTiMpomoro», E7438-G000-101, 3 monpaBkoro 11 Bix 24 Bepecus 2018 p.

3asiBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

Crnoncop, kpaina

Enizum, [ak., CIHIA (Epizyme, Inc., USA)

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomarok Ne 64

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosiena bporrypa mocnigauka [JNJ-67896049 / ACT-293987 / NS-304 UPTRAVI® (cenekcurar)],
Bepcis 16 Big 02 moTtoro 2021 p.

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«J1oBrocTpokoBe BIIKpUTE JOCHIIKEHHA O€3 KOHTPOJIbHOI TpYyNmu [UIsl OLIHKK OE3MeYHOCTI Ta
nepeHocuMmocti npenapaty cenekcunar (ACT-293987) y maiieHTiB 3 JIETEHEBOIO apTepiallbHOO
rineprensieton, AC-065A303 GRIPHON OL, ¢inansHa Bepcis 9 Bin 6 iarotoro 2019 p.

3asiBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

Crnoncop, kpaina

Axrenion @apmacerotikans JIta, [lIseitnapis

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




Jomatok Ne 65
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYxpainu «[Ipo npoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Omnositena 6pomrypa gociigauka Bepcist 7.0 Big 01 mrotoro 2021 poky

Howmep ta nara Hakasy
MO3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 187 Big 05.02.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«AnmantuBHe, 0araToOlUEHTPOBE, BIAKPUTE [OCHIDKEHHS 3 OIIHKKA O€3MEeYHOCTI, NEePEeHOCUMOCTI,
e(peKTUBHOCTI Ta (hapMaKOKIHETHKH BHYTPIIIHHOCYTIIO00BHUX iH €Ki mpenapaty AMB-05X y marienris
3 TEHOCHHOBIAJILHOIO TIMAHTOKJIITUHHOIO MYXJIMHOIO KOJIIHHOTO cyrino6a», AMB-051-01, Bepcis 1.2 Big
17 Bepecust 2020

3asiBHUK, KpaiHa

TOB «Elxin», Ykpaina

Crnoncop, kpaina

AmMax Bio., Inc. («kAMMakc bio., [ak.»), USA (CILIA)

CynyTHi
MaTtepiaiu/mpenaparu
CYNYTHBOI Tepamii

I'enepanbuuii tupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jomatok Ne 66

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

Omnosiiena Opomrypa gociigauka Bepeis 7.0 Bix 01 mrororo 2021 poky; BritoueHHS T0AaTKOBOTO MiCIIs
MIPOBEJICHHS KJITHIYHOTO BUITPOOYBAHHS:

Ne I1.1.B. BiAIOBIMAJILHOTO HOCHITHUKA
/1 Ha3zpa Micuig mpoBeieHHS KJIIHIYHOTO BUITPOOYBAaHHS
1. | k.m.H. boituyk C.I.

HamionanbHu#l 1HCTUTYT paKy, HAYKOBO-JOCIIIHE BiIIUIEHHS OHKOOPTOMENii, MyXJIMH IIKipU

Ta M’SIKUX TKaHWH, M. KuiB

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

Ne 614 81 01.04.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«AnanTuBHE, BIAKpUTE AOCHIKEHHS 2 (a3u 3 3aCTOCYBaHHSAM MHOXHHHHUX /103 3 iX 30UIbLICHHSAM, IO
MIPOBOJIUTHCS JUIS OLIHKH €()EeKTUBHOCTI, Oe3rneKu, nmepeHocuMocti ta Gapmakokinernku AMB-05X mpu
BHYTPIIIHPOBEHHOMY BBEACHHI Yy TMAIli€HTIB 3 TEHOCHHOBIAJBHOIO TiraHTOKJIITHHHOK MyXJIUHOIOY,
AMB-051-02, Bepcis 1.1 Bix 12 nmucronana 2020

3asiBHUK, KpaiHa

TOB «Elxxin», Ykpaina

CnoHcop, kpaiHa

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

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

I'enepanbuuii fupexrop Aupexropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA




Jomatok Ne 67
10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

OnHoBieHHH MPOTOKON KiiHIYHOrO BUMpoOyBaHHsS M14-431 3 iHKOpIOpOBaHWMHU AJMiHICTPATHBHUMHU
smidamu 1 Ta 2 1 [lompaBkamu 1, 2, 3, 4, 5 Ta 6 Bin 24 BepecHs 2020 poky; 3miHa aapecu 3asBHUKA
KJIiHIYHOTO BHITPOOYBaHHs - «E6O6BI biodapmaceroTikams ['M60X», [1IBeiimapis:

BYJIO CTAJIO
Hetixodmrpacce 23, 6341 m. baap, Ileeimapis | Ansre Illraiinxayszepmrpacce 14, 6330 Xawm,
(Neuhofstrasse 23, 6341 Baar, Switzerland) [Isefinapisi (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

Howmep ta nara Hakasy
MO3 1mo10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 1532 Bix 21.08.2018

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«bararoneHTpoBe, paHa0Mi30BaHe, MO/BIMHE cIiine, MmIaned0-KOHTPOIbOBaHE JTOCHIIKEeHHs 1HAYKIIHHOT
Teparnii Juisi BUBYEHHS e(DeKTUBHOCTI Ta Oe3neunocti Ynagauutuaioy (ABT-494) y maiieHTiB 3 XBOpoOOIO
Kpona Bif cepeqHbOBaXKKOi 10 BaXKKOi (pOpMU aKTUBHOCTI, Y AKX BHUHHKJIA HEaJeKBaTHA BiJMOBiAb Ha
Olosoriuny Teparito abo i HenepeHocumicThy», M14-431, inkopropoBanuit monpaskamu 1, 2, 3, 4 ta 5 Bifg
29 xBitHs 2020 poky

3asBHUK, KpaiHa

«E066B1 biopapmackrotikan3 ['m6X», [lIBeiinapis

Cnoncop, kpaiHa

AbbVie Inc., USA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexkropary

(apmaneBTHYHOrO 3a0e3neYeHHS

Ouaexcanap KOMAPIJIA




Jomatok Ne 68

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

[Mporokon kiiniyHoro mociimkenHs 16T-MC-AMAM 3 inkopriopoBaHoro nonpaskoto (D) Bix 18 rpyans
2020 poky; Indopmanis nns namienta gocnimkenns ta @opma [HpopmoBanoi 3roau 1jisi BUKOPUCTAHHS B
VYkpaini, Bepcis Ne 6.0 yKpalHChKOIO Ta pOCiiichkor0 MoBamu Bijg 26 mrororo 2021 poky; JloBigHHMK
y4acHUKa JIOCII)KEHHs] 3 BUKOHAHHs BI3UTIB, Bepcis 2 Bia 24 depBHs 2020 poKy YKpaiHCHKOIO MOBOIO
(AMAM-UA-UK-VISIT-GUIDE-V2-PA1-06/24/2020); KepiBHMITBO 3 BI3WTIB Ui  ydYacHHUKa
nocuimkenHs, Bepeis 2 Big 24 yepsus 2020 poky pociiicbkoro MoBoro (AMAM-UA-RU-VISIT-GUIDE-
VV2-PA1-06/24/2020)

Howmep ta nata Hakasy
MO?3 11010 3aTBEPIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 2372 Bin 04.12.2019

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararouentpoBe, PanmomizoBane, Iloasiiine cimime, Ilmane6o- Ta AxtuBHO- KoHTponaboBaHe
Hocnipkenns Il ®asu qia Ouinku EdextuBHocTi Ta besneunocti 3actocyBanHa Mipikizymaly y
[MarmienTis i3 XBopo6or Kpona [TomipHoro ta Tspxkoro Ilepebiry», 16T-MC-AMAM, 3 iHKOPTIOPOBAHOIO
nonpaskoro (a) Bix 08 kBiTHS 2020 poky

3asiBHUK, KpaiHa

«Eni Jlinni Boctok CAy, [lBeitapis

CrnoHcop, kpaina

Emi Jlinm eax Kommani, CIITA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

I'enepanbuuii upexrop Aupexropary

(apmaneBTHYHOrO 3a0e3MeYeHHS

Ouaekcanap KOMAPIIA



Jomatok Ne 69

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’sI
VYkpainu «[Ipo mpoBeneHHs KITHIYHIX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta

3aTBEPPKEHHS CYTTEBUX MOIPABOK»
28.04.2021 Ne 833

InenTudikamis cyrreBoi
MOTIPaBKU

OnoBnennit ocHoBHH KiiHiyHUK TpoTokos PLATFORMPACRD2001; 2 ¢a3za 3 mompaBkoio 2 Bix
17.09.2020 p. Ta ouoBieHHui JlogaTok M0N0 CHENM(PIYHOTO METOAY JIKYBaHHS 3 KOHKPETHUM
npemapatoM nporokory 67864238PACRD2001; 2a ¢a3a 3 nmonpaskoro 3 Big 17.09.2020 p; OHoiieHuit
ocHoBHUH KiiHIYHUK TipoTokoa PLATFORMPACRD2001; 2 ¢a3a 3 monpaskoro 2 Big 17.09.2020 p. Ta
oHOBJIeHHUH JloAaToK moa0 crenrudiyHOro METONy JIKYBaHHS 3 KOHKPETHHM IpPENapaToM IPOTOKOIY
67864238PACRD2001; daza 2a 3 nonpaskoro 4 Big 14.12.2020 p.; bpomypa Jocnigauka JNJ-67864238,
Buganas 3.0 Big 30.11.2020; Hlomennuk yuacuuka pocmimkenas SCARLET Subject Diary Card
(Ukraine-Ukrainian) 25MAR2020 FINAL Version 2.0, ykpaiHChKOIO MOBOIO sl YKpaiHU Bif
25.03.2020p.; Ulonennuk ywacHuka pnociimkenns SCARLET Subject Diary Card (Ukraine-Russian)
03Mar2020 FINAL Version 2.0, pociiicbkoro MoBoro aiast Ykpaiau Bix 03.03.2020p.; {oneHHuk
yYaCHUKa JIOCII/DKEHHs 3 THCTPYKIIi€r0 31 300py 3pa3KiB Kaiay B JomamiHix ymoBax, Fecal Diary Card
(Ukraine-Ukrainian) 21APR2020 FINAL Version 2.0, ykpalHCBKOK MOBOK i YKpaiHH Bif
21.04.2020p.; loneHHUK y4acHMKA IOCIIPKEHHS 3 1HCTPYKLIEIO 31 300py 3pa3KiB Kajly B JIOMAllIHIX
ymoBax, Fecal Diary Card (Ukraine-Russian) 24APR2020 FINAL Version 2.0, pociiiCbKO0 MOBOO st
VYkpainu Big 24.04.2020 p.

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

Ne 1246 Bix 26.05.2020

HazsBa xirigiyHOTO
BUINIPOOYBaHHS, KO/,
BepcCis Ta JaTta

«baratouieHTpoBe, paHJAOMI30BaHE, MOJABIHHE Ciimne, MIanebd0-KOHTPOJIbOBAHE KIIIHIYHE JOCIIIKEHHS-
wiargpopma 2 a3y, MmO BHUBYAE €(PEKTHBHICTH Ta O€3MEYHICTh JIKYBAaHHS MAalli€HTIB 3 AKTUBHOIO
xBOpoOor0 KpoHa Bij TOMIpHOTO 70 BaXXKOro cTymeHs TsokkocTi. PRISM. OcHoBHME KITiHIYHMIA
npotokon PLATFORMPACRD2001. lomaTok mojo cneunpiyHoro MeTony JiKyBaHHS 3 KOHKPETHUM
mpenapaToM 10 OCHOBHOTo KiiHigHOro mpoTtokonry PLATFORMPACRD2001, PRISM-SCARLET.
IIpotokon 67864238PACRD2001, 2a da3za», PLATFORMPACRD2001, 67864238PACRD2001, 3
nonpaskoro 1 Big 13.11.2019 p., 3 monpaskoro 2 Big 13.11.2019 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTHUKA HB», benbris




Cnoncop, kpaiHa «IHCCEH ®APMAILIEBTHUKA HB», benbris

CynytHi —
Marepiaiau/mpenaparu
CYNyTHBOI Teparii

I'enepanbuuii fupexrop Aupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS] Ouaekcanap KOMAPIIA




Jonatox Ne 70
10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «I[Ipo mpoBeneHHs KITIIHIYHUX
BUIIPOOYBaHb JIIKaPCHKHUX 3aC001B

Ta 3aTBEPKCHHS CYTTEBUX ITOIPABOK
28.04.2021 Neo 833

InenTudikamis cyrreBoi
HOTIPaBKU

OnoBieHuit mpoTokon KiiHiyHOTO mociimpkeHHs Ne 05, Bepcig 1 Bix 10 rpyans 2020p., aHrTiACHEKOI0
MoBoro. IlucemoBa iHGoOpMaris s MamieHTa - J0JaTKOBAa NHChMOBA I1H(oOpMallis mnarieHTa s
MIPOJIOBKEHHS YYacTi Y BIIKPUTOMY MEpiOi JUIsl TAIIEHTIB, SIKI TOCSTIM MOBHOMITTS, Bepcis Ne3 Bix
28 ciuas 2021p., aHrmiiicekor MoBOw; IHdopmaris mna mamienTa Tta (opma iHGOPMOBaHOI 3roju.
HonatkoBa (opma 3ronu U IPOJOBKEHHS y4acTi y BiAKPUTOMY Tepioji sl MAIi€HTIB, SKi JOCSTIH
MOBHOJITTS, Bepcis i Ykpainu Ned Bix 12 mrororo 2021p. ykpaincbkoro MoBor (Ha ocHOBI [IrcsmoBoi
iH(dopMarii s marieHTa - J0AAaTKOBa NMUCHMOBA iH(OpMAIlis TAallieHTa Il TPOJOBXKEHHS ydJacTi y
BIJIKpUTOMY TIEPiOA1 AJIsl MAIIE€HTIB, K1 TOCITaN NOBHOMITTS Bepcii Ne3 Bix 28 ciuns 2021p. aHrmiiicbkoro
MOBOK0.); [H(opmarist ans marieHTa Ta ¢Qopma iHbopmoBaHoi 3roau. JlomarkoBa Qopma 3romu s
MIPOJIOBXKEHHS Y4acTl Y BIIKPUTOMY MEPiOi Ui MAIi€HTIB, K1 JOCATJIM MOBHOMITTSA, BepCis i YKpaiHu
Ne4 Bixm 12 mororo 2021p. pociiicbkoro MoBOIO (Ha ocHOBi ITucemoBoi iH(opmarmii mis mamienra -
JO0JIaTKOBAa THChMOBa iHGoOpMaIlis MalieHTa AN MPOJOBXKEHHS YYacTi Yy BIIKPUTOMY Nepiofi Aus
TMAII€HTIB, SIK1 JOCATIIN TOBHOMITTS Bepcii Ne3 Bix 28 ciuns 202 1p. aHTIIIMCHKOIO MOBOIO)

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

Ne 544 Big 19.05.2017

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«/IBoxpiuHe OaraTOIIEHTPOBE paHIOMI30BaHE IMOABIMHE CIIIE IMIare00-KOHTPOIbOBAHE JOCTIHKCHHS B
napajeIbHUX Ipynax 3 METOI0 OIIHKM €(QEeKTHBHOCTI, O€3MeKH, MePeHOCUMOCTI Ta (papMaKOKIHETUYHUX
BJIACTMBOCTEH TepU(PIyHOMITY TMpU NEpopaJbHOMY NpUiiOMiI OJMH pa3 Ha JA00y y jitedl 3
peLMIUBYIOUYMMH (OPMAaMU PO3CISIHOTO CKJIEpPO3Yy 3 MEpioJIOM BiJKPUTOIO IMOAANBLIOTO JIKYBaHHS,
EFC11759, mporokoir Ne 04, Bepcist 1 Bin 11 Bepecus 2019p.

3asiBHUK, KpaiHa

TOB «Cano¢i-ABenric Ykpaina»

Cnoncop, kpaiHa

Genzyme Corporation, USA (Ixen3aiim Kopnopeiimn, CILIA)

CynyTHi
MaTepiaau/npenapaTru
| CyIyTHBOI Teparii

I'enepanbuuii fupexrop Aupexropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Ounexkcanap KOMAPIJA




JomaTox Ne 71
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «I[Ipo npoBeaeHHS KIIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB Ta

3aTBEP/IKCHHS CYTTEBHX ITOTIPABOK)
28.04.2021 Ne 833

Ha3ssa xmiiniunoro
BUIIPOOYBaHHs, KO/,
Bepcis Ta gaTta

«Bigkpure, paHaoOMi30BaHe, B IMapajelbHUX TpyIax, OaraToleHTPOBE MOCTIIHKCHHS e()EeKTUBHOCTI Ta
MepeHoCcuMocTi npenapary AHtpanb, 0,2 T Ta0neTku BKpUTI 00010HKOI0, BupoOHUIITBA AT «Dapmaky, B
MOETHAHHI 3 0a30BOI0 TEpaIi€l y KOMIUIEKCHOMY JIIKYBaHHI TMAII€HTIB 3 XPOHIYHUM MaHKPEATUTOM Pi3HOT
eTi0JIOTii, y MOPIBHSAHHI 3 TPYIOIO MAIIEHTIB, SKI OTPUMYIOTh TUIBKH 0a30BY TEpariro», KOA TOCIiIHKESHHS
FM-ANTR-20, Bepcis Ne 2 Big 08.02.2021

3asiBHUK, KpaiHa

AT «®apmak», YkpaiHa

Cnoncop, kpaiHa

AT «Dapmaky», Ykpaina

[lepenix mocmimKyBaHUX
JIKapChKUX 3ac00iB
Jikapcbka hopma,
T03yBaHHS, BUPOOHUK,
KpaiHa

AnTpans® (AHTpanb); TaOJETKH BKPUTI IUIIBKOBOK O00JOHKOIO; | Tabierka MiCTUTh aHTpamio® y
nepepaxyBanHi Ha cyxy pedoBuny 200 mr (0,2 1), mr; AT «Dapmak», Ykpaina

Bianosinanbawmii (1)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) n.m.H., npo¢. Bennuko B.1.

Opecbka KIIHIYHA JIKapHS HA 3ali3HUYHOMY TpaHcnopTi ¢unii «LleHTp oXOpoHU 310pOB’s» aKLIOHEPHOTO
TOBapucTBa «YKpaiHChbKa 3alli3HUI», MOJIKIiHIYHE BimmaineHHs, Opecbkuil HamioHanpHHMI MeIUYHUN
YHIBEpCUTET, Kadeapa CiIMeIHOT METUIIMHY Ta 3arajbHOI IpakTuku, M. Ozxeca

2) n.M.H., ipod. Xyxuina O.C.

KomynansHe Hexomepuiiine mianpuemctBo «llomikminika «['paBiToH» YepHiBeUbKOi MICbKOI paju,
BiJIIUICHHS Te€paneBTU4YHe, M. YepHiBII

3) k.m.H. Kiznosa H.M.

KomyHnaneHe HekomepiiiiHe mianpueMcTBo «BiHHMIBKa oOiiacHa KiiHiuHa JjikapHa iM. M.I. IIuporosa
Binaunekoi obmacHoi pamn», Ob6macHUi cremiaii3oBaHUN KIIHIYHANA TacCTPOSHTEPOJOTIYHUN IEHTpP, M.
Binauns

[IpenapaT mopiBHAHHS,
BUPOOHMK Ta KpaiHa

CynyTHi
MaTtepiaiu/mpenaparu
| CyIyTHBOI Teparii

I'enepanbuuii fupexrop Aupexropary

(¢apmManeBTHYHOTO 3a0e3MeYeHHS

Ounexkcanap KOMAPIJA



